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Disclaimer

Healthcare professionals are expected to take NICE clinical guidelines fully into account when
exercising their clinical judgement. However, the guidance does not override the responsibility of
healthcare professionals to make decisions appropriate to the circumstances of each patient, in
consultation with the patient and, where appropriate, their guardian or carer.
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Appendix H: Clinical evidence tables

Clinical examination

None.

Risk assessment tools and stratification

Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

APELDOORN 20128 trial: Apeldoorn 2012'%*3

RCT (Clusters randomised; Parallel)
1 (n=156)

Conducted in Netherlands; Setting: private physical therapy clinics in Amsterdam and surrounding rural areas (<50 km
radius)

Unclear

Intervention + follow-up: 1 year

Adequate method of assessment/diagnosis
Overall: low back pain with/without sciatica
Not applicable

Low back pain as the primary complaint, with or without associated leg pain, age between 18-65 years, current
episode longer than 6 weeks and ability to read and write Dutch

Known or specific low back pain (e.g cauda equina compression, fractures), severe radiculopathy, spondylolisthesis
(grade 2 or more), serious co-morbidity 9e.g metastases, AIDS)psychopathology, lumbar spinal surgery in the previous
year, more than 1 low back operation, pregnancy,, inability to attend 6 or more regular physical therapy
appointments, moderate complaints about 1 or more items of the UDI-6 or inability to demonstrate any low back pain
symptoms during mechanical examination
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Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

patients were recruited by physical therapists from 21 private physical therapy clinics in Amsterdam and surrounding
rural areas (<50 km radius)

Age - Mean (SD): 43.2 (11.7) in classification group and 42.0 (10.9) in the usual care group. Gender (M:F): 67:89.
Ethnicity:

Baseline Pain (NRS) was 6.0 (1.7) in the classification group and 6.2 (1.8) in the usual care group. Baseline Function
(ODI) was 18.1 (11.5) in the classification group and 21.9 (14.5) in the usual care group. Baseline PCS score of the SF-
36 was 43.7 (8.3) in the classification group and 40.2 (8.7) in the usual care group. Baseline MCS score of the SF-36
was 52.3 (8.5) in the classification group and 51.1 (10.6) in the usual care group.

No indirectness

(n=74) Intervention 1: Risk assessment tools + treatment - Delitto/Childs/Flynn/Hancock/O’Sullivan. Patients assigned
to the classification group were treated according to their primary classification category i.e direction specific
exercises, spinal manipulation or stabilisation exercise for a minimum of 4 weeks. After this period, the physical
therapist was allowed to exchange treatment strategy according to the current low back pain Dutch guidelines..
Duration 1 year. Concurrent medication/care: 8.1 % in the classification group were taking medication for low back
pain whereas 14.6% were taking medication in the usual care group

Further details: 1. Validated and non-validated risk tools: Not applicable / Not stated / Unclear

(n=82) Intervention 2: Unstratified treatment et — Unstratified treatment. Patients assigned to usual physical therapy
care received individually tailored treatment according to the current low back pain Dutch guidelines.. Duration 1
year. Concurrent medication/care: 8.1 % in the classification group were taking medication for low back pain whereas
14.6% were taking medication in the usual care group

Further details: 1. Validated and non-validated risk tools:

Academic or government funding (The Netherlands Organisation for Health Research and Development grant funds
were received to support this work)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CLASSIFICATION GROUP versus USUAL THERAPY GROUP

Protocol outcome 1: Quality of life at < 4 months

- Actual outcome: SF-36-Physical Component Score (PCS) at 1 year; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: SF-36-Physical Component Score (MCS) at 1 year; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at < 4 months
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- Actual outcome: NRS,0-10 at 8 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months - 1 year
- Actual outcome: NRS,0-10 at 52 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at < 4 months
- Actual outcome: ODI,0-10 at 8 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at >4 months - 1 year
- Actual outcome: ODI,0-10 at 52 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Responder criteria at < 4 months
- Actual outcome: NRS (>30 % improvement from baseline) at 8 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: ODI (>30 % improvement from baseline) at 8 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Responder criteria at >4 months - 1 year
- Actual outcome: NRS (>30 % improvement from baseline) at 52 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: ODI (>30 % improvement from baseline) at 52 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of participants
Country and setting
Funding

Duration of study

Quality of life at >4 months - 1 year; Psychological distress (HADS/GHQ/BDI/STAI) at < 4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at >4 months - 1 year; Healthcare utilisation (prescribing, investigations, hospitalisation or
health professional visit) at £ 4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at >4 months - 1 year; Adverse events (morbidity) at < 4 months; Adverse events (morbidity at >4
months - 1 year; Adverse events (mortality) at >4 months - 1 year; Adverse events (mortality) at < 4 months

Beneciuk 2013%%%

Prospective cohort study
146 patients enrolled and provided baseline information.
USA

Brooks health system, primary author supported by the National institute of health T32 neuromuscular plasticity
research training fellowship grant.

6 months
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Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

Results:

Age, mean (SD): 41.1 (13.5), female: 61%, symptom location: low back pain only 33.6%, low back pain and buttock/thigh
49.3%, low back pain and lower leg 17.1%, symptom duration: acute (<90 days) 51%, chronic (290 days) 49%.
Inclusion criteria

Adults between the ages of 18 and 65 years seeking physical therapy for low back pain (defined as having symptoms at
T12 or lower, including radiating pain into the buttocks and lower extremity), able to read and speak the English
language.

Exclusion criteria:

Presence of systemic involvement related to metastatic or visceral disease, recent spinal fracture, osteoporosis, or
pregnancy.

Fear avoidance beliefs questionnaire (FABQ) physical activity scale: 4 item scale (0-24) and FABQ work scale: 7 item
scale (0-42). Higher levels indicating higher levels of fear avoidance beliefs.

Pain catastrophizing scale: 13 item questionnaire (potential range of scores 0-52) higher scores indicating higher levels
of pain catastrophizing.

Eleven-item version of the tempa scale kinesophobia: used to measure degree of fear on movement and injury or re-
injury in individuals with low back pain (potential scores ranging 11-44), with higher scores indicating greater fear on
movement and injury or re-injury due to pain.

Nine-item patient health questionnaire: used to assess degree to which depressive symptoms have on a patient with
low back pain (scores range from 0-27), high scores indicate elevated depressive symptoms.

STarT Back: overall score (0-9)determined by summing all positive responses

STarT Back: psychosocial subscale score (0-5) based on bothersomeness, fear, catastophizing, anxiety and depression.
High risk >4: high levels of psychosocial prognostic factors are present with or without physical factors present,
Medium risk >3: physical and psychosocial factors are present but not a high levels of psychosocial factors,

Low risk 0-3: few prognostic factors are present.

Predicting 6 months follow-up pain intensity using the numeric pain rating scale (0-10)
Predicting 6 months follow-up disability scores using the Roland Morris disability questionnaire (0-24)
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Adjusted % R2 (MVA adjusting for all the
other psychological tools, demographic and
low back pain variables, and psychological
measures)

General limitations (according to PROBAST)

Study

Study type

Number of participants
Country and setting
Funding

Duration of study
Baseline characteristics

Patient characteristics

Pain (NRS)

FABQ physical activity scale: 17.6

FABQ physical work scale: 18.9

Pain catastrophizing scale: 17.1

Tampa scale of kinesiophobia (11-iten version): 17.8
Patient health questionnaire (9-items): 18.6

STarT Back screening tool overall score (0-9): 17.7
STarT Back screening tool psychological score (0-5): 8.2

Disability (RMDQ)

FABQ physical activity scale: 39.6

FABQ physical work scale: 41.4

Pain catastrophizing scale: 41.2

Tampa scale of kinesiophobia (11-iten version): 40.4
Patient health questionnaire: 41.2

STarT Back screening tool overall score: 42.3

STarT Back screening tool psychological score: 44.3

Limited outcome data reported (R? only adjusted for other tools/covariates); high rate of missing data with analyses
indicating significant differences between completers an non-completers

Beneciuk 2014°%%*

Prospective cohort study

123

USA

Brooks health system, main author funded by national institutes of health T32 neuromuscular plasticity
6 months

Age [mean (SD)] 42.6 (13.1); female 61%, symptom duration-chronic (91days or more) 45.5%

Inclusion criteria
Adults between the ages of 18 and 65 years seeking physical therapy for low back pain (defined as having symptoms at
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Risk assessment tool

Target condition
Results:

R2 (adjusted for demographics, low back
pain symptom duration and variation in
initial STarT Back categorisation)

General limitations (according to PROBAST)

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline
condition

T12 or lower, including radiating pain into the buttocks and lower extremity), able to read and speak the English
language.

Exclusion criteria:
Presence of systemic involvement related to metastatic or visceral disease, recent spinal fracture, osteoporosis, or
pregnancy.

STarT Back: change in overall score (0-9) determined by summing all positive responses at baseline and at 4-weeks and
determining whether participants were improved (STarT Back Screening Tool (SBT) categorization changed from
medium to low, high to low, or high to medium risk), stable (SBT categorization remained low or medium risk), or
worsened (SBT categorization changed from low to medium, low to high, medium to high, or remained high risk).

Thresholds for each category as follows:

High risk 24: high levels of psychosocial prognostic factors are present with or without physical factors present,
Medium risk >3: physical and psychosocial factors are present but not a high levels of psychosocial factors,
Low risk 0-3: few prognostic factors are present.

6 months outcome for numeric pain rating scale and Oswestry disability score

Pain: 16.8%
Disability: 46.3%

Limited outcome data reported (R? only adjusted for other tools/covariates); high rate of missing data with analyses
indicating significant differences between completers an non-completers

Beneciuk 2015

RCT (Patient randomised; Parallel)

1 (n=109)

Conducted in USA; Setting: Outpatient clinic setting.
Not applicable

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: Diagnosis by a physician.
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Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Overall
Not applicable

1. Between the ages of 18 and 65 years and seeking physical therapy for low back pain (defined as having symptoms at
T12 or lower, including radiating pain into the buttocks and lower extremity) and 2. ability to read and speak the English
language.

1. the presence of systemic involvement related to metastatic or visceral disease, 2. recent spinal fracture, 3.
osteoporosis, or 4. pregnancy.

Consecutive recruitment.
Age - Mean (SD): 46.2(12.2). Gender (M:F): 45/64. Ethnicity: Caucasian - 83; Black or African American - 20; Other - 6.

Baseline details, Stratified care: NPRS, mean(SD):4.8(1.9); ODI, mean(SD) - 32.8(15.0). Standard care: NPRS, mean(SD) -
4.9(2.1); ODI, mean (SD) - 34.7 (15.0)..

No indirectness: Meets protocol.

(n=70) Intervention 1: Risk assessment tools + treatment - STarT Back. SBT was self-administered by all patients at
intake and 4 weeks later; however only physical therapists (PT) in the stratified care group were educated on SBT
scoring methods Patients were not randomised to different treatment groups. Therapists (PT) in the stratified care
group were instructed to provide treatment for patients with using the knowledge and skills leant into subsequent
management strategies for their patients with low back pain. Specifically clinicians were asked to utilise SBT
categorisation to guide initial treatment decision-making Low risk group. Minimal physical therapy intervention
approach (1-2 sessions per week) and adherence to the APTA Orthopaedic Section CPG’s. Medium risk group Increased
physical therapy intervention approach (2-3 sessions per week) and adherence to the APTA Orthopaedic Section CPG's.
High risk group Increased physical therapy intervention approach (2-3 sessions per week) and adherence to the APTA
Orthopaedic Section CPG’s and psychologically-informed practice principles.. Duration 4 weeks. Concurrent
medication/care: None reported.

Further details: 1. Validated and non-validated risk tools:

(n=39) Intervention 2: unstratified treatment - unstratified treatment. PT in the standard care group were instructed to
provide treatment for patients with low back pain as they normally would have if not participating in this study.
Duration 4 weeks. Concurrent medication/care: None reported.

Further details: 1. Validated and non-validated risk tools:

Academic or government funding (Funded by the 2012 Brooks Rehabilitation Collaborative Grant.)
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STarT Back versus UNSTRATIFIED TREATMENT

Protocol outcome 1: Pain severity (VAS/NRS) at up to 4 months

- Actual outcome: Numerical pain rating scale- STRATIFIED-Low risk at 4 weeks; Group 1: mean -0.8 No units. (SD 1.2); n=15, Group 2: mean -0.9 No units. (SD 1.7);
n=14; Numerical Pain Rating Scale 0 - 10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Numerical pain rating scale-OVERALL-patients rated their current pain intensity as well as their best and worst levels of pain intensity over the
previous 24 hours. These 3 pain ratings were averaged and used as NPRS variable) at 4 weeks; Group 1: mean -1.4 (SD 1.3); n=67, Group 2: mean -0.7 (SD 1.7); n=33;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Numerical pain rating scale-STRATIFIED- Medium risk at 4 weeks; Group 1: mean -1.7 (SD 1.9); n=31, Group 2: mean -0.2 (SD 1.7); n=12; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome: Numerical pain rating scale- STRATIFIED-High risk at 4 weeks; Group 1: mean -1.5 (SD 1.5); n=21, Group 2: mean -0.9 (SD 1.9); n=7; NPRS 0-10
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at up to 4 months

- Actual outcome: Oswestry Disability Index-OVERALL at 4 weeks; Group 1: mean 13.2 % (SD 10.7); n=67, Group 2: mean 4.4 % (SD 11.6); n=33; Oswestry Disability
Index 0 - 100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index-STRATIFIED-Low Risk at 4 weeks; Group 1: mean -10.4 (SD 9.8); n=15, Group 2: mean -6.1 (SD 8.8); n=14; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index-STRATIFIED-Medium Risk at 4 weeks; Group 1: mean -12.3 (SD 7.9); n=31, Group 2: mean -0.8 (SD 11.9); n=12; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index-STRATIFIED-High Risk at 4 weeks; Group 1: mean -16.7 (SD 14.3); n=21, Group 2: mean -6.8 (SD 17.8); n=7; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at up to 4 months

- Actual outcome: Responder criteria (% age of patients with >30% improvement in pain) at 4 weeks; Group 1: 41/67, Group 2: 11/33; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: Responder criteria ( patients with >30% improvement in function) at 4 weeks; Group 1: 41/67, Group 2: 11/33; Risk of bias: Very high; Indirectness of
outcome: No indirectness
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Protocol outcomes not reported by the
study

Study
Study type

Number of studies (number of participants
Country and setting

Funding

Duration of study

Baseline characteristics

Patient characteristics

Quality of life at up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Psychological
distress (HADS/GHQ/BDI/STAI) at up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Function
(disability scores) at >4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional
visit) at up to 4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at
>4 months; Responder criteria at >4 months; Adverse events (morbidity) at up to 4 months; Adverse events (morbidity
at >4 months; Adverse events (mortality) at >4 months; Adverse events (mortality) at up to 4 months

Childs 2004 **®
Prospective cohort study

1(n=131)
USA; 2 academic medical centres and smaller outpatient practice settings, mostly within the US Air Force

Supported by a grant from the Foundation for Physical Therapy, Inc. and Wilford Hall Medical Center Commander’s
Intramural Research Funding Program

6 months

Mean age (SD) 33.9 years (10.9). Gender: 42% Female. Median duration of current episode 27 days. Proportion of those
taking medication for low back pain = 84%. History of low back pain = 67.9%. Mean (SD) Oswestry Disability
Questionnaire (ODI) score = 41.2 (10.4). Mean (SD) Pain score = 5.8 (1.6)

Recruitment: Participants recruited as part of a RCT evaluating manipulation plus exercise versus exercise alone for low
back pain.

Inclusion criteria

Consecutive patients aged 18-60 years who were referred to physical therapy with low back pain as the primary
symptom, with or without referral in the lower extremity, and an Oswestry Disability Questionnaire (ODI) score of at
least 30%.

Exclusion criteria

Red flags for a spinal condition (e.g. tumour, compression fracture, or infection), those who had signs consistent with
nerve root compression (positive straight leg increase < 45 degrees or diminished reflexes, sensation, or lower extremity
strength), pregnancy, previous surgery to the lumbar spine or buttock.

Final chronicity at end of study (6-months):
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Risk assessment tool

Target condition

Results:
Optimal likelihood ratio

General limitations (according to PROBAST)

Study
Study type

Number of studies (number of participants
Country and setting

Funding

Manipulation group: 36.5% of participants were taking medication for back pain during previous week, 11.5% were
currently seeking treatment for back pain, and 9.6% had missed work in the previous 6-weeks due to back pain
Exercise group: 60% of participants were taking medication for back pain during previous week, 42.5% were currently
seeking treatment for back pain, and 25% had missed work in the previous 6-weeks due to back pain.

Spinal manipulation clinical prediction rule:

Contains 5 criteria to indicate a positive outcome; < 16 days duration of current episode of low back pain; no symptoms
distal to the knee; score < 19 on the FABQ work subscale; > 1 hypomobile segment in the lumbar spine; > 1 hip with > 35
degrees of internal rotation range of motion. A physical therapist blinded to treatment condition, the rule’s criteria and
patient’s outcome assessed the patient according to the criteria. After completion of the study, an examiner who was
blinded to patient’s treatment assignment determined the patient’s outcome from the tool by using the results of the
baseline examination. A threshold of >4 criteria was used to identify a positive outcome and < 3 criteria used to identify
a negative outcome, based on Flynn et al. (2002).

Success at 1-week (as assessed by ODI score; success classified as at least 50% improvement).

Success (manipulation group): cut-off >4 criteria

Positive likelihood ratio (95% Cl) = 13.2 (3.4 —52.1)

No improvement (manipulation group): cut-off < 3 criteria

Negative likelihood ratio (95% CI) = 0.10 (0.03 — 0.41)

Limitations around sample size, participant flow, and analysis. Raw data not reported for consideration of number of
outcome events. Unclear final attrition numbers with respect of outcome analysis. No formal calibration and
discrimination statistics reported (LR only). Outcome time frame too short for an important effect to be visible.

Childs 2005 **®°

Prospective cohort study

1(n=131)

USA; 13 physical therapists at 8 clinics located in a variety of healthcare settings

Supported by a grant from the Foundation for Physical Therapy, Inc. and Wilford Hall Medical Center Commander’s
Intramural Research Funding Program
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Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

4 week follow-up

Mean age (SD) 33.9 years (10.9). Gender: 42% Female. Median duration of current episode 27 days. Proportion of those
taking medication for low back pain = 84%.

Recruitment: Participants recruited as part of a RCT evaluating manipulation plus exercise versus exercise alone for low
back pain (with or without lower extremity symptoms)

Inclusion criteria

Consecutive patients aged 18-60 years who were referred to physical therapy with low back pain as the primary
symptom, with or without referral in the lower extremity, and an Oswestry Disability Questionnaire (ODI) score of at
least 30%.

Exclusion criteria

History of cancer, rheumatoid arthritis, spinal fracture, osteoporosis, positive neurologic signs (positive straight leg raise
or altered reflexes, or strength)

Functional Rating Index (FRI)

10 items: 9 represent domains covered in Oswestry and/or neck disability index. 7 items are represented in the neck
disability index, 8 represented in Oswestry. One additional item was included on the frequency of pain.

Oswestry Disability Questionnaire (ODI)

Global rating of change: 15 point rating scale that ranged from -7 to 7. -7="a very great deal worse”, 0="about the
same”, 7="a very great deal better”. Ratings were made independently by treating therapist and patient and the mean
score used. A mean score of 23 were considered to have improved, a score of >-3 to <3 was considered to stable, a
score of £-3 was considered to have worsened.

Responsiveness was characterised by calculating the area under the receiver operating characteristic curve to assess
each tool’s ability to distinguish patients who had improved and those who had not based on global rating of change
score results.
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General limitations (according to PROBAST)
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Study

Study type

Number of studies (number of participants
Country and setting

Funding

Functional Rating Index (FRI)
AUC 0.93 (95% Cl: 0.89, 0.98)

Oswestry Disability Questionnaire (ODI)
AUC 0.93 (95% Cl: 0.88, 0.98)

Unclear if therapists were blinded to predictors before estimating global rating change, unclear if there was attrition or
how this was dealt with, only AUC reported

Dagfinrud 2013 105,105

Prospective cohort study
1 (n = 76; subgroup of participants with low back pain)
Norway

None stated
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Baseline characteristics

Patient characteristics
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Risk assessment tool

LT

Target condition

Results:
Sensitivity and specificity

Other measures as agreed with the GDG:

Optimal likelihood ratio
Area under the curve (95% Cl)

8 weeks

Mean age (SD) 45.3 years (14.5). Gender: 60.5% Female. Chronicity (%): acute 26.7%; sub-acute 24%; chronic (3-12
months) 10.7%; chronic (>1 year) 38.7%. Mean (SD) self-reported pain (0-10, 10 = worst) = 6.15 (3.66); Mean (SD) ODI
(100 = worst) = 35.9 (16.5).Clinicians’ prognostic assessment (% classified as good prognosis) = 61%. Mean OMSPQ_(SD)
=84.2(29.8).

Inclusion criteria

Patients aged > 18 years with low back pain seeing the manual therapist directly, without referral from a general
practitioner

Exclusion criteria

Treated for low back pain during a period of 4 weeks before enrolment; pregnancy; not understanding Norwegian
language; abuse of drugs or alcohol

Final outcome/event rate at end of study: not reported

Orebro Musculoskeletal Pain Questionnaire:

Contains 25 items in which 21 (items 5-25) are included in the final score. Scored items assess pain, previous sick leave,
anxiety and depression, activity limitations, coping, work characteristics/satisfaction, fear avoidance beliefs, and
patient’s expectations to improve. Items are summed, providing a total ranging between 0-210, with higher scores
indicating a higher risk of a poor outcomes. In this study, scores were categorised into 3 groups; low risk (score <90),
moderate risk (score 90-105) and high risk for prolonged disability (score > 105; thresholds based on Linton & Hallden,
1998).

Functional improvement (change score of ODI > 10; ODI on a scale of 0-100, with high scores representing poor
outcome).

OmMsPQ

Functional status (change score > 10): cut-off 105
Sensitivity 78%; specificity 21%; -LR 1.01, +LR 0.95
AUC (95% CI) 0.58 (0.42-0.73)

Functional status (continuous outcome): OMSPQ_as continuous predictor, controlling for age, gender, baseline ODI
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General limitations (according to PROBAST)

Beta (adjusted, 95%) 0.19 (0.002, 0.08), p value = 0.002, R?A 0.15

Concerns around outcome reporting. Final event rates unable to be assessed due to failure to report raw data.
Therefore also unclear if attrition taken into account in analysis.
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Fritz 2003 trial: Fritz 2003'*>*

RCT (Patient randomised; Parallel)

1 (n=78)

Conducted in USA; Setting: study conducted at 5 Employee Health Services outpatients clinics at the University of
Pittsburgh Medical Center (UPMC)

Unclear

Intervention + follow-up: 1 year

Adequate method of assessment/diagnosis

Overall: low back pain with/without sciatica

Not applicable

Patients with work-related low back pain of less than 3 weeks duration and of sufficient severity to necessitate
modification of work duties were identified by the occupational medicine physician

Patients were excluded from the study if they did not require any work modifications, had a history of surgery to the
lumbosacral region, were pregnant or had any potentially serious conditions e.g. tumour, infection, fracture etc.
Individuals with sciatica or a history of low back pain were included in the study

Enrollment period was August 1997 through to August 1999. Eligible patients meeting inclusion criteria were referred
to a research assistant who obtained relevant data

Age - Mean (SD): 37.4 +/-10.4. Gender (M: F): 48:30. Ethnicity:

Baseline ODI values for the Guideline Group was 42.8 (16.1) and 42.9 (15.7) in the classification group. Baseline SF-36
PCS values for the Guideline Group was 29.5 (7.7) and 29.7 (8.0) in the classification group. Baseline SF-36 MCS values
for the Guideline Group was 53.5 (9.8) and 51.4(8.6) in the classification group.

No indirectness

(n=41) Intervention 1: Risk assessment tools + treatment - Delitto/Childs/Flynn/Hancock/O’Sullivan. Subjects assigned
to the classification based group were examined by the treating physical therapist and placed into one of 4 treatment
classifications on the basis of their signs and symptoms. The treatment received was specific to the classification
assignment of the subject. The subjects in the classification group were re-evaluated at the beginning of each therapy
session. The reevaluation consisted of lumbar range of motion and special tests required for classification. If the
patients signs and symptoms changed, resulting in a new classification, the treatment was altered to match the new
classification. Interventions included joint mobilisation, manipulation techniques, spinal active range of motion
exercises, lumbar extension exercises, trunk strengthening and mechanical or auto-traction. Duration 1 year.
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Concurrent medication/care: Not stated
Further details: 1. Validated and non-validated risk tools: Not applicable / Not stated / Unclear

(n=37) Intervention 2: Unstratified treatment et — Unstratified treatment. Subjects assigned to the guideline-based
group received treatments based on the recommendations of clinical practice guidelines including low stress aerobic
exercise (treadmill walking or stationary cycling) and general muscle reconditioning exercises after 2 weeks. Subjects
also received advice to remain as active as possible within the limits of their pain. They were reminded that most
persons with low back pain return to full work capacity. Duration 1 year. Concurrent medication/care: Not stated
Further details: 1. Validated and non-validated risk tools:

Funding Academic or government funding (Funded by the Clinical Research Grant from the foundation of Physical therapy)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CLASSIFICATION GROUP versus GUIDELINE GROUP

Protocol outcome 1: Quality of life at < 4 months

- Actual outcome: SF-36-Physical component Score (PCS) at 4 weeks; Group 1: mean 36.8 (SD 32); n=41, Group 2: mean 43 (SD 35); n=37; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: SF-36-Mental component Score (PCS) at 4 weeks; Group 1: mean 50.6 (SD 32); n=41, Group 2: mean 52.2 (SD 35); n=37; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome: SF-36-Physical component Score (PCS) at 1 year; Group 1: mean 40.7 (SD 34); n=41, Group 2: mean 45 (SD 35); n=37; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: SF-36-Mental component Score (PCS) at 1 year; Group 1: mean 51.3 (SD 34); n=41, Group 2: mean 50.8 (SD 35); n=37; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at < 4 months
- Actual outcome: ODI at 4 weeks; Group 1: mean 32.4 (SD 32); n=41, Group 2: mean 21.4 (SD 38); n=37; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 4: Function (disability scores) at >4 months - 1 year
- Actual outcome: ODI at 1 year; Group 1: mean 25.8 (SD 35); n=41, Group 2: mean 17.4 (SD 39); n=37; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at < 4 months
- Actual outcome: Number of therapy appointments during 1 year period at 4 weeks; Group 1: mean 5.7 (SD 3.6); n=41, Group 2: mean 5.4 (SD 3.1); n=37; Risk of bias:
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Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months - 1 year
- Actual outcome: Number of therapy appointments during initial 4 weeks at 1 year; Group 1: mean 6.7 (SD 5.5); n=41, Group 2: mean 6.2 (SD 4.2); n=37; Risk of bias:
Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study
Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Pain severity (VAS/NRS) at < 4 months; Pain severity (VAS/NRS) at >4 months - 1 year; Psychological distress
(HADS/GHQ/BDI/STAI) at < 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months - 1 year; Responder
criteria at < 4 months; Responder criteria at >4 months - 1 year; Adverse events (morbidity) at < 4 months; Adverse
events (morbidity at >4 months - 1 year); Adverse events (mortality) at >4 months - 1 year; Adverse events (mortality)
at <4 months

Gabel 2011 **®
Two-phase prospective cohort study (development and validation)

n = 106 validation

Australia, multi-centre: 7 physiotherapy outpatient clinics in 3 states
None stated

6 months

Mean age (SD, range) 39 (9, 18-58). Gender: 43% Female. Mean duration (SD): 4.1 weeks (8.1). Multi-area: 14%.
Chronicity (%, mean duration in weeks, SD): acute 79%, 1.1 (0.5); sub-acute 13%, 8.0 (1.9); chronic 8%, 25.5 (14.5).
Inclusion criteria

Consecutive patients with acute/sub-acute low back pain, workers’ compensation and medical practitioner referral

Exclusion criteria
Pregnancy, red flag signs, <18 years and English comprehension difficulty.

Final chronicity at end of study:

6% chronic (patients with exacerbated pre-existing low back pain, symptoms present >12 weeks)

94% acute/sub-acute

Original Orebro Musculoskeletal Pain questionnaire:

25 items assessing 5 proposed constructs: function, pain, psychological, fear avoidance and miscellaneous. Derived from
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Target condition

Results:

Sensitivity and specificity supplied by author
but not enough raw data to calculate 2x2
tables.

Optimal likelihood ratio
Area under the curve (95% Cl)

the acute low back pain screening questionnaire (ALBPSQ). Cut-off ranges in OMSPQ are used to indicate low (90-100)
and high (105-119) risk of prolonged recovery from low back pain.
Only 66/106 participants returned responses to this tool

Modified version: Orebro Musculoskeletal Screening Questionnaire:

Four critical characteristics of the original OMSPQ were retained in the OMSPQ, question humber and order, scoring
format and total score. All 21 ALBPSQ items included with one being renamed and 4 additional activities of daily living
(ADL) combined with the physical function questions. This broadened application and improved respondent
comprehension.

Functional status, problem severity, absenteeism, long-term absenteeism and recovery time. The spine functional index
(SF1) and numeric rating scale (NRS) were repeated every 2 weeks until discharged or study completion. SFI enables
direct comparison between the spine, upper and lower limbs: <10% recovered vs. 210% not recovered. The NRS is an
11-point global status measure (0=no problem, 10=maximum): <1 recovered vs. 21 not recovered.

Two assessors, a physiotherapist and occupational therapist, were blinded to the baseline screening scores which
ensured independent collection of outcome data.

Modified OMSPQ Original OGMSPQ
Functional status (recovered <10%): cut-off 101 Functional status (recovered <10%): cut-off 100
Sensitivity 72%; specificity 96.4%; LR -20.16 Sensitivity 68%; specificity 96.4%; LR -19.04

AUC (95% CI) 0.12 (0.78-0.99) AUC (95% CI) 0.12 (0.77-0.99)

Functional status (not recovered >10%): cut-off 112  Functional status (not recovered >10%): cut-off 113
Sensitivity 85.7%,; specificity 88%; LR 7.14 Sensitivity 85.7%,; specificity 88%; LR 7.14

AUC (95% CI) 0.88 (0.78-0.99) AUC (95% CI) 0.88 (0.78-0.99)

Problem severity (recovered <1): cut-off 101 Problem severity (recovered <1): cut-off 100
Sensitivity 72%; specificity 96.4%; LR -20.16 Sensitivity 68%; specificity 96.4%; LR -19.04
AUC (95% Cl) 0.15 (0.72-0.97) AUC (95% Cl) 0.16 (0.71-0.97)

Problem severity (not recovered >1): cut-off 112 Problem severity (not recovered >1): cut-off 113
Sensitivity 82.1%,; specificity 84%; LR 5.13 Sensitivity 82.1%; specificity 84%; LR 5.13
AUC (95% Cl) 0.85 (0.72-0.97) AUC (95% Cl) 0.84 (0.71-0.97)
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General limitations

Study
Study type

Number of studies (number of participants
Country and setting

Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

Not all participants were entered into analysis. Large number of non-responders to original OMSPQ. Little information
provided on loss to follow-up and no raw numbers provided on participant outcome (numbers recovered, numbers with
pain etc).

Heneweer 2007 2%

Prospective cohort study
1(n=56)

Netherlands; primary care
No funding received

12 weeks

Mean age (SD): recovered 40.8 (9.2) years; non-recovered 43.1 (9.1) years. Gender: recovered 35%% Female; non-
recovered 44% female.

Mean duration of current complaint:

< 4 weeks: recovered 64.5%; non-recovered 36%

4-6 weeks: recovered 29%; non-recovered 24%

7-12 weeks: recovered 6.5%; non-recovered 40%

Inclusion criteria

Medical referral based on non-specific low back pain preceded by a pain free period of at least 3 months in which no
physical therapist was seem. Aged between 21-60 years with sufficient knowledge of Dutch to complete the
questionnaire.

Exclusion criteria:

Back complaints with a (suspected) specific cause (e.g. trauma, tumour, rheumatoid arthritis etc), pregnancy, or
coexisting major medical disease.

The Dutch translation of the Acute Low Back Pain Screening Questionnaire (ALBPSQ)

A self-administered screening assessment based on variables that have been suggested as risk factors. (no further detail
provided in the paper)

Visual analogue scale of pain (horizontal 0-100mm), Quebec Back Pain Disability Scale (QBPDQ) and overall recovery at
12 weeks based on a questionnaire.
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Results:
Area under the curve (SE)

General limitations (according to PROBAST)

Study
Study type

Number of participants

Country and setting
Funding
Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

ALBPSQ - total score for recovery
AUC 0.641 (0.074)

Unclear if outcome interpreted without knowledge of assessment tool status. Pain and function outcomes not reported.

No clear description of the tool and handling of attrition.

Hill 2008>*°

Prospective cohort study (validation study of STarT Back)

N=131 patients (development sample)
N=500 patients enrolled and provided baseline information (the external validation sample).
UK

Arthritis Research Campaign UK, and the North Staffordshire Primary Care Research Consortium

6 months

Age, mean (SD): 45 (9.7), female: 59%, symptom location: referred leg pain 61%, symptom duration: acute (<1 month)
17%, 1-6 months 34%, 7 months -3 years 25%, >3 years 22%. RMDQ means (SD): 9.1 (5.9)

Inclusion criteria

Adults recruited to an ongoing prospective cohort study of primary care patients with low back pain

Exclusion criteria:
Not reported
STarT Back: overall score (0-9)determined by summing all positive responses

Appropriate cut-off scores were determined in this study, as this was the validation study. These were:
STarT Back: psychosocial subscale score (0-5) based on bothersomeness, fear, catastophizing, anxiety and depression.
High risk >4: high levels of psychosocial prognostic factors are present with or without physical factors present,
Medium risk >3: physical and psychosocial factors are present but not a high levels of psychosocial factors,
Low risk 0-3: few prognostic factors are present.
Predicting 6 months follow-up disability scores using the Roland Morris disability questionnaire (0-24)
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S¢

General limitations (according to PROBAST)

Development sample — AUC (95% Cl)

Disability (RMDQ 27) for overall STarT Back tool scores: 0.92 (0.88-0.97)

Disability (RMDQ 27) for psychosocial subscale of STarT Back tool scores: 0.90 (0.85-0.93)
Fear TSK 2 41 for overall STarT Back tool scores: 0.79 (0.71-0.87)

Fear TSK > 41 for psychosocial subscale of STarT Back tool scores: 0.81 (0.74—0.99)
Depression PHQ-2 = 2 for overall STarT Back tool scores: 0.74 (0.65-0.82)

Depression PHQ-2 = 2 for psychosocial subscale of STarT Back tool scores: 0.76 (0.68—0.84)

External validation sample (N=500) — AUC (95% Cl)
Disability (RMDQ 27) for overall STarT Back tool scores: 0.90 (0.88-0.93)
Fear TSK > 41 for overall STarT Back tool scores: 0.79 (0.75— 0.83)

External validation sample (N=500) — Sensitivity/specificity for low vs. medium/high risk
Disability (RMDQ 27) for overall STarT Back tool scores: 80.1 / 65.4
(N=58/74 in high risk group had poor outcome at 6 months)

Overall given low risk of bias. Validation study well conducted and took into account possible non-modifiable
confounder variables, such as age, gender and episode duration (explored by subgroup analyses).
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

219,220

HILL 2011A trial: Hill 2011 366,567

(Whitehurst 2012
RCT (Patient randomised; Parallel)

1 (n=851)

Conducted in United Kingdom

Unclear

Intervention + follow-up: 1 year

Adequate method of assessment/diagnosis
Overall: low back pain with/without sciatica

Not applicable

Patients were included if they were greater than 18 years if age, could speak and understand English, had back pain of
any duration with or without associated radiculopathy

Patients with serious disorders, serious illness or co-morbidity were excluded. Those who had spinal surgery in the past
6 months, who were pregnant, were receiving back treatments (except primary care) and those who were
unable/willing to attend were also excluded

In 10 GP practices within the Keele General Practice Research Partnership, adults who had consulted their doctor about
back pain during June 2007 to November 2008 were identified through weekly searches of electronic patients records
for morbidity codes for back pain

Age - Mean (SD): 50.2 (15.1) in the STarT Back Group and 49.1 (14.3) in the Control Group. Gender (M:F): 500:351.
Ethnicity:

Baseline RMDQ for the STarT Back Group was 9.8(5.6) and 9.7(5.8) in the Control Group. Baseline Back Pain Intensity
for the STarT Back Group was 5.3(2.2) and 5.2(2.2) in the Control Group. Baseline HADS anxiety subscale for the STarT
Back Group was 7.4(4.1) and 5.2(2.9) in the Control Group. Baseline HADS depression subscale for the STarT Back
Group was 5.8(4.1) and 6.0(4.1) in the Control Group

No indirectness

(n=568) Intervention 1: Risk assessment tools + treatment - STarT Back. During baseline clinical assessment and
treatment session, decisions about referral were made by the use of the STarT Back Screening tool classification. The
30-min assessment and initial treatment were delivered according to an agreed protocol, with advice focusing on
promotion of approoriate levels of activitv including return to word and a pamphlet about local exercise venues and
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self-help group Patients were also shown a 15 minute educational video entitled Get Back Active.. Duration 1 year.
Concurrent medication/care: None reported

Further details: 1. Validated and non-validated risk tools:

Comments: Randomisation was in a 2:1 ratio to enable future secondary analysis of targeted treatment mechanisms.

(n=283) Intervention 2: Unstratified treatment et — Un-"stratified treatment. During baseline clinical assessment and
treatment session, decisions about referral were made on the basis of physiotherapists clinical judgment without
knowledge of a participants STarT Back tool classification. Participants received a 30 min physiotherapy assessment and
initial treatment including advice and exercises, with the option of onward. Duration 1 year. Concurrent
medication/care: None reported

Further details: 1. Validated and non-validated risk tools: Not applicable / Not stated / Unclear

Funding Study funded by industry (Arthritis UK funded study (grant number 17741))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: START BACK GROUP versus CONTROL GROUP

Protocol outcome 1: Quality of life at < 4 months

- Actual outcome: SF-12 physical component at 4 months; Group 1: mean -7.5 (SD 13); n=568, Group 2: mean -5.2 (SD 13.3); n=283; Risk of bias: Very high; Indirectness
of outcome: No indirectness

- Actual outcome: SF-12 mental component at 4 months; Group 1: mean -2.1 (SD 11.3); n=568, Group 2: mean -2.1 (SD 11); n=283; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: SF-12 physical component Low Risk at 4 months; Group 1: mean -3.2 (SD 9.6); n=148, Group 2: mean -1.8 (SD 9.7); n=73; SF-12 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 physical component Medium Risk at 4 months; Group 1: mean -9.1 (SD 11.7); n=263, Group 2: mean -6.4 (SD 10.7); n=131; SF-12 0-100 Top=High
is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 physical component High Risk at 4 months; Group 1: mean -8.9 (SD 15.1); n=157, Group 2: mean -6.4 (SD 15.8); n=79; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component Low Risk at 4 months; Group 1: mean 0.5 (SD 12.4); n=148, Group 2: mean -1 (SD 10.2); n=73; SF-12 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component Medium Risk at 4 months; Group 1: mean -1.5 (SD 10.4); n=263, Group 2: mean 1.1 (SD 12); n=131; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component High Risk at 4 months; Group 1: mean -5.5 (SD 12.5); n=157, Group 2: mean -4.8 (SD 14.3); n=79; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: EQ5D Low Risk at 4 months; Group 1: mean 0.799 (SD 0.21); n=148, Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: EQ5D Medium Risk at 4 months: Group 1: mean 0.702 (SD 0.28);: n=263. Group 2: mean 0.674 (SD 0.28): n=131: Risk of bias: Verv high; Indirectness of
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outcome: No indirectness
- Actual outcome: EQ5D High Risk at 4 months; Group 1: mean 0.585 (SD 0.35); n=157, Group 2: mean 0.474 (SD 0.38); n=79; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome: SF-12 physical component at 12 months; Group 1: mean -7.5 (SD 11.3); n=568, Group 2: mean -5.2 (SD 10.9); n=283; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component at 12 months; Group 1: mean -1.7 (SD 13); n=568, Group 2: mean -1.2 (SD 13.4); n=283; Risk of bias: Very high; Indirectness
of outcome: No indirectness

- Actual outcome: SF-12 physical component Low Risk at 12 months; Group 1: mean -4 (SD 9.7); n=148, Group 2: mean -2.4 (SD 10.1); n=73; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 physical component Medium Risk at 12 months; Group 1: mean -8.8 (SD 11.5); n=263, Group 2: mean -5.7 (SD 11.7); n=131; SF-12 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 physical component High Risk at 12 months; Group 1: mean -8.6 (SD 12.2); n=157, Group 2: mean -6.8 (SD 13.1); n=79; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component Low Risk at 12 months; Group 1: mean 1.3 (SD 10.7); n=148, Group 2: mean -0.4 (SD 9.9); n=73; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component Medium Risk at 12 months; Group 1: mean -1.2 (SD 12.3); n=263, Group 2: mean -0.1 (SD 12.7); n=131; SF-12 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 mental component High Risk at 12 months; Group 1: mean -5.5 (SD 13.8); n=157, Group 2: mean -3.6 (SD 13.8); n=79; SF-12 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: EQ5D Low Risk at 1 year; Group 1: mean 0.787 (SD 0.2); n=148, Group 2: mean 0.773 (SD 0.24); n=73; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome: EQ5D Medium Risk at 1 year; Group 1: mean 0.687 (SD 0.32); n=263, Group 2: mean 0.635 (SD 0.31); n=131; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: EQ5D High Risk at 1 year; Group 1: mean 0.541 (SD 0.37); n=157, Group 2: mean 0.458 (SD 0.38); n=79; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at £ 4 months

- Actual outcome: Pain Intensity at 4 months; Group 1: mean 3.2 (SD 2.5); n=568, Group 2: mean 2.6 (SD 2.4); n=283; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome: Pain Intensity Low Risk at 4 months; Group 1: mean 1.7 (SD 2.2); n=148, Group 2: mean 1.5 (SD 2.1); n=73; VAS pain 0-10 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain Intensity Medium Risk at 4 months; Group 1: mean 3.5 (SD 2.6); n=263, Group 2: mean 2.8 (SD 2.1); n=131; VAS pain 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain Intensitv High Risk at 4 months: Group 1: mean 4.2 (SD 2.3): n=157. Group 2: mean 3.4 (SD 2.9): n=79: VAS pain 0-10 Top=High is poor outcome;
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Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months - 1 year

- Actual outcome: Pain Intensity at 12 months; Group 1: mean 3 (SD 2.8); n=568, Group 2: mean 2.8 (SD 2.6); n=283; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome: Pain Intensity Low Risk at 12 months; Group 1: mean 1.7 (SD 2.3); n=148, Group 2: mean 1.7 (SD 2.4); n=73; VAS pain 0-10 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain Intensity Medium Risk at 12 months; Group 1: mean 3.3 (SD 2.6); n=263, Group 2: mean 3 (SD 2.8); n=131; VAS pain 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain Intensity High Risk at 12 months; Group 1: mean 3.7 (SD 2.7); n=157, Group 2: mean 3.6 (SD 3.2); n=79; VAS pain 0-10 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Psychological distress (HADS/GHQ/BDI/STAI) at < 4 months

- Actual outcome: HAD'S anxiety subscale at 4 months; Group 1: mean 1.7 (SD 3.6); n=568, Group 2: mean 1.2 (SD 4); n=283; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: HAD'S depression subscale at 4 months; Group 1: mean 1.7 (SD 3.7); n=568, Group 2: mean 1.1 (SD 3.3); n=283; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: HAD'S depression subscale at 12 months; Group 1: mean 1.4 (SD 4.1); n=568, Group 2: mean 0.9 (SD 4); n=283; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: HADS anxiety subscale Low Risk at 4 months; Group 1: mean 0.6 (SD 3.3); n=148, Group 2: mean 0.9 (SD 3.5); n=73; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS anxiety subscale Medium Risk at 4 months; Group 1: mean 1.7 (SD 3.8); n=263, Group 2: mean 0.8 (SD 3.7); n=131; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS anxiety subscale High Risk at 4 months; Group 1: mean 2.8 (SD 4.3); n=157, Group 2: mean 2.2 (SD 4.5); n=79; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale Low Risk at 4 months; Group 1: mean 0.3 (SD 3.2); n=148, Group 2: mean 0.2 (SD 3.3); n=73; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale Medium Risk at 4 months; Group 1: mean 1.7 (SD 3.6); n=263, Group 2: mean 1.2 (SD 3.5); n=131; HADS 0-21 Top=High is
poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale High Risk at 4 months; Group 1: mean 3 (SD 4.3); n=157, Group 2: mean 1.9 (SD 3.8); n=79; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months - 1 year

- Actual outcome: HADS anxiety subscale at 12 months; Group 1: mean 1.3 (SD 3.9); n=568, Group 2: mean 1 (SD 4.4); n=283; HADS 0-21 Top=High is poor outcome; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS anxietv subscale Low Risk at 12 months: Group 1: mean 0.5 (SD 3.2): n=148, Group 2: mean 0.8 (SD 4): n=73: HADS 0-21 Top=High is poor
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outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS anxiety subscale Medium Risk at 12 months; Group 1: mean 1.3 (SD 4.2); n=263, Group 2: mean 0.6 (SD 4.2); n=131; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS anxiety subscale High Risk at 12 months; Group 1: mean 2.1 (SD 4.5); n=157, Group 2: mean 1.7 (SD 5); n=79; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale Low Risk at 12 months; Group 1: mean 0.2 (SD 3.3); n=148, Group 2: mean 0.2 (SD 3.5); n=73; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale Medium Risk at 12 months; Group 1: mean 1.3 (SD 3.7); n=263, Group 2: mean 1 (SD 3.8); n=131; HADS 0-21 Top=High is
poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HADS depression subscale High Risk at 12 months; Group 1: mean 2.7 (SD 4.7); n=157, Group 2: mean 1.5 (SD 4.5); n=79; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Function (disability scores) at < 4 months

- Actual outcome: RMDQ at 4 months; Group 1: mean 4.7 (SD 5.9); n=568, Group 2: mean 3 (SD 5.9); n=283; RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ Low Risk at 4 months; Group 1: mean 1.6 (SD 4.4); n=148, Group 2: mean 0.8 (SD 4.3); n=73; RMDQ 0-24 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ Medium Risk at 4 months; Group 1: mean 5.3 (SD 6); n=263, Group 2: mean 3.4 (SD 6.1); n=131; RMDQ 0-24 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ High Risk at 4 months; Group 1: mean 6.8 (SD 6.9); n=157, Group 2: mean 4.4 (SD 6.1); n=79; RMDQ 0-24 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 8: Function (disability scores) at >4 months - 1 year

- Actual outcome: RMDQ at 12 months; Group 1: mean 4.3 (SD 6.4); n=568, Group 2: mean 3.3 (SD 6.2); n=283; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome: RMDQ Low Risk at 12 months; Group 1: mean 1.6 (SD 4.5); n=148, Group 2: mean 1.2 (SD 4.8); n=73; RMDQ 0-24 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ Medium Risk at 12 months; Group 1: mean 4.9 (SD 5.9); n=263, Group 2: mean 3.6 (SD 6.3); n=131; RMDQ 0-24 Top=High is poor outcome; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ High Risk at 12 months; Group 1: mean 5.9 (SD 7.2); n=157, Group 2: mean 4.8 (SD 6.3); n=79; RMDQ 0-24 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at < 4 months; Healthcare
utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months - 1 year; Responder
criteria at < 4 months: Resnonder criteria at >4 months - 1 vear: Adverse events (morbiditv) at < 4 months: Adverse
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events (morbidity at >4 months - 1 year; Adverse events (mortality) at >4 months - 1 year; Adverse events (mortality) at
< 4 months
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

IMPaCT Back trial: Foster 2014'***°

Prospective cohort study

2 (n=922)

Conducted in United Kingdom; Setting: 64 family physicians from 5 practices in a single healthcare region in Cheshire,
UK

Unclear

Intervention + follow-up: 6 month

Adequate method of assessment/diagnosis

Overall

Not applicable

Patients aged 18 or over consulting with non-specific low back pain of any episode duration, with or without
associated leg pain identified using a standardized set of diagnostic Read codes Read codes are standard terminology
system used in general practice

not stated

Practices were initially approached by members of the Primary Care Research Network in the West Midlands in the
UK and recruited after an initial meeting with the research team at which the study was discussed. Each practice
identified consecutive adults patients consulting their physician during a usual care phase ( phase 1: 6 month
recruitment in 2008) and a stratified care phase (phase 3: 12 month recruitment in 2008-2009)

Age - Mean (SD): 53.0 (15.0) in phase 1 and 54.1 (14.8) in phase 3. Gender (M:F): 166:202 (phase 1) and 224:330.
Ethnicity:

Baseline RMDQ score in phase 1 population=8.7(5.9) and 8.4(5.7) in phase 2 population. Baseline pain (NRS) score in
phase 1 population=5.3(2.4) and 5.0(2.6) in phase 2 population. For 6 months, each GP practice were treated
according to usual care (phase 1). During a 3 month period (phase 2), a stratified care using quality improvement
program was introduced to implement the risk took in consultation and to provide training to clinician and physical
therapists to stratify patients correctly with the tool and provide risk matched treatment. A NEW cohort of patients
was recruited during a 12 month period ( phase 3) to assess the impact of stratified care

No indirectness

(n=554) Intervention 1: Risk assessment tools + treatment - STarT Back. Stratified care phase (phase 3: 12 month
recruitment of a new cohort of patients in 2008-2009)to assess the impact of stratified care using identical processes
in phase 1.physician engagement in stratified care was evaluated by the extent with which the physician exited a
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computer template pop-up for STarT Back tool before completing it. The computer pop-up included a screen
prompting physician to complete the tool in real time and provided a risk group-matched treatment
recommendation. Duration 6 months. Concurrent medication/care: None stated

Further details: 1. Validated and non-validated risk tools: Not applicable / Not stated / Unclear

(n=368) Intervention 2: Unstratified treatment et — Unstratified treatment. 6 month period (phase 1) in which GP
management involved assessment, advice, medication, sickness certification and referral for investigations or further
treatment as appropriate ( to community physical therapy or secondary care specialists). Duration 6 months.
Concurrent medication/care: None stated

Further details: 1. Validated and non-validated risk tools: Not applicable / Not stated / Unclear

Funding Academic or government funding (study funded by the Health Foundation( grant code 346/4540) with support from
NIHR)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STarT Back GROUP versus USUAL CARE GROUP

Protocol outcome 1: Quality of life at >4 months - 1 year

- Actual outcome: SF-12 Physical Component Score (PCS) at 6 months; Group 1: mean 3.9 (SD 16.3); n=554, Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome: SF-12 Physical Component Score (PCS)-Low Risk at 6 months; Group 1: mean 2.6 (SD 16.5); n=214, Group 2: mean 2.2 (SD 15.2); n=136; SF-12 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Physical Component Score (PCS)-Medium Risk at 6 months; Group 1: mean 4 (SD 11.9); n=232, Group 2: mean 5.7 (SD 13.9); n=151; SF-12 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Physical Component Score (PCS)-High Risk at 6 months; Group 1: mean 6.1 (SD 14.8); n=108, Group 2: mean 2.3 (SD 13.1); n=81; SF-12 0-100
Top=High is good outcome; Risk of bias:; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at < 4 months

- Actual outcome: SF-12 Mental Component Score (MCS) at 6 months; Group 1: mean 2.1 (SD 13.7); n=554, Group 2: mean 1.9 (SD 14.3); n=368; SF-12 0-100 Top=High
is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain (NRS) at 6 months; Group 1: mean -1.9 (SD 3.2); n=554, Group 2: mean -1.7 (SD 2.8); n=368; NRS 0-10 Top=High is poor outcome; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Mental Component Score (MCS)-Medium Risk at 6 months; Group 1: mean 2 (SD 12.8); n=232, Group 2: mean 1.2 (SD 13.8); n=151; SF-12 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Mental Component Score (MCS)-High Risk at 6 months; Group 1: mean 6.4 (SD 11.7); n=108, Group 2: mean 4.8 (SD 17.4); n=81; SF-12 0-100
Top=High is good outcome; Risk of bias:; Indirectness of outcome: No indirectness
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- Actual outcome: SF-12 Mental Component Score (MCS)-Low Risk at 6 months; Group 1: mean 0.2 (SD 14.4); n=214, Group 2: mean 1.1 (SD 13.4); n=136; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome: Pain (NRS)-Low Risk at 6 months; Group 1: mean -0.8 (SD 3); n=214, Group 2: mean -1 (SD 2.9); n=136; Risk of bias:; Indirectness of outcome: No
indirectness

- Actual outcome: Pain (NRS)-Medium Risk at 6 months; Group 1: mean -2.4 (SD 3.1); n=232, Group 2: mean -2.3 (SD 3); n=151; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: Pain (NRS)-High Risk at 6 months; Group 1: mean -2.9 (SD 3.3); n=108, Group 2: mean -1.9 (SD 2.6); n=81; NRS 0-10 Top=High is poor outcome; Risk
of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Psychological distress (HADS/GHQ/BDI/STAI) at < 4 months
- Actual outcome: HAD (Anxiety) at 6 months; Group 1: mean -1.2 (SD 4.7); n=554, Group 2: mean -1 (SD 4.4); n=368; HAD's 0-21 Top=High is good outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HAD (Depression) at 6 months; Group 1: mean -1.4 (SD 3.7); n=554, Group 2: mean -1 (SD 4); n=368; Risk of bias: Very high; Indirectness of outcome:

No indirectness

- Actual outcome: HAD (Anxiety)-Low Risk at 6 months; Group 1: mean -0.6 (SD 4.2); n=214, Group 2: mean -0.7 (SD 4.1); n=136; HAD-ANXIETY 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HAD (Anxiety)-Medium Risk at 6 months; Group 1: mean -1 (SD 4); n=232, Group 2: mean -0.38 (SD 3.7); n=151; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HAD (Anxiety)-High Risk at 6 months; Group 1: mean -2.7 (SD 4.3); n=108, Group 2: mean -2.1 (SD 5.5); n=81; HADS 0-21 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HAD (Depression)-Low Risk at 6 months; Group 1: mean -0.6 (SD 3.8); n=214, Group 2: mean -0.4 (SD 4.1); n=136; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: HAD (Depression)-Medium Risk at 6 months; Group 1: mean -1.4 (SD 3.3); n=232, Group 2: mean -1.4 (SD 3.3); n=151; Risk of bias:; Indirectness of
outcome: No indirectness

- Actual outcome: HAD (Depression)-High Risk at 6 months; Group 1: mean -2.7 (SD 3.6); n=108, Group 2: mean -1.2 (SD 4.3); n=81; HADS 0-21 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at < 4 months

- Actual outcome: RMDQ at 6 months; Group 1: mean -2.7 (SD 5.5); n=554, Group 2: mean -2.2 (SD 6); n=368; RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome: RMDQ Low Risk at 6 months; Group 1: mean -0.9 (SD 4.5); n=214, Group 2: mean -0.9 (SD 5.8); n=136; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: RMDQ Medium Risk at 6 months; Group 1: mean -3.5 (SD 6); n=151, Group 2: mean -3.4 (SD 6.3); n=232; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: RMDQ High Risk at 6 months; Group 1: mean -4.8 (SD 6.8); n=81, Group 2: mean -2.3 (SD 5.8); n=108; Risk of bias: Very high; Indirectness of
outcome: No indirectness
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Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants
Country and setting

Funding

Duration of study

Baseline characteristics

Patient characteristics

Quality of life at < 4 months; Pain severity (VAS/NRS) at >4 months - 1 year; Psychological distress
(HADS/GHQ/BDI/STAI) at >4 months - 1 year; Function (disability scores) at >4 months - 1 year; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at < 4 months; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at >4 months - 1 year; Responder criteria at < 4
months; Responder criteria at >4 months - 1 year; Adverse events (morbidity) at < 4 months; Adverse events
(morbidity at >4 months - 1 year; Adverse events (mortality) at >4 months - 1 year; Adverse events (mortality) at < 4
months

Jellema 2007 %2

Prospective cohort study

1(n=314)

Netherlands; primary care

Supported by a grant from The Netherlands Organisation for Health Research and Development
1 year

Mean age (SD) 42.7 years (11.6). Gender: 47.5% Female. Mean duration of current episode (range): 12 days (6-21).
Proportion of those in employment (81.5%) who had taken sick leave due to back pain = 38.2%. Frequency of back
pain episodes in the last year; 1 or 2 episodes 59.6%; 3 or more episodes 19.1%. Mean (SD) pain intensity during the
day on a scale of 0-10 4.9 (2.0)

Recruitment: Participants recruited as part of a cluster-RCT evaluating an intervention aimed at psychosocial
prognostic factors (e.g. fear avoidance beliefs, distress, and ‘pain catastrophising’) versus usual care from GP. The trial
demonstrated no relevant or significant difference between the intervention and control group on any outcome
measure during 1 year follow-up.

Inclusion criteria

Consecutive patients aged 18-65 years who presented to their GP (max. 10 participants/GP) for a new episode of low
back pain (duration < 12 weeks) or an exacerbation of mild symptoms. Non-specific low back pain as main complaint.
Sufficient knowledge of Dutch language.

Exclusion criteria

Pregnancy, low back pain caused by specific pathological conditions, low back pain currently treated by another
healthcare professional
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Risk assessment tool

Target condition

Results:

Sensitivity and specificity
Optimal likelihood ratio

Area under the curve (95% Cl)

Final chronicity at end of study:
At 1-year, 37.6% (112/298) of participants showed an unfavourable outcome

Orebro Musculoskeletal Pain questionnaire:

Contains 25 items in which 21 (items 5-25) are included in the final score. Scored items assess pain, previous sick
leave, anxiety and depression, activity limitations, coping, work characteristics/satisfaction, fear avoidance beliefs, and
patient’s expectations to improve. Items are summed, providing a total ranging between 0-210, with higher scores
indicating a higher risk of poor outcome. In this study, scores were categorised into 3 groups; low risk (score <90),
moderate risk (score 90-105) and high risk for prolonged disability (score > 105; thresholds based on Linton, 2002).

Low back pain perception scale:

His scale (0-5) contains a total of 5 items with yes/no responses; score is derived by totalling number of ‘yes’
responses. Higher scores indicate greater risk. The 5 items are; worrying, coping, limitations due to low back pain,
expectation regarding pain relief, pain interference.

Recovery at 1-year (self-reported): patients rated their recovery on a 7-point Likert scale (very much improved, much
improved, slightly improved, no change, slightly worse, much worse, very much worse. A score of at least ‘much
improved’ was identified as the threshold indicating a minimally important change, based on Ostelo 2005. An
unfavourable course of low back pain was defined as a score of ‘slightly improved’ or worse, at 2 or more follow-up
measurements.

OmMsPQ Low back pain perception scale

Recovery: cut-off 290 Recovery: cut-off >2
Sensitivity 52%; specificity 66% Sensitivity 80%; specificity 27%
AUC (95% Cl) 0.61 (0.54-0.68) AUC (95% Cl) 0.59 (0.52-0.66)

Recovery: cut-off 2105 Recovery: cut-off >4
Sensitivity 28%; specificity 89% Sensitivity 30%; specificity 81%
AUC (95% CI) 0.61 (0.54-0.68) AUC (95% Cl) 0.59 (0.52-0.66)

Recovery: cut-off 268 Calibration
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General limitations (according to PROBAST)

Study
Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Sensitivity 79%; specificity 26% Intercept (95% Cl) 0.02 (0.02 - 0.03) and slope (95% Cl) 0.95
AUC (95% Cl) 0.61 (0.54-0.67) (0.93-0.97)

Recovery: cut-off 299
Sensitivity 35%; specificity 81%
AUC (95% ClI) 0.61 (0.54-0.67)

Calibration

Intercept (95% ClI) -0.03 (-0.06 - -0.00) and slope (95%
Cl) 1.09 (1.01 - 1.17)

Unclear where thresholds taken from or whether they were pre-specified (other than 90 and 105).

Maher 2009
Prospective cohort study

n =230 (97 Norwegian cohort and 133 Australasian cohort)
Norway and Australasia, primary care setting

Not stated

12 months follow-up

Norway and Australasian cohort respectively

Age [mean (SD)] 38.7 (9.7) and 43.3 (12.1) years, females 56% and 43%, duration of low back pain 1-3 weeks and 6-12
weeks.

Inclusion criteria

Australasian: Participants in an RCT of exercise and advice for sub-acute non-specific low back pain (duration 6weeks

to 3 months).

Norwegian: People aged 18-60 years recruited from primary health care when consulting a doctor or chiropractor for
their first time owing to acute low back pain of <3 weeks, working population.

Exclusion criteria
People not working i.e. retired, on sick leave, unemployed, students. Patients with red flags, pregnancy, previous
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Risk assessment tool

Target condition

Results:
Adjusted R’

General limitations (according to PROBAST)

Study
Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

professional care for low back pain.

Orebro questionnaire:

25 items assessing pain location, work absence due to pain, pain duration, pain intensity, control over pain, frequency
of pain episodes in past 3 months, functional ability, mood, perceptions of work, patients estimate of prognosis and
fear avoidance. Total score of 0-210, high scores indicating increased risk of poor outcome.

Outcome at 6 months, measured using pain numeric rating scale (0-10) and Roland Morris disability questionnaire (0-
24). No cut-offs identified.

Pain

Short term (4/6 weeks): 7%
Medium term (3 months): 9.1%
Long term (12 months): 4.2%

Disability

Short term (4/6 weeks): 10.9%
Medium term (3 months): 11.2%
Long term (12 months): 12.7%

Concerns around outcome reporting and participant flow. Outcome thresholds presumed not pre-specified as not
reported. Unclear if outcome interpreted without knowledge of clinical prediction rule status. Unclear reporting of
attrition and final participant numbers with respect to experiencing the outcomes.

Morso 2013 3%%3%*

Prospective cohort

UK primary care n =845 / Danish primary care n = 322

Denmark and England

Region of Southern Denmark ad University of Southern Denmark
3 months

Median age (IQR): Danish cohort 50 (41-59) / UK cohort 46 (39-53). Female: Danish 57.8% / UK 58.8%
Baseline STarT Back group stratification: Danish low: 37.5%, medium 39.3%, high 23.2%. UK low 53.7%, medium
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Patient characteristics

Risk assessment tool

Target condition

Results:
Area under the curve (95% Cl)

General limitations (according to PROBAST)

34.5%, high 10.5%

Danish primary care cohort — prospectively recruited from general medical practices and physiotherapy clinics.
Inclusion criteria: people 18-65 with non-specific low back pain identified either by specific diagnostic coding recorded
in GP electronic patient records, or by physiotherapists using criteria contained in the European guidelines for non-
specific low back pain in primary care.

UK primary care cohort — recruited from the BrBack Study a prospective cohort of consecutive patients who consulted
with low back pain in 8 GP practiced in England.
STarT Back (no description given in study)

Roland Morris disability questionnaire (RMDQ) score (0-100 scale) or 30 points or more at 3 months.

Low back pain as being ‘severe’ 8-10 on a 10 point numeric pain scale.

3 month time point chosen as shown to be important time point for clinical course of low back pain, marking the end
of rapid improvement and onset of persistent pain.

Poor outcome at 3 months (RMDQ >30 points): Danish cohort 151/322 (47%) / UK cohort 304/845 (36%)
Danish primary care cohort UK primary care cohort

RMDQ >30 on a 0-100 scale at 3 months: 0.71 (0.66  RMDQ >30 on a 0-100 scale at 3 months: 0.81 (0.78 to 0.84)
t0 0.77)

NRS 8-10 on a 0-10 scale at 3 months: 0.81 (0.78 to 0.84)
NRS 8-10 on a 0-10 scale at 3 months: 0.79 (0.68 to

0.89)
Proportions of patients within STarT Back tool subgroup with
Proportions of patients within STarT Back tool poor clinical outcome on activity limitation:
subgroup with poor clinical outcome on activity Low: 17%
limitation: Med: 54%
Low: 24% High: 78%
Med: 57%
High: 64%

No clear exclusion criteria reported. Unclear if all predictors used similar in both cohorts as no STarT Back description
offered. Unclear if outcome interpreted without knowledge of risk tool stratification.
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Study
Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool
Target condition

Results:
Area under the curve (95% Cl)

General limitations (according to PROBAST)

Study

Morso 2014°°%3%

Prospective cohort (secondary care)/ retrospective cohort (primary care)
Secondary care N=960; primary care N=172

Denmark, primary and secondary setting

Not stated

6 months

Secondary care cohort

Age [mean (SD)] 52 (14.1); female 54.3%; duration of low back pain <3 months 20%, >3 months 80%
Primary care cohort

Age [mean (SD)] 52 (15.2); female 57&; duration of low back pain <3 months 66%, >3 months 44%

Inclusion criteria

Low back pain patients, inclusion criteria for secondary care was full electronic completion of the STarT Back
questionnaire at baseline.

STarT Back (no description given in study)

Outcome at 6 months follow-up for Roland Morris disability questionnaire and numeric pain rating scale

Secondary care
RMDQ >30 on a 0-100 scale at 6 months: 0.69 (0.66 to 0.73)
NRS 8-10 on a 0-10 scale at 6 months: 0.72 (0.68 to 0.77)

Primary care
RMDQ >30 on a 0-100 scale at 6 months: 0.73 (0.64 to 0.82)
NRS 8-10 on a 0-10 scale at 6 months: 0.66 (0.46 to 0.85)

Only AUC data reported; high rate of missing data for the primary care cohort and no information provided as to how
missing data on the tool was managed; primary care cohort was retrospective and unclear if risk tool scores were
assessed without knowledge of outcome data; unclear if risk tool accounts for differences in health across sample

Newell 2015A{NEWELL2015A}
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Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

Prospective cohort study

749 patients enrolled and provided baseline information.
UK

Not reported

14, 30, and 90 days

Age, mean (SD): 47.8 (13.9); female: 57%; symptom location: low back pain with leg pain above knee 33.0%, low back

pain with leg pain below knee 12.4%; symptom duration: £3 months 53%, >3 months 47%. Pain, VAS 0-10: 6.4 (SD 2.0).

Inclusion criteria
Adults aged >16 years presenting to one of the chiropractic clinics with non-specific low back pain and diagnosed as

amenable to chiropractic care; completed routine pre-examination forms (including the Bournemouth Questionnaire).

Exclusion criteria:
Did not have low back pain, did not complete questionnaires online, or not considered amenable to chiropractic care.

NOTE: participating clinicians provided usual chiropractic care (routinely including advice and reassurance, spinal
manipulation, soft tissue modalities, and provision of exercise where applicable) throughout the course of the study.

STarT Back: overall score (0-9)determined by summing all positive responses

STarT Back: psychosocial subscale score (0-5) based on bothersomeness, fear, catastophizing, anxiety and depression.
High risk 24: high levels of psychosocial prognostic factors are present with or without physical factors present,
Medium risk >3: physical and psychosocial factors are present but not a high levels of psychosocial factors,

Low risk 0-3: few prognostic factors are present.

Predicting 90 days follow-up pain intensity using the PGIC scale (Patient’s Global Impression of Change), score 1-7 (1 =

worse than ever, 7= very much improved). Improvement defined as PGIC response of better or much better (score >6).

PGIC asks ‘how would you describe your pain/complaint now, compared to how you were when you completed the
questionnaire before your first visit to this clinic?
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Results:

Area under the curve (95% Cl)

General limitations (according to PROBAST)

Study
Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Pain (PGIC) - AUC

At 14 days: 0.53 (0.48 to 0.58)
At 30 days: 0.57 (0.51 to 0.63)
At 90 days: 0.55 (0.47 to 0.63)

NOTE: the study also reports the Nagelkerke R2 value, but this is not a standard logistic regression measure used (it is
a pseudo-R2 measure), and so has not been reported as an outcome in this review.

Low risk of bias. Possible bias in selection due to broad inclusion and exclusion criteria.

Page 2015{PAGE2015}
Prospective cohort study

53 volunteer patients enrolled and provided baseline information.
Canada
Not reported

2,4, 6, and 12 months

Age 44.1 (SD 13.3), duration of symptoms: 130.7 (SD 112.0) months.

Drop-outs (cumulative): n=4 at 2 months, n=6 at 4 months, n=7 at 6 months, and n=6 at 12 months

Inclusion criteria

Adults aged 16-80 years with non-specific chronic low back pain, able to read and understand French. Non-specific low
back pain defined as pain located between the 12" rib and the inferior gluteal fold for which no specific source of pain
could be identified. Chronic defined as pain present >12 weeks and included both constant and recurrent patterns of
pain.

Exclusion criteria:
low back pain of specific origin, spine surgery or trauma, scoliosis, neurological disease, uncontrolled HT, pregnancy,
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Risk assessment tool

Target condition

Results:

Area under the curve (95% Cl)

General limitations (according to PROBAST)

recent lumbar cortisone injection, under medications known to impair physical effort and pain perception, active
lower body injury and/or severe, pain irradiating below the knee.

NOTE: participants were instructed to perform, in randomised sequences, isometric trunk muscle endurance tasks,
each p[receded by a maximal isometric voluntary contraction in the same position.

STarT Back: overall score (0-9)determined by summing all positive responses
STarT Back: psychosocial subscale score (0-5) based on bothersomeness, fear, catastophizing, anxiety and depression.

High risk 24: high levels of psychosocial prognostic factors are present with or without physical factors present,
Medium risk >3: physical and psychosocial factors are present but not a high levels of psychosocial factors,
Low risk 0-3: few prognostic factors are present.

Predicting 6 and 12 months Disability (ODI 224%) and Pain (NRS >37%) and fear of movement (TSK 241).

ROC, AUC (95% ClI)
Predictor at 6 months of Disability (ODI 224%): (0.69-1.0)

Predictor at 12 months of Disability (ODI 224%): 0.82 (0.61-1.0)
Predictor at 6 months of Pain (NRS >37%): 0.73 (0.58-0.86)

Predictor at 12 months of Pain (NRS >37%): 0.71 (0.54-0.88)
Predictor at 6 months of Fear of movement (TSK 241): 0.79 (0.56-1.0)
Predictor at 12 months of Disability (TSK 241): data not reported

Sensitivity/specificity — cut-off 24 (discriminate between low and medium/high risk groups of persistent disabling
low back pain

Pain and disability: range sensitivity = 42.9 to 75.0; specificity = 72.1 to 78.1

Exact data reported in a graph so unable to use for this review

LR+ = <2.96

LR-=2>0.35

NOTE: TSK = Tampa Scale for Kinesiophobia (measures fear of movement)
High risk of bias. Outcome assessors unclear if blinded, possible selection bias due to broad inclusion and exclusion
criteria, some drop-outs (11%).
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Vibe fersum 2013>*%°%

RCT ( randomised; Parallel)

1 (n=94)

Conducted in Norway; Setting: Norwegian town; patients recruited from private physiotherapy outpatient practices,
GPs and an outpatient spine clinic in the local teaching hospital.

1st line

Follow-up (post intervention): 12 months

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica: low back pain only

Not applicable

localized back pain with mechanical behaviour to pain

continuous sick leave for >4 months - 1 year; acute exacerbation of low back pain at time of testing; specific low back
pain diagnosis (ie radicular pain, spondylolisthesis etc); lower limb surgery in last 3 months; lumbar spine surgery;
pregnancy; psychiatric disorders, widespread constant non-specific pain disorder; active rheumatologic disease,
progressive neurological disease, serious cardiac or other internal medical conditions; malignant diseases, acute
trauma, infections or acute vascular catastrophes.

Direct referral from PT,GP and spine clinics, as well as via advertisements.
Age - Range of means: 42.9 in MT-EX and 41.0 in CB-CFT. Gender (M:F): 46:48. Ethnicity:

Baseline ODI in MT-EX Group was 24.0 (18.0) and 21.3 (7.5) in the CB-CFT group. Baseline Pain VAS | in MT-EX Group
was 5.3(1.9) and 4.9 (2.0) in the CB-CFT group

No indirectness

(n=59) Intervention 1: Risk assessment tools + treatment - Delitto/Childs/Flynn/Hancock/O’Sullivan. Classification
based cognitive functional therapy (CB-CFT) as described by O'Sullivan. Targeted intervention based on detailed
assessment, aimed to change their individual cognitive, movement and lifestyle behaviours considered by the
therapist to be provocative and so contributing to their disorder. CB-FT consisted of 4 components: 1) cognitive
component 2)specific movement exercises 3) targeted functional integration of activities in their daily life and 4) a
physical activity program tailored to the movement classification. Duration 12 weeks. Concurrent medication/care:
Multidimensional intervention and full physical examination first given to help broadly classify each patient based on
his or her pain provocative postures and movement behaviours, lifestyle and cognitive behaviours.

Further details: 1. Validated and non-validated risk tools:
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(n=62) Intervention 2: Unstratified treatment et — Unstratified treatment. Best practice manual therapy practice with
interventions including joint mobilisations or manipulation techniques applied to the spine or pelvis. In addition,
patients were given home exercise program. Duration 12 weeks. Concurrent medication/care: Multidimensional
intervention and full physical examination first given to help broadly classify each patient based on his or her pain
provocative postures and movement behaviours, lifestyle and cognitive behaviours.

Further details: 1. Validated and non-validated risk tools:

Funding Academic or government funding (No financial conflict of interest)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: DELITTO/CHILDS/FLYNN/HANCOCK/O’SULLIVAN versus UNSTRATIFIED TREATMENT

Protocol outcome 1: Pain severity (VAS/NRS) at < 4 months
- Actual outcome: Pain at 12 weeks; Group 1: mean 3.8 (SD 1.9); n=43, Group 2: mean 1.7 (SD 1.7); n=51; PINRS 0-10 Top=High is poor outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months - 1 year
- Actual outcome: Pain at 1 year; Group 1: mean 3.8 (SD 2.1); n=43, Group 2: mean 2.3 (SD 2); n=51; PINRS O-10 Top=High is poor outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at < 4 months
- Actual outcome: ODI at 12 weeks; Group 1: mean 18.5 (SD 8.1); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at >4 months - 1 year
- Actual outcome: ODI at 1 year; Group 1: mean 19.7 (SD 11.7); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at < 4 months; Quality of life at >4 months - 1 year; Psychological distress (HADS/GHQ/BDI/STAI) at < 4
months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months - 1 year; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at < 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months - 1 year; Responder criteria at < 4 months;
Responder criteria at >4 months - 1 year; Adverse events (morbidity) at < 4 months; Adverse events (morbidity at >4
months - 1 year; Adverse events (mortality) at >4 months - 1 year; Adverse events (mortality) at < 4 months

551,552

Study Von Korff 2014
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Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Target condition

Results:

Sensitivity

Specificity

PPV

NPV

Area under the curve (95% Cl)

Prospective cohort

n =521

USA

Grant from Janssen Pharmaceuticals Inc.

4 months

Age (years) 47.8 (12.8). 59.9% female. 73.4% non-Hispanic white.
Baseline pain status: 40.8% acute, 41.1% intermediate, 18% chronic.
Mean number of days with back pain in last 6 months 66.1 (64.2)

Inclusion criteria

Adults aged 18 to 64 years who live in greater Seattle area, made a primary care back pain visit and had no back pain
visits in the prior year.

Exclusion criteria

Prior lumbar spine surgery, pregnancy, Parkinson disease or multiple sclerosis diagnosis within the prior 3 years,
cancer diagnosis (other than non-melanoma skin cancer) within the prior year, not continuously enrolled in Group
Health for the previous 2 years.

Chronic Pain Risk Item Set: modified to give 3 0-10 ratings of back pain intensity and 3 0-10 ratings of back pain-
related activity interference. Pain health questionnaire-15 was used to assess pain in other locations and depressive
symptoms assessed using Pain health questionnaire-8.

Paper also reports on a modified STarT Back tool but this is not validated and is therefore does not meet protocol
inclusion criteria.

Chronic pain grades II-1V back pain at 4 months follow-up.
Predicted probabilities of an unfavourable back pain outcome of:
>30% with Chronic Pain Risk Item Set >50% with Chronic Pain Risk Item Set

72.2% 46.2%
70.4% 90.4%
52.8% 68.9%
84.6% 75.5%

0.79 (0.75 to 0.83) 0.79 (0.75 to 0.83)
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General limitations (according to PROBAST)

Study

Study type

Number of participants
Country and setting
Funding

Duration of study

Baseline characteristics

Patient characteristics

Risk assessment tool

Unclear if outcome information determined without knowledge of predictor status.

Williams 2014 *"°7

Prospective cohort (external validation) study

n = 937 validation sample only for this review
Australia

Using data from an RCT funded by GlaxoSmithKline
12 weeks

Mean age (SD): 44.5 (16). Gender: 46% female.

0 predictors present 68 participants

1 predictor present 348 participants

2 predictors present 419 participants

3 predictors present 114 participants

Consecutive subset of participants enrolled in the paracetamol for low back pain (PACE) study (an RCT investigating
the effectiveness of paracetamol for acute low back pain). Patients recruited by primary care clinicians (GP,
pharmacist or physiotherapist) in Sydney. For the validation study all participants from the PACE cohort that had past
the final follow-up time point (12 weeks) at the time of analysis were included.

Inclusion criteria: people with a primary complaint of low back pain less than 6 weeks in duration, with or without leg
pain, with at least moderate intensity pain during the preceding 24hours and who were pain free for at least one
month before the onset of the current low back pain episode.

Exclusion criteria: suspected of having a serious spinal pathology, were taking regular recommended doses of an
analgesic, were pregnant or planning pregnancy during the treatment period (4 weeks), or had a contraindication to
paracetamol)

Hancock CPR (clinical prediction rule):

Baseline pain (£7/10 on numeric rating scale), duration of current symptoms (<5 days), number of previous episodes
of low back pain (<1).

Status on the prediction rule determined by calculating the number of predictors of recovery present. Participants
were grouped into one of 4 strata representing their status on the prediction rule (0, 1, 2, or 3 features positive). No
weighting of predictors was performed (based on development study where weighting of features didn’t add
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Target condition

Results:

Calibration
Discrimination

Positive likelihood ratio
Negative likelihood ratio
Area under the curve

General limitations

H3 Imaging

11
Study

predictive value and simplicity was preferred for usability).

Sustained recovery from low back pain: defined as a score of 0 or 1 out of 10 on a numerical pain rating scale for 7
consecutive days.

Participants recorded pain scores daily in a pain diary until recovered or until the maximum of 12 weeks. Outcome
data recorded by researcher blind to prediction tool status or transcribed directly by the participant onto an online
database.

Calibration

For predicting % recovered at 12 weeks

0 predictors present: 74.7% predicted vs. 68.1% observed

1 predictors present: 87.7% predicted vs. 78.2% observed

2 predictors present: 97.2% predicted vs. 84.7% observed

3 predictors present: 99.9% predicted vs. 91.1% observed

No calibration statistics reported but author’s state @ 4 and 12 weeks predicted and actual rates of recovery were
less well calibrated with observed rates being typically about 10% less than predicted rates.

Discrimination

Likelihood ratios (95% Cl) for recovery @ 12 weeks
0 predictors present: 0.48 (0.29-0.79)

1 predictors present: 0.77 (0.65-0.96)

2 predictors present: 1.21 (0.98-1.51)

3 predictors present: 2.43 (1.26-4.71)

c-index value: 0.60 (0.56-0.64)

No raw data provided on number of participants experiencing outcome (sustained recovery). No attrition
information provided. No formal statistical test to assess calibration.

BOLD project (Back Pain Outcomes using Longitudinal Data) trial: Jarvik 2015
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Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Prospective cohort study
(n=5239)

Conducted in USA; Setting: Patients presenting to primary or urgent care at 3 integrated health care systems: Harvard
Vanguard, Henry Ford Health System and Kaiser Permanente Northern California

Adjunctive to current care

Follow-up (post intervention): 1 year
Adequate method of assessment/diagnosis
Low back pain with/without sciatica

Not applicable

Patients of 65 years of age or older presenting to primary or urgent care for a new episode of care for low back pain,
defined as no prior visits for low back pain within the previous 6 months (primary care visit for back pain based on
ICD9 code)

Health care encounter for back pain within 6 months, previously contacted for registry participation, prior lumbar
spine surgery, developmental spine deformities, inflammatory spondyloarthropathy, spinal malignancy or infection,
history of cancer within past 5 years excluding non-melanomatous skin cancer, history of HIV within past 5 years, no
telephone, planning on leaving Health System within the next, unable to understand English, severe mental
impairment that would interfere with answering questions

Age - Mean (SD): RX group: control group 74.3 (7.0); imaging group 74.3 (6.9); MRI group: control group 73.2 (6.6);
imaging group 72.8 (6.0). Gender (M:F): RX group: control group 418:756; imaging group 405:769; MRI group: control
group 121:228; imaging group 120:229. Ethnicity: RX cohort: Black (15% control group, 14% imaging group); Asian
(4.86% control group, 4.4% imaging group); White (73% control group, 75% imaging group); Mixed (6.6% control
group, 6.7 imaging group); Hispanic (5.6% control group, 6.2% imaging group); MRI cohort: Black (19% control group,
18% imaging group); Asian (2.9% control group, 3.2% imaging group); White (73% control group, 73% imaging group);
Mixed (4.9% control group, 6.0 imaging group); Hispanic (5.8% control group, 4.9% imaging group)

1. Chronicity: Acute pain (Patients presenting to primary or urgent care for a new episode of care for low back pain,
defined as no prior visits for low back pain within the previous 6 months).

Patients 65 years old or older. Baseline characteristics, see extra comments.. X-ray group: baseline characteristics,
mean (SD) for control and intervention groups respectively: RMDQ 10.3 (6.3), 10.5 (6); Brief Pain Inventory (BPI)
interference 3.56 (2.5), 3.66 (2.4); EuroQuol 5D Index 0.73 (0.18), 0.74 (0.17); EuroQuol 5D VAS 73.3 (19), 72.7 (18);
Back pain NRS 5.32 (2.7), 5.42 (2.7); Leg pain NRS 3.64 (3.3), 3.66 (3.3); prior imaging n (%) 61 (5.2), 57 (4.9). MRI
group: baseline characteristics, mean (SD) for control and intervention groups respectively: RMDQ 12.5 (6.3), 12.4
(5.8); BPI interference 4.34 (2.5), 4.47 (2.4); EuroQuol 5D Index 0.67 (0.20), 0.69 (0.18); EuroQuol 5D VAS 69.1 (20),
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70.5 (18); Back pain NRS 5.94 (2.7), 5.89 (2.7); Leg pain NRS 5.13 (3.3), 5.00 (3.2); prior imaging n (%) 48 (14), 49 (14).
Indirectness of population No indirectness

Interventions (n=349) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Early MRI or CT (within 6 weeks of their index
visit). Duration 1 year follow-up. Concurrent medication/care: Not stated

(n=1174) Intervention 2: Imaging for low back pain - MRI, CT or X-ray. X-ray (within 6 weeks of index visit). Duration 1
year follow-up. Concurrent medication/care: Not stated

Comments: Some patients assigned to the early radiograph group could also have received early MRI/CT, but only if
the imaging occurred after their X-ray

(n=349) Intervention 3: No imaging. No imaging within 6 weeks of index visit. Duration 1 year follow-up. Concurrent
medication/care: Not stated
Comments: Controls were propensity matched to MRI or CT Imaging group patients

(n=1174) Intervention 4: No imaging. No imaging within 6 weeks of index visit. Duration 1 year follow-up. Concurrent
medication/care: Not stated

Funding Academic or government funding (Agency for Healthcare Research and Quality (AHRQ), NIH Intramural Research)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MRI OR CT (WITHIN 6 WEEKS OF INDEX VISIT) versus NO IMAGING (WITHIN 6 WEEKS OF INDEX
VISIT; MATCHED CONTROL FOR MRI/CT GROUP)

Protocol outcome 1: Quality of life at <4 months

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D Index at 3 months; Group 1: mean 0.72 (SD 0.19); n=349, Group 2: mean 0.71 (SD 0.2); n=349;
EuroQuol 5D Index 0-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D visual analogue scale (VAS) at 3 months; Group 1: mean 69.1 (SD 19.5); n=349, Group 2: mean
67.6 (SD 20.4); n=349; EuroQuol 5D Visual Analogue Scale (VAS) 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D Index at 12 months; Group 1: mean 0.74 (SD 0.19); n=349, Group 2: mean 0.72 (SD 0.2); n=349;
EuroQuol 5D Index 0-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D visual analogue scale (VAS) at 12 months; Group 1: mean 71.6 (SD 19.3); n=349, Group 2: mean
67.3 (SD 19.4); n=349; EuroQuol 5D Visual Analogue Scale (VAS) 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity at <4 months
- Actual outcome for low back pain with/without sciatica: Brief Pain Inventory Interference scale at 3 months; Group 1: mean 3.68 (SD 2.58); n=349, Group 2: mean 3.7
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(SD 2.57); n=349; Brief Pain Inventory Interference 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Back Pain Numerical Rating Scale (NRS) at 3 months; Group 1: mean 4.24 (SD 2.78); n=349, Group 2: mean
4.52 (SD 2.84); n=349; Back Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Leg Pain Numerical Rating Scale (NRS) at 3 months; Group 1: mean 3.77 (SD 2.96); n=349, Group 2: mean 4.12
(SD 3.07); n=349; Leg Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Brief Pain Inventory Interference scale at 12 months; Group 1: mean 3.36 (SD 2.66); n=349, Group 2: mean
3.46 (SD 2.66); n=349; Brief Pain Inventory Interference 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Back Pain Numerical Rating Scale (NRS) at 12 months; Group 1: mean 4.01 (SD 2.76); n=349, Group 2: mean
4.22 (SD 2.83); n=349; Back Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Leg Pain Numerical Rating Scale (NRS) at 12 months; Group 1: mean 3.77 (SD 3.06); n=349, Group 2: mean 4
(SD 3.04); n=349; Leg Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function at <4 months
- Actual outcome for low back pain with/without sciatica: Roland Morris Disability Questionnaire (RMDQ) at 3 months; Group 1: mean 11.6 (SD 6.51); n=349, Group 2:
mean 11.5 (SD 6.82); n=349; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 6: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Roland Morris Disability Questionnaire (RMDQ) at 12 months; Group 1: mean 9.81 (SD 6.99); n=349, Group 2:
mean 10.5 (SD 7.2); n=349; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY (WITHIN 6 WEEKS OF INDEX VISIT) versus NO IMAGING (WITHIN 6 WEEKS OF INDEX VISIT;
MATCHED CONTROLS FOR X-ray GROUP)

Protocol outcome 1: Quality of life at <4 months

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D Index at 3 months; Group 1: mean 0.76 (SD 0.17); n=1174, Group 2: mean 0.76 (SD 0.18);
n=1174; EuroQuol 5D Index 0-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D visual analogue scale (VAS) at 3 months; Group 1: mean 72.3 (SD 18.1); n=1174, Group 2: mean
71.9 (SD 19.2); n=1174; EuroQuol 5D Visual Analogue Scale (VAS) 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D Index at 12 months; Group 1: mean 0.78 (SD 0.17); n=1174, Group 2: mean 0.77 (SD 0.18);
n=1174; EuroQuol 5D Index 0-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol 5D visual analogue scale (VAS) at 12 months; Group 1: mean 73.2 (SD 18.6); n=1174, Group 2: mean
72.7 (SD 18.8); n=1174; EuroQuol 5D Visual Analogue Score (VAS) 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Protocol outcome 3: Pain severity at <4 months

- Actual outcome for low back pain with/without sciatica: Brief Pain Inventory Interference scale at 3 months; Group 1: mean 2.99 (SD 2.37); n=1174, Group 2: mean
2.99 (SD 2.5); n=1174; Brief Pain Inventory (BPI) Interference 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Back Pain Numerical Rating Scale (NRS) at 3 months; Group 1: mean 3.83 (SD 2.6); n=1174, Group 2: mean
3.87 (SD 2.73); n=1174; Back Pain Numerical Scale Rating (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Leg Pain Numerical Rating Scale (NRS) at 3 months; Group 1: mean 2.96 (SD 2.88); n=1174, Group 2: mean
3.23 (SD 2.95); n=1174; Leg Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Brief Pain Inventory Interference scale at 12 months; Group 1: mean 2.72 (SD 2.42); n=1174, Group 2: mean
2.83 (SD 2.53); n=1174; Brief Pain Inventory (BPI) Interference 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Back Pain Numerical Rating Scale (NRS) at 12 months; Group 1: mean 3.55 (SD 2.62); n=1174, Group 2: mean
3.71 (SD 2.73); n=1174; Back Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Leg Pain Numerical Rating Scale (NRS) at 12 months; Group 1: mean 2.83 (SD 2.77); n=1174, Group 2: mean
3.06 (SD 2.93); n=1174; Leg Pain Numerical Rating Scale (NRS) 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function at <4 months

- Actual outcome for low back pain with/without sciatica: Roland Morris Disability Questionnaire (RMDQ) at 3 months; Group 1: mean 9.54 (SD 6.41); n=1174, Group 2:

mean 9.54 (SD 6.64); n=1174; Roland Morris Disability Questionnaire (RMDQ) 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 6: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Roland Morris Disability Questionnaire (RMDQ) at 12 months; Group 1: mean 8.54 (SD 6.56); n=1174, Group
2: mean 8.74 (SD 6.95); n=1174; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Psychological distress at <4 months; Psychological distress at >4 months - 1 year; Responder criteria (pain) at <4
months; Responder criteria (pain) at >4 months - 1 year; Responder criteria (function) at <4 months; Responder
criteria (function) at >4 months - 1 year; Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4
months - 1 year; Healthcare utilisation at <4 months; Healthcare utilisation at >4 months - 1 year

111

Study Deyo 1987
Study type RCT ( randomised; Parallel)
Number of studies (number of participants) (n=101)

Countries and setting Conducted in USA; Setting: walk-in clinic of a public hospital
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Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Adjunctive to current care

Follow-up (post intervention): 3 months

Adequate method of assessment/diagnosis: evaluation by resident physicians with faculty supervision
Low back pain with/without sciatica

Stratified then randomised: number of prior episodes (none vs more than one) and work status (employed vs
unemployed); randomisation was performed separately for each stratum

Patients with very low probability of underlying systemic disease presenting to the walk-in clinic of a public hospital
with a chief complaint of low back pain

Clinical findings that should prompt early radiography among patients with low back pain (including age > 50 years,
temperature > 38.7°C, significant trauma, neuromotor deficits, unexplained weight loss, alcohol or parenteral drug
abuse, history of cancer, use of corticosteroids); patients for whom roentgenograms were relatively or absolutely
contraindicated (lumbar spine films within the past 6 months, pregnant women, women with inadequate
contraception, patients with probable urinary tract disease); patients with pain demarcated above T12; those seeking
compensation; those planning to move out of town; those inaccessible by phone

consecutive patients presenting to the walk-in clinic of a public hospital with a chief complaint of low back pain
Age - Mean (SD): X-ray group 34.3 y, education group 32.5 y. Gender (M:F): 53/48. Ethnicity: Hispanic, Other
1. Chronicity: Not applicable / Not stated / Unclear

Baseline characteristics, mean for intervention and control groups respectively: SIP score 20.1, 17.5; SIP Physical
dimension score 16.5, 16.4; SIP Psychosocial dimension score 23.6, 18.6. Baseline characteristics, number (%) for
intervention and control groups respectively: prior back surgery 1 (2), 1 (2); prior X-ray 14 (33), 12 (24).. Though all
patients with neuromotor deficits were to be escluded, 3 subjects were randomised who had equivocal or minor
neuromotor deficits (mild weakness of great toe elevation or difficulty walking on toes). All these deficits were
resolved after 3 weeks of follow-up.

Serious indirectness: X-ray group is compared to education al intervention (different from usual care)

(n=49) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Lumbar spine roentgenogram at index visit.
Duration 3 months follow-up. Concurrent medication/care: All participants were also randomised to receive either 2
days or 7 days bed rest, but this didn’t affect the outcomes.

Comments: 88% of the X-ray group went on to reveive X-ray

(n=52) Intervention 2: No imaging. No imaging (Roentgenograms only if unimproved after 3 weeks of conservative
therapy), plus educational intervention: explanation by research assistant of low back pain and its causes, an
illustration of the spine and its associated structures, an actual spine radiograph. The following points were
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emphasized: the yield of useful findings is very small; many of the structures that give rise to pain are not visible on
roentgenogram; gonadal irritation is substantial; film would be obtained if necessary in 3 weeks. This instruction
required 5 minutes or less.. Duration 3 months follow-up. Concurrent medication/care: All participants were also
randomised to receive either 2 days or 7 days bed rest, but this didn’t affect the outcomes.

Comments: 12 (29%) people in the control group went on to receive X-ray

Funding Other (The work was supported by grant 7090 from the Robert Wood Johnson Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY versus NO IMAGING

Protocol outcome 1: Pain severity at <4 months
- Actual outcome for low back pain with/without sciatica: Self-rated improvement of pain at 3 months; Mean 2.6 X-ray group, 2.6 Education group 6 points ordinal scale
0-6 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function at <4 months

- Actual outcome for low back pain with/without sciatica: Functional status assessed by Sickness Impact Profile (SIP) score at 3 months; Mean 12.3 X-ray group; 10.3
Education group SIP score 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Functional status assessed by Sickness Impact Profile (SIP) score - Physical dimension score at 3 months; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Functional status assessed by Sickness Impact Profile (SIP) score - Psychosocial dimension score at 3 months;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Sought care elsewhere at 3 months; Proportion; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Received any spine films at 3 months; Proportion; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Hospitalised at 3 months; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Total physician visits at 3 months; Mean 1.07 X-ray group; 0.42 Education group; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at <4 months; Quality of life at >4 months - 1 year; Pain severity at >4 months - 1 year; Function at >4
months - 1 year; Psychological distress at <4 months; Psychological distress at >4 months - 1 year; Responder criteria
(pain) at <4 months; Responder criteria (pain) at >4 months - 1 year; Responder criteria (function) at <4 months;
Responder criteria (function) at >4 months - 1 year; Adverse events (morbidity) at <4 months; Adverse events
(morbidity) at >4 months - 1 year; Healthcare utilisation at >4 months - 1 year
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Study
Study type

Number of studies (number of participants)

Countries and setting

Line of therapy
Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Djais 2005"*°

RCT ( randomised; Parallel)
(n=101)

Conducted in Indonesia; Setting: Outpatient Department of Rheumatology, Dr Saiful Anwar General Hospital, Malang,
Indonesia

Adjunctive to current care

Intervention + follow-up: 5 months

Adequate method of assessment/diagnosis: Evaluation by physicians
Low back pain with/without sciatica

Not applicable

First episode of low back pain: patients with acute low back pain (duration < 3 months) on the day of randomisation.
Recurrent low back pain: patients with pain on the day of randomisation and no pain in the previous 6 months.

Patients < 20 or > 55 years of age, history of malignancy, unexplained weight loss or fever, taking oral steroids, had a
hisotry of tuberculosis, intravenous drug use, symptoms or signs of cauda equina lesion, low back pain for more than
3 months, lumbar spine X-ray in the preceding 12 months, pregnant or unable to give informed written consent
"Simple random sampling"

Age - Median (IQR): 40 (33-45) years. Gender (M:F): 56/45. Ethnicity: Not stated

1. Chronicity: Acute pain (Patients with acute low back pain (duration < 3 months, first episode of low back pain) or
recurrent low back pain (pain at recruitment, no pain in the previous 6 months)).

Baseline characteristics, median (quartile 1, 3) for intervention and control groups respectively: RMDQ 9 (6, 12), 9.5
(8, 13); VAS pain score 6 (4, 7), 6 (5,7); EQ-5D 0.63 (0.30, 0.77), 0.64 (0.24, 0.74).

No indirectness

(n=51) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Lumbar spine X-ray at baseline interview. Duration
3 weeks follow-up. Concurrent medication/care: Usual care

(n=50) Intervention 2: No imaging. Usual care without lumbar spine radiography. Duration 3 weeks follow-up.
Concurrent medication/care: Usual care

Comments: Some people in the control group (humber not given) went on to receive X-ray as findings on radiography
are reported for both treatment groups

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY versus NO IMAGING

Protocol outcome 1: Quality of life at <4 months

- Actual outcome for low back pain with/without sciatica: Health-related quality of life (EQ-5D) at 3 weeks; Risk of bias: Very high; Indirectness of outcome: No

indirectness

Protocol outcome 2: Pain severity at <4 months

- Actual outcome for low back pain with/without sciatica: Pain (VAS pain score) at 3 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function at <4 months

- Actual outcome for low back pain with/without sciatica: Functional disability (RMDQ) at 3 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at >4 months - 1 year; Pain severity at >4 months - 1 year; Function at >4 months - 1 year; Psychological
distress at <4 months; Psychological distress at >4 months - 1 year; Responder criteria (pain) at <4 months; Responder
criteria (pain) at >4 months - 1 year; Responder criteria (function) at <4 months; Responder criteria (function) at >4
months - 1 year; Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4 months - 1 year;
Healthcare utilisation at <4 months; Healthcare utilisation at >4 months - 1 year

272

Kendrick 2001%”* (Kendrick 2001°"%)

RCT ( randomised; Parallel)

(n=RCT: 421; cohort: 55)

Conducted in United Kingdom; Setting: 52 general practices

Adjunctive to current care

Follow-up (post intervention): 9 months

Adequate method of assessment/diagnosis: Assessed by general practitioner
Low back pain with/without sciatica

Not applicable

Patients with low back pain on the day of randomisation and for at least the preceding 6 week for the first episode of
low back pain. Patients with recurrent low back pain were included if they had pain on the day of randomisation and
for at least 6 weeks in the preceding 6 months

Patients outside the age range specified for simple backache in the guideline of the Clinical Standards Advisory Group
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Extra comments
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LS

Indirectness of population

Interventions

and the Royal College of General Practicioners (under 20 or over 55), chronic back pain (persistent pain for more than
6 months), X-ray of lumbar spine within the preceding year, unexplained weight loss or fever, taking oral steroids,
history of malignancy, tuberculosis, injecting drug use, HIV positive, symptoms or signs of a cauda equina lesion,
pregnant or planning a pregnancy, unable to given a written consent

Patients identified by searches of computerised medical records

Age - Median (IQR): RCT: intervention group 39 (31-45); control group 39 (31-46). Cohort: intervention group 38 (Q1
33.25, Q3 47); control group 39 (Q1 31, Q3 46). Gender (M:F): Intervention group 90/120; Control group 84/127.
Ethnicity: RCT: white 415/421, other 7/421; cohort: white 52/55, other 3/55

1. Chronicity: Acute pain (Patients were included if they had low back pain on the day of randomisation and for at
least the preceding 6 week for the first episode of low back pain; patients with recurrent low back pain were included
if they had pain on the day of randomisation and for at least 6 weeks in the preceding 6 months. Patients were
excluded if they had chronic back pain (persistent pain for more than 6 months).).

Baseline characteristics, see extra comments.. Baseline characteristics, median (quartile 1, 3) for intervention (n=210)
and control groups (n=211) respectively: RMDQ 7 (4-11.25), 8 (4-12); Pain score 2 (1-2), 2 (1-2); EuroQUol score 0.69
(0.62-0.76) [6 missing values], 0.69 (0.62-0.76) [14 missing values]. Baseline characteristics, n (%) for intervention
(n=210) and control groups (n=211) respectively: hospital admission 0, 0; outpatient attendance 2 (1), 0; 1 visit to
doctor 104 (50), 95 (45); 2 visits to doctor 62 (30), 62 (30); 3 visits to doctor 27 (13), 31 (15); 4 visits to doctor 17 (8),
23 (11); taken prescribed drugs 135 (64), 146 (69); taken over the counter drugs 135 (64), 154 (73); physiotherapy 54
(27) [9 missing values], 64 (31) [6 missing values]; osteopathy 22 (11) [9 missing values], 14 (7) [6 missing values];
chiropractic 6 (3) [9 missing values], 6 (3) [6 missing values]; acupuncture 5 (3) [9 missing values], 7 (3) [6 missing
values].

No indirectness

(n=210) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Radiograph of lumbar spine (patients were given
a card to attend for a radiograph of the lumbar spine at the local hospital). Duration 9 months follow-up. Concurrent
medication/care: Usual care

Comments: 171 (88%) people of the intervention group went on to receive X-ray

(n=211) Intervention 2: No imaging. No imaging (the doctor was able to request X-ray if they considered clinically
necessary at any time). Duration 9 months follow-up. Concurrent medication/care: Usual care
Comments: 25 (13%) people in the control group went on to receive X-ray

(n=32) Intervention 3: Imaging for low back pain - MRI, CT or X-ray. X-ray. Duration 9 months follow-up. Concurrent
medication/care: Not stated
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(n=23) Intervention 4: No imaging. No X-ray. Duration 9 months follow-up. Concurrent medication/care: Not stated

Funding Academic or government funding (NHS Research and Development Health Technology Assessment Programme)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY versus NO X-ray

Protocol outcome 1: Quality of life at <4 months
- Actual outcome for low back pain with/without sciatica: EuroQol at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: EuroQolL at 9 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity at <4 months
- Actual outcome for low back pain with/without sciatica: VAS pain at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: VAS pain at 9 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function at <4 months
- Actual outcome for low back pain with/without sciatica: RMDQ at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 6: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: RMDQ at 9 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 7: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Hospital admission at 3 months; Group 1: 0/199, Group 2: 0/203; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Outpatient attendance at 3 months; Group 1: 6/199, Group 2: 7/203; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Visited doctor at 3 months; Group 1: 106/199, Group 2: 60/203; Risk of bias: High; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Taken prescribed drug at 3 months; Group 1: 63/199, Group 2: 59/203; Risk of bias: High; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Taken over the counter drug at 3 months; Group 1: 68/199, Group 2: 67/203; Risk of bias: High; Indirectness
of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Physiotherapy at 3 months; Group 1: 67/199, Group 2: 59/203; Risk of bias: High; Indirectness of outcome: No
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indirectness

- Actual outcome for low back pain with/without sciatica: Osteopathy at 3 months; Group 1: 7/199, Group 2: 9/203; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Chiropractic at 3 months; Group 1: 4/199, Group 2: 6/203; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Acupuncture at 3 months; Group 1: 3/199, Group 2: 7/203; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Equipment (back support) at 3 months; Group 1: 4/199, Group 2: 8/203; Risk of bias: Very high; Indirectness
of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Day-case treatment at 3 months; Group 1: 0/199, Group 2: 0/203; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Aromatherapy at 3 months; Group 1: 4/199, Group 2: 3/203; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Other (social services, reflexology, massage) at 3 months; Group 1: 7/199, Group 2: 6/203; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 8: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Hospital admission at 9 months; Group 1: 2/195, Group 2: 0/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Outpatient attendance at 9 months; Group 1: 18/195, Group 2: 12/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Visited doctor at 9 months; Group 1: 42/195, Group 2: 47/199; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Taken prescribed drug at 9 months; Group 1: 56/195, Group 2: 49/199; Risk of bias: High; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Taken over the counter drug at 9 months; Group 1: 69/195, Group 2: 57/199; Risk of bias: High; Indirectness
of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Physiotherapy at 9 months; Group 1: 31/195, Group 2: 27/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Osteopathy at 9 months; Group 1: 6/195, Group 2: 7/199; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Chiropractic at 9 months; Group 1: 6/195, Group 2: 5/199; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Acupuncture at 9 months; Group 1: 1/195, Group 2: 2/199; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Equipment (back support) at 3-9 months; Group 1: 11/195, Group 2: 12/199; Risk of bias: Very high;
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Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Day-case treatment at 3-9 months; Group 1: 1/1951, Group 2: 0/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Aromatherapy at 3-9 months; Group 1: 5/195, Group 2: 1/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Social services at 3-9 months; Group 1: 3/195, Group 2: 0/199; Risk of bias: Very high; Indirectness of
outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COHORT: X-RAY (PATIENT PREFERENCE GROUP) versus COHORT: NO X-ray (PATIENT
PREFERENCE GROUP)

Protocol outcome 1: Quality of life at <4 months
- Actual outcome for low back pain with/without sciatica: Cohort: EuroQoL at 3 months; Other: median; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Cohort: EuroQoL at 9 months; Other: median EQ-5D 0-1 Top=High is good outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity at <4 months
- Actual outcome for low back pain with/without sciatica: Cohort: Vas pain at 3 months; Other: median VAS pain scale 0-5 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Cohort: Vas pain at 9 months; Other: median VAS pain score 0-5 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 5: Function at <4 months
- Actual outcome for low back pain with/without sciatica: Cohort: RMDQ at 3 months; Other: median RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 6: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Cohort: RMDQ at 9 months; Other: median RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Psychological distress at <4 months; Psychological distress at >4 months - 1 year; Responder criteria (pain) at <4
months; Responder criteria (pain) at >4 months - 1 year; Responder criteria (function) at <4 months; Responder
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15

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

criteria (function) at >4 months - 1 year; Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4
months - 1 year

Kerry 20007 (Kerry 200277°)

RCT ( randomised; Parallel)

(n=153)

Conducted in United Kingdom; Setting: GP practices

Adjunctive to current care

Follow-up (post intervention): 1 year

Adequate method of assessment/diagnosis: Assessment by physician
Low back pain with/without sciatica

Not applicable

Patients aged 16/64 years of age who consulted with low back pain. Patients who refused to take part in the
randomised trial or patients whom the GP did not wish to randomise were invited to take part in the observational
study.

Patients who had consulted with low back pain in the previous 4 weeks, who were pregnant, or who were suffering
from influenza-like illness

RCT: consecutive patients

Age - Mean (SD): RCT: Imaging group 43.3 (12.4) y, Control group 43.9 (12.0) y. Cohort: Imaging group 44.6 (10.0),
Control group 41.1 (11.8). Gender (M:F): RCT: 71/70; cohort: 196/231. Ethnicity: Not stated

1. Chronicity: Not applicable / Not stated / Unclear (RCT: length of episode of low back pain at baseline, n (%) for
imaging (n=65) and control (n=76) group respectively: < 1 week 14 (22), 22 (30); 1 to <8 weeks 27 (42), 36 (49); 8
weeks to < 6 months 3 (5), 4 (5); 6 months or over 20 (31), 12 (16). Cohort: length of episode of low back pain at
baseline, n (%) for imaging (n=95) and control group (n=332) respectively: < 1 week 15 (17), 105 (33); 1 to <8 weeks 29
(32), 119 (37); 8 weeks to < 6 months 18 (20), 34 (11); 6 months or over 28 (31), 62 (19).).

Baseline characteristics, see extra comments.. Baseline characteristics for the RCT arm, mean (SD) for intervention
(n=65) and control (n=76) groups respectively: SF-36 physical functioning (n=133) 66 (24), 57 (28); SF-36 physical role
(n=132) 40 (43), 34 (40); SF-36 bodily pain (n=140) 38 (21), 36 (20); SF-36 general Health (n=134) 68 (21), 65 (23); SF-
36 vitality (n=139) 48 (21), 45 (23); SF-36 social functioning (n=140) 66 (26), 63 (25); SF-36 Emotional role (n=132) 66
(43), 64 (42); SF-36 mental health (n=138) 68 (18), 66 (17); EuroQuol subjective scale (n=138) 67 (18), 62 (20); HADS
Depression Score 5.0 (3.3), 5.4 (3.9); Anxiety score 7.4 (4.6), 8.2 (4.6); RMDQ (n=141) 10.2 (5.5), 10.9 (5.3). Baseline
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Indirectness of population

Interventions

Funding

characteristics for the RCT arm, n (%) for intervention (n=69) and control (n=71) groups respectively: consultations for
back pain in last year 19 (28), 17 (24); consultations for pain in last 4 weeks 13 (19), 10 (14); lumbar spine X-ray in the
past 5 years 5 (7), 10 (14); referral to other health professionals at recruitment 15 (22), 14 (20). Baseline
characteristics for the observational arm, mean (SD) for intervention (n=95) and control (n=332) groups respectively:
SF-36 physical functioning (n=414) 60 (24), 63 (27); SF-36 physical role (n=400) 31 (36), 46 (43); SF-36 bodily pain
(n=423) 41 (22), 45 (26); SF-36 general Health (n=407) 71 (17), 70 (20); SF-36 vitality (n=420) 47 (19), 51 (22); SF-36
social functioning (n=423) 63 (25), 67 (27); SF-36 Emotional role (n=395) 64 (45), 71 (41); SF-36 mental health (n=417)
70 (17), 69 (19); EuroQuol subjective scale (n=418) 66 (18), 63 (21); HADS Depression Score (n=413) 4.8 (3.2), 5.0 (3.9);
Anxiety score (n=416) 7.5 (4.0), 7.1 (4.3); RMDQ (n=427) 10.9 (5.5), 10.8 (5.4). Baseline characteristics for the
observational arm, n (%) for intervention (n=91) and control (n=316) groups respectively: consultations for back pain
in last year (n=405) 32 (35), 73 (23); consultations for pain in last 4 weeks (n=405) 10 (11), 46 (15); lumbar spine X-ray
in the past 5 years (n=406) 4 (4), 29 (9); referral to other health professionals at recruitment (n=406) 24 (26), 49 (16).

No indirectness

(n=73) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Lumbar spine radiography (referral on the day of
randomisation). Duration 1 year follow-up. Concurrent medication/care: Not stated
Comments: RCT: 70 people in the X-ray group (n=73) went on to receive X-ray.

(n=80) Intervention 2: No imaging. No imaging (could be referred to X-ray at a later consultation if the doctor thought
it appropriate). Duration 1 year follow-up. Concurrent medication/care: Not stated
Comments: 4 people in the control group (n=80) went on to receive X-ray

(n=95) Intervention 3: Imaging for low back pain - MRI, CT or X-ray. Lumbar spine radiography referral. Duration 1
year follow-up. Concurrent medication/care: Not stated

(n=332) Intervention 4: Imaging for low back pain - MRI, CT or X-ray. No imaging. Duration 1 year follow-up.
Concurrent medication/care: Not stated
Comments: 45/316 (14%) in the observation group were referred for X-ray in the 12 months after recruitment

Academic or government funding (NHS REsearch & DEvelopment Health Technology Assessment (HTA) programme)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY (RCT) versus NO IMAGING (RCT)

Protocol outcome 1: Quality of life at <4 months

- Actual outcome for low back pain with/without sciatica: SF-36 physical functioning at 6 weeks; Group 1: mean 67 (SD 22.4); n=56, Group 2: mean 65 (SD 24.2); n=65;
SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for low back pain with/without sciatica: SF-36 physical role at 6 weeks; Group 1: mean 41 (SD 44.5); n=55, Group 2: mean 45 (SD 40); n=64; SF-36 0-
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100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 bodily pain at 6 weeks; Group 1: mean 49 (SD 22.6); n=57, Group 2: mean 49 (SD 24.6); n=67; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 general health at 6 weeks; Group 1: mean 69 (SD 22.2); n=55, Group 2: mean 67 (SD 24.2); n=65; SF-36
0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 vitality at 6 weeks; Group 1: mean 54 (SD 15.1); n=57, Group 2: mean 46 (SD 24.4); n=66; SF-36 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 social functioning at 6 weeks; Group 1: mean 72 (SD 22.6); n=57, Group 2: mean 67 (SD 32.7); n=67; SF-
36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 Emotional role at 6 weeks; Group 1: mean 75 (SD 36.7); n=54, Group 2: mean 65 (SD 40); n=64; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 mental health at 6 weeks; Group 1: mean 74 (SD 15); n=57, Group 2: mean 65 (SD 16.2); n=66; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol VAS at 6 weeks; Group 1: mean 74 (SD 22.6); n=57, Group 2: mean 67 (SD 24); n=64; EuroQuol
subjective scale 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: SF-36 physical functioning at 1 year; Group 1: mean 75 (SD 20.3); n=46, Group 2: mean 73 (SD 21.6); n=52; SF-
36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 physical role at 1 year; Group 1: mean 66 (SD 39.8); n=44, Group 2: mean 67 (SD 36.4); n=53; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 bodily pain at 1 year; Group 1: mean 63 (SD 27.1); n=46, Group 2: mean 63 (SD 22); n=54; SF-36 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 general health at 1 year; Group 1: mean 68 (SD 20.1); n=45, Group 2: mean 67 (SD 21.8); n=53; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 vitality at 1 year; Group 1: mean 57 (SD 20.3); n=46, Group 2: mean 52 (SD 21.6); n=52; SF-36 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 social functioning at 1 year; Group 1: mean 81 (SD 27.1); n=46, Group 2: mean 79 (SD 29.9); n=56; SF-36
0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 Emotional role at 1 year; Group 1: mean 82 (SD 33.1); n=44, Group 2: mean 78 (SD 36.4); n=53; SF-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36 mental health at 1 year; Group 1: mean 77 (SD 13.6); n=46, Group 2: mean 70 (SD 14.4); n=52; SF-36 O-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: EuroQuol VAS at 1 year; Group 1: mean 74 (SD 20.3); n=46, Group 2: mean 76 (SD 14.7); n=54; Euroquol
subjective scale 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcome 3: Function at <4 months
- Actual outcome for low back pain with/without sciatica: RMDQ at 6 weeks; Group 1: mean 5.9 (SD 5.4); n=59, Group 2: mean 6.9 (SD 6.5); n=67; RMDQ 0-24 Top=High
is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: RMDQ at 1 year; Group 1: mean 4.5 (SD 5.4); n=46, Group 2: mean 4.3 (SD 5.3); n=57; RMDQ 0-24 Top=High is
poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Psychological distress at <4 months

- Actual outcome for low back pain with/without sciatica: HADS Depression Score at 6 weeks; Group 1: mean 4.7 (SD 3); n=57, Group 2: mean 5.1 (SD 4); n=65; HADS 0-
21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: HADS Anxiety Score at 6 weeks; Group 1: mean 6.8 (SD 3.8); n=57, Group 2: mean 7.7 (SD 4.8); n=65; HADS O-
21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Psychological distress at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: HADS Depression Score at 1 year; Group 1: mean 3.8 (SD 3.4); n=46, Group 2: mean 4.1 (SD 3.7); n=56; HADS
0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: HADS Anxiety Score at 1 year; Group 1: mean 6.3 (SD 4.1); n=46, Group 2: mean 6.7 (SD 4.4); n=53; HADS 0-21
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Subsequent consultation for back pain at 6 weeks; Group 1: 23/69, Group 2: 26/71; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Referral to physiotherapist or other health professional at 6 weeks; Group 1: 22/69, Group 2: 20/71; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 8: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Subsequent consultation for back pain at 6 weeks - 1 year; Group 1: 22/69, Group 2: 28/71; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Referral to physiotherapist or other health professional at 6 weeks - 1 year; Group 1: 31/69, Group 2: 33/71;
Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: X-RAY (COHORT) versus NO IMAGING (COHORT)

Protocol outcome 1: Quality of life at <4 months
- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 physical functioning at 6 weeks; Group 1: mean 63 (SD 24.9); n=69, Group 2: mean 71 (SD 32.6);
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n=265; SF-36 physical functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 physical role at 6 weeks; Group 1: mean 46 (SD 41.8); n=70, Group 2: mean 54 (SD 48.3); n=259;
SF-36 physical role 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 bodily pain at 6 weeks; Group 1: mean 49 (SD 25.6); n=73, Group 2: mean 56 (SD 33.1); n=274;
SF-36 bodily pain 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 general health at 6 weeks; Group 1: mean 69 (SD 16.6); n=69, Group 2: mean 68 (SD 16.2);
n=263; SF-36 general health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 vitality at 6 weeks; Group 1: mean 54 (SD 17.1); n=73, Group 2: mean 52 (SD 16.5); n=273; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 social functioning at 6 weeks; Group 1: mean 69 (SD 25.8); n=74, Group 2: mean 74 (SD 33.1);
n=274; SF-36 social functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 Emotional role at 6 weeks; Group 1: mean 70 (SD 41.8); n=70, Group 2: mean 67 (SD 48.6);
n=262; SF-36 Emotional role 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 mental health at 6 weeks; Group 1: mean 71 (SD 17.1); n=73, Group 2: mean 68 (SD 16.4);
n=270; SF-36 mental health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: EuroQuol VAS at 6 weeks; Group 1: mean 70 (SD 17.1); n=73, Group 2: mean 72 (SD 16.4); n=270;
EuroQuol subjective scale 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 physical functioning at 1 year; Group 1: mean 70 (SD 23.2); n=60, Group 2: mean 74 (SD 31);
n=240; SF-36 physical functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 physical role at 1 year; Group 1: mean 61 (SD 38.4); n=59, Group 2: mean 69 (SD 46.3); n=238;
SF-36 physical role 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 bodily pain at 1 year; Group 1: mean 58 (SD 23.8); n=63, Group 2: mean 65 (SD 31.7); n=252; SF-
36 bodily pain 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 general health at 1 year; Group 1: mean 67 (SD 22.8); n=58, Group 2: mean 68 (SD 15.6); n=244;
SF-36 general health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 vitality at 1 year; Group 1: mean 53 (SD 23.6); n=62, Group 2: mean 56 (SD 15.8); n=250; SF-36
vitality 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 social functioning at 1 year; Group 1: mean 77 (SD 23.8); n=63, Group 2: mean 81 (SD 15.9);
n=252; SF-36 social functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 Emotional role at 1 year; Group 1: mean 79 (SD 38.1); n=58, Group 2: mean 78 (SD 30.5);
n=233; SF-36 Emotional role 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: SF-36 mental health at 1 year; Group 1: mean 71 (SD 15.7); n=62, Group 2: mean 71 (SD 15.8); n=249;
SF-36 mental health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: EuroQuol subjective scale at 1 year; Group 1: mean 72 (SD 15.7); n=62, Group 2: mean 75 (SD 15.8);
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n=250; EuroQuol subjective scale 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function at <4 months
- Actual outcome for low back pain with/without sciatica: Cohort: RMDQ at 6 weeks; Group 1: mean 6.7 (SD 5.2); n=76, Group 2: mean 5.4 (SD 5); n=276; RMDQ 0-24
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Cohort: RMDQ at 1 year; Group 1: mean 5.6 (SD 4.8); n=63, Group 2: mean 4.2 (SD 4.8); n=254; RMDQ 0-24
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Psychological distress at <4 months

- Actual outcome for low back pain with/without sciatica: Cohort: HADS Depression Score at 6 weeks; Group 1: mean 4.2 (SD 3.4); n=72, Group 2: mean 4.5 (SD 4.9);
n=269; HADS Depression 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: HADS Anxiety Score at 6 weeks; Group 1: mean 7.2 (SD 3.4); n=71, Group 2: mean 7.3 (SD 4.9); n=269;
HADS Anxiety 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Psychological distress at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Cohort: HADS Depression Score at 1 year; Group 1: mean 3.7 (SD 3.2); n=62, Group 2: mean 4.1 (SD 4.7);
n=248; HADS Depression Score 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: HADS Anxiety Score at 1 year; Group 1: mean 6.3 (SD 3.9); n=61, Group 2: mean 6.5 (SD 4.7); n=248;
HADS Anxiety Score 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Cohort: Subsequent consultation for back pain at 6 weeks; Group 1: 38/91, Group 2: 92/313; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: Referral to physiotherapist or other health professional at 6 weeks; Group 1: 40/91, Group 2: 73/313;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 8: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Cohort: Subsequent consultation for back pain at 6 weeks - 1 year; Group 1: 40/91, Group 2: 89/313; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Cohort: Referral to physiotherapist or other health professional at 6 weeks - 1 year; Group 1: 53/91, Group 2:
117/313; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity at <4 months; Pain severity at >4 months - 1 year; Responder criteria (pain) at €4 months; Responder
criteria (pain) at >4 months - 1 year; Responder criteria (function) at <4 months; Responder criteria (function) at >4
months - 1 year; Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4 months - 1 year
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

167 166 170,

Scottish Back trial: Gilbert 2004 (Gilbert 2004, Gillan 2001 ")

RCT ( randomised; Parallel)

(n=782)

Conducted in United Kingdom; Setting: 4 major Scottish teaching hospitals and district general hospitals
Adjunctive to current care

Follow-up (post intervention): 24 months

Adequate method of assessment/diagnosis: Assessed by physicians

Low back pain with/without sciatica

Not applicable

New patients presenting with symptomatic lumbar spine disorder (low back pain and/or sciatica) for whom there was
clinical uncertainty about the need for imaging

Patients requiring immediate referral for imaging (such as those for whom surgical intervention was judged necessary;
those with red flags), patients who had had imaging (MRI or CT) in the previous 12 months, patients for whom there
was no need to consider imaging (eg those discharged to primary care), patients with pain of non-spinal origin

Age - Mean (range): Early imaging: 43.9 (16-82) y; Delayed selective imaging: 42.8 (14-82) y. Gender (M:F): 383:399
(0.96). Ethnicity: Not stated

1. Chronicity: Not applicable / Not stated / Unclear (Duration of current episode of low back pain at baseline, n(%) for
imaging and control group respectively: <3 mo 83 (21.1, 56 (14.4); 3-12 mo 158 (40.2), 167 (42.9), > 12 mo 149 (37.9),
163 (41.9); Not known 3 (0.8), 3 (0.8)

Baseline characteristics for intervention and control group respectively, n (%): previous lumbar spine X-ray yes 343
(87.3), 331 (85.1), no 47 (12), 52 (13.4); not known 3 (0.8), 6 (1.5); physiotherapy 253 (64.4), 271 (69.7); osteopathy 87
(22.1), 89 (22.9); other 64 (16.3), 87 (22.4).

Serious indirectness: Includes young people aged <16 years old

(n=393) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. MRI or CT. Duration 24 months follow-up.
Concurrent medication/care: Not stated
Comments: 353 (90%) of the imaging group went on to receive imaging

(n=389) Intervention 2: No imaging. Use restricted to patients in whom a clear clinical need subsequently developed.
Duration 24 months follow-up. Concurrent medication/care: Not stated
Comments: 115 (30%) people in the control group went on to receive imaging
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Funding Funding not stated (Unclear reference to grant proposal)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MRI OR CT "EARLY IMAGING" versus NO IMAGING "DELAYED, SELECTIVE IMAGING"

Protocol outcome 1: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Health status EQ-5D at 24 months; Group 1: mean 0.599 (SD 0.313); n=357, Group 2: mean 0.539 (SD 0.35);
n=335; EQ-5D 0-1 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 physical functioning at 24 months; Group 1: mean 56.4 (SD 28.5); n=357, Group 2: mean
52.8 (SD 29.9); n=335; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 social functioning at 24 months; Group 1: mean 66.4 (SD 28.9); n=357, Group 2: mean
61.8 (SD 30); n=335; EQ-5D 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 mental health at 24 months; Group 1: mean 64.3 (SD 20.06); n=357, Group 2: mean 62.9
(SD 22.1); n=335; EQ-5D 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 vitality at 24 months; Group 1: mean 46.2 (SD 22.2); n=357, Group 2: mean 42.7 (SD 23.9);
n=335; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 bodily pain at 24 months; Group 1: mean 47.8 (SD 25.3); n=357, Group 2: mean 43.2 (SD
26.8); n=335; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 general health perception at 24 months; Group 1: mean 55.3 (SD 23.7); n=393, Group 2:
mean 53.6 (SD 25.2); n=389; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 role-physical functioning at 24 months; Group 1: mean 44 (SD 44.2); n=357, Group 2:
mean 38.2 (SD 43.2); n=335; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36 role-emotional functioning at 24 months; Group 1: mean 61.7 (SD 44.9); n=393, Group 2:
mean 55.8 (SD 45.2); n=389; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Health status SF-36role reported health transition at 24 months; Group 1: mean 51.7 (SD 25.3); n=357, Group
2: mean 49.8 (SD 24); n=335; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: ALBP score at 24 months; Group 1: mean 31.6 (SD 19); n=357, Group 2: mean 35.8 (SD 20.8); n=335;
Aberdeen Low Back Pain Score 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Imaging at least once during first 24 months at 24 months; Group 1: 353/393, Group 2: 115/389; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: MRI imaging during first 24 months at 24 months; Group 1: 324/393, Group 2: 95/389; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: CT imaging during first 24 months at 24 months; Group 1: 29/393, Group 2: 20/389; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Weeks to first imaging at 24 months; Risk of bias: Very high; Indirectness of outcome: No indirectness

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



69

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

17

- Actual outcome for low back pain with/without sciatica: Outpatient consultation at 24 months; Group 1: 328/393, Group 2: 264/389; Risk of bias: Very high;

Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Physiotherapy at 24 months; Group 1: 248/393, Group 2: 233/389; Risk of bias: Very high; Indirectness of

outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Admission to hospital at 24 months; Group 1: 31/393, Group 2: 26/389; Risk of bias: Very high; Indirectness of

outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Surgery at 24 months; Group 1: 27/393, Group 2: 20/389; Risk of bias: Very high; Indirectness of outcome: No

indirectness

- Actual outcome for low back pain with/without sciatica: Injection at 24 months; Group 1: 70/393, Group 2: 76/389; Risk of bias: Very high; Indirectness of outcome:

No indirectness

- Actual outcome for low back pain with/without sciatica: Primary care physician consultation at 24 months; Group 1: 261/393, Group 2: 244/389; Risk of bias: Very

high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Quality of life at <4 months; Pain severity at <4 months; Pain severity at >4 months - 1 year; Function at <4 months;
Function at >4 months - 1 year; Psychological distress at <4 months; Psychological distress at >4 months - 1 year;
Responder criteria (pain) at <4 months; Responder criteria (pain) at >4 months - 1 year; Responder criteria (function)
at <4 months; Responder criteria (function) at >4 months - 1 year; Adverse events (morbidity) at <4 months; Adverse
events (morbidity) at >4 months - 1 year; Healthcare utilisation at <4 months

Washington workers' compensation Disability Risk Identification Study (D-RISC) trial: Graves 2012"°
2014"%)

Prospective cohort study

(n=1226 (Graves 2012); 1770 (Graves 2014))

Conducted in USA; Setting: Washington State Labor and Industries workers'compensation administrative claims

(Graves

Adjunctive to current care
Follow-up (post intervention): 1 year

Adequate method of assessment/diagnosis: Washington State Labor and Industries workers'compensation
administrative claims

Low back pain with/without sciatica
Not applicable: mild or major sprain/strain vs radiculopathy

Adults (older than 18 years of age) with an accepted claim, with at least 4 missed workdays due to injury, and no
hospitalisation following the injury
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Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Workers who did not file a claim within 2 months after injury, workers with absent reflexes (knee or ankle), bladder
complaints, motor abnormalities (sensory loss or muscle weakness)

Age - Other: Low back pain only group, n (%) for intervention and control groups respectively: < 24 yr 8 (6.6), 83 (10);
25-34 yr 30 (24.8), 211 (25.3); 35-44 yr 40 (33.1), 250 (30); 45-54 yr 33 (27.3), 199 (23.9); > 55 10 (8.3), 91 (10.9).
Radiculopathy group, n (%) for intervention and control groups respectively: <24 yr 5 (4.7), 14 (8.5); 25-34 yr 22
(20.6), 29 (17.7); 35-44 yr 37 (34.6), 47 (28.7); 45-54 yr 30 (28), 55 (33.5); > 55 13 (12.1), 19 (11.6). Low back pain with
or without sciatica group, n (%) for intervention and control groups respectively: < 24 yr 24 (7.1), 166 (11.6); 25-34 yr
75 (22.3), 384 (26.8); 35-44 yr 117 (34.8), 419(29.2); 45-54 yr 89 (26.5), 319 (22.2); > 55 31 (9.2), 146 (10.2).. Gender
(M:F): Low back pain only group 639/316; Radiculopathy group 173/98; low back pain with or without sciatica group
1211/568. Ethnicity: Hispanic, Non-hispanic white, Non-hispanic non-white

1. Chronicity: Not applicable / Not stated / Unclear

Baseline characteristics, see extra comments.. Graves 2012 - Baseline characteristics low back pain only, n (%) for
intervention (n=121) and control (n=834) groups respectively: RMDQ low (0-6) 7 (5.8), 271 (32.5); moderate (7-12) 20
(16.5), 199 (23.9); high (13-18) 42 (34.7), 223 (26.7); very high (19-24) 52 (43), 141 (16.9); Pain intensity low (0-3) 18
(14.9), 269 (32.3); mild pain (4-6) 47 (38.8), 314 (37.6), moderate/high (7-10) 56 (46.3), 251 (30.1); SF-36v2 Role-
physical score 2 SD below population mean 79 (65.3), 197 (23.6); 1-2 SD below population mean 31 (25.6), 192 (23); 1
SD below population mean 9 (7.4), 192 (23); at or above population mean 2 (1.7), 253 (30.3); SF-36v2 Physical
functioning score 2 SD below population mean 63 (52.1), 161 (19.3); 1-2 SD below population mean 32 (26.4), 181
(21.7); 1 SD below population mean 21 (17.4), 216 (25.9); at or above population mean 5 (4.1), 276 (33.1); Type of
first medical visit primary care 61 (50.4), 385 (46.2); Occupational medicine 4 (3.3), 27 (3.2); chiropractor 22 (18.2),
257 (30.8); surgeon 7 (5.8), 17 (2); emergency department or clinic 23 (19), 132 (15.8); other 4 (3.3), 16 (1.9). Baseline
characteristics sciatica, n (%) for intervention (n=107) and control (n=164) groups respectively: RMDQ low (0-6) 2
(1.9), 19 (11.6); moderate (7-12) 13 (12.1), 40 (24.4); high (13-18) 33 (30.8), 51 (31.1); very high (19-24) 59 (55.1), 54
(32.9); Pain intensity low (0-3) 5 (4.7), 30 (18.3); mild pain (4-6) 34 (31.8), 62 (37.8), moderate/high (7-10) 68 (63.6),
72 (43.9); SF-36Vv2 Role-physical score 2 SD below population mean 77 (72.0), 73 (44.5); 1-2 SD below population
mean 24 (22.4), 43 (26.2); 1 SD below population mean 5 (4.7), 27 (16.5); at or above population mean 1 (0.9), 21
(12.8); SF-36Vv2 Physical functioning score 2 SD below population mean 73 (68.2), 75 (45.7); 1-2 SD below population
mean 17 (15.9), 35 (21.3); 1 SD below population mean 12 (11.2), 34 (20.7); at or above population mean 5 (4.7), 20
(12.2); Type of first medical visit primary care 53 (49.5), 61 (37.2); Occupational medicine 5 (4.7), 3 (1.8); chiropractor
24 (22.4), 68 (41.5); surgeon 2 (1.9), 1 (0.6); emergency department or clinic 22 (20.6), 27 (16.5); other 1 (0.9), 4 (2.4).
Graves 2014: Baseline characteristics low back pain and/or sciatica group, n (%) for intervention (n=336) and control
(n=1434) groups respectively: Type of first medical visit, primary care 164 (48.8), 622 (43.4); Occupational medicine 17
(5.1), 39 (2.7); chiropractor 66 (19.6), 474 (33.1); surgeon 11 (3.3), 25 (1.7); emergency department or clinic 71 (21.1),
250 (17.4); other 7 (2.1), 24 (1.7).

No indirectness: workers population
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Interventions (n=121) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. MRI within 6 weeks of injury. Duration 1 year
follow-up. Concurrent medication/care: Not stated

(n=834) Intervention 2: No imaging. No imaging/MRI after 6 weeks of injury. Duration 1 year follow-up. Concurrent
medication/care: Not stated

(n=107) Intervention 3: Imaging for sciatica - MRI. MRI within 6 weeks of injury. Duration 1 year follow-up. Concurrent
medication/care: Not stated

(n=164) Intervention 4: No imaging. No imaging/deferred imaging. Duration 1 year follow-up. Concurrent
medication/care: Not stated

(n=336) Intervention 5: Imaging for low back pain - MRI, CT or X-ray. MRI within 6 weeks. Duration 1 year follow-up.
Concurrent medication/care: Not stated

(n=1434) Intervention 6: No imaging. No imaging/MRI after 6 weeks. Duration 1 year follow-up. Concurrent
medication/care: A small percentage (1.4%) of workers who did not receive an early MRI received early CT imaging

Funding Academic or government funding (Centre for Disease Control and Prevention (CDC), National Institute for
Occupational Safety and Health (NIOSH), Agency for Healthcare Research and Quality (AHRQ))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MRI (WITHIN 6 WEEKS OF INJURY, MILD OR MAJOR SPRAIN/STRAIN GROUP) versus NO
IMAGING/DEFERRED IMAGING (MILD OR MAJOR SPRAIN/STRAIN GROUP)

Protocol outcome 1: Quality of life at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: SF-36v2 Role-Physical score at 1 year; Group 1: mean 38.3 (SD 13.1); n=121, Group 2: mean 46 (SD 11.5);
n=834; SF36v2 Role-Physical Score 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: SF-36v2 Physical Functioning score at 1 year; Group 1: mean 37 (SD 12.6); n=121, Group 2: mean 44.7 (SD
12.1); n=834; SF36v2 Physical functioning score 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Pain intensity in the last week at 1 year; Group 1: mean 5 (SD 2.7); n=121, Group 2: mean 4.1 (SD 5.3); n=834;
Graded Chronic Pain Scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function at >4 months - 1 year
- Actual outcome for low back pain with/without sciatica: Roland Morris Disability score (RMDQ) at 1 year; Group 1: mean 12 (SD 7.1); n=121, Group 2: mean 7.4 (SD
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6.8); n=834; RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MRI (WITHIN 6 WEEKS OF INJURY, RADICULOPATHY GROUP) versus NO IMAGING/DEFERRED
IMAGING (RADICULOPATHY GROUP)

Protocol outcome 1: Quality of life at >4 months - 1 year

- Actual outcome for sciatica: SF-36v2 Role-Physical score at 1 year; Group 1: mean 35.8 (SD 11.8); n=107, Group 2: mean 41.2 (SD 12.6); n=164; SF36v2 Role-Physical
score 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for sciatica: SF-36v2 Physical Functioning score at 1 year; Group 1: mean 33 (SD 11.7); n=107, Group 2: mean 38 (SD 12.6); n=164; SF36v2 Physical
Functioning score 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity at >4 months - 1 year
- Actual outcome for Sciatica: Pain intensity in the last week at 1 year; Group 1: mean 5.6 (SD 2.6); n=107, Group 2: mean 4.8 (SD 2.8); n=164; Graded Chronic Pain Scale
0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function at >4 months - 1 year
- Actual outcome for sciatica: Roland Morris Disability score (RMDQ) at 1 year; Group 1: mean 13.8 (SD 6.8); n=107, Group 2: mean 11.5 (SD 7.4); n=164; RMDQ 0-24
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MRI (WITHIN 6 WEEKS, low back pain WITH/WITHOUT SCIATICA) versus NO IMAGING/DEFERRED
IMAGING (low back pain WITH/WITHOUT SCIATICA)

Protocol outcome 1: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: MRI at 1 year; Group 1: 336/336, Group 2: 255/1434; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: CT at 1 year; Group 1: 18/336, Group 2: 44/1434; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Radiograph at 1 year; Group 1: 102/336, Group 2: 260/1434; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for low back pain with/without sciatica: Injection at 1 year; Group 1: 137/336, Group 2: 99/1434; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Surgery at 1 year; Group 1: 67/336, Group 2: 36/1434; Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome for low back pain with/without sciatica: Number of visits at chiropractic at 1 year; Group 1: mean 14.7 (SD 28.1); n=336, Group 2: mean 13.9 (SD
24.2); n=1434; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Number of visits at physical therapy or occupational therapy at 1 year; Group 1: mean 18.4 (SD 19.9); n=336,

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S puk ujed >oeq Mo



€L

9T0Z ‘@41Ua) BUI|aPIND [EIIUI|) [eUOlIEN

18

Group 2: mean 6.8 (SD 13.8); n=1434; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for low back pain with/without sciatica: Number of visits at outpatient services at 1 year; Group 1: mean 12.2 (SD 8); n=336, Group 2: mean 4.3 (SD
6.1); n=1434; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy
Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Quality of life at <4 months; Pain severity at <4 months; Function at <4 months; Psychological distress at <4 months;
Psychological distress at >4 months - 1 year; Responder criteria (pain) at <4 months; Responder criteria (pain) at >4
months - 1 year; Responder criteria (function) at <4 months; Responder criteria (function) at >4 months - 1 year;
Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4 months - 1 year; Healthcare utilisation at
<4 months

Webster 2014°>’

Retrospective cohort study

(n=3022)

Conducted in USA; Setting: Data extracted from a nationally representative United States workers’ compensation
administrative data source (representing approximately 10% of the private market)

Adjunctive to current care

Follow-up (post intervention): data extracted for a 2-years period from the date of low back pain onset

Adequate method of assessment/diagnosis: Workers’ compensation administrative data source, low back pain claims,
International Classification of Diseases - Ninth revision diagnostic codes assigned to services

Low back pain with/without sciatica

Not applicable: No MRI = no MRI during the 2-year study period. Early MRl = MRI within first 30 days. Timely MRI =

MRI starting at 42 days post-onset through 180 days. More severe and less severe subgroups based on International
Classification of Diseases, Ninth revision codes

At least 1 day compensated lost time and at least 1 year of job tenure

Complex cases (those with red flags conditions, non-low back pain diagnoses, or multiple injuries) and cases with a
low back pain claim within the prior year, those with MRI that fell outside the specified periods (31-41 days post-
onset, after 180 d post-onset)

All accepted low back pain claims filed between January 1, 2006 and December 31, 2006 from a nationally
representative United States workers' compensation administrative data source
Age - Mean (range): No MRI less severe 40.7 (40.1-41.3); No MRI more severe 41.9 (40.6-43.1); Timely MRI less severe

39.9 (38.5-41.3); Timely MRI more severe 42.8 (41.4-44.2); Early MRI less severe 42.1 (41.2-43.0); Early MRI more
severe 42.4 (41.4-43.5). Gender (M:F): No MRI less severe 1067:479; No MRI more severe 182:89; Timely MRI less
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severe 141:73; Timely MRI more severe 129:80; Early MRI less severe 345:113; Early MRl more severe 252:72.
Ethnicity: not stated

Further population details 1. Chronicity: Not applicable / Not stated / Unclear
Indirectness of population No indirectness: workers population
Interventions (n=782) Intervention 1: Imaging for low back pain - MRI, CT or X-ray. Early MRI (within the first 30 days post-onset).

Duration 2 year-period follow-up. Concurrent medication/care: Not stated

(n=423) Intervention 2: Deferred imaging. Timely MRI (starting at 41 days post-onset through 180 days, after a trial of
conservative care). Duration 2 years period follow-up. Concurrent medication/care: Not stated

(n=1817) Intervention 3: No imaging. No MRI during the 2 years study period. Duration 2 years period follow-up.
Concurrent medication/care: Not stated

Funding Study funded by industry (Liberty Mutual Research Institute for Safety; "the parent company, Liberty Mutual
Insurance, had no role in the design and conduct of the study; collection, management, analysis, and interpretation of
the data; preparation, review or approval of the manuscript; and decision to submit the manuscript for publication")

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: EARLY MRI (WITHIN 30 DAYS POST-ONSET) versus TIMELY MRI (41-180 DAYS POST-ONSET)

Protocol outcome 1: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Injections (including injections of epidural space, facet and sacroiliac joints, and trigger points) at 3 months;
Group 1: 270/782, Group 2: 112/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Nerve testing EMG/NCV (electromyography/nerve conduction velocity) at 3 months; Group 1: 82/782, Group
2:33/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Advanced imaging (myelography, discography, CT scans, bone scans and repeat MRIs) at 3 months; Group 1:
63/782, Group 2: 26/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Surgery (including lumbar discectomy, laminectomy, and fusions) at 3 months; Group 1: 70/782, Group 2:
13/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Injections (including injections of epidural space, facet and sacroiliac joints, and trigger points) at 6 months;
Group 1: 329/728, Group 2: 153/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Nerve testing EMG/NCV (electromyography/nerve conduction velocity) at 6 months; Group 1: 53/782, Group
2:113/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Advanced imaging (myelography, discography, CT scans, bone scans and repeat MRIs) at 6 months; Group 1:
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121/782, Group 2: 49/423; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for low back pain with/without sciatica: Surgery (including lumbar discectomy, laminectomy, and fusions) at 6 months; Group 1: 113/782, Group 2:
24/423; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: EARLY MRI (WITHIN 30 DAYS POST-ONSET) versus NO MRI (2-YEAR STUDY PERIOD)
Protocol outcome 1: Healthcare utilisation at <4 months

- Actual outcome for low back pain with/without sciatica: Injections (including injections of epidural space, facet and sacroiliac joints, and trigger points) at 3 months;
Group 1: 270/782, Group 2: 22/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Nerve testing EMG/NCV (electromyography/nerve conduction velocity) at 3 months; Group 1: 82/782, Group

2:19/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Advanced imaging (myelography, discography, CT scans, bone scans and repeat MRIs) at 3 months; Group 1:

63/782, Group 2: 10/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for low back pain with/without sciatica: Surgery (including lumbar discectomy, laminectomy, and fusions) at 3 months; Group 1: 70/782, Group 2:
5/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation at >4 months - 1 year

- Actual outcome for low back pain with/without sciatica: Injections (including injections of epidural space, facet and sacroiliac joints, and trigger points) at 6 months;
Group 1: 329/782, Group 2: 32/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Nerve testing EMG/NCV (electromyography/nerve conduction velocity) at 6 months; Group 1: 113/782,
Group 2: 50/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for low back pain with/without sciatica: Advanced imaging (myelography, discography, CT scans, bone scans and repeat MRIs) at 6 months; Group 1:

121/782, Group 2: 13/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for low back pain with/without sciatica: Surgery (including lumbar discectomy, laminectomy, and fusions) at 6 months; Group 1: 113/782, Group 2:
10/1817; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at <4 months; Quality of life at >4 months - 1 year; Pain severity at <4 months; Pain severity at >4
months - 1 year; Function at <4 months; Function at >4 months - 1 year; Psychological distress at <4 months;
Psychological distress at >4 months - 1 year; Responder criteria (pain) at <4 months; Responder criteria (pain) at >4
months - 1 year; Responder criteria (function) at <4 months; Responder criteria (function) at >4 months - 1 year;
Adverse events (morbidity) at <4 months; Adverse events (morbidity) at >4 months - 1 year

H4 Self-management

Study Bentsen 1997%

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



9L

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

RCT (Patient randomised; Parallel)

1 (n=74)

Conducted in Sweden; Setting: Community

Unclear

Intervention time: 3 months

Adequate method of assessment/diagnosis: Self report and physical examination

Overall (acute, chronic) without sciatica

Not applicable

Women born in 1933 with chronic low back pain (>30 days duration, or daily within previous 12 months)
Presence of herniated disc, fracture of spine, somatic disease or mental illness that might interfere with training
Selected from health survey as having chronic low back pain

Age - Range: All 57 years old. Gender (M:F): 100% female. Ethnicity: Not stated

1. Chronicity of pain: Mixed (>30 days duration, or daily within previous 12 months).

Baseline disability scores: exercise at fitness centre: 5.25, self-management (home exercise): 3.25, p=0.0366
No indirectness

(n=41) Intervention 1: Individual Biomechanical exercise - Core stability. Dynamic strength back exercises. Duration 3
months. Concurrent medication/care: Not stated

(n=33) Intervention 2: Self-management - Unsupervised exercise. Home training programme. Duration 3 months.
Concurrent medication/care: Not stated

Other (AMF-trygghetsforsakring, Stockholm, Sweden)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus CORE STABILITY

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Subjective disability index from VAS scores at 3 months (end of randomised period) at 3 months; Risk of
bias: Very high; Indirectness of outcome: No indirectness

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



LL

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

21

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Brandt 2015

RCT (Patient randomised; Parallel)

(n=13)

Conducted in USA

Mixed line

Follow up (post intervention): 12 weeks
Adequate method of assessment/diagnosis
Overall

Not applicable

Being an active duty helicopter aircrew member with > 4 weeks of self-reported low back pain (such as, non acute low
back pain as defined by the Joint Clinical Practice Guideline from the American College of Physicians and the American
Pain Society) who was currently flying > 1 hour/week.

1) history of low back pain attributable to a traumatic event; 2) history of pre-existing low back pain prior to exposure
to the helicopter work environment; 3) chronic lower extremity radicular symptoms below the knee; 4) chiropractic
manipulation therapy, physical therapy, or acupuncture within the prior 4 week; 5) current medical restriction from
performing flying duties; 6) currently pregnant.

Helicopter aircrew members who responded to an electronic solicitation for volunteers for a study investigating the
effect of exercises in helicopter aircrew members experiencing low back pain

Age - Median (range): 30 (25-45). Gender (M:F): All males. Ethnicity:
1. Chronicity of pain: Mixed (At least 4 weeks of low back pain).

Baseline values, mean (SD) for all participants: NRS daily score 3.5(1.2); NRS flight 3.8(1.3); MODI 9.2(7.5). Subjects
were active AirForce helicopter aircrew members of the Pacific Air Forces (Washington, US) and US AirForces in
Europe, during the period July 2012-September 2013

No indirectness

(n=6) Intervention 1: Self-management - Unsupervised exercise. A set of 5 core strengthening exercises chosen by the
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Study

Funding

Brandt 2015

physical therapist member of the group. 1) supine with bilateral upper extremity and lower extremity lifts: subjects
sat in the supine position with their arms extended perpendicular to their torso and they raise their legs to a 45
degrees angle with the ground. 2) supine curl-up: subjects start in the supine position with their knees bent at 90
degrees angle and they lift their head, neck, and shoulders off the ground while extending their arms perpendicular to
their torso. 3) quadrupled with alternate upper extremity and lower extremity lift: subjects start on their hands and
knee/lower legs and one arm is extended parallel to the ground in front of their body while the opposite leg is
extended straight out parallel to the ground behind their body. 4) horizontal side support: subjects start lying on their
side with their weight supported by the elbow, forearm, hand, and dependent foot and their non-supporting hand is
placed on their upper hip; they hold their body in a straight line by not allowing their torso, hips or legs to sag towards
the ground. 5) prone with bilateral upper extremity and lower extremity lift: subjects start in the prone position with
their arms extended parallel to the ground in front of their body and lift their head, arms and legs at least 6" off the
ground; ideally their upper chest and lower thighs do not touch the ground as well. Exercises were chosen because
they activate the transverse abdominis and multifidus muscles, key spinal stabilisers. One set of 12 repetitions of each
of the 5 exercises was performed any 4 days in a week for 12 weeks. Intervention thus consisted of 48 exercise
sessions performed during a 3 months period. Subjects were mailed an exercise DVD with the 5 core strengthening
exercises. Duration 3 months. Concurrent medication/care: Not stated.

Comments: 3 subjects (1 in intervention group and 2 in control group) were taking medications; reported medications
included acetaminophen, celecoxib, esomeprazole, ibuprofen, levothyroxine, losartan, simvastatin.

(n=7) Intervention 2: Usual care. Continuation of the subjects' pre-study exercise regimen. Duration 3 months.
Concurrent medication/care: Not stated.

Comments: 3 subjects (1 in intervention group and 2 in control group) were taking medications; reported medications
included acetaminophen, celecoxib, esomeprazole, ibuprofen, levothyroxine, losartan, simvastatin.

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus USUAL CARE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome: MODI at 12 weeks; Other: ; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Cherkin 1996

RCT (Patient randomised; Parallel)

1 (n=294)

Conducted in USA; Setting: Primary care

Unclear

Intervention + follow up: Intervention = one-off + follow up to 1 year

Adequate method of assessment/diagnosis: History, examination

Overall

Not applicable

20-69 years; visiting the clinic for "back pain", "low back pain", "hip pain" or "sciatica"

Not a low back problem; previous back surgery; systemic or visceral disease; osteoporosis or corticosteroid therapy;
pregnancy; cancer (other than skin); unexplained weight loss, vertebral fracture or dislocation; progressive or severe
neurological signs; permanent disability or involvement in litigation; inability to speak English; severe or disabling
coexisting problems (including substance abuse)

Recruited in suburban primary care clinic

Age - Mean (SD): 42.7 years (SD not stated). Gender (M:F): 149:137. Ethnicity: 90% White

1. Chronicity of pain: Not stated / Unclear

Baseline scores (mean) for self-management, advice and UC groups, respectively - Bothersomeness past 24 hours: 7.3,
7.5, 7.3; Roland Disability score: 14.3, 13.6, 13.5

No indirectness

(n=97) Intervention 1: Usual care. No extra intervention. Duration 1 year. Concurrent medication/care: Not stated

(n=102) Intervention 2: Self-management - Self-management programmes (including education, advice and
reassurance). Booklet: "Back in Action: A guide to understanding your low back pain and learning what you can do
about it": emphasises return to normal activities as quickly as possible and increasing exercises e.g. walking,
swimming and riding stationary bicycle. Duration One-off. Concurrent medication/care: Not stated

(n=95) Intervention 3: Self-management - Self-management programmes (including education, advice and
reassurance). Booklet: "Back in Action: A guide to understanding your low back pain and learning what you can do
about it": emphasises return to normal activities as quickly as possible and increasing exercises e.g. walking,
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Study Cherkin 1996”
swimming and riding stationary bicycle plus nurse advice, reassurance, emphasising key points from the booklet,
helping patient set exercise goals. Duration One-off teaching session (8-30 minutes) + phone call 1-3 days later.
Concurrent medication/care: Not stated

Funding Academic or government funding (Agency for Health Care Policy and Research (The Back Pain Outcome Assessment
Team) and the Northwest Health Services Research and Development Field Program, Seattle Veterans Affairs Medical
Center)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE) -
BOOKLET versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Bothersomeness at 1 week; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland Disability Score at 1 week; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Any healthcare visits for low back pain in months 6-12 at 1 year; Group 1: 17/93, Group 2: 20/88; Risk of bias: Very high; Indirectness of outcome: No
indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMIES (INCLUDING EDUCATION, ADVICE AND REASSURANCE) -
BOOKLET + NURSE versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Bothersomeness at 1 week; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland Disability score at 1 week; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Any healthcare visits for low back pain in months 6-12 at 1 year; Group 1: 18/87, Group 2: 20/88; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at
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Study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Cherkin 1996”°
Define

Cherkin 1998

RCT (Patient randomised; Parallel)

1(n=321)

Conducted in USA; Setting: Primary care clinic

Unclear

Intervention + follow up: Intervention 1 month; follow up to 1 year

Adequate method of assessment/diagnosis: History and examination

Overall (acute, chronic) without sciatica

Not applicable

Aged 20 to 64 years of age presenting with low back pain that had persisted for 7 days post-presentation
Mild or no pain 7 days post-presentation, history of back surgery, sciatica, systemic or visceral causes of pain,
osteoporosis, vertebral fracture or dislocation, severe neurological signs, spondylolisthesis, coagulation disorder,
severe concurrent illness

Patients recruited between November 1993 and September 1995

Age - Mean (SD): 40.7 (10.7) years. Gender (M:F): 166:155. Ethnicity: Not reported

1. Chronicity of pain: Acute pain (<3 months duration) (<6 weeks duration).

Baseline scores (mean, SD) for self-management and McKenzie groups, respectively - Roland Disability score:

11.7+45.4, 12.145.5. Duration of pain <6 weeks - 78%, prior physiotherapy for low back pain - 33%, prior chiropractic
for low back pain - 32%

No indirectness

(n=133) Intervention 1: Individual Biomechanical exercise - McKenzie. Patients classified according to McKenzie
approach and therapy designed accordingly with nine sessions delivered over one month. All therapists trained by
McKenzie Institute faculty. Patients also received a McKenzie "treat your own back book" and lumbar support.
Duration 1 month. Concurrent medication/care: Taking medication for low back pain - 84%, taking narcotic analgesics
for low back pain - 15%

(n=66) Intervention 2: Self-management - Self-management programmes (including education, advice and
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Study

Funding

Cherkin 19987

reassurance). Educational booklet discussing causes of back pain, prognosis, appropriate use of imaging studies and
activities for promoting recovery and preventing recurrences. Duration 1 month. Concurrent medication/care: Taking
medication for low back pain - 77%, taking narcotic analgesics for low back pain - 8%

Academic or government funding (Grant from Agency for Health Care Research and Policy)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus MCKENZIE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability score at 12 weeks; Group 1: mean 4.3 (SD 4.86); n=63, Group 2: mean 4.1 (SD 4.97);
n=117; Roland Disability 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Cherkin 2001%°

RCT (Patient randomised; Parallel)

1(n=262)

Conducted in USA; Setting: Primary care

Unclear

Intervention + follow up: Intervention 10 weeks + follow up to 1 year
Adequate method of assessment/diagnosis: History, examination

Overall (acute, chronic) without sciatica

Not applicable

Patients aged 20 to 70 years visiting a primary care physician for low back pain

Symptoms of sciatica, acupuncture or massage for low back pain within the past year, back care from a specialist or
CAM provider, severe clotting disorders or anticoagulant therapy, cardiac pacemakers, underlying systemic or visceral
disease, pregnancy, involvement with litigation or compensation claims for back pain, inability to speak English,
severe or progressive neurological deficits, lumbar surgery within the past 3 years, recent vertebral fracture, serious
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Study

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cherkin 2001
comorbid conditions and bothersomeness of back pain rated less than 4/10

Patients visiting a primary care physician for low back pain

Age - Mean (SD): 44.9 (11.5) years. Gender (M:F): 110:152. Ethnicity: 84% White

1. Chronicity of pain: Not stated / Unclear

Baseline bothersomeness 6.2 (0-10 scale); Roland Disability Scale score 12.2 (0-23 scale)
No indirectness

(n=78) Intervention 1: Manual therapy - Massage. Massage therapy protocol consisted of soft tissue therapies
including Swedish, deep-tissue, neuromuscular and trigger point techniques. 'Energy techniques' that do not involve
physical contact e.g. Reiki were specifically prohibited. Acupressure and shiatsu were prohibited because of
similarities with acupuncture. Treatment delivered by 12 therapists with at least 3 years of experience. 10 sessions
were scheduled. Duration 10 weeks. Concurrent medication/care: Not stated

(n=94) Intervention 2: Acupuncture. Traditional Chinese Medical (TCM) acupuncture protocol, permitting basic TCM
needling techniques, electrical stimulation and manual manipulation of the needles, indirect moxibustion, infrared
heat, cupping and exercise recommendations. Decisions about the number and location of needles were left to the
provider. Treatment provided by 7 acupuncturists with at least 3 years' experience. Ten sessions provided. Duration
10 weeks. Concurrent medication/care: Not stated

(n=90) Intervention 3: Self-management - Self-management programmes (including education, advice and
reassurance). Participants received high-quality educational materials including the back book and two professionally
produced videotapes on self-management of back pain and specific exercises. These materials provided techniques
for controlling and preventing pain, improving quality of life, and suggestions for coping with the emotional and
interpersonal problems often accompanying chronic illness. Duration 10 weeks. Concurrent medication/care: Not
stated

Academic or government funding (Group Health Cooperative, The Group Health Foundation, Seattle, Wash, and the
John E. Fetzer Institute, Kalamazoo, Mich, and the Agency for Healthcare Research and Quality, Rockville Md)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus MASSAGE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Scale at 10 weeks; Group 1: mean 8.8 (SD 6.5); n=83, Group 2: mean 6.3 (SD 5.4);
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Study Cherkin 2001

n=77; Roland Disability Scale 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Scale at 1 year; Group 1: mean 6.4 (SD 6); n=83, Group 2: mean 6.8 (SD 5.8); n=76;
Roland Disability Scale 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Provider visits at 1 year; Group 1: mean 1.5 (SD 4); n=83, Group 2: mean 1 (SD 2.1); n=76; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Low back pain medication fills at 1 year; Group 1: mean 4 (SD 8.6); n=83, Group 2: mean 2.5 (SD 3.6);
n=76; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Costs of services (1998 S) at 1 year; Group 1: mean 200 US S (SD 45); n=83, Group 2: mean 139 US S (SD
25); n=76; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMIES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus ACUPUNCTURE

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Scale at 10 weeks; Group 1: mean 8.8 (SD 6.5); n=83, Group 2: mean 7.9 (SD 6.7);
n=89; Roland Disability Scale 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Scale at 1 year; Group 1: mean 6.4 (SD 6); n=83, Group 2: mean 8 (SD 6.8); n=90;
Roland Disability Scale 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Provider visits at 1 year; Group 1: mean 1.5 (SD 4); n=83, Group 2: mean 1.9 (SD 3.7); n=90; Risk of bias:

High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Low back pain medication fills at 1 year; Group 1: mean 4 (SD 8.6); n=83, Group 2: mean 4.4 (SD 8.9);
n=90; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Costs of services (1998 $) at 1 year; Group 1: mean 200 US $ (SD 45); n=83, Group 2: mean 252 US S (SD
46); n=90; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria
at follow-up; Adverse events (morbidity) at Define

Study Gilbert 1985
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Gilbert 1985"%

RCT (Patient randomised; Parallel)

1 (n=262)

Conducted in Canada; Setting: Primary care

Unclear

Intervention + follow up: Intervention median 12 days + follow up to 1 year

Adequate method of assessment/diagnosis: History, examination

Overall

Not applicable

low back pain; >18 years; +/- radiation down leg; free of low back pain at least 30 days before current episode

Abnormal sensation, motor power or reflexes, pain due to fracture, spondylolisthesis, spinal infection, disease of hip
or pelvis, gastrointestinal disease, 1ry or 2ry tumour of spinal column, vertebral fracture, Paget's disease or
rheumatoid disease; pregnancy

Presenting to family physicians
Age - Range of means: 40.0 (14.9) to 41.7 (13.3) years. Gender (M:F): 128:124. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear

Baseline McGill Pain Scale total for self-management plus bed rest, self-management, bed rest and usual care groups,
respectively: 23.0 (7.4), 22.7 (6.7), 25.2 (8.6), 25.1 (6.9)

No indirectness

(n=66) Intervention 1: Self-management - Advice to bed rest. Bed rest. Duration 4 days. Concurrent medication/care:
Allowed minor (muscle relaxants or <8 aspirins/day) or major (NSAID or >8 aspirins/day) analgesics

(n=66) Intervention 2: Usual care. Allowed minor (muscle relaxants or <8 aspirins/day) or major (NSAID or >8
aspirins/day) analgesics. Duration Median 12 days. Concurrent medication/care: Not stated

(n=62) Intervention 3: Self-management - Self-management programmes (including education, advice and
reassurance). 20 minute slide tape presentation about the back and its care, given a 2-page summary; isometric
flexion exercises taught, given a form with written and pictorial directions; instructed to repeat exercise at home 3
times a day. Duration Median 12 days. Concurrent medication/care: Allowed minor (muscle relaxants or <8
aspirins/day) or major (NSAID or >8 aspirins/day) analgesics
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Study Gilbert 1985

(n=68) Intervention 4: Self-management - Self-management programmes (including education, advice and
reassurance). Bed rest + 20 minute slide tape presentation about the back and its care, given a 2-page summary;
isometric flexion exercises taught, given a form with written and pictorial directions; instructed to repeat exercise at
home 3 times a day. Duration Median 12 days. Concurrent medication/care: Allowed minor (muscle relaxants or <8
aspirins/day) or major (NSAID or >8 aspirins/day) analgesics

Funding Academic or government funding (Ontario Ministry of Health)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO BED REST versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 44/57, Group 2: 43/60; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 32/53, Group 2: 35/54; Risk of bias: High;
Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE) versus
ADVICE TO BED REST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 46/62, Group 2: 44/57; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 34/59, Group 2: 32/53; Risk of bias: High;
Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE) versus
USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 46/62, Group 2: 43/60; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 34/59, Group 2: 35/54; Risk of bias: High;
Indirectness of outcome: No indirectness
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Study Gilbert 1985

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE) PLUS BED
REST versus ADVICE TO BED REST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 47/63, Group 2: 44/57; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 37/60, Group 2: 32/53; Risk of bias: High;
Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE) PLUS BED
REST versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 47/63, Group 2: 43/60; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 37/60, Group 2: 35/54; Risk of bias: High;
Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE) PLUS BED
REST versus SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION AND HOME EXERCISE)

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 12 weeks; Group 1: 47/63, Group 2: 46/62; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: McGill/Melzack Pain Questionnaire (no pain) at 1 year; Group 1: 37/60, Group 2: 34/59; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at

follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-

up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Haas 2005%

RCT (Patient randomised; Parallel)

1 (n=109)

Conducted in USA; Setting: Community

Unclear

Intervention + follow up: Intervention 6 weeks; follow up to 6 months
Adequate method of assessment/diagnosis: History, examination
Overall

Not applicable

African American or White seniors; age 60 or over; chronic low back pain (3 months or longer); ability to read and
write English

Dementia, significant heart or respiratory illness; serious blood disorders; participation in another intensive health
promotion programme within last year; unwillingness to be randomised

Advertisement in local and senior newspapers, in senior email newsletters and listservs, local community centres and
businesses; meeting seniors at health fairs, lectures to the public and organisational meetings, help of trusted
professionals in the community

Age - Mean (SD): 77.2 (7.7) years. Gender (M:F): 17:92. Ethnicity: 85.3% White; 14.7% African American
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Chronic >3 months).

Baseline scores (mean SD) for self-management and wait list control groups respectively - pain: 48.3 (25.7), 49.2
(22.4); disability: 44.4 (28.7), 39.8 (24.5); general health: 56.3 (22.4), 53.6 (22.8); emotional wellbeing: 67.6 (20.1),
69.2 (16.4); energy fatigue: 43.3 (26.3), 44.5 (27.5)

No indirectness

(n=60) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Chronic Disease Self-Management Program (CDSMP): community-based workshop taught by trained lay
people; each weekly class 2.5 hours; taught from structured protocol: general principles of chronic conditions; self-
management principles; symptoms; care-seeking options; community resources; exercise; relaxation; nutrition;
medication and side-effects; skills building; learning from others; sharing with others; goal setting; action plans;
feedback; problem-solving; strategies for managing pain and physical limitations while reducing fear and worry.
Duration 6 weeks. Concurrent medication/care: Not stated
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188

Study Haas 2005
(n=49) Intervention 2: Usual care - Waiting-list. Waiting list. Duration 6 months. Concurrent medication/care: Not
stated

Funding Academic or government funding (Health Resources and Services Administration, US Department of Health and

Human Services)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus WAITING-LIST

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: SF-36 energy domain at 6 months; Group 1: mean 4.3 (SD 23.2); n=42, Group 2: mean -1.6 (SD 23.4); n=38; SF-36 0-100 Top=High is good outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-36 well-being domain at 6 months; Group 1: mean 6 (SD 19.1); n=42, Group 2: mean -2.5 (SD 18.1); n=39; SF-36 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF-36 general health domain at 6 months; Group 1: mean -1.2 (SD 18.3); n=42, Group 2: mean 3.2 (SD 13.1); n=39; SF-36 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Low back pain (modified Von Korff scale) at 6 months; Group 1: mean -7.7 (SD 26); n=54, Group 2: mean -6.7 (SD 23.6); n=47; Modified Von Korff
scale 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Disability (modified Von Korff scale) at 6 months; Group 1: mean -12.2 (SD 30.1); n=54, Group 2: mean -4.2 (SD 27.7); n=47; Modified Von Korff
scale 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Visited MD at 6 months; Group 1: 8/53, Group 2: 4/47; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at Define

Study Hagen 2000**°

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=457)
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Study

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Protocol outcomes not reported by the study

Hagen 2000**°

Conducted in Norway

Unclear

Intervention time: 12 months

Adequate method of assessment/diagnosis
Overall

Not applicable

Age 18-60 years; sick leave 8 to 12 weeks because of an International Classification of Primary Care diagnosis: L02
(back pain), LO3 (low back pain), L14 (leg and thigh pain), L84 (back pain without sciatica).

Pregnancy; recent low back trauma; cauda equina symptoms; cancer; osteoporosis; ongoing low back pain treatment
by another specialist.

Age - Mean (SD): 40.9 (10.0). Gender (M:F): 52% male/48% female. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear (Sick leave 8-12 weeks due to low back pain).
No relevant outcomes so no baseline scores

No indirectness

(n=237) Intervention 1: Self-management - Advice to stay active. Modification of Indahl's light mobilisation program. 1
visit of 2.5-3 hours. Patients examined at the spine clinic by a physician (specialist in physical medicine and
rehabilitation) and physiotherapist. Patients were informed about the good prognosis and the importance of
remaining active to avoid development of muscle dysfunction. They were encouraged to take daily walks. All the
patients were advised and instructed individually by the physiotherapist on how to train and stretch at home. They
received advice on how to manage the back pain and how to resume normal activities. Duration 12 months.
Concurrent medication/care: Not stated

(n=220) Intervention 2: Usual care. Patients not examined at the spine clinic, but treated with primary health care.
They had at least 1 visit to a general practitioner because is required to obtain sick leave. The kind of treatments and
number of visits was not registered. Duration 12 months. Concurrent medication/care: Not stated

Academic or government funding

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
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Study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Hagen 2000**°

(prescribing, investigations, hospitalisation or health professional visit) at Define

207

Hazard 2000
RCT (Patient randomised; Parallel)

1 (n=489)

Conducted in USA; Setting: Community

Unclear

Intervention + follow up: Intervention = one-off sent booklet; follow up at 6 months

Unclear method of assessment/diagnosis: People filing back-related First Report of Injury

Overall

Not applicable

People filing back-related First Report of Injury; Vermont; July 1996 to June 1997

People who could not be contacted within 11 days of injury

Self-reported occupational injury

Age - Mean (SD): Pamphlet: 38.3 (9.2); no pamphlet: 37.0 (9.4) years. Gender (M:F): 274:176. Ethnicity: Not stated
1. Chronicity of pain: Acute pain (<3 months duration) (Occupational injury in last 11 days).

No baseline data reported

Serious indirectness: Self-reported occupational injury - no mention of physician examination

(n=244) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Pamphlet: Good news about back pain. Duration One-off. Concurrent medication/care: Not stated

(n=245) Intervention 2: Usual care. No pamphlet. Duration 6 months. Concurrent medication/care: Not stated

Academic or government funding (National Institute on Disability and Rehabilitation Research)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus USUAL CARE
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Study

Hazard 2000>”

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome: Disability (number not working) at 6 months; Group 1: 14/217, Group 2: 12/202; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Hemmila 2002**

RCT (Patient randomised; Parallel)

1(n=132)

Conducted in Finland

Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Non-retired people with back pain and no contraindications to manual therapies.

Patients with back pain <7 weeks were excluded from the analysis because of small numbers and uneven distribution
not suitable for a pre-planned subgroup analysis.

Age - Other: Not stated. Gender (M:F): Not stated. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear

Baseline ODI scores (mean SD) for combined manual therapy, mobilisation and self-management groups, respectively:

18.1(7.7), 23.7 (11.6), 19.4 (9.5). No therapies were allowed for 1 month before the study

(n=35) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Patients were taught to rhythmically bend their back in 3 planes whenever otherwise idle, thereby
avoiding static postures as much as possible. Autostretching exercises were also available. Each patient received a
booklet along with individual guidance to ensure correct performance. . Duration 6 weeks. Concurrent
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Study Hemmila 2002***

medication/care: Not stated

(n=34) Intervention 2: Manual therapy - Manual therapy (combination of techniques). Manual, thermal and
electrotherapies according to the Finnish routine. . Duration 6 weeks. Concurrent medication/care: Massage, specific
mobilizations, and manual (nut not manipulations with impulse) were allowed. Individual auto-stretching exercises
were added when appropriate.

(n=45) Intervention 3: Manual therapy - Mobilisation. Bone setting administered by 4 folk healers: the bone setters
were free to choose their own methods, which generally resembled chiropractic or osteopathy. The most popular
method roughly resembles the sacral push method for evaluating sacroiliac joint mobility. It is used to mobilise
sacroiliac joints as well as spinal vertebrae from the lumbar to cervical region. . Duration 6 weeks. Concurrent
medication/care: Not stated

Funding Other (Finnish Slot Machine Association)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus MANUAL THERAPY (COMBINATION OF TECHNIQUES)

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Improvement of Oswestry Disability Score at 3 months; Group 1: mean 2.9 (SD 8.73); n=35, Group 2:
mean 4 (SD 7.61); n=33; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Improvement of Oswestry Disability Score at 12 months; Group 1: mean 2.2 (SD 9.71); n=32, Group 2:
mean 4.4 (SD 8.88); n=32; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Healthcare utilisation (visits to healthcare centres) at 12 months; Group 1: mean 0.5 (SD 1.1); n=32,
Group 2: mean 0.2 (SD 0.5); n=32; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus MOBILISATION

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Improvement of Oswestry Disability Score at 3 months; Group 1: mean 2.9 (SD 8.73); n=32, Group 2:
mean 5.1 (SD 10.72); n=43; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Improvement of Oswestry Disability Score at 12 months; Group 1: mean 2.2 (SD 9.71); n=32, Group 2:
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Study Hemmila 2002***

mean 8.4 (SD 10.53); n=44; Risk of bias: ; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Healthcare utilisation (visits to healthcare centres) at 12 months; Group 1: mean 0.5 (SD 1.1); n=32,
Group 2: mean 0.4 (SD 0.7); n=44; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria
at follow-up; Adverse events (morbidity) at Define

218

Study Hernandez-reif 2001

Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=24)

Countries and setting Conducted in USA; Setting: Secondary care
Line of therapy Unclear

Duration of study Intervention time: 5 weeks

Method of assessment of guideline condition Adequate method of assessment/diagnosis: History, examination

Stratum Overall (acute, chronic) without sciatica

Subgroup analysis within study Not applicable

Inclusion criteria low back pain at least 6 months

Exclusion criteria Fractured vertebra, herniated/degenerated disks, previous surgery for back pain (laminectomy or fusion), sciatic
nerve involvement; legal action pending e.g. women's compensation

Recruitment/selection of patients Referred by primary physician

Age, gender and ethnicity Age - Mean (SD): 39.6 (15.2) years. Gender (M:F): 11:13. Ethnicity: 67% Caucasian, 8% Hispanic, 17% African
American, 8% Asian

Further population details 1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 6 months duration).

Extra comments Baseline McGill Pain Questionnaire (0-33 scale): Massage group: 16.5 (8.2); self-management: 16.7 (7.5)

Indirectness of population No indirectness

Interventions (n=12) Intervention 1: Massage. Two 30 minute massage therapy sessions per week for 5 weeks. Duration 5 weeks.
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Study

Funding

Hernandez-reif 2001>*

Concurrent medication/care: Not stated

(n=12) Intervention 2: Self-management - Unsupervised exercise. Instructed on progressive muscle relaxation
exercises tensing and relaxing large muscle groups starting with feet and progressing to calves, thighs, hands, arms,
back and face; asked to conduct these 30-minute sessions at home twice a week for 5 weeks. Duration 5 weeks.
Concurrent medication/care: Not stated

Academic or government funding (NIMH Senior Research Scientist Award and NIMH Research Grant; Johnson and
Johnson)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus MASSAGE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 5 weeks; Group 1: mean 6.4 (SD 6.5); n=12, Group 2: mean 4.1 (SD 4.9);
n=12; McGill Pain Questionnaire 0-33 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Irvine 2015**

RCT (Patient randomised; Parallel)

(n=597)

Conducted in USA

Unclear

Intervention time: 4 months

Adequate method of assessment/diagnosis: Screening process about back pain history
Overall

Not applicable

18 to 65 years of age living in the United States, be employed for at least half time (typical for employees to receive
health benefits), retired, or a family member of an employee at one of the four companies, have experienced low
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Study

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Protocol outcomes not reported by the study

Irvine 2015***

back pain within the past 3 months, not be experiencing back pain so intense it interfered with everyday life, have no
history of medical care for back pain, not participating in a monitored exercise program for back pain, have a working
email address, respond to online video demonstrating that they had access to a computer that could play video on the
Internet, cleared of medical risk using screening process

Not stated - assumption - does not demonstrate characteristics in inclusion criteria

Promoted by four companies (trucking, manufacturing, technology, and a corporate headquarters) via in-house
communication channels

Age - Range: 18-65 years. Gender (M:F): 40%/60%. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear ('within' last 3 months).

No relevant outcomes so no baseline data

No indirectness

(n=199) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). FitBack multiple-visit online program that provides adults with low back pain education and behavioural
strategies to manage current pain and prevent future pain episodes. Self-tailored cognitive-behavioural approach.
Designed to allow users control over the cognitive and behavioural strategies they use to impact their low back pain
and to develop and support users' self-efficacy. Received 8 weekly reminder emails to log on FitBack. Unlimited access
to 30 brief (1-4 minute) videos, which used gain-framed messaging delivered by an animated whiteboard-style coach.
Duration 4 months. Concurrent medication/care: None stated

(n=199) Intervention 2: Self-management - Self-management programmes (including education, advice and
reassurance). Received 8 weekly reminder emails to access 6 website links included in the email. Websites provided a
choice of popular, educational, and medically oriented online resources.. Duration 4 months. Concurrent
medication/care: None given

(n=199) Intervention 3: Usual care. Only received emails as requests to complete the assessments. Duration 4 months.
Concurrent medication/care: None given

Study funded by industry (Small Business Innovation Research grant)

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity

Further population details

Extra comments
Indirectness of population

Interventions

329 126 224

(Ehrlich 2009 ", Hollinghurst 2008°"")
RCT (Patient randomised; Parallel)
1 (n=579)

Conducted in United Kingdom; Setting: Primary care

Little 2008

Unclear

Intervention + follow up: Intervention 3 weeks to 5 months; follow up to 1 year
Adequate method of assessment/diagnosis: History, examination

Overall (acute, chronic) without sciatica

Not applicable

Presentation in primary care with low back pain >3 month previously (recurrent or chronic pain); currently scoring 4
or more on Roland Disability Scale; current pain >3 weeks

Previous experience of Alexander technique; <18 or >65 years; clinical indicators of serious spinal disease; current
nerve root pain; previous spinal surgery; pending litigation; history of psychosis or major alcohol misuse; perceived
inability to walk 100m

64 general practices
Age - Mean (SD): Exercise 46 (10), no exercise 47 (11) years. Gender (M:F): 177:402. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (Presentation >3 months previously. Recurrent or
chronic).

Baseline Von Korff scale: exercise 4.6 (1.8); no exercise 4.7 (1.8)
No indirectness

(n=72) Intervention 1: Usual care. Usual care (no further details). Duration 1 year. Concurrent medication/care: Not
stated

(n=75) Intervention 2: Massage. Therapeutic massage 6 sessions, 1 a week for 6 weeks. Duration 6 weeks. Concurrent
medication/care: Not stated

(n=73) Intervention 3: Postural therapies - Alexander technique. Alexander technique, 6 sessions: 2 a week for 2
weeks, then 1 a week for 2 weeks. Duration 4 weeks. Concurrent medication/care: Not stated

(n=73) Intervention 4: Postural therapies - Alexander technique. Alexander technique, 24 lessons: 2 a week for 6
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Study (subsidiary papers)

Funding

329 126 224

Little 2008 (Ehrlich 2009 ", Hollinghurst 2008°"")
weeks, 1 a week for 6 weeks, 1 fortnightly for 8 weeks, 1 revision lesson at 7 months and 1 at 9 months. Duration 9
months. Concurrent medication/care: Not stated

(n=72) Intervention 5: Self-management - Unsupervised exercise. Doctor prescription of exercise and up to 3 sessions
of behavioural counselling with practice nurse. Duration 1 year. Concurrent medication/care: Not stated

(n=72) Intervention 6: Massage + exercise prescription - Massage + home exercise prescription. Therapeutic massage
6 sessions, 1 a week for 6 weeks + Doctor prescription of exercise and up to 3 sessions of behavioural counselling with
practice nurse. Duration 1 year. Concurrent medication/care: Not stated

(n=71) Intervention 7: Postural therapy + exercise prescription - Alexander technique + home exercise prescription.
Therapeutic massage 6 sessions, 1 a week for 6 weeks + Doctor prescription of exercise and up to 3 sessions of
behavioural counselling with practice nurse. Duration 1 year. Concurrent medication/care: Not stated

(n=71) Intervention 8: Postural therapy + exercise prescription - Alexander technique + home exercise prescription.
Alexander technique, 24 lessons: 2 a week for 6 weeks, 1 a week for 6 weeks, 1 fortnightly for 8 weeks, 1 revision
lesson at 7 months and 1 at 9 months + Doctor prescription of exercise and up to 3 sessions of behavioural counselling
with practice nurse. Duration 1 year. Concurrent medication/care: Not stated

Academic or government funding (Medical Research Council)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; MD -2.08 (95%Cl -10.6 to 6.4) SF-36 0-100 Top=High is good outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; MD 0.72 (95%CI -7.38 to 8.81) SF-36 0-100 Top=High is good outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; MD -1.65 (95%Cl -3.62 to 0.31) Roland Disability Scale Not stated
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus MASSAGE
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329 126 224

Study (subsidiary papers) Little 2008 , Hollinghurst 2008°"")

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 0.72 (SD 29.5); n=51, Group 2: mean -2.11 (SD 29.7); n=64; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean -2.08 (SD 31); n=51, Group 2: mean -1.45 (SD 31); n=64; Risk of
bias: Very high; Indirectness of outcome: No indirectness

(Ehrlich 2009

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff at 1 year; Group 1: mean -0.31 (SD 3.37); n=51, Group 2: mean 0.29 (SD 3.48); n=64; Van Korff
0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean -1.65 (SD 7.16); n=51, Group 2: mean -0.45 (SD 7.53);
n=64; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus ALEXANDER TECHNIQUE (6 LESSONS)

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean -2.08 (SD 31); n=51, Group 2: mean 2.04 (SD 29.6); n=58; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 0.72 (SD 29.5); n=51, Group 2: mean 4.1 (SD 28.7); n=58; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff at 1 year; Group 1: mean -0.31 (SD 3.38); n=51, Group 2: mean -0.44 (SD 3.31); n=58; Van
Korff 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean -1.65 (SD 7.16); n=51, Group 2: mean -1.44 (SD 7.36);
n=58; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus ALEXANDER TECHNIQUE (24 LESSONS)
Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 0.72 (SD 29.5); n=51, Group 2: mean 3.74 (SD 29); n=61; Risk of
bias: Very high; Indirectness of outcome: No indirectness
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Study (subsidiary papers)

329 126 224

Little 2008 (Ehrlich 2009 ", Hollinghurst 2008°"")

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean -2.08 (SD 31); n=51, Group 2: mean 11.83 (SD 30.2); n=61; Risk
of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff at 1 year; Group 1: mean -0.31 (SD 3.38); n=51, Group 2: mean -1.32 (SD 3.36); n=61; Von
Korff 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean -1.65 (SD 7.16); n=51, Group 2: mean -4.14 (SD 7.45);
n=61; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Pain severity (VAS/NRS) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define

331

Lorig 2002
RCT (Patient randomised; Parallel)

1 (n=580)

Conducted in USA; Setting: Community

Unclear

Intervention time: 1 year

Adequate method of assessment/diagnosis: History, examination

Overall

Not applicable

At least 1 outpatient visit for back pain in last year; no red flag symptoms; access to computer/email; living in US

Back pain >90 continuous days; major activity intolerance; planned back surgery; disability payments for back pain;
unable to understand/write English; pregnant; back pain due to systemic disease; severe comorbid condition that
limited functional ability; terminal illness

Recruited for workplaces, via public service announcements and Web banners

Age - Range of means: Treatment 46, control 45 years. Gender (M:F): 357:223. Ethnicity: Not stated
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331

Study Lorig 2002
Further population details 1. Chronicity of pain: Not stated / Unclear (Excluded if continuous pain for >90 days).
Extra comments Baseline scores (mean SD) for self-management and UC groups, respectively - disability: 10.18 (5.15), 9.53 (4.88);

physician visits: 2.46 (4.62), 1.93 (3.03); chiropractor visits: 3.7 (8.9), 3.71 (8.17); physical therapist visits: 3.31 (6.8),
2.91 (7.72); hospital days: 0.25 (1.45), 0.07 (0.569)

Indirectness of population No indirectness

Interventions (n=296) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Email discussion group, Back Pain Helpbook and video modelling life with pain (not specific exercises).
Duration 1 year. Concurrent medication/care: Not stated

(n=284) Intervention 2: Usual care. Subscription to non-health magazine. Duration 1 year. Concurrent
medication/care: Not stated

Funding Academic or government funding (National Institutes of Health, Bethesda Md)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMIES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus USUAL CARE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability at 1 year; Group 1: mean -2.77 (SD 4.68); n=190, Group 2: mean -1.51 (SD 4.97);
n=231; Roland Morris Disability 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Physician visits for back at 1 year; Group 1: mean -1.54 (SD 4.16); n=190, Group 2: mean -0.65 (SD 3.47);
n=231; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Chiropractor visits for back at 1 year; Group 1: mean -1.32 (SD 11.3); n=190, Group 2: mean -0.797 (SD
9.19); n=231; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Physical therapist visits for back at 1 year; Group 1: mean -1.99 (SD 6.46); n=190, Group 2: mean -1.31
(SD 9); n=231; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Hospital days at 1 year; Group 1: mean -0.198 (SD 1.47); n=190, Group 2: mean 0.04 (SD 0.898); n=231;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria
at follow-up; Adverse events (morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Malmivaara 1995

RCT (Patient randomised; Parallel)

(n=186)

Conducted in Finland; Setting: Unclear - Home-based
Unclear

Intervention time: 2 days

Method of assessment /diagnosis not stated

Overall

Not applicable

Patients who presented with low back pain as their main symptom at the city's occupational health care centres.
Patients with acute low back or exacerbations of chronic pain lasting less than three weeks. Patients with pain
radiating below the knee

Presence of at least one neurologic deficit or a positive Lasegue's sign of 60 degrees or less). Pregnant patients,
history of cancer, a fracture of the lumbar spine, or urinary tract disease

Employees of the city of Helsinki, Finland, except those working in public transport or the electricity-supply services.
Patients presented at the city's occupational healthcare centres.

Age - Mean (range): 39.1-41.1. Gender (M:F): 33%/67%. Ethnicity: Not stated

1. Chronicity of pain: Acute pain (<3 months duration) (Acute low back or exacerbations of chronic pain lasting less
than three weeks).

Baseline characteristics (mean): ODI - Bed rest group 34.6, Exercise group 33.8, Control group 32.0; health related QoL
- bed rest group 0.86, exercise group 0.86, control group 0.85

No indirectness

(n=67) Intervention 1: Self-management - Advice to bed rest. Instructed to take two days of complete bed-rest, with
only essential walking allowed. They were advised about suitable resting positions and were given an illustration of a
patient lying supine with the knees supported in a flexed position (the semi-Fowler position). Those in the bed-rest
group were advised to resume routine activities as tolerated only after two days of complete rest. Duration 2 days.
Concurrent medication/care: None given

(n=52) Intervention 2: Self-management - Unsupervised exercise. Those in the exercise group received individual
instruction from a physiotherapist in one session, as well as written recommendations for back-extension and lateral
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Study Malmivaara 1995°*

bending movements to be done at home every other hour during the day until the pain subsided. These movements
were to be done 10 times in each direction, but slowly, to avoid aggravating the pain. Duration 2 days. Concurrent
medication/care: Instructed to avoid bed rest and advised to continue their routines as actively as possible within the
limits permitted by their back pain.

(n=67) Intervention 3: Usual care. Patients were told to avoid bed rest and advised to continue their routines as
actively as possible within the limits permitted by their back pain. Duration 2 days. Concurrent medication/care: None
given

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO BED REST versus USUAL CARE

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: ODI at 12 weeks; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus USUAL CARE

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: ODI at 12 weeks; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define

Study (subsidiary papers) Paatelma 2008*%° (Kilpikoski 2009279)
Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=134)

Countries and setting Conducted in Finland; Setting: Workplaces
Line of therapy Unclear

Duration of study Intervention + follow up: Mean 6 treatments but frequency not stated; follow up to 1 year
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Study (subsidiary papers)

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

2% (Kilpikoski 2009°”°)

Adequate method of assessment/diagnosis: History, examination

Paatelma 2008

Overall
Not applicable

18 to 65 years; employed; current non-specific low back pain (acute or chronic; first episode or recurrent) with or
without radiating pain to one or both lower legs.

Pregnancy; low back surgery within last 2 months; "red flags" indicating serious spinal pathology.
Recruited from 4 occupational health centres

Age - Mean (SD): Mean 44 years in each group (SDs 9, 10 and 15 in the three groups). Gender (M:F): 87:47. Ethnicity:
Not stated

1. Chronicity of pain: Mixed

Baseline median (IQR) low back pain (VAS mm): McKenzie 32 (20, 42), advice to remain active 37 (21, 50); leg pain
(VAS mm): McKenzie 16 (0, 30), advice 16 (0, 30); Roland Morris: McKenzie 9 (4, 6), advice 8 (4, 1)

No indirectness

(n=52) Intervention 1: Individual Biomechanical exercise - McKenzie. Exercises repeated several times a day (10 to 15
repetitions every 1 to 2 hours) supplemented by therapist over-pressure or mobilisation or both. Duration Mean 6
sessions, frequency not stated. Concurrent medication/care: Not stated

(n=37) Intervention 2: Self-management - Advice to stay active. Advice to avoid bed rest and continue normal activity
including exercise as much as possible; 2-page back booklet. Duration Single session. Concurrent medication/care: Not
stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO STAY ACTIVE versus MCKENZIE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Leg pain (VAS) at 3 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness
- Actual outcome: Low back pain (VAS) at 3 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Leg pain (VAS) at 12 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness
- Actual outcome: Low back pain (VAS) at 12 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness
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Study (subsidiary papers)

420 279

Paatelma 2008 (Kilpikoski 2009°")

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Roland Morris Disability Questionnaire at 3 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness
- Actual outcome: Roland Morris Disability Questionnaire at 12 months; Risk of bias: Flawed; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define

Pengel 2007°%®

RCT (Patient randomised; Parallel)

(n=260)

Conducted in Australia, New Zealand; Setting: Secondary care
Unclear

Intervention time: 6 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

18-80 years; nonspecific low back pain at least 6 weeks and no longer than 12 weeks. Did NOT exclude participants
receiving low back pain treatment apart from spinal surgery, osteoarthritis, spondylitis, spondylosis, spondylolisthesis,
disc protrusion, herniation or prolapse or spinal stenosis

Spinal surgery in last 12 months, pregnancy, nerve root compromise, confirmed or suspected serious spinal
abnormality (e.g. infection, fracture, cauda equina), contraindications to exercise, poor comprehension of English
language

Direct referral to trial by healthcare professional (n=1), invitations to patients on hospital waiting lists for
physiotherapy treatments of low back pain (m=73) and advertisements in newspapers (n=185)

Age - Mean (SD): 49.9 (15.8) years. Gender (M:F): 52%/48%. Ethnicity: Not stated

1. Chronicity of pain: Acute pain (<3 months duration) (6-12 weeks).

Baseline characteristics: Pain - 5.5 (2.1) sham exercise plus advice, 5.3 (1.7) sham exercise plus sham advice; RMDQ -
8.2 (4.4) sham exercise plus advice, 8.1 (5.6) sham exercise plus sham advice. Other outcomes and 2 other arms
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Study

Indirectness of population

Interventions

Funding

Pengel 2007*%®

extracted in combination (MBR) review
No indirectness

(n=63) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Advice sessions were based on the program by Indahl and colleagues and aimed to encourage a graded
return to normal activities. The physiotherapist explained the benign nature of low back pain, addressed any
unhelpful beliefs about back pain, and emphasised that being overly careful and avoiding light activity would delay
recovery. Duration 6 weeks. Concurrent medication/care: Sham exercise - the control for the exercise intervention
consisted of sham pulsed ultrasonography (5 minutes) and sham pulsed short-wave diathermy (20 minutes).

(n=68) Intervention 2: Placebo/Sham. During sham advice sessions, participants were given the opportunity to talk
about their low back pain and any other problems. The physiotherapist responded in a warm and empathic manner,
displaying genuine interest in the participant, but did not give advice about the low back pain. Participants were told
that the trial included active and placebo physiotherapy treatments and they would receive 2 treatments, but they
were not told whether the interventions they received were active sham. Duration 6 weeks. Concurrent
medication/care: Sham exercise - the control for the exercise intervention consisted of sham pulsed ultrasonography
(5 minutes) and sham pulsed short-wave diathermy (20 minutes).

Study funded by industry (National Health and Medical Research Council of Australia Project grant and the Australian
Low Back Pain Trial Committee)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus PLACEBO/SHAM ADVICE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness
- Actual outcome: Pain at 12 months; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland-Morris Disability Questionnaire at 12 months; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: Roland-Morris Disability Questionnaire at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Rantonen 2012**

RCT (Patient randomised; Parallel)

(n=126)

Conducted in Finland; Setting: Occupational health department
Unclear

Intervention time: 3 weeks

Method of assessment /diagnosis not stated

Overall

Not applicable

Under age 57, low back pain symptoms "potentially hampering work" and at least one of the following criteria: 1. low
back pain lasting 2 weeks or more in the past 12 months; 2. Radiating low back pain at the time of responding to the
guestionnaire; 3. Recurrent low back pain (two or more episodes irrespective of their duration during the past 12
months); 4. Self-reported work absence because of low back pain during the past 12 months. In addition, they had to
report low back pain intensity of 35 mm or more on a 100 mm visual analogue scale (VAS) during the past week.

Retirement, pregnancy, presence of acute nerve root entrapment, suspicion of malignancy, recent fracture, severe
osteoporosis or other specific diseases preventing participation in the follow-up.

All employees in a forestry company were invited to respond to a postal questionnaire on low back pain and back-
related physical impairment. Based on the responses, the employees were divided into three main categories: ‘no’
low back (LB) symptoms, ‘some’ LB symptoms and ‘LB symptoms potentially hampering work’. The present study
included employees with LB symptoms potentially hampering work.

Age - Mean (range): 44.5 years. Gender (M:F): 68%/32%. Ethnicity: Not stated

1. Chronicity of pain: Mixed (Episode lasting 2 weeks or more in last 12 months or 2 or more episodes irrespective of
duration in last 12 months).

Baseline characteristics: VAS - 39 (24) progressive back specific exercises (DBC) group, 34 (25) self-care advice group;
ODI - 17 (12) progressive back specific exercises (DBC) group, 16 (11) self-care advice group; HRQoL score (15D) -
0.8884 progressive back specific exercises (DBC) group, 0.8932 self-advice group

No indirectness

(n=43) Intervention 1: Self-management - Unsupervised exercise. Progressive back specific exercises (DBC) - A graded
activity program was carried out in a physiotherapy outpatient clinic. It consisted of a 1 hour session twice or three
times a week, over a period of 12 weeks, supervised by a specially trained physiotherapist. The treatment included
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Study Rantonen 2012*°

exercises targeted at the trunk muscles using specific equipment together with stretching and relaxation. The
physiotherapists emphasised the 'good prognosis' for low back pain during the treatment sessions and the subjects
were instructed in performing LB exercises at home. The importance of home exercises was emphasised during the
exercises. Duration 12 weeks. Concurrent medication/care: All subjects had access to occupational health care as
usual during the study period.

(n=40) Intervention 2: Self-management - Self-management programmes (including education, advice and
reassurance). Self-care advice by an occupational physician based on the Back Book - during the visit to the OP, the
findings of the clinical examination were explained to the subject. The employee was given a copy of the Back Book
and the OP explained the contents of the booklet, emphasising the benign nature of and good prognosis for low back
pain. The Back Book focuses on patients' beliefs and pain management and encourages staying active in spite of low
back pain. The booklet also offers practical advice for patients suffering from an acute or subacute low back pain
episode. Implemented self-care advice as a low-cost control intervention. Duration 12 weeks. Concurrent
medication/care: All subjects had access to occupational health care as usual during the study period.

Funding Study funded by industry (Centenary Foundation of Kymi Corporation, Yrjo Jahnsson Foundation, Juho Vainio
Foundation and Finnish Cultural Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE) - BB
ADVICE versus UNSUPERVISED EXERCISE (HOME EXERCISE) + BIOMECHANICAL

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: 15D at 3 months; Group 1: mean 0.89 (SD 0.07); n=40, Group 2: mean 0.9 (SD 0.07); n=43; 15D- HRQofL 0-1 Top=High is good outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

- Actual outcome: 15D at 12 months; Group 1: mean 0.88 (SD 0.08); n=40, Group 2: mean 0.9 (SD 0.08); n=43; 15D - HRQofL 0-1 Top=High is good outcome; Risk of
bias: Low; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 3 months; Group 1: mean 35 mm (SD 28); n=40, Group 2: mean 31 mm (SD 20); n=43; VAS scale 0-100 Top=High is poor outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months
- Actual outcome: VAS at 12 months; Group 1: mean 39 mm (SD 26); n=40, Group 2: mean 29 mm (SD 21); n=43; VAS scale 0-100 Top=High is poor outcome; Risk of
bias: Low; Indirectness of outcome: No indirectness
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Study

Rantonen 2012**

Protocol outcome 4: Function (disability scores) at follow-up
- Actual outcome: ODI at 3 months; Group 1: mean 16 % (SD 10); n=40, Group 2: mean 14 % (SD 11); n=43; ODI scale 0-100 Top=High is poor outcome; Risk of bias:

High; Indirectness of outcome: No indirectness

- Actual outcome: ODI at 12 months; Group 1: mean 14 % (SD 13); n=40, Group 2: mean 12 % (SD 10); n=43; ODI scale 0-100 Top=High is poor outcome; Risk of bias:

Low; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Reilly 1989***

RCT (Clusters randomised; Parallel)

1 (n=40)

Conducted in USA; Setting: Secondary care

Unclear

Intervention time: 6 months

Adequate method of assessment/diagnosis: History, examination
Overall

Not applicable

Primary diagnosis of 'chronic lumbosacral strain', medical evaluation by attending physician to be 'medically able' to
take part to the study

Not stated

Not stated

Age - --: Not stated. Gender (M:F): Define. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear

Baseline pain not stated. Groups were evenly matched by age, sex, months in pain, exercise experience and previous
number of back surgical procedures before random assignment to experimental or control group.

No indirectness

(n=20) Intervention 1: Mixed exercise - Biomechanical + aerobic. A specialist monitored and worked with the subject
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Study Reilly 1989***

individually, 4 times a week for 6 months (total 96 sessions) performing a predesigned exercise programme (flexibility
strength and aerobic). Duration 6 months. Concurrent medication/care: Not stated

(n=20) Intervention 2: Self-management - Unsupervised exercise. Unsupervised, participants were given a
predesigned exercise programme (flexibility, strength and aerobic), to be done 4 times a week for 6 months. Duration
6 months. Concurrent medication/care: Not stated

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus BIOMECHANICAL + AEROBIC

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months

- Actual outcome: VAS at 6 months; Group 1: mean 80 (SD 13.9); n=20, Group 2: mean 33.5 (SD 11.3); n=20; VAS 0-100 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome: Number of pain relapses requiring medical attention at 6 months at 6 months; Group 1: mean 3.05 (SD 1.9); n=20, Group 2: mean 0.25 (SD 0.4);
n=20; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

451

Study Roland 1989

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=936)

Countries and setting Conducted in United Kingdom; Setting: Primary care

Line of therapy Unclear

Duration of study Intervention + follow up: Intervention = booklet; follow up to 12 months

Method of assessment of guideline condition Adequate method of assessment/diagnosis: History, examination
Stratum Overall

Subgroup analysis within study Not applicable
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Study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Roland 1989***

Patients aged 16-64 years presenting with low back pain to five group practices (two in Cambridge, three in London)

in the year from September 1985. Patients were only included if back pain was the main reason for the consultation,
but the pain could be acute or chronic. Low back pain was defined as pain in an area bounded by the lowest palpable
ribs, the buttock creases, and the posterior axillary lines

Patients who were pregnant, who had influenza like illnesses, who were known to be illiterate or who moved from
their practice during the study year were excluded from the analysis

5 group practices

Age - Mean (SD): 38 years. Gender (M:F): Not stated. Ethnicity: Not stated
1. Chronicity of pain: Mixed (Acute or chronic).

Baseline scores not reported

No indirectness

(n=483) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). A 21-page booklet called the Back book, was written for patients with back pain. It contained
information on the basic anatomy and biomechanics of the back, advice on the management of acute episodes of
back pain, advice on long-term prevention, descriptions of five exercises, and suggestions on when to seek medical
advice.. Duration One-off given booklet. Concurrent medication/care: The general practitioner's management of the
patient's back problem was not constrained in any way apart from the randomised booklet.

(n=453) Intervention 2: Usual care. Not stated. Duration Ongoing. Concurrent medication/care: Not stated

Academic or government funding (East Anglian regional health authority and the Health Education Council)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus USUAL CARE

Protocol outcome 1: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Consultation for back pain at 1 year; Group 1: 172/483, Group 2: 191/453; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: Hospitalisation at 1 year; Group 1: 11/483, Group 2: 19/453; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

2 (Horng 2006°%°)

RCT ( randomised; Parallel)
1 (n=101)
Conducted in USA; Setting: Primary care

Sherman 2005

Unclear

Intervention + follow up: Intervention 12 weeks + follow up to 26 weeks
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

Aged between 20 and 64 years of age, visited a primary care provider for treatment of back pain 3 to 15 months
before the study

Complicated back pain (e.g. sciatica, previous back surgery, diagnosed spinal stenosis), potentially attributable to
specific underlying diseases or conditions (e.g. pregnancy, metastatic cancer, spondylolisthesis, fractured bones,
dislocated joints), or minimal pain (rating of <3 on the bothersomeness scale of 0-10)

Participants recruited between June and December 2003 by letters from primary care provider and following
advertisements in the media

Age - Mean (SD): 44 (13) years. Gender (M:F): 34:67. Ethnicity: 80% white
1. Chronicity of pain: Chronic pain (at least 3 months duration) (3-15 months).

Mean symptom bothersomeness in last week: yoga: 5.4 (1.5); exercise: 5.7 (1.9); book: 5.4 (1.9); mean Roland
Disability Score: yoga: 8.1 (4.5); exercise: 9.0 (4.1); book: 8.0 (4.0); % of patients using medication in previous week:
yoga: 58, exercise: 57, book: 50

No indirectness

(n=36) Intervention 1: Group mind-body exercise - Group Yoga. Viniyoga therapy protocol deigned by an instructor
and a senior teacher of viniyoga. Each class included a question and answer period and guided deep relaxation. Most
postures were not held but were repeated. Classes 75 minutes duration, once weekly. Participants also received
hand-outs and audio CDs. Duration 12 weeks. Concurrent medication/care: Patients retained access to all medical
care provided by their insurance plan

(n=35) Intervention 2: Mixed exercise - Biomechanical + aerobic. Programme consisting of aerobic exercises and
strengthening exercises followed by stretches as part of 75 minute classes once weekly for 12 weeks. Duration 12
weeks. Concurrent medication/care: Patients retained access to all medical care provided by their insurance plan
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2 (Horng 2006°%°)

Study (subsidiary papers) Sherman 2005
(n=30) Intervention 3: Self-management - Advice to stay active. Participants were sent a copy of "the back book". .
Duration 12 weeks. Concurrent medication/care: Patients retained access to all medical care provided by their
insurance plan

Funding Academic or government funding (National Centre for Complementary and Alternative Medicine, National Institute of
Arthritis)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO STAY ACTIVE versus GROUP YOGA

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Medication use in previous week at 6 months; Group 1: 17/29, Group 2: 7/34; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (improvement of at least 50% in RMDQ) at 12 weeks; Group 1: 9/30, Group 2: 25/36;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO STAY ACTIVE versus BIOMECHANICAL + AEROBIC

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Medication use in previous week at 6 months; Group 1: 17/29, Group 2: 16/32; Risk of bias: High;
Indirectness of outcome: No indirectness
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Study (subsidiary papers)

472 226

Sherman 2005 °° (Horng 2006 ")

Protocol outcome 3: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (improvement of at least 50% in RMDQ) at 12 weeks; Group 1: 9/30, Group 2: 15/30;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Adverse events
(morbidity) at Define

476

Shirado 2010
RCT (Patient randomised; Parallel)

1 (n=201)

Conducted in Japan; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 8 weeks + follow up to 1 year
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

Age 20-64 years; consulted orthopaedic surgeon with nonspecific low back pain >3 months duration; able to give
consent; no minimum pain intensity; no sciatica; no neurological deficit; straight leg raising >70 degrees, negative
femoral nerve stretch test, no superficial sensory deficit, muscle strength >4/5 in manual testing

low back pain due to tumours, infections, fractures; previous back surgery; severe osteoporosis, psychiatric disorders
(e.g. depression); liver or renal dysfunction; pregnancy; medication for cardiac failure; CVA or Ml in last 6 months

Orthopaedic surgeons in 92 clinics and hospitals throughout Japan

Age - Mean (range): 42.2 (20-64) years. Gender (M:F): 89:112. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 3 months duration).
Baseline pain/disability not stated

No indirectness

(n=103) Intervention 1: Self-management - Unsupervised exercise. Brochure on therapeutic exercise and body
mechanics; medical professionals gave practical lecture (15-30 minutes) of the exercise (trunk muscle strengthening
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Study Shirado 2010*"°

and stretching) to participants; patients visited offices at least once or twice a week; staff encouraged the patients to
perform the exercise as much as possible. Duration 8 weeks. Concurrent medication/care: Not stated

(n=98) Intervention 2: Non-steroidal anti-inflammatory drugs - Diclofenac. Diclofenac sodium (25mg x 3) or loxoprofen
sodium (60mg x 3) or zaltoprofen (80mg x 3); with medication for preventing gastrointestinal adverse reaction.
Duration 8 weeks. Concurrent medication/care: No other medication allowed

Funding Academic or government funding (Japanese Clinical Orthopaedic Association (JOA))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus DICLOFENAC

Protocol outcome 1: Quality of life at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Japan Low Back Pain Evaluation Questionnaire at 8 weeks; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 8 weeks; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Disability (Roland Morris Disability Questionnaire) at 8 weeks; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define

497

Study Sparkes 2012

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=62)

Countries and setting Conducted in United Kingdom; Setting: Spinal pain clinic

Line of therapy Unclear

Duration of study Intervention + follow up: Intervention = one-off + follow up: booklet group 17.2 (10.1) days; control: 24.6 (13.2) days

Method of assessment of guideline condition Adequate method of assessment/diagnosis: History, examination
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Study

Stratum

Subgroup analysis within study
Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Sparkes 2012*

Overall
Not applicable
Age >18 years; low back pain, with or without referral to lower limbs; referred to spinal pain clinic by GP

Serious spinal disease e.g. tumour, fracture or cauda equina syndrome, nerve root pain, history of drug or alcohol
abuse, psychiatric illness, inability to read, write or understand English

Convenience sample

Age - Mean (range): Booklet: 51.72 (22-83); control: 51.75 (18-79) years. Gender (M:F): 24:33. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear

Baseline pain VAS: booklet: 5.55 (2.9); control: 4.96 (2.3); RMDQ: booklet: 8.5 (5.2), control: 6.9 (4.7)

No indirectness

(n=33) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). The Back Book (promotes staying active). Duration One-off. Concurrent medication/care: Not stated

(n=29) Intervention 2: Usual care - Waiting-list. No extra intervention; on waiting list for spinal pain clinic. Duration
Mean 24.6 (13.2) days. Concurrent medication/care: Not stated

Academic or government funding (The Chartered Society of Physiotherapy Research Funding Committee)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

versus WAITING-LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at Around 21 days; Group 1: mean 4.22 Not stated (SD 3.2); n=29, Group 2: mean 3.74 Not
stated (SD 2.6); n=28; VAS Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at Around 21 days; Group 1: mean 8.3 Not stated (SD 5.4); n=29,
Group 2: mean 6.5 Not stated (SD 4.6); n=28; Roland Morris Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: ; Indirectness of outcome: No

indirectness
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Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Torstensen 1998°%

RCT (Patient randomised; Parallel)

1 (n=141)

Conducted in Norway; Setting: Community

Unclear

Intervention + follow up: Intervention 3 months + follow up to 1 year
Adequate method of assessment/diagnosis: History, examination
Overall

Not applicable

Low back pain with or without leg pain, age 20-65 years, born in Norway, employment, completion of other treatment
types, no preference towards the treatment types

Prolapse with neurological signs and symptoms requiring surgery, spondylolisthesis, hip arthrosis, previous back
surgery, suspicion of malignancy, known rheumatic joint disease, pain in areas other than the lower back and other
somatic or psychological dysfunction making it difficult to follow the treatment program.

Social security offices: people who had been sick-listed 8-52 weeks with ICPC codes L02, L03, L84 and L86

Age - Mean (SD): Exercise group 42.1 (11.2), unsupervised exercise group 39.9 (11.4) years. Gender (M:F): 68:73.
Ethnicity: Not stated

1. Chronicity of pain: Not stated / Unclear

Baseline (0-100 scale) low back pain: exercise: 53.1 (21.3); unsupervised exercise: 55.0 (21.0); baseline leg pain: 24.9
(21.3) and 28.7 (28.8); baseline Oswestry low back pain Disability Questionnaire: 51.7 (10.7) and 50.0 (11.9)

No indirectness

(n=71) Intervention 1: Group biomechanical exercise - Core stabilization. Exercise equipment: wall pulleys, lateral
pulley, angle bench, multipurpose bench, incline board, wall bar, deloading frame, dumbbells, and bar bells. Patients
received 36 treatments lasting 1 hour each, 3 times a week for 12 weeks. Duration 12 weeks. Concurrent
medication/care: Not stated

(n=70) Intervention 2: Self-management - Unsupervised exercise. Patients asked to walk for 1 hour 3 times a week for
12 weeks. Duration 12 weeks. Concurrent medication/care: Not stated

Academic or government funding (Ministry of health and social affairs- Norwegian national budget and Foundation of
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Study Torstensen 1998°%

education and research in physiotherapy, Norway)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: UNSUPERVISED EXERCISE versus CORE STABILIZATION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: low back pain VAS at 12 weeks; Group 1: mean 50.4 mm (SD 27.2); n=57, Group 2: mean 37.2 mm (SD 25.3); n=59; VAS 0-100 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: low back pain VAS at 1 year; Group 1: mean 50 mm (SD 28); n=57, Group 2: mean 40.5 mm (SD 24.4); n=59; VAS 0-100 Top=High is poor outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Leg pain VAS at 12 weeks; Group 1: mean 35.2 mm (SD 33.9); n=57, Group 2: mean 18.8 mm (SD 24.9); n=59; VAS 0-100 Top=High is poor outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Leg pain VAS at 1 year; Group 1: mean 35.7 mm (SD 33.8); n=57, Group 2: mean 21.2 mm (SD 21.7); n=59; VAS 0-100 Top=High is poor outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome: Oswestry Low Back Pain Disability Questionnaire at 12 weeks; Group 1: mean 52.7 (SD 16.6); n=57, Group 2: mean 46.2 (SD 13.1); n=59; Oswestry
Low Back Pain Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Low Back Pain Disability Questionnaire at 1 year; Group 1: mean 50.6 (SD 16.6); n=57, Group 2: mean 44.1 (SD 13.79); n=59; Oswestry
Low Back Pain Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Back to work at 1 year; Group 1: 40/70, Group 2: 41/69; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Costs of treatment + cost of sick leave at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at

Define
Study Vroomen 1999°%
Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=183)
Countries and setting Conducted in Netherlands; Setting: Secondary care

Line of therapy Unclear
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Study
Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Vroomen 1999°>°

Intervention + follow up: Intervention 2 weeks; follow up to 12 weeks

Adequate method of assessment/diagnosis: History, examination and magnetic resonance imaging (MRI) of the
lumbar spine

Overall (acute, chronic) with sciatica
Not applicable

Patients who presented with back pain radiating into one leg below the gluteal fold; intensity of pain was sufficient to
justify two weeks of bed rest as therapy. Patients had to have sciatica (as indicated by at least two of the following
symptoms and signs: radicular pain distribution; increased leg pain on coughing, sneezing, or straining; decreased
muscle strength; sensory loss; reflex loss; or a positive straight-leg—raising test).

Patients were excluded if they had previously undergone spinal surgery, were pregnant, had pending workers’
compensation claims, were unavailable for follow-up (i.e., planned to move), or had severe coexisting illnesses. They
could not have an indication for immediate surgical intervention (morphine-dependent intractable pain, a rapidly
progressing paresis of short duration, or a cauda equina syndrome).

Neurology department of Maastricht University Hospital.
Age - Mean (SD): Bed rest: 44+12; control: 48+12 years. Gender (M:F): 102:81. Ethnicity: Not stated
1. Chronicity of pain: Acute pain (<3 months duration) (Median duration of pain 16 days; 33% had previous episodes).

Score on visual-analogue (0-100) scales: Chief symptom: Bed rest: 85+16; control: 87+16; Pain in the leg: bed rest:
62122; control: 68+21 (p=0.03); Pain in the back: bed rest: 49+30; control: 45+33. Score on McGill Pain Questionnaire
(0-63): bed rest: 19+10; control: 20+11; Score on revised Roland Disability Scale (0-23): bed rest: 5.5+3.9; control:
5.2+3.8; Score on Oswestry Low Back Pain Questionnaire (0-50): bed rest: 27+10; control: 2948

No indirectness

(n=92) Intervention 1: Self-management - Advice to bed rest. The patients in the bed-rest group were instructed to
stay in the supine or lateral recumbent position with one pillow under the head for two weeks. They were permitted
to get out of bed to use the toilet and to bathe. Duration 2 weeks. Concurrent medication/care: The patients were
allowed to take acetaminophen (1000 mg three times a day) for pain, supplemented by codeine (10 to 40 mg six times
a day) or naproxen (500 mg three times a day) when necessary. Temazepam (10 mg once daily) was prescribed for
insomnia. Patients were asked to record any other treatments they used for radicular symptoms, although these were
discouraged.

(n=91) Intervention 2: Usual care. The patients in the control group were instructed to be up and about whenever
possible but to avoid straining the back or provoking pain. They were allowed to go to work, but bed rest was not
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Study Vroomen 1999°%

prohibited. Duration 2 weeks. Concurrent medication/care: The patients were allowed to take acetaminophen (1000
mg three times a day) for pain, supplemented by codeine (10 to 40 mg six times a day) or naproxen (500 mg three
times a day) when necessary. Temazepam (10 mg once daily) was prescribed for insomnia. Patients were asked to
record any other treatments they used for radicular symptoms, although these were discouraged.

Funding Academic or government funding (Maastricht University and Maastricht University Hospital)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO BED REST versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: VAS back pain at 12 weeks; Group 1: mean 19 (SD 25); n=85, Group 2: mean 22 (SD 27); n=84; VAS 0-100
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: VAS leg pain at 12 weeks; Group 1: mean 16 (SD 26); n=85, Group 2: mean 14 (SD 24); n=84; VAS 0-100
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: McGill Pain Questionnaire at 12 weeks; Group 1: mean 8 (SD 9); n=85, Group 2: mean 7 (SD 8); n=84; McGill
Pain Questionnaire 0-63 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Revised Roland Disability Scale at 12 weeks; Group 1: mean 15.2 (SD 7); n=85, Group 2: mean 15.7 (SD 7);
n=84; Revised Roland Disability Scale 0-23 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Oswestry Low Back Pain Questionnaire at 12 weeks; Group 1: mean 11 (SD 10); n=85, Group 2: mean 11 (SD
11); n=84; Oswestry Low Back Pain Questionnaire 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

569

Study Wiesel 1980

Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 3 (n=200)

Countries and setting Conducted in USA; Setting: Army Hospital
Line of therapy Unclear

Duration of study Intervention time: 14 days
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Study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Wiesel 1980°%°

Adequate method of assessment/diagnosis: History, examination, x-ray
Overall (acute, chronic) without sciatica
Not applicable

Basic combat trainees; male; age 17-34 years; no previous back problem; non-radiating pain; neurological and straight
leg raising normal; normal lumbosacral x-ray

X-ray abnormality e.g. spina bifida

Assessed by 1 of 4 physicians

Age - Mean (range): 23 (17-34) years. Gender (M:F): All male. Ethnicity: Not stated
1. Chronicity of pain: Acute pain (<3 months duration) (No further details).
Baseline pain for each individual classified as "10 points"

No indirectness

(n=40) Intervention 1: Self-management - Advice to bed rest. Bedrest in hospital until pain abated and no palpable
muscle spasm and full range of motion. Duration Up to 14 days. Concurrent medication/care: One acetaminophen
tablet twice daily

(n=40) Intervention 2: Self-management - Advice to stay active. Kept ambulatory but without physical exercise.
Duration Up to 14 days. Concurrent medication/care: One acetaminophen tablet twice daily

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO BED REST versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Mean number of days before return to full activity at 14 days; Group 1: mean 6.57 days (SD 1.45); n=40,
Group 2: mean 11.8 days (SD 0.76); n=40; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Wilkinson 1995°”°
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Wilkinson 1995°”°

RCT (Patient randomised; Parallel)

1 (n=42)

Conducted in United Kingdom; Setting: Primary care

Unclear

Intervention + follow up: Intervention 48 hours + follow up to day 28
Adequate method of assessment/diagnosis: History, examination
Overall

Not applicable

16-60 years who presented with acute low back pain; less than seven days' duration, free from back pain for the 28
days before the present episode. Acute low back pain was defined as pain in the area bounded by the lowest palpable
ribs superiorly, the posterior axillary lines laterally, and gluteal folds inferiorly; the pain could radiate down one or
both legs.

Conditions that excluded subjects from recruitment were: non-musculoskeletal pain, previous bed rest for more than
24 hours in the present episode, urinary tract infection, viral iliness, pyrexia, illiteracy, anticoagulant or steroid
therapy, medical contraindications to bed rest, major spinal pathology, inflammatory joint disease and active cancer

7 practices in the West Midlands
Age - Range of means: Bed rest: 35.2 years and control 41.2 years. Gender (M:F): 25:17. Ethnicity: Not stated
1. Chronicity of pain: Acute pain (<3 months duration) (<7 days duration).

Disability scores were greater in the bed rest group on recruitment (Oswestry index Mean (SD) score Bed rest group:
54.2 [16.8] vs. control: 44.3 [12.7], p<0.05; Roland-Morris index Mean (SD) score 13.9 [5.4] vs. 11.0 [11.0], p<0.05). .
Baseline differences were largely caused by some subjects with pain of less than 24 hours' duration being unable to
complete the disability questionnaires. However, when those who had pain of less than 24 hours' duration were
excluded (four in the bed rest group and five in the control group), the pain scores of the two groups (Oswestry index
guestion one) were similar, as were the disability scores of the two groups (Oswestry 49.8 [16.3] vs. 42.9 [10.2];
Roland-Morris 12.9 [5.6] vs. 10.6 [3.8]).

No indirectness

(n=20) Intervention 1: Self-management - Advice to bed rest. 48 hours' strict bed rest. Duration 48 hours. Concurrent
medication/care: All subjects received ibuprofen or, if this was contraindicated, co-proxamol for analgesia. Subjects
did not receive physiotherapy during the trial, and other treatments, including self-remedies and physical therapies
(apart from local application of heat), were discouraged.
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Study

Funding

Wilkinson 1995°”°

(n=22) Intervention 2: Self-management - Advice to stay active. Encouraged to remain mobile and to have no daytime
rest (defined as between 09.00 hours and 21.00 hours). Duration 48 hours. Concurrent medication/care: All subjects
received ibuprofen or, if this was contraindicated, co-proxamol for analgesia. Subjects did not receive physiotherapy
during the trial, and other treatments, including self-remedies and physical therapies (apart from local application of
heat), were discouraged.

Academic or government funding (Royal College of General Practitioners scientific foundation research grant)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ADVICE TO BED REST versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome: Oswestry Disability Index at Day 28; Group 1: mean 22.9 (SD 21.6); n=14, Group 2: mean 19.2 (SD 15.3); n=20; Oswestry Disability Index 0-100
Top=High is poor outcome; Risk of bias: Flawed; Indirectness of outcome: No indirectness

- Actual outcome: Roland Morris Disability Index at Day 28; Group 1: mean 5.9 (SD 5.6); n=14, Group 2: mean 3.2 (SD 4); n=20; Roland Morris Disability Index 0-24
Top=High is poor outcome; Risk of bias: Flawed; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Zhang 2014°%

RCT (Patient randomised; Parallel)

1 (n=54)

Conducted in China; Setting: university students
Unclear

Intervention time: 12 weeks

Method of assessment /diagnosis not stated
Overall

Not applicable

aged 18-30 years and have low back pain (with or without radiating pain to the lower extremity) of less than or equal
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Study Zhang 2014
to 3 months duration

Exclusion criteria VAS pain score >8, previous participation in a health education programme, previous spinal surgery; acute infection,
progressive neurological deficit, structural anomaly, severe instability, severe cardiovascular or metabolic disease.

Recruitment/selection of patients not reported

Age, gender and ethnicity Age - Mean (SD): 22.5 (2.5) approx. Gender (M:F): 34/20. Ethnicity:

Further population details 1. Chronicity of pain: Acute pain (<3 months duration) (Less than or equal to 3 months duration).

Extra comments Pain (VAS 0-10): self = 5.59 (SD 1.53) and UC = 5.78 (SD 1.19). ODI (0-100): self = 42.78 (SD 9.32) and UC = 45.19 (SD

11.4). SF-36 physical (0-100): self = 57.28 (20.62) and UC = 50.23 (22.78). SF-36 mental (0-100): self = 83.76 (14.11)
and UC = 80.83 (15.19).

Indirectness of population No indirectness

Interventions (n=27) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Education sessions once a week for 12 weeks. Sessions included a lecture (30 min) followed by
discussion (10 min), and information was delivered by videos, computer presentations and instruction leaflets.
Content included active management and postural hygiene, such as avoiding risk factors for back problems, safe
lifting practices at home and work, and correct postures for decreasing back muscle tension and spinal load.. Duration
12 weeks. Concurrent medication/care: All patients performed lumbar strengthening exercises three times a week (40
min each session) for 12 weeks, focusing on trunk flexor and extensor muscles. Exercise programmes were led by
registered physical therapists. Each session included: (i) 5-min warm-up; (ii) 15-min trunk flexor strength exercises,
including straight leg raises and sit-ups with foot fixation; (iii) 15-min trunk extensor strength exercises, including
prone trunk extensions; (iv) 5-min cool-down.

(n=27) Intervention 2: Usual care. All patients performed lumbar strengthening exercises three times a week (40 min
each session) for 12 weeks, focusing on trunk flexor and extensor muscles. Exercise programmes were led by
registered physical therapists. Each session included: (i) 5-min warm-up; (ii) 15-min trunk flexor strength exercises,
including straight leg raises and sit-ups with foot fixation; (iii) 15-min trunk extensor strength exercises, including
prone trunk extensions; (iv) 5-min cool-down.. Duration 12 weeks. Concurrent medication/care: n/a as UC

Funding Academic or government funding (Ministry of Education and Shanghai University)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: SELF-MANAGEMENT PROGRAMMIES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)
versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up
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Study Zhang 2014°%

- Actual outcome: Mental component (0-100) at 12 weeks; Group 1: mean 89.84 (SD 11.93); n=25, Group 2: mean 82.35 (SD 14.11); n=24; SF-36 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: Physical component (0-100) at 12 weeks; Group 1: mean 90.92 (SD 13.02); n=25, Group 2: mean 63.68 (SD 23.87); n=24; SF-36 0-100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain (VAS 0-10) at 12 weeks; Group 1: mean 2.02 (SD 1.46); n=25, Group 2: mean 2.71 (SD 1.98); n=24; VAS 0-10 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: ODI (0-100) at 12 weeks; Group 1: mean 14.27 (SD 7.11); n=25, Group 2: mean 17.84 (SD 9.48); n=24; ODI 0-100 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
48

H.491 Combined interventions — self-management adjunct

50
Study Adamczyk 2009*
Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=60)
Countries and setting Conducted in Poland; Setting: Primary care
Line of therapy Unclear
Duration of study Intervention time: Duration of intervention not stated

Method of assessment of guideline condition Adequate method of assessment/diagnosis: History, examination

Stratum Overall
Subgroup analysis within study Not applicable
Inclusion criteria Females with low back pain, age 25-55 years, who received physiotherapy in the Rehabilitation Unit of the local

government Primary Health Care facility in Bodzentyn
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Study

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Adamczyk 2009"

Not stated

Received physiotherapy in the Rehabilitation Unit of the local government Primary Health Care facility in Bodzentyn
Age - Range: 25-55 years. Gender (M:F): All female. Ethnicity: Not stated

1. Chronicity of pain: Not stated / Unclear (Duration of pain not stated).

Baseline scores (mean) for combined (physical (taping) + exercise + self-management) and combined (electrotherapy
+ exercise) groups, respectively - pain VAS: 8.5, 9.17

No indirectness

(n=30) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. In the
experimental group, the customised programme of physiotherapy involved post-isometric relaxation of muscles (PIR)
and active mobilisations as well as rolling mobilisation using the Kibler Fold Of Kinesiology Taping techniques, muscle
and ligament applications were used. Additionally, the patients exercised every day according to the principles
developed by R Maigne. Moreover, customised programmes of self-therapy were used that included self-relaxation of
excessively tense muscles, stretching positions and crouches. When the pain had been alleviated, the patients
performed exercises to strengthen weak muscles. Patients with lumbar hyperlordosis exercised abdominal and gluteal
muscles, while those with lumbar dyslordosis performed exercises to strengthen hip and back flexors. The number of
exercise repetitions was gradually increased (2-3 series of 15 repetitions) and a period of rest was recommended after
each series. . Duration Not stated. Concurrent medication/care: Not stated

(n=30) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. The
therapeutic programme in the control group included physical procedures (two electrotherapy procedures for a
period of two weeks: ionophoresis, galvanization and low frequency alternating current, TENS and interferential
currents). Exercises were performed for 30 minutes in groups or individually. The programme included exercises
stretching dorsal muscles, hip flexors and ischiotibial muscle as well as exercises to strengthen the abdomen, back,
buttocks and thigh abductors and exercises for visual-muscular coordination combined with respiratory exercises.
Duration Not stated. Concurrent medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: PHYSICAL (TAPING), EXERCISE + SELF-
MANAGEMENT versus COMBINED NON-INVASIVE INTERVENTIONS: ELECTROTHERAPY + EXERCISE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at End of treatment (duration not stated); Risk of bias: Very high; Indirectness of outcome: No indirectness

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



LTT

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

51

Study

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Adamczyk 2009"

Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Function
(disability scores) at Up to 4 months; Adverse events (morbidity) at Define; Function (disability scores) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4
months; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Up to 4
months; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months;
Adverse event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months; Responder criteria at Up to 4
months; Responder criteria at >4 months; Return to work at Up to 4 months; Return to work at >4 months

Alayat 2014

RCT (Patient randomised; Parallel)

(n=72)

Conducted in Saudi Arabia

Not applicable

Intervention + follow up: 4 weeks + 12 weeks

Adequate method of assessment/diagnosis: pre-diagnosed in Al-Noor Hospital
Overall

Not applicable

Male patients with a history of chronic low back pain for at least 1 year, age between 20 and 50 years. Patients with a
previous history of low back pain episodes and radiographic findings positive for mild pathology were allowed to
participate

Patients with a history of spinal surgery, degenerative disc disease, disc herniation, spine fracture, spondylosis, spinal
stenosis, neurological deficits, abnormal laboratory findings and systemic and psychiatric illnesses

Referred to the study from the orthopedic department and recruited from the rehabilitation department of Al-Noor
Hospital, Makkah, Saudi Arabia

Age - Mean (SD): 32.81 (4.48). Gender (M:F): 72/72 males. Ethnicity: Not stated
1. Chronicity of pain: Chronic (>3 months duration) (At least 1 year duration).

Baseline characteristics for HILT+EX, PLACEBO HILT + EX, HILT ONLY groups, mean (SD): VAS 8.36(0.95), 8.21(1.1),
8.35(0.88); RDQ 15.46(1.17), 15.63(1.56), 15.4(1.19); MODQ 34.11(3.14), 34.5(2.93), 35.55(3.62)

No indirectness
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Study

Interventions

Alayat 2014

(n=28) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions.
Combination of 1) Electrotherapy: pulsed Nd:YAG laser treatment, produced by a HIRO 3 device. Apparatus provided
pulsed emission (1,063 nm), very high peak power (3 kW), a high level of fluency/energy density (510-1,780 mJ/cm), a
brief duration (120-150 us), a low frequency (10-40 Hz), a duty cycle of about 0.1%, a probe diameter of 0.5 cm and a
spot size of 0.2cm2. A hand piece was positioned in contact with and perpendicular to the treated area, with the
patient in the prone position. Scanning was performed transversely and longitudinally in the lower-back area of L1-L5
and S1, to cover the fasciae, sacral ligaments, ileum, latissimus dorsi, obliquus externus abdominis, and the upper part
of the gluteus maximus. Total energy dose of 3,000 J was administered through three phases of treatment. Initial
phase was performed with fast manual scanning for a total of 1,400 J, the laser fluency was set to three successive
subphases of 610, 710, and 810 mJ/cm2 for a total of 1,400 J. Intermediate phase applied the hand piece to the eight
paravertebral points with 25 J, for a total of 610 mJ/cm2. Final phase was the same as the initial phase, except that
slow manual scanning was used. Application time for all phases was approximately 15 minutes. HILT was applied for a
total of 12 treatment sessions over 4 consecutive weeks (three sessions per week). 2) Self-management: home-based
exercise program performed after the end of HILT therapy. The program was designed to be easily carried out at
home, with no need of special equipment. Exercises included strengthening, stretching, mobilizing, coordinating and
stabilising the abdominal back and pelvic muscles and were personalized for each patient. Participants were taught by
a physiotherapist to perform exercises correctly on a first session. A family member confirmed that the participant
carried out the exercises at home. Exercises were to be performed 2 times daily for 4 weeks. Duration 8 weeks.
Concurrent medication/care: Not stated

(n=24) Intervention 2: Self-management - Unsupervised exercise. Home-based exercise program, designed to be
easily carried out at home, with no need of special equipment. Exercises included strengthening, stretching,
mobilizing, coordinating and stabilising the abdominal back and pelvic muscles and were personalized for each
patient. Participants were taught by a physiotherapist to perform exercises correctly on a first session. A family
member confirmed that the participant carried out the exercises at home. Exercises were to be performed 2 times
daily for 4 weeks. Duration 8 weeks. Concurrent medication/care: Not stated

(n=20) Intervention 3: Electrotherapy - Laser therapy. Electrotherapy: pulsed Nd:YAG laser treatment, produced by a
HIRO 3 device. Apparatus provided pulsed emission (1,063 nm), very high peak power (3 kW), a high level of
fluency/energy density (510-1,780 mJ/cm), a brief duration (120-150 ps), a low frequency (10-40 Hz), a duty cycle of
about 0.1%, a probe diameter of 0.5 cm and a spot size of 0.2cm2. A hand piece was positioned in contact with and
perpendicular to the treated area, with the patient in the prone position. Scanning was performed transversely and
longitudinally in the lower-back area of L1-L5 and S1, to cover the fasciae, sacral ligaments, ileum, latissimus dorsi,
obliquus externus abdominis, and the upper part of the gluteus maximus. Total energy dose of 3,000 J was
administered through three phases of treatment. Initial phase was performed with fast manual scanning for a total of
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Study Alayat 2014°
1,400 J, the laser fluency was set to three successive subphases of 610, 710, and 810 mJ/cm2 for a total of 1,400 J.
Intermediate phase applied the hand piece to the eight paravertebral points with 25 J, for a total of 610 mJ/cm2. Final
phase was the same as the initial phase, except that slow manual scanning was used. Application time for all phases
was approximately 15 minutes. HILT was applied for a total of 12 treatment sessions over 4 consecutive weeks (three
sessions per week). . Duration 4 weeks. Concurrent medication/care: Not stated

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBI: ELECTROTHERAPY (HILT LASER) + SELF-MANAGEMENT (UNSUPERVISED EXERCISE) versus
SELF-MANAGEMENT (UNSUPERVISED EXERCISE) + PLACEBO LASER THERAPY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS pain score at 12 weeks; Group 1: mean 2.64 (SD 1.25); n=28, Group 2: mean 3.71 (SD 1.3); n=24; VAS pain score 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome: RDQ at 12 weeks; Group 1: mean 5.5 (SD 1.17); n=28, Group 2: mean 6.92 (SD 0.78); n=24; RMDQ 0-24 Top=High is poor outcome; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome: MODQ at 12 weeks; Group 1: mean 15.14 (SD 4.3); n=28, Group 2: mean 18.75 (SD 3.07); n=24; MODQ 0-100 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBI: ELECTROTHERAPY (HILT LASER) + SELF-MANAGEMENT (UNSUPERVISED EXERCISE) versus
ELECTROTHERAPY (HILT LASER THERAPY)

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS pain score at 12 weeks; Group 1: mean 2.64 (SD 1.25); n=28, Group 2: mean 5.65 (SD 1.04); n=20; VAS pain score 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome: RDQ at 12 weeks; Group 1: mean 5.5 (SD 1.17); n=28, Group 2: mean 7.35 (SD 1.5); n=20; RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome: MODQ at 12 weeks; Group 1: mean 15.14 (SD 4.3); n=28, Group 2: mean 19.05 (SD 2.96); n=20; MODQ 0-100 Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
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Study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Alayat 2014

4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months

329 126 224

ATEAM trial: Little 2008 (Ehrlich 2009 ", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008™"")
RCT (Patient randomised; Parallel)

1 (n=579)

Conducted in United Kingdom; Setting: Primary care

Unclear

Intervention + follow up: Intervention up to 9 months, follow up to 1 year

Adequate method of assessment/diagnosis: History, examination, imaging

Overall (acute, chronic) without sciatica

Not applicable

Aged 18-65 years with current back pain for three or more weeks, with presentation in primary care with low back
pain more than three months previously, currently scoring 4 or more on the Roland disability scale

Clinical indicators of serious spinal disease, current nerve root pain (below knee in dermatomal distribution), previous
spinal surgery, pending litigation, previous experience of Alexander technique, perceived inability to walk 100m,
history of psychosis or major alcohol misuse.

Recruited from 64 general practices in the South and West of England

Age - Range of means: 45 (11) to 46 (10) years. Gender (M:F): 177:402. Ethnicity: Not stated
1. Chronicity of pain: Chronic (>3 months duration) (> 3 months).

Baseline data not usable

No indirectness

(n=73) Intervention 1: Postural therapies - Alexander technique. Six Alexander Technique lessons taught by registered
teachers. Two lessons a week for two weeks, then one lesson a week for two weeks. Duration 4 weeks. Concurrent
medication/care: Not stated
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Study (subsidiary papers)

Funding

329 126 224

ATEAM trial: Little 2008 (Ehrlich 2009, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")

(n=73) Intervention 2: Postural therapies - Alexander technique. 24 Alexander Technique lessons taught by registered
teachers. Two lessons a week for six weeks, then one lesson a week for six weeks, one fortnightly for eight weeks, and
two further revision lessons delivered at 7 months and 9 months. Duration 9 months. Concurrent medication/care:
Not stated

(n=72) Intervention 3: Individual Aerobic exercises - Walking programme. Prescription from general practitioner for
unsupervised home based aerobic exercise (predominantly walking) with follow-up nurse-delivered structured
counselling based on the theory of planned behaviour (brief intervention). Duration 6 weeks. Concurrent
medication/care: Not stated

(n=75) Intervention 4: Massage. Therapeutic massage. One session a week for six weeks. Duration 6 weeks.
Concurrent medication/care: Not stated

(n=72) Intervention 5: Usual care. Usual care - details not specified. Duration 9 months. Concurrent medication/care:
No exercise prescription given

(n=72) Intervention 6: Massage + exercise prescription - Massage + home exercise prescription. Therapeutic massage.
One session a week for six weeks. Prescription from general practitioner for unsupervised home based aerobic
exercise (predominantly walking) with follow-up structured counselling based on the theory of planned behaviour
(brief intervention).. Duration 6 weeks. Concurrent medication/care: Not stated

(n=71) Intervention 7: Combinations of non-invasive interventions - Combined non-invasive interventions. Exercise + 6
sessions Alexander technique. Six Alexander Technique lessons taught by registered teachers. Two lessons a week for
two weeks, then one lesson a week for two weeks. Prescription from general practitioner for unsupervised home
based aerobic exercise (predominantly walking) with follow-up structured counselling based on the theory of planned
behaviour (brief intervention). Duration 6 weeks. Concurrent medication/care: Not stated

(n=71) Intervention 8: Combinations of non-invasive interventions - Combined non-invasive interventions. 24
Alexander Technique lessons taught by registered teachers. Two lessons a week for six weeks, then one lesson a week
for six weeks, one fortnightly for eight weeks, and two further revision lessons delivered at 7 months and 9 months.
Prescription from general practitioner for unsupervised home based aerobic exercise (predominantly walking) with
follow-up structured counselling based on the theory of planned behaviour (brief intervention).. Duration 9 months.
Concurrent medication/care: Not stated

Academic or government funding (Medical Research Council)
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329 126 224

Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 6 SESSIONS versus MASSAGE + HOME EXERCISE PRESCRIPTION

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 59.73 (SD 24.9355);
n=56; SF-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 67.53 (SD 22.7325);
n=56; SF-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 4.08 (SD 2.7); n=56;
Von Korff 0-10 (converted from 0-100) Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 6.86 (SD 5.1927); n=56; Roland
Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.32 (SD 0.75);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Number of prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.6 (SD 1.55);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 6 SESSIONS versus COMBINED NON-INVASIVE INTERVENTIONS:
EXERCISE + 6 SESSIONS ALEXANDER

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 64.63 (SD 23.3291);
n=57; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 65.44 (SD 22.9826);
n=57; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 3.66 (SD 2.6); n=57;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 6.25 (SD 5.1846); n=57; Roland

Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.35 (SD 0.83);
n=57; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.58 (SD 1.26); n=57; Risk of
bias: Low; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 6 SESSIONS versus COMBINED NON-INVASIVE INTERVENTIONS:
EXERCISE + 24 SESSIONS ALEXANDER

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 65.53 (SD 22.54);
n=56; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 69.79 (SD 22.1589);
n=56; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 3.11 (SD 2.5); n=56;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Risk of bias: ; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 5.01 (SD 5.1927); n=56; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.59 (SD 1.02);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.68 (SD 1.75); n=56; Risk of
bias: Low; Indirectness of outcome: No indirectness
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Study (subsidiary papers) ATEAM trial: Little 2008°*° (Ehrlich 2009'%°, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°%%)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 24 SESSIONS versus MASSAGE + HOME EXERCISE PRESCRIPTION

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8075); n=61, Group 2: mean 59.46 (SD 24.9355);
n=56; sf-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 67.53 (SD 22.7325);
n=56; sf-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 4.08 (SD 2.7); n=57;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 5.09 (SD 5.1933); n=61, Group 2: mean 6.86 (SD 5.1927); n=56; Roland
Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.32 (SD 0.75);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Number of prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=61, Group 2: mean 0.58 (SD 1.26);
n=57; Risk of bias: Low; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 24 SESSIONS versus COMBINED NON-INVASIVE INTERVENTIONS:
EXERCISE + 6 SESSIONS ALEXANDER

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8075); n=61, Group 2: mean 64.63 (SD 23.3291);
n=57; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 65.44 (SD 22.9826);
n=57; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 3.66 (SD 2.6); n=57;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Study (subsidiary papers) ATEAM trial: Little 2008 , Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 5.09 (SD 5.1933); n=61, Group 2: mean 6.25 (SD 5.1846); n=57; Roland

Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

(Ehrlich 2009

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.35 (SD 0.83);
n=57; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=61, Group 2: mean 0.58 (SD 1.26); n=57; Risk of
bias: Low; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE: 24 SESSIONS versus COMBINED NON-INVASIVE INTERVENTIONS:
EXERCISE + 24 SESSIONS ALEXANDER

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8075); n=61, Group 2: mean 65.53 (SD 22.54);
n=56; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 69.79 (SD 22.1589);
n=56; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 3.11 (SD 2.5); n=56;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 5.09 (SD 5.1933); n=61, Group 2: mean 5.01 (SD 5.1927); n=56; Roland
Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.59 (SD 1.02);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=61, Group 2: mean 0.68 (SD 1.75); n=56; Risk of
bias: Low; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: EXERCISE + 6 SESSIONS ALEXANDER versus USUAL
CARE
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Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 1: Quality of life at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Median days of back pain in last 4 weeks at 1 year; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: EXERCISE + 6 SESSIONS ALEXANDER versus
COMBINED NON-INVASIVE INTERVENTIONS: EXERCISE + 24 SESSIONS ALEXANDER

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 64.63 (SD 23.3291); n=57, Group 2: mean 65.53 (SD 22.54);
n=56; SF36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 65.44 (SD 22.9826); n=57, Group 2: mean 69.79 (SD 22.1589);
n=56; SF-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Von Korff pain scale at 1 year; Group 1: mean 3.66 (SD 2.6); n=57, Group 2: mean 3.11 (SD 2.5); n=56;
Von Korff 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 1 year; Group 1: mean 6.25 (SD 5.1846); n=57, Group 2: mean 5.01 (SD 5.1927); n=56; Roland
Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.35 (SD 0.83); n=57, Group 2: mean 0.59 (SD 1.02);
n=56; Risk of bias: Low; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Priescriptions at 1 year; Group 1: mean 0.58 (SD 1.26); n=57, Group 2: mean 0.68 (SD 1.75); n=56; Risk
of bias: Low; Indirectness of outcome: No indirectness
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Study (subsidiary papers)

329 126 224

ATEAM trial: Little 2008 (Ehrlich 2009, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: EXERCISE + 24 SESSIONS ALEXANDER versus USUAL

CARE

Protocol outcome 1: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness
- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Median days of back pain in last 4 weeks at 1 year; Risk of bias: High; Indirectness of outcome: No

indirectness

Protocol outcome 3: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Quiality of life at Up to 4 months; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at Up to 4
months; Adverse events (morbidity) at Define; Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Up to 4 months; Adverse event (mortality) at Up to 4 months; Adverse
event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months; Return to
work at Up to 4 months; Return to work at >4 months

Djavid 2007*"’

RCT (Patient randomised; Parallel)

1 (n=61)

Conducted in Iran; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 6 weeks + follow up at week 12
Adequate method of assessment/diagnosis: History, examination
Overall

Not applicable

Age 20 to 60 years; low back pain minimum 12 weeks; ability to give informed consent, understand instructions, adn
co-operate with treatment
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Study Djavid 2007

Exclusion criteria Degenerative disc disease, disc herniation, fracture, spondylosis, spinal stenosis, neurological deficits, abnormal
laboratory findings, systemic or psychiatric illness, pregnancy

Recruitment/selection of patients Recruited from patients referred by local physicians to the clinic of an Occupational Medicine department

Age, gender and ethnicity Age - Mean (SD): Laser + exercise: 38 (7); placebo laser + exercise: 36 (10); laser only: 40 (10) years. Gender (M:F):
34:19. Ethnicity: Not stated

Further population details 1. Chronicity of pain: Chronic (>3 months duration) (Minimum 12 weeks duration).

Extra comments Baseline scores for laser, laser + exercise and exercise groups, respectively (mean SD) - 7.3 (1.7), 6.2 (1.6), 6.3 (2); ODI:
33.0(8.4), 34 (9.7), 31.8 (7.9)

Indirectness of population No indirectness

Interventions (n=21) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Gallium-

Aluminium-Arsenide laser; wavelength 810nm; 50mW; continuous wave; 0.2211cm?2 spot area; 8 points in
paravertebral region (L2 to S2-S3) irradiated; dose 27)/cm2; treatment time 20 minutes; twice a week for 6 weeks.
Exercise: first session with physiotherapist then exercises at home; exercises included strengthening, stretching,
mobilising, co-ordination and stabilising of the abdominal, back, pelvic and lower limb muscles, dependent on the
clinical findings.. Duration 6 weeks. Concurrent medication/care: Not stated

(n=20) Intervention 2: Individual Biomechanical exercise - Core stability. Sham laser - as for laser group but inactive
probes. Exercise: first session with physiotherapist then exercises at home; exercises included strengthening,
stretching, mobilising, co-ordination and stabilising of the abdominal, back, pelvic and lower limb muscles, dependent
on the clinical findings. Duration 6 weeks. Concurrent medication/care: Not stated

(n=20) Intervention 3: Electrotherapy - Laser therapy. Gallium-Aluminium-Arsenide laser; wavelength 810nm; 50mW;
continuous wave; 0.2211cm2 spot area; 8 points in paravertebral region (L2 to S2-S3) irradiated; dose 27)/cm2;
treatment time 20 minutes; twice a week for 6 weeks. Duration 6 weeks. Concurrent medication/care: Not stated

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: LASER + EXERCISE versus CORE STABILITY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 12 weeks; Group 1: mean 2.4 cm (SD 1.4); n=19, Group 2: mean 4.3 cm (SD 1.6); n=18; VAS 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness
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Study

Djavid 2007*"’

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome: Oswestry Disability Index at 12 weeks; Group 1: mean 16.8 Not stated (SD 3.7); n=19, Group 2: mean 24.1 Not stated (SD 5.2); n=18; Oswestry
Disability Index 0-50 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: LASER + EXERCISE versus LASER THERAPY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 12 weeks; Group 1: mean 2.4 cm (SD 1.4); n=19, Group 2: mean 4.4 cm (SD 2); n=16; VAS 0-10 Top=High is poor outcome; Risk of bias:

High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome: Oswestry Disability Index at 12 weeks; Group 1: mean 16.8 Not stated (SD 3.7); n=19, Group 2: mean 20.8 Not stated (SD 4.4); n=16; Oswestry
Disability Index 0-50 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months

134

Ferreira 2010 377)

(Moffett 2000
RCT (Patient randomised; Parallel)

(n=34)

Conducted in Australia; Setting: University of Sydney
Unclear

Intervention time: 8 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

Patients aged between 18 and 80 years with chronic LBP (symptoms for at least 3 months) with or without pain
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Study (subsidiary papers) Ferreira 2010"** (Moffett 2000377)

referral to the leg, but with neurological deficit were recruited for the study. Patients needed to have persistent pain
or disability for at least 3 months; score at least 3 points on RMDQ and at least 2 units on the 0-10 pain scale at
screening consultation

Exclusion criteria Spinal surgery in the past 12 months; pregnancy at first assessment; suspected or diagnosed serious spine pathology
(inflammatory spondyloarthropathy, fracture, malignancy, cauda equina syndrome or infection); nerve root
compromisel contraindications to exercise; poor English comprehension.

Recruitment/selection of patients A sample of non-specific chronic LBP patients (final 45 subjects to be enrolled)was taken from a RCT comparing the
efficacy of motor control exercise, general exercise and spinal manipulative therapy. Of these, 34 were eligible to
participate in this study.

Age, gender and ethnicity Age - Mean (range): 18-80 years. Mean (SD): biomechanical ex 47.4 (17.3); ex + edu 54.9(11.3); manipulation
45..4(17.7). Gender (M:F): 11:23. Ethnicity: Not stated

Further population details 1. Chronicity of pain : Chronic (>3 months duration)

Extra comments Baseline values, mean (SD) for biomechanical ex, ex + edu and manipulation groups, respectively: RMDQ 14(4.94),
12.7(6), 9.77(5.93); Pain VAS 6.36(2.2), 7.5(1..35), 5.38(2.22). .

Indirectness of population No indirectness

Interventions (n=10) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. A

programme based on a biopsychosocial moderl aiming to overcome a fear o movement and improving physical
function in both short and long term. . Duration 8 weeks. Concurrent medication/care: Not stated

(n=11) Intervention 2: Individual Biomechanical exercise - Motor control. Exercises aimed at improving control of
lumbopelvic movement and stability. Exercises included training the function of specific deep muscles of the low back
region, coordination of the deep trunk muscles with a diaphragmatic respiration pattern, contrl of a neutral lumbar
posture and refuction of any excessive superficial trunk muscle attivation. . Duration 8 weeks. Concurrent
medication/care: Not stated

Funding Academic or government funding (Motor Accident Authority of NSW; National Health and Medical Research Council
of Australia)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBI (EXERCISE + EDUCATION) versus BIOMECHANICAL (MOTOR CONTROL) EXERCISE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 8 weeks; Group 1: mean 4 (SD 2.37); n=10, Group 2: mean 4.7 (SD 1.77); n=11; VAS 0-10 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness
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Study (subsidiary papers)

134 377

Ferreira 2010 (Moffett 2000™ ')

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome: RMDQ at 8 weeks; Group 1: mean 7.36 (SD 6.59); n=10, Group 2: mean 9 (SD 6.04); n=11; RMDQ 0-24 Top=High is poor outcome; Risk of bias: Very

high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months

184

Gur 2003
RCT (Patient randomised; Parallel)

1 (n=75)

Conducted in Turkey; Setting: Secondary care

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: History, examination, radiology
Overall

Not applicable

Chronic low back pain for at least 1 year diagnosed clinically and radiologically; admitted to Dicle University, Faculty of
Medicine, Physical Medicine and Rehabilitation Department between May 1999 and March 2000; age 20-50 years

Pregnancy, previous spinal surgery, neurological deficits, abnormal laboratory findings, systemic or psychiatric illness

Admitted to Dicle University, Faculty of Medicine, Physical Medicine and Rehabilitation Department between May
1999 and March 2000

Age - Range of means: 35.2 (10.51) to 36.4 (9.83) years. Gender (M:F): 22:53. Ethnicity: Not stated
1. Chronicity of pain : Chronic (>3 months duration) (At least 1 year).

Baseline scores (mean SD) for laser + exercise, laser and exercise groups, respectively - pain VAS: 6.2+2.1, 6.5+1.6,
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Study

Indirectness of population

Interventions

Funding

Gur 2003™®*

6.1+1.9; Roland disability questionnaire: 17.8+4.6, 15.1+4.2, 16.3+3.9; modified oswestry: 32.4+10.6, 30.5+12.3,
33.1+11.8

No indirectness

(n=25) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Gallium-
arsenide laser; 5 times a week for 4 weeks, over standardised fields including L4 to L5 and L5 to S1 apophyseal
capsules, dorsolumbar fascia and interspinous ligaments, as well as gluteal fascia, posterior sacro-iliac ligaments,
hamstrings and gastro-soleus muscles of which pain points were palpated from the low back to the foot. Stimulation
time of 4 minutes used for each point, producing energy of approximately 1J/cm2 (10.1cm2 energy density, 2.1kHz
pulse frequency, 10W diode power, 4.2mW average power, 1cm2 surface) at each point; 30 minutes total stimulation
time. Plus: lumbar flexion and extension, knee flexion, hip adduction exercises and strength exercises of extremity
muscle groups; 2 sessions a day; 40 sessions total for 4 weeks; 1st session with physio, then exercises done at home.
Duration 4 weeks. Concurrent medication/care: Not stated

(n=25) Intervention 2: Electrotherapy - Laser therapy. Gallium-arsenide laser; 5 times a week for 4 weeks, over
standardised fields including L4 to L5 and L5 to S1 apophyseal capsules, dorsolumbar fascia and interspinous
ligaments, as well as gluteal fascia, posterior sacro-iliac ligaments, hamstrings and gastro-soleus muscles of which pain
points were palpated from the low back to the foot. Stimulation time of 4 minutes used for each point, producing
energy of approximately 1J/cm2 (10.1cm2 energy density, 2.1kHz pulse frequency, 10W diode power, 4.2mW average
power, 1cm2 surface) at each point; 30 minutes total stimulation time.. Duration 4 weeks. Concurrent
medication/care: Not stated

(n=25) Intervention 3: Individual Biomechanical exercise - Core stability. Lumbar flexion and extension, knee flexion,
hip adduction exercises and strength exercises of extremity muscle groups; 2 sessions a day; 40 sessions total for 4
weeks; 1st session with physio, then exercises done at home. Duration 4 weeks. Concurrent medication/care: Not
stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: LASER + EXERCISE versus LASER THERAPY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 4 weeks; Group 1: mean 1.8 Not stated (SD 1.2); n=25, Group 2: mean 1.9 Not stated (SD 1.4); n=25; VAS 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Study Gur 2003

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome: Roland Disability Questionnaire at 4 weeks; Group 1: mean 6.3 Not stated (SD 3.5); n=25, Group 2: mean 6.6 Not stated (SD 2.9); n=25; Roland
Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Modified Oswestry Disability Questionnaire at 4 weeks; Group 1: mean 14.8 Not stated (SD 8.6); n=25, Group 2: mean 16.7 Not stated (SD 7.6); n=25;
Modified Oswestry Disability Questionnaire 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: LASER + EXERCISE versus CORE STABILITY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 4 weeks; Group 1: mean 1.8 Not stated (SD 1.2); n=25, Group 2: mean 2.9 Not stated (SD 1.3); n=25; VAS 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome: Roland Disability Questionnaire at 4 weeks; Group 1: mean 6.3 Not stated (SD 3.5); n=25, Group 2: mean 5.5 Not stated (SD 3.2); n=25; Roland
Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Modified Oswestry Disability Questionnaire at 4 weeks; Group 1: mean 14.8 Not stated (SD 8.6); n=25, Group 2: mean 13.6 Not stated (SD 7.2); n=25;
Modified Oswestry Disability Questionnaire 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months

190

Study Hagen 2000

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=457)

Countries and setting Conducted in Norway; Setting: Secondary care spine clinic
Line of therapy Unclear

Duration of study Intervention + follow up: Intervention one-off and follow up to 12 months
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Study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Hagen 2000**°

Adequate method of assessment/diagnosis: History, examination, x-ray

Overall

Not applicable

18-60 years; sick leave 8-12 weeks due to low back pain with or without sciatica or leg and thigh pain

Pregnancy, recent low back trauma, cauda equina symptoms, cancer, osteoporosis, rheumatic low back disease,
ongoing low back treatment by another specialist, patients already included in the study

Selected from patients with sickness certificate >8 weeks for low back pain
Age - Mean (SD): 40.9 (10) years. Gender (M:F): 238:219. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear (Sick leave 8-12 weeks).

No baseline data

No indirectness

(n=237) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Education
including x-ray findings; informed about good prognosis and importance of remaining active; encouraged to take daily
walks; advised and instructed individually by physiotherapist on how to train and stretch at home; self-management:
advice on how to manage back pain and how to resume normal activities. Duration One-off. Concurrent
medication/care: Not stated

(n=220) Intervention 2: Usual care. Not examined at spine clinic; treated with primary health care. Had at least one
visit to GP to obtain sick leave.. Duration One-off. Concurrent medication/care: Not stated

Academic or government funding (Norwegian Ministry of Health and Social Affairs)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: EDUCATION; SELF-MANAGEMENT; HOME EXERCISE

versus USUAL CARE (PRIMARY HEALTH CARE)

Protocol outcome 1: Return to work at Up to 4 months
- Actual outcome: Return to work at 3 months; Group 1: 123/237, Group 2: 79/220; Risk of bias: Low; Indirectness of outcome: No indirectness
- Actual outcome: Return to work at 12 months; Group 1: 164/237, Group 2: 124/220; Risk of bias: Low; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at Up to 4 months; Pain severity
(VAS/NRS) at >4 months; Function (disability scores) at Up to 4 months; Adverse events (morbidity) at Define;
Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing, investigations,
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Study

HS Exercise therapies

59

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Hagen 2000**°

hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months; Adverse event
(mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months; Return to work at >4
months

Albert 2012*

RCT (Patient randomised; Parallel)

1(n=181)

Conducted in Denmark

Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis: PAin intensity VAS, Roland Morris disability questionnaire
Overall (acute, chronic) with sciatica

Stratified then randomised

18-65 years with radicular pain of dermatomal distribution to the knee or below in 1 or both legs, leg pain of more
thsan 3 on the pain scale (0-10), had duration of sciatica between 2 weeks to 1 year

Cauda equina syndrome, pending workers litigation, previous back surgeryspinal tumours, pregnancy, Danish not
being 1st language, inability to follow rehabilitation protocol duen to concomitant diseasr i.e. depression or heart
failure

Age - Mean (range): 45 (37-52). Gender (M:F): 94/87. Ethnicity:
1. Chronicity of pain: Mixed (Ssciatica for up to 1 year).

Baseline scores (median, IQ range) - RMDQ: exercise 16 (11-18), sham 15 (12-18); leg pain intensity: exercise 4 (3-6),
sham 5 (3-7) - mean%SD: exercise 4.3+2.3, sham 4.5+2.5

No indirectness
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Study Albert 2012*

Interventions (n=86) Intervention 1: Individual Biomechanical exercise - Core stability. Symptom guided exercises-directional end-
range exercises and postural instructions following McKenzie method of assessing pain related physical impairment,
as well as stabilising exercises for the transverse abdominis and multifidus muscles and dynamic exercises of the other
layers of the abdominal wall and back extensors. Duration 8 weeks: 4-8 sessions of exercise. Concurrent
medication/care: Asked to not seek any other intervention for sciatica, information-home exercise programme
handed out to all patients and advice to stay active

(n=95) Intervention 2: Placebo/Sham. Sham-optional exercises that were not related to the back but were low dose
exercises to stimulate systemic blood circulation. Duration 8 weeks: 4-8 sessions. Concurrent medication/care:
Information for home exercises and advice to stay active

Funding Other (Federal, institutional and foundation funds were recieved)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain intensity VAS at 8 weeks; Group 1: mean 1.5 (SD 2.1); n=83, Group 2: mean 2.3 (SD 2.7); n=87; Pain
intensity visual analogue scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain intensity VAS at 1 year follow up; Group 1: mean 1.5 (SD 2.1); n=82, Group 2: mean 1.4 (SD 2.4); n=88;
pain intensity visual analogue scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris disability questionnaire at 8 weeks; Other: Median: Exercise group 6, sham group 6 (95%Cl 2
to 12) Roland Morris disability questionnaire 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris disability questionnaire at 1 year follow up ; Other: Median: 3.5 (95%Cl 1 to 10) Roland Morris
disability questionnaire 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Alp 2014°

RCT (Patient randomised; Parallel)

1 (n=48)

Conducted in Turkey; Setting: Uludag University Faculty of Medicine, Bursa, Turkey
Unclear

Intervention time: 6 weeks

Adequate method of assessment/diagnosis: Physical examination, laboratory analysis and imaging techniques such as
X-ray or MRI scans

Overall
Not applicable

Chronic low back pain lasting for a minimum of 6 months leading to disability (diagnosis by physical examination,
laboratory analysis, imaging techniques)

Have active peripheral arthritis, spinal surgery or failed back surgery, new motor or neurologic deficit, systemic
infection, cardiovascular/pulmonary disorder with contraindication to exercise, red flags suggesting spinal
stabilization, or therapeutic treatment in the last 6 weeks.

64 female patients were assessed for eligibility. Details of recruitment/selection not stated

Age - Median (range): SE group - 48(36 -63); HE group - 51(25 - 64).. Gender (M:F): All patients female. Ethnicity: Not
stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (Minimum of 6 months).

Baseline (median, range) - VAS: group exercise(GE) 6 (4-9), home exercise(HE) 6 (1-10); RMDQ: GE 15 (5-9), HE 13 (3-
20); SF36 physical: GE 45 (20-85), HE 65 (15-80); SF36 limitations physical: GE 5 (0-25), HE 5 (0-100); SF36 pain: GE 40
(20-60), HE 40 (20-80); SF36 social: GE 63 (13-100), HE 75 (25-100); SF36 mental health: GE 60 (16-80), HE 52 (8-100);
SF36 limitations emotional: GE 2 (0-100), HE 1 (0-100); SF36 vitality: GE 30 (0-80), HE 40 (10-80); SF36 gen health: GE
42 (29-79), HE 50 (8-83). At the end of the treatment sessions, hot-pack was applied to relieve discomfort in the lower
back. Postural education and low back care advice also given. Patients underwent rehabilitation program 3 days per a
week.

No indirectness

(n=24) Intervention 1: Self-management - Unsupervised exercise. Instructed to do lumbar isometric and lumbar
flexion-extension exercises, 1x20 repetitions a day (standardised home-based program for LBP patients given in the
outpatient unit). Duration 6 weeks. Concurrent medication/care: None reported.
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Funding

(n=24) Intervention 2: Group biomechanical exercise - Core stabilization. Patients joined a supervised
(physiotherapist) group exercise program 3 times a week. The lumbar stabilisation exercise program consisted of
warming (5 minutes), stretching (5 minutes), stabilisation exercises of the multifidus/tranversus abdominis muscles
(30 minutes) and cooling (5 minutes), for a total of 45-60 minutes a day.. Duration 6 weeks. Concurrent
medication/care: None reported.

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILIZATION - GROUP EXERCISE PROGRAM (SE GROUP) versus CORE STABILITY -
HOMEBASED (HE GROUP)

Protocol outcome 1: Quality of life at follow-up

- Actual outcome:
- Actual outcome:
- Actual outcome:
- Actual outcome:
- Actual outcome:
- Actual outcome:
- Actual outcome:
- Actual outcome:

SF-36-physical function at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness
SF-36-role limitations (physical) at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness
SF-36-pain at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

SF-36-social function at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness
SF-36-mental health at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

SF-36-role limitations (emotional) at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness
SF-36-Vitality at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

SF-36-general health at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome:

VAS at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome:
- Actual outcome:

Roland-Morris Score at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness
Timed sit to stand test (TSS) at 3 months; Risk of bias: Low; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events

(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Baena-beato 2014>*

RCT (Patient randomised; Parallel)

(n=49)

Conducted in Spain; Setting: Conducted at Massam Sport Centre (Granada, Spain)

Unclear

Intervention time: 2 months

Adequate method of assessment/diagnosis: Medical practitioner or physiotherapist referred participants
Overall

Not applicable

Age between 18-65 years, presence of self-reported low back pain for more than 12 weeks.

Medical illness, pregnancy or recent childbirth, major rhematologic, neurologic, neoplastic, previous spinal surgery,
inflammatory, infectious or malignant diseases of the vertebra, presence of severe cardiovascular disease, presence of
any psychiatric disorder and engagement in physical activity 260 minutes per week during the last 12 months

Participants who lived within 10-15 km radius from the sports center were recruited following their referral for
hydrotherapy by their medical practitioner or physiotherapist

Age - Mean (range): 46.2-50.9. Gender (M:F): 16/22 - for participants included in the analysis. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (LBP for more than 12 weeks).

Baseline characteristics (mean+SD): VAS at rest - 6.22+ 0.47 (active group) 6.14+0.52 (control group); VAS at flexion -
6.64+0.41 (active group) 6.45+0.45 (control group); VAS at extension - 5.53+0.64 (active group) 5.76+0.72 (control
group); ODI - 29.1+3.6 (active group) 29.6+4.0 (control group); Standardised physical component of SF-36 - 33.1+2.2
(active group) 41.2+2.4 (control group); Standardised mental component of SF-36 - 53.7+2.1 (active group) 52.2+2.3
(control group)

No indirectness

(n=24) Intervention 1: Mixed exercise - Biomechanical + aerobic. 40 sessions, five days per week. The intensive
aquatic therapy programme was carried out in an indoor pool sized 25 x 6 m, with 140 cm water depth, 29 + 1°C of
water temperature. Each aquatic therapy session was conducted in groups of 8 participants and lasted 55-60 minutes.
Participants were closely supervised by trained exercise specialists and a physiotherapist. Each sessions included 10
minutes of warm-up, 15-20 minutes of resistance exercise, 20-25 minutes of aerobic exercise, and 10 minutes of cool-
down (stretching exercises). Resistance exercises - progressed by changing the number of repetitions per set, specific
resistance material was included to increase the resistance offered by the water and by increasing velocity of the
movements, upper-body and lower-body exercises with noodles and cuff devices. Aerobic exercises planned
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considering the intensity (Borg Scale 6-20) and the volume (minutes). Static stretching techniques were performed for
gluteus, lumbar back and hamstrings as part of cool down . Duration 2 months. Concurrent medication/care:
Encouraged to maintain their normal dietary habits and physical activity level. Asked not to change their medication
during the two-month intervention period.

(n=25) Intervention 2: Usual care - Waiting-list. Received different recommendations about adequate posture, healthy
lifestyle and information about exercises contraindicated for chronic low back pain patients. . Duration 2 months.
Concurrent medication/care: Encouraged to maintain their normal dietary habits and physical activity level.

Funding Academic or government funding (Postdoctoral fellowship from the Spanish Ministry of Education )

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus WAITING-LIST

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: Standardised physical component of SF-36 at 2 months; Group 1: mean 43.7 (SD 2.4); n=21, Group 2: mean 39.2 (SD 2.6); n=17; SF-36 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Standardised mental component of SF-36 at 2 months; Group 1: mean 51.9 (SD 1.6); n=21, Group 2: mean 52.9 (SD 1.8); n=17; SF-36 0-100
Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: VAS at rest at 2 months; Group 1: mean 2.37 cm (SD 0.38); n=21, Group 2: mean 6.42 cm (SD 0.43); n=17; VAS 0-10 Top=High is poor outcome; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: VAS at flexion at 2 months; Group 1: mean 1.62 cm (SD 0.4); n=21, Group 2: mean 6.83 cm (SD 0.45); n=17; VAS 0-10 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: VAS at extension at 2 months; Group 1: mean 1.28 cm (SD 0.51); n=21, Group 2: mean 6 cm (SD 0.57); n=17; VAS 0-10 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Index (ODI) at 2 months; Group 1: mean 16.4 (SD 3.3); n=21, Group 2: mean 31.7 (SD 3.6); n=17; ODI 0-100 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Bentsen 1997°

RCT (Patient randomised; Parallel)

1 (n=74)

Conducted in Sweden; Setting: Community

Unclear

Intervention time: 3 months

Adequate method of assessment/diagnosis: Self-report and physical examination

Overall (acute, chronic) without sciatica

Not applicable

Women born in 1933 with chronic low back pain (>30 days duration, or daily within previous 12 months)
Presence of herniated disc, fracture of spine, somatic disease or mental illness that might interfere with training
Selected from health survey as having chronic low back pain

Age - Range: All 57 years old. Gender (M:F): 100% female. Ethnicity: Not stated

1. Chronicity of pain: Mixed (> 30 days).

Baseline data only reported as graph

No indirectness

(n=41) Intervention 1: Individual Biomechanical exercise - Core stability. Dynamic strength back exercises. Duration 3
months. Concurrent medication/care: Not stated
Comments: 3-month randomised intervention followed by 9 months of home exercises in both groups

(n=33) Intervention 2: Placebo/Sham. Home training programme. Duration 3 months. Concurrent medication/care:

Not stated
Comments: 3-month randomised intervention followed by 9 months of home exercises in both groups

Other (AMF-trygghetsforsakring, Stockholm, Sweden)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus PLACEBO/SHAM

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome: Subjective disability index from VAS scores at 3 months (end of randomised period); Group 1: mean -6.75 mm (VAS score) (SD 0); n=40, Group 2:

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



€at

9T0Z ‘243Ua) BUI|PIND D11 [eUOIeN

mean -5.15 mm (VAS score) (SD 0); n=28; Subjective Index 0 to 100mm Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

$3|(|B1 92UBPIAS |BIIUID
B213E10S pue uled yoeq Mo



1)

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Bronfort 2011

RCT (Patient randomised; Parallel)

1 (n=200)

Conducted in USA

Unclear

Intervention + follow up: 12 weeks intervention, follow up till week 52

Adequate method of assessment/diagnosis: Modified Roland Questionnaire, SF-36 mental and physical, patient-
related pain scale

Overall (acute, chronic) without sciatica
Stratified then randomised
Age 18 to 65 years, primary complain of mechanical lower back pain (pain that had no specific etiology but could be

reproduced by back movements or provocation tests) of at least 6 weeks duration with or without radiating pain to
lower extremity.

Previous lumbar spine fusion surgery, progressive neurological deficits, aortic or peripheral vascular disease, pain
scores of less than 3 (0-10 scale), pending or current ligitation, or ongoing treatment for back pain by other health
care providers.

Recruitment through local newspaper advertisements, community posters, and postcard mailings. Initial screening
conducted by telephone.

Age - Mean (SD): SET 44.5 (11.8), SMT 45.2 (10.8). Gender (M:F): 77/123. Ethnicity:

1. Chronicity of pain: Mixed (at least 6 weeks).

Baseline scores (mean SD) - pain severity: stability 5.1+1.3, manual 5.4+1.5; RMDQ: stability 8.4+4.5, manual 8.7+4.3;
SF36 physical: stability 43.7+7.4, manual 42.8+7.4; SF36 mental: stability 53.7+8.4, manual 55.1+7.8.

No indirectness

(n=100) Intervention 1: Individual Biomechanical exercise - Core stability. 1 hour session of strengthening exercises
(including 5 minutes of aerobic warm up) including trunk and leg extensions and abdominal exercises. patients
attended these sessions twice a week, with 20 sessions attended altogether. . Duration 12 weeks. Concurrent
medication/care: Not stated

(n=100) Intervention 2: Manual therapy - High grade impulse. Short-lever, low-amplitude, high velocity. 1 to 2
sessions per week for 15 to 30 minutes per session of SMT. . Duration 12 weeks. Concurrent medication/care: Not
stated
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus HIGH GRADE IMPULSE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 physical at 12 weeks; Group 1: mean 49.7 (SD 7.8); n=92, Group 2: mean 48 (SD 7.7); n=99; SF-36
physical 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 physical at 52 weeks; Group 1: mean 50.4 (SD 7.2); n=82, Group 2: mean 48.4 (SD 8); n=82; SF-36
physical 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 mental at 12 weeks; Group 1: mean 55.2 (SD 7.8); n=92, Group 2: mean 57.2 (SD 5.3); n=99; SF-36
mental 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 mental at 52 weeks; Group 1: mean 53.9 (SD 8.6); n=82, Group 2: mean 55.2 (SD 7.5); n=82; SF-36
mental 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Back pain severity score at 12 weeks; Group 1: mean 2.6 (SD 2.1); n=92, Group 2: mean 2.9 (SD 1.9); n=99;
Back pain severity score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Back pain severity score at 52 weeks; Group 1: mean 2.8 (SD 2.3); n=82, Risk of bias: High; Indirectness of
outcome: No indirectness

Protocol outcome 4: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Modified Roland Questionnaire (0-23) at 12 weeks; Group 1: mean 3.9 (SD 4.6); n=92, Group 2: mean 3.8
(SD 4.7); n=99; Roland Morris disability score 0-23 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Modified Roland Questionnaire (0-23) at 52 weeks; Group 1: mean 4.9 (SD 5); n=82, Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Celestini 2005”

RCT (Patient randomised; Parallel)

1 (n=48)

Conducted in Italy; Setting: Rehabilitation department, secondary care
Unclear

Intervention + follow up: Intervention 90 days + follow up to 12 months
Adequate method of assessment/diagnosis: History, examination, x-ray
Overall

Not applicable

Female; Relapse of chronic LBP; age 30-50 years; positive to systemic laxity test; at least one positive x-ray; at least 5
positive signs of instability in history; positive examination showing at least 1 sign of instability

Practice of high impact sports; menopause; endocrine metabolic disturbances; osteoporosis and/or vertebral
collapse; prior emilaminectomy; specific or unspecific inflammations of the lumbar spine

Not stated

Age - Range: 30-50 years. Gender (M:F): All female. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (No further details given).
Baseline remission details: both groups 0%

No indirectness

(n=24) Intervention 1: Orthotics and appliance - Belt/corsets. Cloth band with splints of the CAMP brand. Duration 90
days. Concurrent medication/care: Not stated

(n=24) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Orthoses as
for orthoses group plus stabilising kinesitherapy; 12 applications, 3 times weekly for 4 weeks consisting of
diaphragmatic breathing exercises, proprioceptive trunk exercises, with particular attention given to the achievement
and maintenance of the neutral zone at the level of lumbar lordosis, gluteal and ischiocrural stretching exercises of
the lumbar stabilising muscles (in particular of the transverse abdominis) both singly and in association with the other
trunk muscles, gradually adding control during the motion of the limbs and reconditioning of endurance, exercises for
trunk stabilising on ever more reduced supporting surfaces and finally on unstable surfaces, selective strengthening
exercises of the lower limbs and postural and occupational counselling/guidance. Duration 90 days. Concurrent
medication/care: Not stated

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: CORSET + CORE STABILITY EXERCISE versus
BELT/CORSETS

Protocol outcome 1: Responder criteria at >4 months
- Actual outcome: Remission of pain at 12 months; Group 1: 6/24, Group 2: 6/24; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at Up to 4 months; Pain severity
(VAS/NRS) at >4 months; Function (disability scores) at Up to 4 months; Adverse events (morbidity) at Define;
Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months; Adverse event
(mortality) at >4 months; Responder criteria at Up to 4 months; Return to work at Up to 4 months; Return to work at
>4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Chan 2011™

RCT (Patient randomised; Parallel)

N/A (n=46)

Conducted in Hong Kong (China); Setting: Physiotherapy outpatient
Not applicable

Intervention + follow up: 8 weeks + 12 months

Adequate method of assessment/diagnosis: [1] Pain measured with a 100-mm visual analogue scale. [2] Functional
disability measured with a validated Chinese version of the Aberdeen Low Back Pain Disability Scale (ALBPS).

Overall
Not applicable

Both: [1] LBP symptoms for at least 12 weeks; [2] declared medically fit to undertake physical fitness testing and
exercise.

Either: [1] cardiac, systemic or inflammatory disease; [2] workers' compensation client.

Participants were recruited from the Department of Physiotherapy at the David Trench Rehabilitation Centre, Hong
Kong.

Age - Mean (SD): Intervention 47.1 (8.3); Control 46.0 (11.5). Gender (M:F): M:F = 10:36. Ethnicity: Not reported
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 12 weeks).

Baseline scores (mean SD) - VAS: exercise 59.5+13.9, UC 59.5+21.5; function: exercise 28.8+11, UC 30.8+13.9
No indirectness

(n=24) Intervention 1: Individual Aerobic exercises - Aerobics exercise. [1] Individually prescribed and supervised by a
physiotherapist. [2] The mode of exercise included treadmill walking/running, stepping or cycling exercises, as
preferred by the participant. [3] The exercise intensity was set at 40 to 60% of heart rate reserve and gradually
progressed up to 85%, at a 5% increment each week. [4] Two training sessions were given and supervised by the
physiotherapist. [5] Participants performed 20 minutes of exercise per session, 3 times a week, for 8 weeks. [6]
Participants were also instructed to perform at least one additional training at home each week. . Duration 8 weeks.
Concurrent medication/care: Conventional physiotherapy treatments that are commonly used clinically for chronic
LBP (control)

(n=22) Intervention 2: Usual care. Conventional physiotherapy treatments that are commonly used clinically for
chronic LBP, including electrical modalities (interferential therapy, ultrasound or heat pack), passive segmental
mobilisation to the lumbar spine into end range, back mobilisation exercise, abdominal stabilisation exercise and back
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care advice (ergonomic principles, proper posture and lifting techniques). The choice of treatment was made by the
physiotherapist based on the assessment findings. . Duration 8 weeks. Concurrent medication/care: N/A

Funding Academic or government funding (The Department of Rehabilitation Sciences, Hong Kong Polytechnic University and
Department of Physiotherapy, David Trench Rehabilitation Centre)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: AEROBIC TRAINING versus CONVENTIONAL PHYSIOTHERAPY TREATMENT

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain at 8 weeks; Group 1: mean 31.5 (SD 20.9); n=24, Group 2: mean 34.5 (SD 21.1); n=22; 100 mm visual analogue scale 0 - 100 mm Top=High is
poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome: Functional disability (ALBPS) at 8 weeks; Group 1: mean 19 (SD 12.7); n=24, Group 2: mean 20.8 (SD 13); n=22; Aberdeen Low Back Pain Disability
Scale 0 - 100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Functional disability (ALBPS) at 12 months; Group 1: mean 18.4 (SD 15.2); n=24, Group 2: mean 24 (SD 15.1); n=22; Aberdeen Low Back Pain
Disability Scale 0 - 100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Chen 20147
RCT (Patient randomised; Parallel)
1 (n=127)

Conducted in Taiwan; Setting: Two regional hospitals in Southern Taiwan between September 2008 and December
2010

Unclear

Intervention time: 6 months

Adequate method of assessment/diagnosis: Use of the Visual Analog Scale for Pain (VASP)
Overall

Not applicable

(1) Had been experiencing LBP for longer than 6 months (2) Had LBP with pain scores greater than 4 on the Visual
Analogue Scale for Pain (VASP) and (3) Had agreed to participate in this study.

(1) Taking pain-relief medication persistently (2) Having received surgery for back pain
Nurses with self-reported LBP volunteered to participate

Age - Range of means: 30.67-37.70. Gender (M:F): 100% female. Ethnicity: Taiwanese
1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 6 months ).
Baseline: VASP (meanzSD) - Experimental group - 4.12+1.81, Control group - 4.06+2.07
No indirectness

(n=64) Intervention 1: Individual Biomechanical exercise - Stretching. Stretching exercise program (SEP) for 50
minutes per time, three times a week after work for a total of 6 months. Two research assistants implemented the
SEP every day in a community health centre, participants attended depending on availability. Included a warm-up
exercise (10 minutes), back pain exercises and core muscle training (30 minutes) and relaxation exercises (10
minutes).. Duration 6 months. Concurrent medication/care: Not reported.

(n=63) Intervention 2: Usual care. Instructed to perform usual activities. Duration 6 months. Concurrent
medication/care: None reported.

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING versus USUAL CARE
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Visual Analog Scale for Pain (VASP) at 4 months; Group 1: mean 2.94 cm (SD 1.56); n=64, Group 2: mean 3.46 cm (SD 1.87); n=63; VASP 0-10
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Visual Analog Scale for Pain (VASP) at 6 months; Group 1: mean 2.17 cm (SD 1.42); n=64, Group 2: mean 3.48 cm (SD 1.77); n=63; VASP 0-10
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cherkin 1998

RCT (Patient randomised; Parallel)

1(n=321)

Conducted in USA; Setting: Primary care clinic

Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Aged 20 to 64 years of age presenting with low back pain that had persisted for 7 days post-presentation

Mild or no pain 7 days post-presentation, history of back surgery, sciatica, systemic or visceral causes of pain,
osteoporosis, vertebral fracture or dislocation, severe neurological signs, spondylolisthesis, coagulation disorder,
severe concurrent illness

Patients recruited between November 1993 and September 1995
Age - Mean (SD): 40.7 (10.7). Gender (M:F): 166/155. Ethnicity: not reported
1. Chronicity of pain: Mixed (78% were < 6 weeks).

Baseline scores (mean SD) - RMDQ;: UC 11.7+5.4, McKenzie 12.2+5.6. Duration of pain <6 weeks - 78%, prior
physiotherapy for LBP - 33%, prior chiropractic for LBP - 32%

No indirectness

(n=133) Intervention 1: Individual Biomechanical exercise - McKenzie. Patients classified according to McKenzie
approach and therapy designed accordingly with nine sessions delivered over one month. All therapists trained by
McKenzie Institute faculty. Patients also received a McKenzie "treat your own back book" and lumbar support..
Duration 1 month. Concurrent medication/care: Taking medication for LBP - 84%, taking narcotic analgesics for LBP -
15%

(n=66) Intervention 2: Usual care. Educational booklet discussing causes of back pain, prognosis, appropriate use of

imaging studies and activities for promoting recovery and preventing recurrences. Duration unclear. Concurrent
medication/care: Taking medication for LBP - 77%, taking narcotic analgesics for LBP - 8%

Academic or government funding (Grant from Agency for Health Care Research and Policy)
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MCKENZIE versus USUAL CARE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 12 weeks; Group 1: mean 4.1 (SD 4.97); n=117, Group 2: mean 4.3 (SD 4.86);
n=63; Roland Disability Score 0-23 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cho 2014*

RCT (Patient randomised; Parallel)

(n=30)

Conducted in South Korea; Setting: Seoul, South Korea
Unclear

Intervention time: 4 weeks

Method of assessment /diagnosis not stated: Details not given
Overall

Not applicable

Patients with chronic low back pain

History of spinal or lower limb operation, signs of nerve compression, inflammatory disorders or signs of aggravated
acute pain or had performed stabilisation exercises within 6 months were excluded

From local clinics in Seoul
Age - Mean (range): 38.1-36.5. Gender (M:F): 11/19. Ethnicity: Not stated

1. Chronicity of pain: Not stated / Unclear (Not enough details in inclusion criteria).

Baseline:VAS at rest (mean+SD): CORE group -41.6 +7.4 ,Control group - 38.5%8.5 ; VAS during movement (mean*SD):

CORE group - 60.8+7.3, Control group - 58.6+8.0 ; PPT (Quadratus lumborum) - CORE group - 4.7+0.6, Control group -
4.5+1.0

No indirectness

(n=15) Intervention 1: Individual Biomechanical exercise - Core stability. 30 minutes, 3 times a week, for 4 weeks.
Divided into 3 categories: warm up, conditioning and cool down (described in Brill's book). Duration 4 weeks .
Concurrent medication/care: Not stated

(n=15) Intervention 2: Usual care. Received routine care but did not perform CORE exercises. Duration 4 weeks .
Concurrent medication/care: Not stated

Academic or government funding (Ministry of Education, Science and Technology)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY - CORE EXERCISE PROGRAM versus USUAL CARE - ROUTINE
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: VAS (at rest) at 4 weeks ; Group 1: mean 21.5 mm (SD 5.7); n=15, Group 2: mean 37.6 mm (SD 10.5); n=15; VAS 0-100 Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: VAS (during movement) at 4 weeks ; Group 1: mean 36.4 mm (SD 5.1); n=15, Group 2: mean 57.1 mm (SD 7.9); n=15; VAS 0-100 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cho 2014%

RCT (Patient randomised; Parallel)

(n=40)

Conducted in South Korea; Setting: Kyungbuk University, South Korea

Unclear

Intervention time: 4 weeks

Method of assessment /diagnosis not stated: Details not given, diagnosis by specialists stated
Overall

Not applicable

Diagnosis of acute low back pain by specialists

Subjects with problems other than low back pain were excluded

Not stated

Age - Other: States that the subjects were in their 20s. Gender (M:F): 100% male. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear (Not enough details in inclusion criteria).

VAS (mean+SD) - Tai chi - 3.1+0.6, Stretching - 3.4+0.6

No indirectness

(n=20) Intervention 1: Individual Mind-body exercise - Tai-chi. Three times per week, for one hour each time (40
minutes of exercise), for a total of 4 weeks. Performed warm-up exercises for the first 10 min and cool-down exercises
for the last 10 min. The tai-chi group performed all motions which took 20 minutes, this was performed twice.
Motions: ya ma boon jong, boong ri je an, baek hak yang si, su whi bi pa, nu seul y obo, je su sang se and yeo bong sap
ye.. Duration 4 weeks. Concurrent medication/care: None stated

(n=20) Intervention 2: Individual Biomechanical exercise - Stretching. Three times per week, for one hour each time
(40 minutes of exercise), for a total of 4 weeks. Performed warm-up exercises for the first 10 min and cool-down
exercises for the last 10 min. The stretching group repetitively stretched their lower extremity joints, trunk joints and
upper extremity joints.. Duration 4 weeks . Concurrent medication/care: None stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: TAI-CHI versus STRETCHING
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 4 weeks ; Group 1: mean 2.1 (SD 0.5); n=20, Group 2: mean 2.8 (SD 0.5); n=20; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cho 2015%°

RCT (Patient randomised; Parallel)

1 (n=20)

Conducted in South Korea; Setting: Not clear

Unclear

Intervention time: 8 weeks

Method of assessment /diagnosis not stated: Detail for diagnosis not given

Overall

Not applicable

Patients who complained of low back pain lasting for over 3 months were selected as subjects

Patients with musculoskeletal diseases that impaired gait, heart diseases, neurological disorders, or structural spine
deformit were excluded

Based on inclusion criteria
Age - Mean (SD): Control - 27.7(4.2); exercise - 29.1(4.8). Gender (M:F): 100% male. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Over 3 months).

VAS (meanxSD) - control group - 36.3+17.4, exercise group - 31.3+17.9. Oswestry questionnaire (meanSD) - control
group - 16.5 +3.5, exercise group - 14.91£3.0

No indirectness

(n=10) Intervention 1: Individual Biomechanical exercise - Stretching. 30 min of treadmill exercise. Treadmill exercise
conducted without a slope at a speed of 3.0-3.5 km/h, instructed to straighten their back and make initial contact

with their heel. Participants were also given usual care.. Duration 8 weeks. Concurrent medication/care: Not reported.

(n=10) Intervention 2: Usual care. The low back pain rehabilitation program was conducted for 30 minutes, thrice a
week for 8 weeks. Consisted of 14 exercises including flexion and extension, under the supervision of an expert in a
low back pain treatment room.. Duration 8 weeks. Concurrent medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING- TREADMILL EXERCISE versus USUAL CARE - LOW BACK PAIN REHABILITION

PROGRAM ONLY
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 8 weeks; Group 1: mean 16.9 cm (SD 9.3); n=10, Group 2: mean 20.5 cm (SD 13.1); n=10; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry Low Back Pain Disability Questionnaire at 8 weeks; Group 1: mean 11.7 (SD 1.7); n=10, Group 2: mean 14.4 (SD 5); n=10; ODI (modified)
10-60 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Chok 1999”

RCT (Patient randomised; Parallel)

1 (n=66)

Conducted in Singapore

Unclear

Intervention time: 6 weeks

Adequate method of assessment/diagnosis: Roland Morris disability questionnaire, VAS pain
Overall

Not applicable

Aged 20-55 years, low back pain was the primary complain with or without leg pain, onset of pain 7 days to 7 weeks
prior to study, no history of back pain 6 months before this episode, ability to understand English.

Receiving concurrent treatment for low back pain from another practitioner, had been diagnosed with tumour,
infection or inflammatory disease affecting the spine, had spine or lower-limb surgery, had spinal fractures or
structural deformities i.e. spondyolisthesis and spondylolysis, has any contraindications to exercise therapy (e.g.
uncontrolled hypertension, previous myocardial infarction, cerebrovascular disease, peripheral vascular disease,
respiratory disorders), involved in workers compensation claims, signs of nerve root compromise-defined as tendon
reflexes, sensory loss and motor deficits, were receiving medication other than analgesics and anti-inflammatory
drugs.

Age - Mean (SD): exercise group 37.5 (9.7), control group 34.2 (8.1). Gender (M:F): 41/13. Ethnicity:

1. Chronicity of pain: Acute pain (<3 months duration) (Onset 7 days - 7 weeks prior to study ).

Baseline scores (mean, median, range) - VAS: exercise 23, 16 (0-83), control 26.7, 19.5 (0-76); RMDQ: exercise 11, 11.5
(0-21), control 11.2, 11, (2-23).

No indirectness

(n=38) Intervention 1: Individual Biomechanical exercise - Core stability. 30-45 minutes, 3 times a week for 6 weeks of
endurance exercise-bilateral shoulder lifts, contralateral arm and leg lifts in a prone position, bilateral shoulder lifts
with hands behind head, bilateral shoulder lifts with arms elevated. Warm up included cycling. Back extensor
stretching was performed before and after endurance session. At the end of the exercise a hot pack was applied to

relieve soreness. . Duration 6 weeks. Concurrent medication/care: Were told to not seek treatment from any other
practitioner.

(n=28) Intervention 2: Placebo/Sham. Given hot packs to use at home, also given booklets on posture and back care,
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as described for the experiment group. . Duration 6 weeks. Concurrent medication/care: Were told to not seek
treatment from any other practitioner.

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS at 6 weeks; Mean EG 8.1, CG: 20.1 (Range EG-max: 95, min: 0; CG-max: 81, min: 0); Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 6 weeks; Mean EG 4.5, CG 7.4 (Range EG-max: 19, min: 0; CG-
max: 21, min: 0); Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Cox 2010

RCT (Patient randomised; Parallel)

20 (n=20)

Conducted in United Kingdom; Setting: Patients attending general practitioner
Unclear

Intervention + follow up: 3 months

Adequate method of assessment/diagnosis

Overall

Not applicable

Aged 18 to 65 years currently suffering an episode of low back pain who had presented to their GP in the previous 18
months due to low back pain, scoring 4 or more on the Roland Morris Disability Scale, sufficiently physically mobile,
and available to attend all classes

Pregnancy, psychosis or substance abuse, already participating in yoga, already in a trial for low back pain, previous
spinal surgery, clinical indications of serious spinal or neurological pathology (indicated by the red flags: difficulty
passing or controlling urine, numbness/ pins and needles or weakness in legs, unsteadiness on feet)

Patients recruited between June and September 2007
Age - Mean (SD): Exercise 39 Control 51. Gender (M:F): 7/13. Ethnicity:
1. Chronicity of pain: Not stated / Unclear (Not enough detail in inclusion criteria).

Baseline scores (mean SD) - RMDQ: yoga 9.9+4.5, UC 8.7+4; pain (ABPS): yoga 33.5£9.7, UC 29.6£12.8; SF12 physical:
yoga 42.614.2, UC 38.5+9.95; SF12 mental: yoga 41.8+13, UC 48.5+9.1; EQ5D: yoga 0.71+0.06, UC 0.59+0.26

No indirectness

(n=10) Intervention 1: Group mind-body exercise - Group Yoga. Yoga classes for 75 minutes weekly for 12 weeks,
devised by an lyengar Yoga teacher (IYAUK) and a LBP yoga specialist in collaboration with a British Wheel of Yoga
(BWY) teacher who delivered the intervention. The structure was based on that previously used in Sherman et al
2005. Additional written advice on management provided.. Duration 12 weeks. Concurrent medication/care: patients
continued with their usual care - unspecified.

(n=10) Intervention 2: Usual care. Written advice on management provided. Duration 12 weeks. Concurrent
medication/care: patients continued with their usual care - unspecified

Academic or government funding (York Trials Unit)
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up
- Actual outcome: SF-12 Physical component at 12 weeks; Group 1: mean 1.2 (SD 10.2904); n=4, Group 2: mean 6.88 (SD 10.2904); n=9; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: EQ-5D at 12 weeks; Group 1: mean 0.06 (SD 0.3083); n=4, Group 2: mean 0.04 (SD 0.3083); n=8; EQ-5D 0-1 Top=High is good outcome; Risk of bias:

Very high; Indirectness of outcome: No indirectness
- Actual outcome: SF-12 Mental component at 12 weeks; Group 1: mean 3.4 (SD 11.4706); n=4, Group 2: mean 0.59 (SD 11.4706); n=9; SF-12 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland Morris disability questionnaire at 12 weeks; Group 1: mean -1.76 (SD 6.699); n=9, Group 2: mean -2.94 (SD 6.699); n=6; Roland Morris
Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome: medication use at 4 weeks; Group 1: 4/5, Group 2: 6/9; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: GP visits at 12 weeks; Group 1: mean 0.6 (SD 1.6099); n=4, Group 2: mean 1.335 (SD 1.6099); n=9; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome: practice nurse visits at 12 weeks; Group 1: mean 0 (SD 0.3019); n=5, Group 2: mean 0.11 (SD 0.3019); n=9; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: physiotherapist visits at 12 weeks; Group 1: mean 0 (SD 0.9147); n=5, Group 2: mean 0.33 (SD 0.9147); n=9; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse
events (morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study
Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Cuesta-vargas 2012

RCT (Patient randomised; Parallel)

N/A (n=58)

Conducted in Spain; Setting: Primary health centre in Malaga, Spain
Not applicable

Intervention + follow up: 4 months + up to 12 months

Adequate method of assessment/diagnosis: Participants were required to have a minimum 3 months diagnosis of
non-specific (NS) LBP without radiation to the lower limbs and have been referred by their general practitioner.
Overall (acute, chronic) without sciatica: N/A

Not applicable: N/A

Minimum 3 months diagnosis of NSLBP without radiation to the lower limbs

[1] Refusal to participate in the study. [2] NSLBP as a result of specific spinal disease, infection, tumour, osteoporosis,
fracture, structural deformity, inflammatory disorder, radicular syndrome or cauda equina syndrome. [3] Patients
with cognitive degeneration or other problems associated with exercise intolerance.

Prospective participants were referred to the study centre by their general practitioner.

Age - Mean (SD): Intervention 38.6 (12.2); Control 37.8 (13.2). Gender (M:F): M:F = 25:33. Ethnicity: Not reported

1. Chronicity of pain: Chronic pain (at least 3 months duration) (Minimun 3 months).

Baseline scores (mean, SD) - Pain VAS: exercise 67.9+17.1, UC 62.7+17.1; RMDQ_: exercise 7.1+2.2, UC 8.2+2.2.

No indirectness

(n=29) Intervention 1: Individual Aerobic exercises - Aerobics exercise. Deep water running (DWR): participants were
provided with flotation belts and ran in water at depth of 2.15m. A physiotherapist supervised both the technique and
the intensity of exercise, and controlled and supervised the sessions. Participants undertook DWR 3 times a week for
4 months at individual aerobic threshold. The progression workload of DWR during weeks 1 to 5 corresponded to the

heart rate at 2 mmol of lactate in blood, for weeks 6 to 10 at 3 mmol of lactate in blood, and for weeks 10 to 15 at 4
mmol of lactate in blood. . Duration 15 weeks. Concurrent medication/care: GP intervention (control)

(n=29) Intervention 2: Usual care. Participants received a 25-page educational booklet and verbal presentation on
basic anatomy and physiology of the spine, principles of ergonomics for low back pain patients, and instructions on
how to exercise and to cope with the chronic phase of NSLBP. At 4 months, the information was reinforced. Both
appointments lasted an average of 1 hour.. Duration 15 weeks. Concurrent medication/care: N/A
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Funding Academic or government funding (The National Health Service of Andalusia, Spain)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: DEEP WATER RUNNING versus GP INTERVENTION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain at 4 months; Group 1: mean 18 (SD 10.3); n=25, Group 2: mean 32.9 (SD 18.9); n=24; 100 mm visual analogue scale 0 - 100 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months

- Actual outcome: Pain at 6 months; Group 1: mean 20 (SD 8.9); n=25, Group 2: mean 34.3 (SD 7.8); n=24; 100 mm visual analogue scale 0 - 100 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Pain at 12 months; Group 1: mean 10 (SD 8.1); n=25, Group 2: mean 36 (SD 15.1); n=24; 100 mm visual analogue scale 0 - 100 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: Disability at 4 months; Group 1: mean 2.7 (SD 1.8); n=25, Group 2: mean 5.1 (SD 3.9); n=24; Spanish version of Roland Morris Disability
Questionnaire (24-RMDQ) 0 - 24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Disability at 6 months; Group 1: mean 2.1 (SD 1.3); n=25, Group 2: mean 5 (SD 3.2); n=24; Spanish version of the Roland Morris Disability
Questionnaire (24-RMDQ) 0 - 24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Disability at 12 months; Group 1: mean 1.3 (SD 1.2); n=25, Group 2: mean 3.8 (SD 3.6); n=24; Spanish version of the Roland Morris Disability
Questionnaire (24-RMDQ) 0 - 24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Davies 1979'%

RCT (Patient randomised; Parallel)

1 (n=43)

Conducted in United Kingdom; Setting: Secondary care

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: Self-report, physical examination, x-ray
Overall (acute, chronic) without sciatica

Not applicable

Any age; low back pain interfering with performance of usual sporting activities; >3 weeks' but <6 months' duration;
no previous physical treatment; symptoms not obviously improving at presentation

Signs suggesting nerve root compression; radiological evidence of lumbar disc degeneration; spondylolysis on oblique
spinal radiographs

Not stated

Age - Range: 15 to 45 years. Gender (M:F): 32:11. Ethnicity: Not stated

1. Chronicity of pain: Mixed (>3 weeks but <6 months).

Baseline scores (mean SD) - pain: UC 8.7+3.3, extension 11.2+4.4, flexion 7.313.2
No indirectness

(n=14) Intervention 1: Individual Biomechanical exercise - Stretching. Flexion exercises. Duration 4 weeks. Concurrent
medication/care: Short-wave diathermy to lumbosacral spine

(n=14) Intervention 2: Individual Biomechanical exercise - Stretching. Extension exercises. Duration 4 weeks.
Concurrent medication/care: Short-wave diathermy to lumbosacral spine

(n=15) Intervention 3: Usual care. Short-wave diathermy to lumbosacral spine. Duration 4 weeks. Concurrent
medication/care: Not stated

Academic or government funding (Sports Council)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING versus USUAL CARE
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: Visual analogue pain score (Flexion exercise vs. usual care) at 4 weeks; Group 1: mean 1.3 mm (SD 2.2); n=14, Group 2: mean 3.7 mm (SD 5.4); n=15;
VAS Not stated but probably 0-100mm Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Visual analogue pain score (Extension exercise vs. usual care) at 4 weeks; Group 1: mean 1.8 mm (SD 3.6); n=14, Group 2: mean 3.7 mm (SD 5.4);
n=15; VAS Not stated but probably 0-100mm Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study
Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Deyo 1990

RCT (Patient randomised; Parallel)
(n=)

Conducted in USA

Unclear

Intervention + follow up: 3 months

Adequate method of assessment/diagnosis: Function using the sickness impact profile score, Pain using a visual
analogue pain scale

Overall
Stratified then randomised
18 to 70 years, patients with chronic low back pain

History of cancer, use of corticosteroids or anticoagulant agents, use of a cardiac pacemaker, maximal pain above T-
12, known heart disease, severe coexisting disease, previously unevaluated neurological deficit, factors that would
impair follow-up including inability to keep twice weekly appointments, inaccessibility to a phone, moving in next 3
months, inability to speak English, people having previously used TENS and those seeking or receiving disability
compensation

Age - Other: Mean: |G 50.6 years, CG 48.1 years. Gender (M:F): 25/35. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (No further details provided).

Baseline scores (mean) - pain VAS: exercise 44.2, sham 37.9; sickness impact profile: exercise 11.3, sham 10.3
No indirectness

(n=73) Intervention 1: Group biomechanical exercise - Stretching. 3 relaxation exercises followed by stretching
exercises involving the legs and bend-sitting exercises. Duration 4 weeks. Concurrent medication/care: Sham-TENS

(n=72) Intervention 2: Placebo/Sham. No treatment. Duration 4 weeks. Concurrent medication/care: Sham-TENS

Academic or government funding (Grant from the Robert Wood Jonson foundation, Multipurpose arthritis centre,
National institute of health, Northwest health services research and development)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
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- Actual outcome for Overall (acute, chronic) without sciatica: Visual-analogue pain scale at 3 months; Mean Adjusted mean-intervention group: 25.6, control
group:26.5 (Mean difference (exercise minus control) confidence intervals lower confidence limit 95%: -8.0, Upper confidence limit 95%: 9.7) Visual-analogue pain scale
0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Sickness impact profile at 3 months; Mean Intervention group adjusted mean: 5.2, Control group adjusted
mean; 5.2 (Mean difference (exercise minus control) confidence intervals Lower confidence limit 95%: -1.9, upper confidence limit 95%: 1.7) Sickness impact profile 0-
100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Evans 1987'%

RCT (Patient randomised; Parallel)

1 (n=127)

Conducted in Canada; Setting: Referral from family physician
Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall: included pain radiating to legs but excluded

Not applicable

Age >16, lumbosacral pain (with or without pain radiation to the lower extremity) and had been pain free for >30 days
prior to the current episode of pain

fractures, pregnancy, spondylolisthesis, spinal infection, disease of the hip or pelvic, gastrointestinal disease, tumour,
Paget's disease, rheumatic disease, any abnormality of sensation, motor strength or tendon reflexes

Age - Mean (SD): 40.6 (14.7). Gender (M:F): 66/61. Ethnicity:

1. Chronicity of pain: Not stated / Unclear (Not enough detail in inclusion criteria).
Baseline scores (mean SD) - McGill pain: exercise 22.7+6.7, control 25.1+6.9.

No indirectness

(n=62) Intervention 1: Individual Biomechanical exercise - Core stability. Adapted form of Kendall's Flexion Routine
consisting of repetitions of pelvic tilts and partial sit-ups in different positions. Patients seen and supervised in follow-
up clinics until they had mastered the programme and were then encouraged to continue at home. Duration unclear.
Concurrent medication/care: 'major medication' (any anti-inflammatory/analgesic equivalent to >8 aspirin per day)
29% 'minor medication' (analgesics containing <8 aspirin per day or muscle relaxant) 71%

(n=65) Intervention 2: Usual care. No exercise . Duration 6 months. Concurrent medication/care: 'major medication’

(any anti-inflammatory/analgesic equivalent to >8 aspirin per day) 29% 'minor medication' (analgesics containing <8
aspirin per day or muscle relaxant) 71%

Academic or government funding (Ontario Ministry of Health)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE
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Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome: "no or mild pain" (undefined) at 1 year; Group 1: 46/59, Group 2: 46/54; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Faas 1993

RCT (Patient randomised; Parallel)

1 (n=473)

Conducted in Netherlands

Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Define

Define

Participants recruited between October 1987 and December 1988 from primary care practitioners
Age - Mean (SD): 36. Gender (M:F): Define. Ethnicity:

1. Chronicity of pain: Acute pain (<3 months duration) (3 weeks or less).
Baseline scores (mean) - VAS: exercise 36.1, UC 36.6.

No indirectness

(n=156) Intervention 1: Individual Biomechanical exercise - Core stability. Physiotherapist led individual 20 minute
sessions twice a week, consisting of isometric strengthening exercises and stretching of the iliopsoas. Additionally an
audiotape and booklet with instructions were provided.. Duration 5 weeks. Concurrent medication/care: Access to
analgesics on demand.

(n=155) Intervention 2: Usual care. No additional care provided. Duration 5 weeks. Concurrent medication/care:
Access advice from general practitioner and analgesics on demand.

Academic or government funding (Praeventi Fonds)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain - unclear whether present pain or maximal pain in previous month at 3 months; Group 1: mean -24
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(SD 24); n=130, Group 2: mean -24 (SD 30); n=130; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain - unclear whether present pain or maximal pain in previous month at 1 year; Group 1: mean -26 (SD
23); n=137, Group 2: mean -27 (SD 26); n=143; visual analogue scale 0-85 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: analgesics at 1 year; Group 1: 13/156, Group 2: 49/155; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: physiotherapy at 1 year; Group 1: 10/156, Group 2: 3/155; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at
Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Ferrell 1997"**

RCT (Patient randomised; Parallel)

N/A (n=29)

Conducted in USA; Setting: A Veterans Administration medical center
Not applicable

Intervention time: 6 weeks

Adequate method of assessment/diagnosis: Prospective participants underwent brief clinical evaluation by the
physician investigator to determine eligibility before randomisation. To be included in the study, they were also
required to have had an evaluation by a physician for presence of LBP.

Overall (acute, chronic) without sciatica
Not applicable

[1] Age 65 years or older. [2] Presence of lower extremity or mechanical LBP (> 3 months) previously evaluated by a
physician and considered stable. [3] Use of analgesic medication. [4] Ambulatory without human assistance. [5] Able
to understand and read English.

[1] Currently enrolled in any type of rehabilitation or pain education programme, and if they had any of the following
conditions: [2] unstable cardiovascular or pulmonary diseases; [3] inflammatory arthritis or nerve root compression;
[4] advanced dementia, psychiatric disease or alcohol abuse.

Participants were elderly veterans receiving care at the Sepulveda Veterans Administration Medical Center who
responded to an informational brochure mailed to their homes and community elders who responded to
announcements placed in local newspapers.

Age - Mean (SD): Group 1 =74.4 (4.0); Group 2 = 72.3 (3.4); Group 3 = 72.7 (3.8). Gender (M:F): M:F = 23:6. Ethnicity:
100% Caucasian

1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores - amount of pain in past week: walking 71.6 + 17.4, education 77.4 + 16.9, control 76.8 + 16.6; amount
of pain at the moment: walking 60.3 + 26.6, education 51.3 + 27.8, control 47.2 + 29.7; physical functioning: walking
51.5 + 26.2, education 47.8 + 13.0, control 51.0 + 12.4; Role limitations: walking 7.5 + 16.9, education 19.4 + 32.5,
control 12.5 + 24.3; overall health: walking 40.0 £ 17.5, education 37.5 + 18.9, control 35.0 + 12.9.

No indirectness

(n=11) Intervention 1: Group Aerobic exercise - Group walking. [1] Participants walked in small groups (4 to 6 people
per group) on an outdoor track or indoor gymnasium, and were supervised by an exercise physiologist and another
staff member. [2] The programme consisted of self-limited low-intensity walking, approximately 1 hour per session
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(stretch + walk + stretch), 4 times a week for 6 weeks. [3] Speed and distance of walking was self-determined by the
participants, thus varied among participants due to differences in pain and functional abilities. [4] Although the
participants were encouraged to increase their speed and distance over time maximum exercise intensity was not
allowed to exceed 50 to 65% of heart rate reserve, based on age predicted maximum heart rate. . Duration 6 weeks.
Concurrent medication/care: N/A

(n=10) Intervention 2: Self-management - Advice to bed rest. [1] The participants received a 90-minute education
session with the nurse educator. [2] The session focused on instruction and demonstration of non-drug pain
interventions. [3] The participants received written educational materials, heating pad, ice pack, a hand-held vibrator-
massager and audiotapes with examples of relaxation and distraction. [4] The nurse educator telephoned participants
on a weekly basis throughout the intervention period to reinforce their use of physical methods and to enquire about
their pain experience and use of medications. . Duration 6 weeks. Concurrent medication/care: N/A

(n=12) Intervention 3: Usual care. [1] The participants were instructed to continue to follow the treatments prescribed
by their primary care physicians. [2] They received printed material with general information about pain and its
management. [3] In addition, they received a weekly friendly telephone call from the nurse educator in an effort to
reduce attrition. . Duration 6 weeks. Concurrent medication/care: N/A

Funding Academic or government funding ([1] Sepulveda Veterans Administration Geriatric Research Education and Clinical
Center, the California State University. [2] National Institute of Ageing, UCLA Claude Pepper Older Americans
Independence Center.)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: WALKING PROGRAMME versus EDUCATION SESSION

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: Physical functioning at 6 weeks; Group 1: mean 58.5 N/A (SD 27.7); n=10, Group 2: mean 41.2 N/A (SD 15); n=9; SF-36 0 - 100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Role limitations due to health at 6 weeks; Group 1: mean 40 N/A (SD 41.2); n=10, Group 2: mean 22.2 N/A (SD 34.1); n=9; SF-36 0 - 100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Overall health rating at 6 weeks; Group 1: mean 60 N/A (SD 33.7); n=10, Group 2: mean 40.6 N/A (SD 12.9); n=8; SF-36 0 - 100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Amount of pain in the last week at 6 weeks; Group 1: mean 51.7 N/A (SD 22.6); n=9, Group 2: mean 63.7 N/A (SD 18.9); n=9; Not reported (scores
obtained from 'The Patient Pain Questionnaire') 0 - 100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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- Actual outcome: Amount of pain at the moment at 6 weeks; Group 1: mean 36.4 N/A (SD 25.6); n=9, Group 2: mean 43.4 N/A (SD 18.7); n=9; Not reported (scores
obtained from 'The Patient Pain Questionnaire') 0 - 100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: WALKING PROGRAMME versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: Physical functioning at 6 weeks; Group 1: mean 58.5 N/A (SD 27.7); n=10, Group 2: mean 43 N/A (SD 16.7); n=10; SF-36 0 - 100 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Role limitations due to health at 6 weeks; Group 1: mean 40 N/A (SD 41.2); n=10, Group 2: mean 22.5 N/A (SD 27.5); n=10; SF-36 0 - 100 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Overall health rating at 6 weeks; Group 1: mean 40 N/A (SD 17.5); n=10, Group 2: mean 35 N/A (SD 12.9); n=10; SF-36 0 - 100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: Amount of pain in the last week at 6 weeks; Group 1: mean 51.7 N/A (SD 22.6); n=9, Group 2: mean 70.2 N/A (SD 18.6); n=9; Not reported (scores
obtained from 'The Patient Pain Questionnaire') 0 - 100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Amount of pain at the moment at 6 weeks; Group 1: mean 71.6 N/A (SD 17.4); n=9, Group 2: mean 76.8 N/A (SD 16.6); n=9; Not reported (scores
obtained from 'The Patient Pain Questionnaire') 0 - 100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Galantino 2004’

RCT (Patient randomised; Parallel)

1 (n=22)

Conducted in USA

Not applicable

Intervention + follow up: 6 weeks
Adequate method of assessment/diagnosis
Overall

Not applicable

Chronic low back pain (pain for more than 6 months), undergone more than two conservative medical interventions
(physiotherapy or chiropractic) previously without prolonged relief, previous history of surgery was not an exclusion

previous yoga experience, current history of chronic systemic disease (e.g. diabetes, cancer), changes in medication
specifically for pain in the last 14 days or during the study

Patients recruited by self-referral and through referral via healthcare practitioners

Age - Mean (SD): not reported. Gender (M:F): not reported. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 6 months).

Baseline scores (mean SD) - ODI: yoga 24.98+10.28, control 36.73+18.49; BDI: yoga 7.45%5.2, control 15.5518.27.
No indirectness

(n=11) Intervention 1: Group mind-body exercise - Group Yoga. Hatha yoga programme developed by two hatha yoga
instructors with >10 years’ experience and a physiotherapist, 1 hour session twice weekly for six weeks. Participants
were encouraged to practice 1 hour a day as many times as possible. Duration 6 weeks. Concurrent medication/care:
not reported

(n=11) Intervention 2: Usual care - Waiting-list. Participants were asked to continue their usual medical care and were
offered the yoga therapy at the end of the study period. Duration 6 weeks. Concurrent medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus WAITING-LIST
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Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Index at 6 weeks; Group 1: mean 21.15 (SD 10.18); n=11, Group 2: mean 38.9 (SD 17.56); n=5; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 2: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome: Beck Depression Inventory at 6 weeks; Group 1: mean 7.18 (SD 6.9); n=11, Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Adverse
events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare
utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Gladwell 2006'"*

RCT (Patient randomised; Parallel)
1 (n=49)
Conducted in United Kingdom

Unclear

Adequate method of assessment/diagnosis: SF-12, Roland Morris pain visual analogue, Oswestry low back pain
disability questionnaire

Overall (acute, chronic) without sciatica
Stratified then randomised

Non-specific chronic low back pain for at least 12 week located below the scapulas and above the cleft of the
buttocks. Patients able to travel independently, aged between 18-60 years old, otherwise medically fit to perform
physical training, able to consent and understand what study entails.

Back pain attributed to any specific pathology e.g. disc herniation, tumour, infection or fracture, osteoporosis,
structural deformity, inflammatory disorder, radicular syndrome or cauda equina. Inability to walk without walking
aid, already involved in regular pilates classes, constant or severe back pain due to nerve root irritation, major surgery
within the past year.

Age - Mean (SD): EG 36.9 (8.1), CG 45.9 (8). Gender (M:F): 8/26. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 12 weeks).

Baseline scores (mean SD) - RMVAS: pilates 2.7+0.9, control 2.4+0.9; OSWDQ: pilates 19.749.8, control 24.1+13.4;
SF12 general health: pilates 3.3+0.9, control 3.4+0.9; SF12 physical: pilates 3.1+0.5, control 3.1+0.5, SF12 role: pilates
2.9+1, control 3+0.8; SF12 social: pilates 3.4+0.6, control 3.4+0.6; SF12 bodily pain: pilates 3.8+0.9, control 3.9+0.9;
SF12 health perception: pilates 2.7+0.8, control 2.8+0.7.

No indirectness

(n=25) Intervention 1: Group biomechanical exercise - Pilates. Six 1 hour classes of pilates in class size of max 12, once
a week, with two 30 minute sessions of the exercises taught carried out at home without supervision and recorded in
a diary. . Duration 6 weeks. Concurrent medication/care: Not stated

(n=24) Intervention 2: Usual care. Normal activities and pain relief. Duration 6 weeks. Concurrent medication/care:
Not stated
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PILATES versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 general health at 6 weeks ; Group 1: mean 3.7 (SD 0.7); n=20, Group 2: mean 3.6 (SD 1); n=14; SF-
36 general health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 physical functioning at 6 weeks; Group 1: mean 3.2 (SD 0.3); n=20, Group 2: mean 3.1 (SD 0.5);
n=14; SF-12 physical functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 role functioning at 6 weeks; Group 1: mean 3.2 (SD 0.8); n=20, Group 2: mean 3 (SD 0.7); n=14;
SF-12 role functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 social functioning at 6 weeks; Group 1: mean 3.5 (SD 0.6); n=20, Group 2: mean 3.4 (SD 0.6); n=14;
SF-12 social functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 bodily pain at 6 weeks; Group 1: mean 3.4 (SD 1); n=20, Group 2: mean 3.9 (SD 0.8); n=14; SF-12
bodily pain 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-12 health perception at 6 weeks ; Group 1: mean 2.5 (SD 0.9); n=20, Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris pain rating visual analogue scale at 6 weeks; Group 1: mean 2.2 (SD 0.9); n=20, Group 2:
mean 2.4 (SD 0.8); n=14; Roland Morris pain rating visual analogue scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry low back pain disability questionnaire at 6 weeks; Group 1: mean 18.1 (SD 11.2); n=20, Group
2: mean 18.1 (SD 13); n=14; Oswestry low back pain disability questionnaire 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Goldby 2006

RCT (Patient randomised; Parallel)

1 (n=473)

Conducted in Netherlands; Setting: Referral from 40 general practitioners in 10 different towns and cities
Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Aged 16 to 65 with acute back pain (present for 3 weeks or less), pain between T12 and gluteal folds, with or without
radiation into the upper legs

Radiation below the knee, signs of nerve root compression or neurological deficit, back pain due to trauma, previous
back pain episode within 2 months of entry to study, previous back surgery, suspicion of malignancy or inflammatory
diseases, pelvic obliquity >1.5cm or gibbus deformity >1cm, pregnancy

Patients recruited from October 1987 to December 1988. 52 patients declined to participate. They did not differ from
the included group in terms of age, sex, employment, previous therapy for pain or radiation of pain but did have a
higher level of education and more often had private insurance and less pain.

Age - Mean (SD): 36. Gender (M:F): 270/203. Ethnicity: Exercise - 79% white Control - 62% white
1. Chronicity of pain: Acute pain (<3 months duration) (3 weeks or less).

Baseline scores (mean SD) - pain NRS: exercise 45.75+27.54, UC 37.6+£33.99; ODI: exercise 40.47+15.62, UC
33.54+12.21.

No indirectness

(n=84) Intervention 1: Individual Biomechanical exercise - Core stability. Individual instruction by a physiotherapist for
20 minutes twice a week for 5 weeks. The programme consisted of eight separate strengthening exercises and
included advice on activities of daily living.. Duration 5 weeks. Concurrent medication/care: Both groups attended a 3
hour "back school". Background therapy included :No therapy 10.9%, Analgesics 8.5%, physiotherapy 1.9%

(n=40) Intervention 2: Usual care. "Back in action" booklet provided and time with physiotherapist to explain the
contents in addition to the "back school" provided to all participants but booklet has previously been proven
ineffective and so was considered a control.. Duration unclear. Concurrent medication/care: Both groups attended a 3
hour "back school". Background therapy included: no therapy 8.4%, analgesics 11%, physiotherapy 6.5%
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Funding Academic or government funding (Praeventie Fonds (Dutch Prevention Funds))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain (NRS) at 3 months; Group 1: mean 28.81 (SD 28.14); n=78, Group 2: mean 34.4 (SD 36.43); n=37; NRS 0-100 Top=High is poor outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Pain (NRS) at 1 year; Group 1: mean 29.23 (SD 28.1); n=71, Group 2: mean 30 (SD 34.95); n=28; NRS 0-100 Top=High is poor outcome; Risk of bias:
Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: Oswestry disability index at 1 year; Group 1: mean 24.76 (SD 17.44); n=78, Group 2: mean 26.9 (SD 19.6); n=28; ODI 0-100 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry disability index at 3 months; Group 1: mean 31 (SD 17.07); n=78, Group 2: mean 28.1 (SD 17.34); n=37; ODI 0-100 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S puk ujed >oeq Mo



€61

9T0Z ‘@41Ua) BUI|dPIND [EIIUI]) [eUOIIEN

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Goren 2010°

RCT (Patient randomised; Parallel)

1 (n=50)

Conducted in Turkey; Setting: Secondary care

Unclear

Intervention time: 3 weeks

Adequate method of assessment/diagnosis: Self-report and physical examination and MRI
Overall (acute, chronic) with sciatica

Not applicable

Clinical symptoms and signs consistent with lumbar spinal stenosis; pain including back/leg; standing or walking leg
discomfort; age >18 years; male or female; duration of symptoms >3 months; onset of neurogenic claudication with
maximum of 15 minutes’ walk on treadmill (3km/h and 0 degrees incline); confirmatory MRI imaging (lumbar spinal
stenosis within 1 year)

Movement disorder or orthopaedic problems affecting ability to walk; moderate to severe arthritis of the knee or hip
severely compromising walking; lower extremity peripheral vascular disease or vascular claudication; lumbar spinal
stenosis surgery; serious concomitant medical illness impairing walking assessment; specific spinal disorder (e.g.
ankylosing spondylitis, neoplasm, infection, metabolic disease, severe osteoporosis); major or progressive
neurological deficit; contraindications for ultrasound; malignancy

Not stated
Age - Mean (SD): 53.2 (12.68) years. Gender (M:F): 13:32. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean SD) - back pain VAS: exercise 6.20+2.60, control 5.26+3.36; leg pain VAS: exercise 6.3313.33,
control 6.60+2.80; ODI: exercise 26.90+10.19, control 32.20+9.60.

No indirectness

(n=17) Intervention 1: Individual Biomechanical exercise - Stretching. Stretching and strengthening exercises5 days a
week for 3 weeks. Duration 3 weeks. Concurrent medication/care: Sham ultrasound; allowed paracetamol
Comments: Third arm of study included exercise + ultrasound

(n=16) Intervention 2: Placebo/Sham. No treatment. Duration 3 weeks. Concurrent medication/care: Allowed
paracetamol

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



6T

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: Back pain at 3 weeks; Group 1: mean -1.94 None (SD 2.86); n=15, Group 2: mean 0.4 None (SD 1.68); n=15;
VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Leg pain at 3 weeks; Group 1: mean -2.47 None (SD 3.75); n=15, Group 2: mean 0.53 None (SD 1.59); n=15;
VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) with sciatica: Oswestry Disability Index at 3 weeks; Group 1: mean -7.8 % (SD 10.26); n=15, Group 2: mean -3.6 % (SD
11.66); n=15; Oswestry Disability Index 0-100% Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Gunay 2014'%

RCT (Patient randomised; Parallel)

1 (n=63)

Conducted in Turkey; Setting: Unclear - In Izmir Ataturk Education and Research Hospital, Turkey.
Not applicable

Intervention time: 6 weeks

Method of assessment /diagnosis not stated: Previously diagnosed in the hospital?

Overall

Not applicable

The ages between 20-55 years, the presence of low back pain was a primary complaint, the onset of pain was three
months

Tumours, infection or inflammatory diseases affecting the spine, spinal or lower limb surgery, spinal fractures or
structural deformities such as spinal stenos, spondylolisthesis and spondylolysis, signs of nerve root compression, any
contraindications for exercise therapy.

Patients treated in Izmir Ataturk Education and Research Hospital, Physical Therapy Department for CLBP were
involved in study

Age - Mean (range): 39.13-40.22. Gender (M:F): 16%/84%. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Onset of pain was 3 months)

No baseline data given (from 1st week) - meanSD - ODI - 32.42+6.49 (MET group), 33.59+6.28 (CSE group); VAS -
2.26+1.12 (MET group), 2.56+1.01 (CSE group)

No indirectness

(n=32) Intervention 1: Individual Biomechanical exercise - Stretching. Control group were treated with CSE program
including stretching exercises (such as lumbar extensor muscles, iliopsoas muscles, hamstring muscles, etc) and
strengthening exercises (such as rectus abdominus crunch, pelvis extension, on hands and knees position with the
raise of one leg). Each exercise was repeated 10 times. At the end of the treatment sessions, hot-pack was applied to
relieve discomfort in the lower back. Postural education and low back care advice also given. Patients underwent
rehabilitation program 3 days per a week.. Duration 6 weeks. Concurrent medication/care: Not reported.

(n=31) Intervention 2: Mixed exercise - Biomechanical + aerobic. MET program including warm up, endurance and
cool down exercises. The warm up and cool down period consisted of 5-minute walking and 10 repetitions of
stretching exercises. Endurance exercises consisted of 4 levels. The first level consisted of contralateral arm and leg
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lifts in prone position and third level consisted of placement of both hands behind the head and bilateral shoulder lifts
in prone position. The fourth level consisted of bilateral shoulder lifts with arms fully elevated in prone position. The
exercise position was sustained for 10 seconds. 10 repetitions, instructed to rest for 30 seconds. Rest interval was 1
minute for every 50 repetitions until 300 repetitions were completed. Exercises were performed in 6 cycles consisting
of 5 sets with 10 repetitions. At the end of the treatment sessions, hot-pack was applied to relieve discomfort in the
lower back. Postural education and low back care advice also given. Patients underwent rehabilitation program 3 days
per a week.. Duration 6 weeks. Concurrent medication/care: None reported.

Funding No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING - CLASSICAL STRENGTH EXERCISES (CSE) versus BIOMECHANICAL + AEROBIC -
MUSCLE ENDURANCE TRAINING (MET)

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 6 weeks; Group 1: mean 2.56 (SD 1.01); n=32, Group 2: mean 2.26 (SD 1.12); n=31; VAS 0-100 Top=High is poor outcome; Risk of bias: Low;
Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry disability index (ODI) at 6 weeks; Group 1: mean 21.09 % (SD 5.79); n=32, Group 2: mean 18.29 % (SD 5.21); n=31; ODI 0-100 Top=High is
poor outcome; Risk of bias: Low; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Hall 2011

RCT (Patient randomised; Parallel)

1 (n=160)

Conducted in Australia

Not applicable

Intervention + follow up: 10 weeks
Adequate method of assessment/diagnosis
Overall

Not applicable

Diagnosis of non-specific low back pain with or without leg pain, considered appropriate for exercise management of
their back pain, reported a minimum level of 'moderate pain' or 'moderate activity limitation' as determined by their
response to questions 7 or 8 on the SF-36 health survey

Known or suspected serious spinal pathology, any contraindication to exercise, scheduled for spinal surgery
Participants recruited between July 2008 and April 2010 via community advertisements

Age - Mean (SD): E 43.4 (13.5) C 44.3 (13.0). Gender (M:F): 41/119. Ethnicity: not reported

1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).

Baseline scores (mean, 95% Cl) - pain NRS: taichi 4.4 (4.0, 4.9), control 4.44 (3.98, 4.89); RMDQ; tai chi 10.2 (9.1, 11.3),
control 9.1 (8, 10.2).

No indirectness

(n=80) Intervention 1: Group mind-body exercise - Group tai-chi. Tai chi classes 40 minutes duration twice a week for
8 weeks followed by once a week for 2 weeks. Classes were taught by a certified tai chi teacher according to a
standard protocol. Duration 10 weeks. Concurrent medication/care: not reported

(n=80) Intervention 2: Usual care - Waiting-list. Participants were put on a waiting list to receive the intervention at
the end of the study. Duration 10 weeks. Concurrent medication/care: not reported

Academic or government funding (Arthritis Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP TAI-CHI versus WAITING-LIST
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain NRS at 10 weeks; MD -1.3 (95%CI -1.9 to 0.7); Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland Morris Disability Questionnaire at 10 weeks; MD -2.6 (95%Cl -3.7 to 1.1); Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at follow-up

- Actual outcome: Positive response (30% improvement in baseline pain score) at 10 weeks; Group 1: 37/80, Group 2: 12/80; Risk of bias: High; Indirectness of
outcome: No indirectness

- Actual outcome: Positive response (30% improvement in function) at 10 weeks; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Positive response (30% improvement in function) at 10 weeks; Group 1: 40/80, Group 2: 19/80; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Han 2011'%

RCT (Patient randomised; Parallel)

1 (n=27)

Conducted in South Korea

Unclear

Intervention + follow up: 10 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

Low back pain patients who had completed 4 weeks of conservative treatment

not reported

Age - Mean (SD): E: 61.2 (3.3) C: 60.8 (5.0). Gender (M:F): not reported. Ethnicity: not reported
1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).
Baseline scores (mean, SD) - VAS: exercise 6.52+3.45, control 6.09+4.33

No indirectness

(n=9) Intervention 1: Individual Biomechanical exercise - Hydrotherapy. Aquatic therapy performed according to the
programme suggested by Robert et al (1996). Sessions consider of strengthening exercises including chin twist, knee-
up, sedentary kick and walking in a row and lasted 50 minutes. Sessions performed 5 times a week.. Duration 10
weeks. Concurrent medication/care: not reported

(n=10) Intervention 2: Usual care. Participants received standard medical care. Duration 10 weeks. Concurrent
medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: HYDROTHERAPY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain (VAS) at 10 weeks; Group 1: mean 3.12 (SD 2.32); n=9, Group 2: mean 5.89 (SD 4.42); n=10; VAS 0-10 Top=High is poor outcome; Risk of bias:
Very high; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Hansen 1993°%

RCT (Patient randomised; Parallel)

1 (n=150)

Conducted in Denmark

1st line

Intervention + follow up: 4 weeks intervention and up to 12 months follow-up time
Adequate method of assessment/diagnosis: Pain VAS score

Overall (acute, chronic) without sciatica

Stratified then randomised: Subgroups: Men, women, men and women with moderate/hard work load, men and
women with sedentary/light workload

Adults with chronic/subchronic lower back pain

Spondylolisthesis, ankylosing spondylitis, axial arthritis, signs of root compression, collagenosis, osteoporosis,
previous spinal fusion, neuromuscular disease of the trunk, malignant disease, uncompensated hypertension,
pregnancy or lactation and any disease or malfunction in organs, extremities or elsewhere that would be hindrance to
treatment.

Recruitment between November 1987 to February 1989. Occupational health service of Department of Scandinavian

Airline System referred patients (employees) to study, patients were interviewed using a questionnaire. Occupational
differences in workload were identified amongst people.

Age - Range: 21-64 years. Gender (M:F): 123 men : 57 female. Ethnicity: Danish
1. Chronicity of pain: Acute pain (<3 months duration) (At least 2 pain episodes per month for the past 12 months).

Baseline scores (median, IQ range) - pain (men+women, moderate/hard workload): exercise 4 (6-3), control 4 (6-3);
pain (men+women, sedentary/light workload): exercise 3 (2-5), control 4.5 (3-6).

No indirectness

(n=60) Intervention 1: Individual Biomechanical exercise - Core stability. Intensive dynamic back muscle training: trunk
lifting in prone position, leg lifting in prone position, pull down to the neck. . Duration 1 hour session twice a week for
4 weeks. Concurrent medication/care: Not stated

(n=61) Intervention 2: Placebo/Sham. Resting for 20 minutes on semi hot packs, followed by intermittent gradual
traction with 10% body weight force for 7 seconds and relief for 7 seconds repeated for 20 minutes, followed by 20
minutes resting on the packs which were not re-heated. Duration 1 hour twice weekly for 4 weeks. Concurrent
medication/care: Not stated
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Funding Other (The Danish Rheumatism Association, The Health Insurance Foundation and The Rockwool Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Zero to none visual-interval scale, men and women with moderate/hard work load at 6 months; Other:
Medians: Intervention 4, Control 4 (Interquartile ranges Intervention 2-5, control 1-7) Zero to nine visual-intensity scale (pain level by self-assessment) 0-9 Top=High is
poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Zero to nine visual-interval scale, men and women with moderate/hard work load at 12 months; Other:
Median: Intervention 3, control 4 (Interquartile range Intervention 1-5, control 1-7) Zero to nine visual-interval pain score (pain level by self-assessment) 0-9 Top=High
is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Zero-nine visual-intensity pain score, men and women with sedentary/light work load at 6 months; Other:

Median: Intervention 2.5, control 3.5 (Interquartile range intervention 1-5, control 3-5.5) Zero-nine visual-intensity pain score (pain level by self-assessment) 0-9
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Zero to nine visual-interval score, men and women with sedentary/light work load at 12 months; Other:
Median: Intervention 2, control 4 (Interquartile ranges Intervention 1-4, control 2-5) Zero to nine visual-interval scale (pain level by self-assessment) 0-9 Top=High is
poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Harts 2008

RCT (Patient randomised; Parallel)

(n=)

Conducted in Netherlands

Unclear

Intervention time: 8 weeks

Adequate method of assessment/diagnosis: Roland Morris disability questionnaire, SF-36
Overall (acute, chronic) without sciatica

Stratified then randomised

Male employees from the Netherlands Royal Army between the age of 18-54 years, with low back pain for more than
12 weeks, able to visit the department 1 to 2 times a week for 8 consecutive weeks, willingness to abandon all other
treatments for low back pain during the intervention period.

Undergone spinal surgery in the past 2 years, reported severe back pain that hinders performance of the exercise
intervention, radiation below the knee with signs of nerve root compression.

Age - Mean (SD): Intervention group: 44 (10), Control group 41 (9). Gender (M:F): All male. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 12 weeks).

Baseline scores (mean SD) - RMDQ: exercise 6.2+4.4, UC 6.5+3.9; SF36 total: exercise 74+12, UC 69+13; SF36 physical:
exercise 70120, UC 69+13; SF36 mental: exercise 88+10, UC 81+18. All male participants recruited from the Royal
Netherlands Army.

No indirectness

(n=23) Intervention 1: Individual Biomechanical exercise - Core stability. Progressive resistance exercise program for
the isolated lumbar extensor muscle group. High load with approximately 50% of the maximal isometric lumbar
extensor strength of the participant-performing 15 to 20 repetitions of the low back machine-with load
increasing/decreasing depending on performance. NOTE: study also consisted of a 'low-load' arm, in which
participants received a low-intensity resistance exercise program. Duration 8 weeks. Concurrent medication/care: Not
stated

(n=21) Intervention 2: Usual care - Waiting-list. Waiting-list control. Duration 8 weeks. Concurrent medication/care:
Not stated

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus WAITING-LIST

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 physical at 8 weeks; Group 1: mean 85 (SD 15); n=20, Group 2: mean 74 (SD 19); n=19; SF-36
physical 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 mental at 8 weeks; Group 1: mean 92 (SD 10); n=20, Group 2: mean 81 (SD 21); n=19; SF-36
mental 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 8 weeks; Group 1: mean 3.4 (SD 4); n=20, Group 2: mean 5.2
(SD 3.9); n=19; RDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Hartvigsen 2010°*

RCT (Patient randomised; Parallel)

N/A (n=151)

Conducted in Denmark; Setting: Secondary sector specialised outpatient back pain clinic

Not applicable

Intervention + follow up: 8 weeks + 26 & 52 weeks (after randomisation)

Adequate method of assessment/diagnosis: All prospective participants received extensive examination and
diagnostic procedures before being offered inclusion into the trial.

Overall: N/A

Not applicable: N/A

The participants [1] had LBP with/without leg pain > 8 weeks; [2] had average pain of > 3 on the 11-point numeric
rating scale in the past 2 weeks; [3] had completed 4 weeks of treatment in the primary sector by a family physician,
chiropractor, physical therapist or a combination; [4] had concluded all examinations, individual and group treatment
at the back clinic at a minimum of 75% attendance rate; [5] were able to read and understand Danish.

[1] Co-morbidity preventing patient from participating in the full intervention. [2] Unable to sit on a stationary bike for
at least 30 minutes to perform watt max bicycle test.

The study site (i.e. the back pain clinic) generally received referrals from primary care physicians or primary care
chiropractors when at least 4 weeks of treatment in primary care by a family physician, chiropractor, physical
therapist or a combination thereof has not resulted in satisfactory improvement. In addition to the examination and
diagnostic procedures, the prospective participants received information about self-care for back pain and attended
group exercises twice a week for 4 weeks before being offered inclusion into the trial. Participants were recruited
over a 2-year period from August 2005 to August 2007.

Age - Mean (SD): Group 1 =49.2 (11.1); Group 2 = 45.4 (10.8); Group 3 = 45.5 (11.0). Gender (M:F): M:F = 38:98.
Ethnicity: Not reported

1. Chronicity of pain: Mixed (> 8 weeks).

Baseline scores (mean SD): LBP pain rating: group exercise 46.1+16.6, self man 50.7+£21.8, UC 47.3+£18.2; EQ5D: group
exercise 67.5+16.5, self man 62.7+16.1, UC 63.9+16.8.

No indirectness

(n=45) Intervention 1: Group Aerobic exercise - Group walking. [1] Groups of six to eight people received instruction
and performed Nordic Walking under supervision of a specially trained Nordic Walking instructor. [2] Each session
lasted around 45 minutes and took place twice a week for 8 weeks. [3] The participants were allowed to walk at
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different speeds but the dose and frequency was equal for all participants. . Duration 8 weeks. Concurrent
medication/care: N/A

(n=46) Intervention 2: Self-management - Unsupervised exercise. [1] The participants received instruction on Nordic
Walking only once by the same specially trained instructors in a single one-hour session. [2] They were given Nordic
Walking poles and were left to perform Nordic Walking as much as they wanted at home on their own for 8 weeks. .
Duration 8 weeks. Concurrent medication/care: N/A

(n=45) Intervention 3: Usual care. [1] The participants received information about active living and exercise, and about
maintaining the daily function level they have achieved during the 4-week period at the back pain clinic by remaining
active. . Duration 8 weeks. Concurrent medication/care: N/A

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP NORDIC WALKING versus UNSUPERVISED NORDIC WALKING

Protocol outcome 1: Quality of life at follow-up
- Actual outcome: EQ5D at 8 weeks post-intervention; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Low Back Pain Rating at 8 weeks post-intervention; Other: Mean improvement: Group Nordic Walking = 8.8 vs. Unsupervised Nordic Walking = 3.4
Lower Back Pain Rating Scale 0 - 60 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP NORDIC WALKING versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up
- Actual outcome: EQ5D at 8 weeks post-intervention; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Low Back Pain Rating at 8 weeks post-intervention; Other: Mean improvement: Group Nordic Walking = 8.8 vs. Advice = 4.8 Lower Back Pain Rating
Scale 0 - 60 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
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Study (subsidiary papers)
Study type

Number of studies (number of participants)

Countries and setting
Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

> (Henchoz 2010°*")

RCT (Patient randomised; Parallel)
1 (n=105)

Conducted in Switzerland

Henchoz 2010

Unclear

Intervention + follow up: 3 months intervention + follow up to 1 year

Adequate method of assessment/diagnosis: Self-report and physical examination
Overall (acute, chronic) without sciatica

Not applicable

Subacute or chronic low back pain; phases 2 to 6 of the Krause classification; without irritative neurological deficit;
age 18 to 60 years; available to attend exercise classes twice a week for 12 weeks.

Phases 7 and 8 of the Krause classification; entitled to a total disability pension; acute neurological deficit in progress;
sciatica; pregnancy; acute inflammatory rheumatic disease; nonosteoarticular thoracic pain; spinal fracture in last 3
months; osteoporosis; tumour; severe heart failure or respiratory failure; active drug addiction; current involvement
in litigation related to low back pain; active psychiatric pathology; missing >6/24 exercise sessions

Not stated

Age - Mean (SD): Exercise: 41.09 (10.60); control: 39.25 (9.05). Gender (M:F): 64:41. Ethnicity: Not stated
1. Chronicity of pain: Mixed (Subacute or chronic).

Baseline scores (mean SD) - pain VAS: exercise 53.24+18.27, UC 51.56+21.54

No indirectness

(n=56) Intervention 1: Group Aerobic exercise - Group aerobics. Core strengthening exercises (emphasis on endurance
rather than strength) followed by aerobic exercise to 85% maximal heart rate followed by passive stretching; twice a
week for 12 weeks. Duration 3 months. Concurrent medication/care: After functional multidisciplinary rehabilitation

(n=49) Intervention 2: Usual care. Routine follow up. Duration 3 months. Concurrent medication/care: After
multidisciplinary rehabilitation

No funding ("No funds were received in support of this work")

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP AEROBICS versus USUAL CARE
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Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical functioning at 1 year; Group 1: mean 71.7 (SD 21.1); n=50, Group 2: mean 66.4 (SD 21.8);
n=41; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Role physical at 1 year; Group 1: mean 49.1 (SD 44.3); n=50, Group 2: mean 47.9 (SD 13.9); n=41;
SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 bodily pain at 1 year; Group 1: mean 49.7 (SD 22.8); n=50, Group 2: mean 49.1 (SD 24); n=41; SF-
36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 General health perception at 1 year; Group 1: mean 55.3 (SD 24); n=50, Group 2: mean 52.7 (SD
25); n=41; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Vitality at 1 year; Group 1: mean 53.6 (SD 21.3); n=50, Group 2: mean 50.6 (SD 21.4); n=41; SF-36
0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Social functioning at 1 year; Group 1: mean 68.5 (SD 25.3); n=50, Group 2: mean 65.4 (SD 28.7);
n=41; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Role emotional at 1 year; Group 1: mean 67.6 (SD 41.6); n=50, Group 2: mean 64.7 (SD 43.3);
n=41; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 mental health at 1 year; Group 1: mean 65.9 (SD 20.6); n=50, Group 2: mean 68 (SD 22); n=41;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical component score at 1 year; Group 1: mean 41.3 (SD 9.3); n=50, Group 2: mean 40 (SD 10);
n=41; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental component score at 1 year; Group 1: mean 46.8 (SD 12.4); n=50, Group 2: mean 46.4 (SD
13.2); n=41; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Back pain at 3 months; Group 1: mean 36.5 mm (SD 23.68); n=45, Group 2: mean 37.78 mm (SD 24.75);
n=38; VAS 0 to 100mm Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Back pain at 12 months; Group 1: mean 38.12 mm (SD 23.97); n=47, Group 2: mean 37.66 mm (SD 26.81);
n=36; VAS 0 to 100mm Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index at 3 months; Group 1: mean 26.13 % (SD 15.01); n=47, Group 2: mean 28.06 %
(SD 14.36); n=41; Oswestry Disability Index 0 to 100% Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index at 12 months; Group 1: mean 25.32 % (SD 15.51); n=49, Group 2: mean 27.16 %
(SD 17.03); n=40; Oswestry Disability Index 0 to 100% Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Huber 2011%%°

RCT (Patient randomised; Parallel)

1 (n=52)

Conducted in Poland; Setting: Outpatient rheumatology and rehabilitation ward
Unclear

Intervention + follow up: 20 days

Adequate method of assessment/diagnosis

Overall (acute, chronic) with sciatica

Not applicable

First episode of right sciatica caused by a herniated disc

Other causes of low back pain

Age - Mean (range): 35 (31-41). Gender (M:F): 24/28. Ethnicity:

1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).
Baseline scores (mean SD) - VAS: exercise 7.2+0.9, UC 7.4+0.9

No indirectness

(n=26) Intervention 1: Usual care. Participants advised to reduce physical activity and spinal loading.. Duration 20
days. Concurrent medication/care: All participants offered analgesics and myorelaxants for first 14 days post onset of
acute pain (before study intervention started)

(n=26) Intervention 2: Individual Biomechanical exercise - Core stability. Supervised isometric exercises three sessions

daily of unspecified duration. Duration 20 days. Concurrent medication/care: All participants offered analgesics and
myorelaxants for first 14 days post onset of acute pain (before study intervention started)

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain (VAS) at 20 days; Group 1: mean 5.2 (SD 1); n=26, Group 2: mean 6.9 (SD 1.3); n=26; VAS 0-10
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Irandoust 2015°*

RCT (Patient randomised; Parallel)

1 (n=32)

Conducted in Iran; Setting: Not specified

Unclear

Intervention time: 12 weeks

Method of assessment /diagnosis not stated: Not reported.
Overall

Not applicable

Over 65 years old, no experience of a fall in the 1 year period prior to the study, no specific disease that might
influence task performance, no visual or hearing impairment, and no vestibular organ problem

Not stated

Not reported.

Age - Mean (range): 67.6-68.4. Gender (M:F): 100% male. Ethnicity: Not stated

1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).

No baseline data. Outcomes reported do not meet the protocol, so have not been extracted.
No indirectness: Meets protocol.

(n=16) Intervention 1: Individual Biomechanical exercise - Hydrotherapy. Intervention given 3 days/week. A session
lasted 60 mins and included a warm-up period(10 mins), the main program (40 mins) and a cool down period (10
mins).Two aerobic sessions (water walking; jogging; walking and jogging in combination with various arm movements;
side stepping; water cycling; adapted water games: volley and basket) and 1 session of resistance training
(chest/upper back glide; chest back press; behind-the-back press; pivoted shoulder press (upper body) and calf lifts;
supported squats; outer/inner thigh scissors; forward and backward leg glide(lower body)). Exercise was conducted in
a heated pool (depth 1.2 metres) and water temperature kept between 28°C and 30°C . Duration 12 weeks.
Concurrent medication/care: Not reported.

Comments: N/A

(n=16) Intervention 2: Usual care. No exercise given. Participants were asked to continue with their normal daily
activities. . Duration 12 weeks. Concurrent medication/care: None reported.
Comments: N/A
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Funding

Protocol outcomes not reported by the study

Funding not stated

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Kell 2009’

RCT (Patient randomised; Parallel)

1 (n=33)

Conducted in Canada

Adjunctive to current care

Not clear: 16 week intervention.

Adequate method of assessment/diagnosis: Assessed by a physician.
Overall (acute, chronic) without sciatica

Not applicable

Suffers from chronic (23 months, >3 d.wk”-1) nonspecific (soft tissue in origin) low-back pain (lumbar 5 to lumbar 1)
pain.

Patients diagnosed with any of the following: pain below the knee, spinal stenosis, a herniated or ruptured disc,
spondylolythesis, infection in the lumbosacral area, tumours, scoliosis, a rheumatologic disorder, osteoporosis, or
previous back surgery. Patients with diagnosis' of metabolic, endocrine, cardiovascular, or neurological disease.

Via advertisement from the city of Regina, from the beginning in midsummer and ending in late fall.

Age - Mean (SD): Resistance training - 40.1(8.7); aerobic training - 36.7(8.9); control - 35.3(7.3).. Gender (M:F): Define.

Ethnicity: Not reported.
1. Chronicity of pain: Chronic pain (at least 3 months duration)

Baseline Characteristics, mean (SD): Visual analogue scale (Pain): RT - 5.4 (0.9); AT - 5.1(0.8); C - 4.9 (0.6). Oswestry
disability index: RT - 40.4 (2.4); AT - 39.8 (2.3); C - 39.2 (3.4). SF-36 (Physical): RT - 41.1 (3.2); AT - 42.1 (2.5); C-39.3
(3.3). SF-36 (Mental): RT - 43.0 (4.1); AT - 44.3(2.3); C-42.0 (3.0).

No indirectness: Meets protocol.

(n=9) Intervention 1: Group biomechanical exercise - Motor Control. After baseline laboratory testing, those subjects
assigned to the RT group completed 10-repetition maximum (RM) testing on 11 resistance exercises (Machine — Leg
press, leg extension, leg curl, lateral pull-down, triceps pushdown; Free weight — bench press, incline bench press, Db
shoulder press, straight bar arm curl; Body weight* —abdominal crunch, Swiss ball crunch, prone superman)After the
baseline laboratory and 10RM tests were complete, subjects were given programs and rehabilitation began. The RT
group performed upper- and lower-body RT exercises that consisted of free weights (i.e. barbell and dumbbell),
machines, and body weight. The resistance machines used were Atlantis Strength Equipment products (Laval, QC,
Canada). The load (resistance) for each exercise was determined at baseline and week 8 according to the 10RM
method.Testing took place at the University of Regina fitness and lifestyle centre. The fitness and lifestyle centre had
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Funding

2 staff members on the workout floor at all times, and the staff were familiarized with the research study. Patients
participated in 3 sessions per week, intensity rage 53% -72% 1RM, with 1-3 minutes of rest between sets and exercise.
The rest time was dependent on the load (12-15RM = 1 minute of rest on all exercises; <10RM = 3 minutes of rest on
primary exercises). 10 repetitions each set, with pauses ranging from 5 to 30 seconds per repetition. Progressive
overload was administered by increasing the duration of the pauses; this was governed by the discretion of the
patient.*Abdominal and Swiss ball crunch, the subjects were first tested with body weight, and if necessary,
additional free weight was added, with the subject holding the free weight on his or her chest. The prone superman
was not used during 10RM testing. . Duration 16 weeks . Concurrent medication/care: None reported.

(n=9) Intervention 2: Group Aerobic exercise - Group aerobics. Patients participated in a progressive overload Aerobic
Training program consisting of 3 sessions per week, a Borg scale range of 8 — 12, session duration of 20 — 35 minutes,
and a total weekly duration of 55 — 155 minutes. The most common modes of exercise were: the elliptical trainer and
treadmill walking or jogging. The only mode of exercise excluded was swimming, because of the body’s position’s
effect on heart rate and the potential influence on the exerciser’s rating of perceived exertion (RPE). During
laboratory testing session, the subjects were familiarized with the use of the Borg scale for rating perceived exertion.
The Borg scale was used to set the intensity of the AT sessions, negating the need for a heart rate monitor.. Duration
16 weeks . Concurrent medication/care: None reported.

(n=9) Intervention 3: Usual care. Patients were advised to continue with their regular exercise training and levels of
physical activity, for the duration of the study period.. Duration 16 weeks . Concurrent medication/care: Not reported.

Academic or government funding (Saskatchewan Health Rsearch Foundation (New Investigator Grant) and the
University of Alberta, Augustana Campus (travel grant).)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: RESISTANCE TRAINING versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Short-Form 36 Health Survey (SF-36) - Physical component at 16 weeks; Group 1: mean 47.4 % (SD 3.2);
n=9, Group 2: mean 39.1 % (SD 3.3); n=9; Short -Form 36 Health Survey 0 - 100% Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No

indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Short-Form 36 Health Survey (SF-36) - Mental component at 16 weeks; Group 1: mean 50.6 % (SD 3); n=9,
Group 2: mean 41.56 % (SD 2.3); n=9; Short-Form 36 Health Survey 0 -100% Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Visual analog scale (VAS) at 16 weeks; Group 1: mean 3.3 (SD 0.5); n=9, Group 2: mean 4.8 (SD 0.7); n=9;
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Visual analog rating scale 0 - 10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index (ODI) at 16 weeks; Group 1: mean 24.2 % (SD 0.2); n=9, Group 2: mean 39.1 %
(SD 3.3); n=9; Oswestry Disability Index 0 - 100% Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP AEROBICS versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Short-Form 36 Health Survey (SF-36) - Physical component at 16 weeks; Group 1: mean 41.8 % (SD 2.5);
n=9, Group 2: mean 39.1 % (SD 3.3); n=9; Short-form 36 Health Survey 0 -100% Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Short-Form 36 Health Survey (SF-36) - Mental component at 16 weeks; Group 1: mean 45.8 % (SD 1.4);
n=9, Group 2: mean 41.56 % (SD 2.3); n=9; Short-Form 36 Health Survey 0 - 100% Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Visual analog scale (VAS) at 16 weeks; Group 1: mean 3.3 (SD 0.5); n=9, Group 2: mean 4.8 (SD 0.7); n=9;
Visual analog score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index (ODI) at 16 weeks; Group 1: mean 35.9 % (SD 2.5); n=9, Group 2: mean 39.1 %
(SD 3.3); n=9; Owestry Disability Index 0 - 100% Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum

Subgroup analysis within study
Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Kim 2014°%

RCT (Patient randomised; Parallel)

1 (n=30)

Conducted in South Korea; Setting: A K hospital located in Seoul
Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: Diagnosis by a medical doctor through a thorough examination, X-ray, CT
and MRI examinations

Overall

Not applicable

Chronic LBP for longer than two months

Patients with lowered muscle strength or sensory or cauda equine syndrome were excluded
No details

Age - Mean (range): 44.33-50.46 years. Gender (M:F): 100% female. Ethnicity: Not reported
1. Chronicity of pain: Mixed (Longer than 2 months).

Baseline (MeanSD): VAS (experimental group) - 7.00+0.89, (control group) 6.95+0.79; ODI - (experimental group) -
34.91+6.91, (control group) 36.18+5.02; RMDQ - (experimental group) - 18.64+2.84, (control group) 19.09+2.91

No indirectness

(n=15) Intervention 1: Individual Mind-body exercise - Yoga. 30 minute virtual reality-based yoga program using Wii
Fit activities and Wii balance board. Activities included: deep breathing, the half-moon pose, warrior pose, tree pose,
chest to knee pose, chair pose, and palm tree pose. Performed in a total of 12 sessions over the course of 4 weeks,
each lasting 30 minutes. Seven exercise programs, three minutes of exercise were performed followed by one minute
of rest (longer resting period was provided if desired).. Duration 4 weeks. Concurrent medication/care: Not reported.

(n=15) Intervention 2: Individual Biomechanical exercise - Core stability. Thirty minutes of trunk stabilising exercise
and 30 minutes of normal physical therapy. Trunk stabilising exercise was performed with contraction exercise for the
transverse abdominis and multifidus followed by curl ups. Other exercise included dead bug exercise, quadruped
opposite arm and leg reach exercises, bridge, side bridge on knees, middle anterior plank position and balancing on
unstable surfaces were performed. Each movement was comprised of two sets lasting 30 minutes. One set included
10 repetitions.. Duration 4 weeks. Concurrent medication/care: Not reported.
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: YOGA - USING WII FIT versus CORE STABILITY - CONTROL GROUP
Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 4 weeks ; Group 1: mean 2.27 (SD 1.1); n=15, Group 2: mean 4.63 (SD 1.91); n=15; VAS 0-10 Top=High is poor outcome; Risk of bias: Very

high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome: Oswestry low-back pain disability index - ODI at 4 weeks ; Group 1: mean 13.82 (SD 7.65); n=15, Group 2: mean 24.55 (SD 10.88); n=15; Risk of bias:

Very high; Indirectness of outcome: No indirectness
- Actual outcome: Roland-Morris disability questionnaire (RMDQ) at 4 weeks ; Group 1: mean 7.46 (SD 4.84); n=15, Group 2: mean 12.64 (SD 6.48); n=15; RMDQ 0-24
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Kim 2015°%

RCT ( randomised; Parallel)

1 (n=74)

Conducted in South Korea; Setting: Rehabilitation clinics

Unclear

Intervention + follow up: 8 weeks intervention, 2 months follow up

Adequate method of assessment/diagnosis: Non-specific low back pain for more than 3 months

Overall (acute, chronic) without sciatica

Stratified then randomised

20-40 years of age, non-specific chronic low back pain for more than 3 months and ability to move without assistance.

History of spinal or lower limb surgery, structural spinal abnormality, signs of nerve compression, pregnant or severe
musculoskeletal disability.

Age - Mean (SD): Ex group: 29.7 (3.9), UC group: 28.6 (3.2). Gender (M:F): 0/53. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Pain for greater than 3 months).

Baseline characteristics of Ex and UC groups respectively, mean (SD): Pain VAS at rest 5.61 (0.79), 5.49 (0.98); pain VAS
on movement 7.01 (0.39), 6.83 (0.86)

No indirectness

(n=37) Intervention 1: Individual Biomechanical exercise - Core stability. 30-minute core programme, five times per
week for eight weeks, with additional use of hot packs (15 minutes) and 20 minutes of transcutaneous electrical nerve
stimulation. Exercise programme instructed by 2 trained physiotherapists to ensure sufficient abdominal muscle
contraction, the programme emphasised isometric movement of core muscles including internal/external oblique,
transversus abdominis, lumbar multifidus, rectus abdominis and erector spinae muscles. Participants also carried out
slow and controlled movements to pay attention to breathing. Participants required to carry out exercises at home
daily and keep a daily log of their participation. Physiotherapists also made weekly phone calls to motivate
participants to adhere to exercise programme at home.. Duration 8 weeks. Concurrent medication/care: None
reported.

(n=37) Intervention 2: Usual care. 20 minutes TENS and 15 minutes hot packs 5 times a week. . Duration 8 weeks.
Concurrent medication/care: Not reported.

No funding
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at rest at 2 months; Group 1: mean 2.67 (SD 0.89); n=27, Group 2: mean 5.26 (SD 1.02); n=26;
VAS 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS on movement at 2 months; Group 1: mean 4.1 (SD 1.05); n=27, Group 2: mean 6.57 (SD 0.91);
n=26; VAS 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

289

Kofotolis 2008
RCT (Patient randomised; Parallel)

1(n=92)

Conducted in Greece; Setting: Secondary care rehabilitation setting

Unclear

Intervention + follow up: Intervention 4 weeks and follow up 8 weeks after end (i.e. week 12 altogether)
Adequate method of assessment/diagnosis: History, examination, x-ray

Overall (acute, chronic) without sciatica

Not applicable

Women with chronic back pain; unsuccessful resting periods for 6 months; had received some form of therapeutic
treatment; LBP with at least one of the following: a) during and/or after activity; b) during and/or after sitting; c)
during climbing stairs

History of surgery or sciatica or spinal abnormalities on x-ray (i.e. spondylolysis or spondylolisthesis or lumbar scoliosis
>10 degrees) or other injuries of the trunk, or muscle and tendon ruptures; previous rhythmic stabilisation or TENS

Referred for treatment of chronic low back pain

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



(444

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Age, gender and ethnicity Age - Mean (SD): 40.5 (6.7) years. Gender (M:F): All women. Ethnicity: Not stated

Further population details 1. Chronicity of pain: Chronic pain (at least 3 months duration) (6 months).

Extra comments Baseline scores (mean SD) for exercise, TENS + exercise, TENS and placebo groups, respectively - pain: 2.1+0.8,
1.9+0.6, 2.3+£0.4, 2.1£0.7; ODI: 17£1.8, 17+2.2, 18+2.3,17£1.4

Indirectness of population No indirectness

Interventions (n=23) Intervention 1: Electrotherapy - Transcutaneous electrical nerve stimulation (TENS). TENS: 120 Z unit; pulse

duration 200microseconds; frequency 4 Hz; strong but comfortable stimulation; 4 rubber electrodes 2cm x 3cm
applied on the fascia thoracolumbaliis and 10cm proximal to this along midline of muscle (i.e. directly over site of
pain); 40-45 minutes; 5 times a week for 4 weeks. Duration 4 weeks. Concurrent medication/care: Not stated

(n=23) Intervention 2: Placebo/Sham - Sham. Placebo TENS - as for TENS but electricity disconnected. Duration 4
weeks . Concurrent medication/care: Not stated

(n=23) Intervention 3: Individual Biomechanical exercise - Core stability. Alternating trunk flexion-extension against
resistance for 10 seconds, 3 sets of 15 repetitions; rest 30 seconds and 60 seconds after completion of 15 repetitions
for each pattern and between sets; 5 times a week. Duration 4 weeks . Concurrent medication/care: Not stated

(n=23) Intervention 4: Combinations of non-invasive interventions - Combined non-invasive interventions. TENS 20
minutes plus 5 minutes rest plus 20 minutes exercises as for exercise group. Duration 4 weeks . Concurrent
medication/care: Not stated

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: TENS + EXERCISE versus TRANSCUTANEOUS
ELECTRICAL NERVE STIMULATION (TENS)

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Back pain severity at 8 weeks post-treatment; Group 1: mean -0.47 None (SD 0.09); n=21, Group 2: mean
-0.31 None (SD 0.07); n=23; Borg verbal pain rating scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Index at 8 weeks post-treatment; Group 1: mean -3.7 Not stated (SD 1.27); n=21, Group 2:
mean -2.1 Not stated (SD 0.63); n=23; Oswestry Index 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: TENS + EXERCISE versus SHAM TENS

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Back pain severity at 8 weeks post-treatment; Group 1: mean -0.47 None (SD 0.09); n=21, Group 2: mean
0.19 None (SD 0.04); n=21; Borg verbal pain rating scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Index at 8 weeks post-treatment; Group 1: mean -3.7 Not stated (SD 1.27); n=21, Group 2:
mean 0.1 Not stated (SD 0.5); n=21; Oswestry Index 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: TENS + EXERCISE versus CORE STABILITY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Back pain severity at 8 weeks post-treatment; Group 1: mean -0.47 None (SD 0.09); n=21, Group 2: mean
-0.92 None (SD 0.17); n=23; Borg verbal pain rating scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Index at 8 weeks post-treatment; Group 1: mean -3.7 Not stated (SD 1.27); n=21, Group 2:
mean -7.1 Not stated (SD 1.49); n=23; Oswestry Index 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Koldas dogan 2008>*°

RCT (Patient randomised; Parallel)

1 (n=40)

Conducted in Turkey

Unclear

Intervention + follow up: 6 weeks intervention and 1 month follow up (2.5 months)

Adequate method of assessment/diagnosis: Pain Visual Analogue Scale, Roland Morris disability questionnaire,
psychological assessment using Beck depression Inventory

Overall (acute, chronic) without sciatica
Stratified then randomised

History of low back pain exceeding 3 months, above age 25 years, willingness to comply with any of the treatments,
written informed consent

Herniated lumbar disk, acute phase of the lumbar disk protrusion, presence of vertebral fracture(s), cardiovascular or
systemic disease or any condition which made exercise impossible, neurological deficit, psychiatric disorder which
might affect compliance and assessment of symptoms, history of spinal surgery, pregnancy, inflammatory infectious
or malignant diseases of the vertebra, presence of severe structural deformity

Age - Mean (SD): . Gender (M:F): 8/29. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 3 months).

Baseline scores (mean SD) - VAS: exercise 57.05+24.5, UC 56.0+19.9; RMDQ: exercise 11.9+5.4, UC 13.6+7.4; BDI:
exercise 14.1+£9.2, UC 12.8+9.2.

No indirectness

(n=20) Intervention 1: Individual Aerobic exercises - Aerobics exercise. Running on a treadmill 3 times a week as well

as home exercise based on mobilisation, stretching, flexion and extension. Duration 6 weeks. Concurrent
medication/care: Not stated

(n=20) Intervention 2: Usual care. Home exercise based on mobilisation, stretching, flexion and extension. Duration 6
weeks. Concurrent medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: AEROBICS EXERCISE versus USUAL CARE
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS at 2.5 months; Group 1: mean 34.1 (SD 27.6); n=19, Group 2: mean 33.6 (SD 24.3); n=18; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 2.5 months; Group 1: mean 9.2 (SD 7.3); n=19, Group 2: mean
13.3 (SD 7.3); n=18; Roland Morris disability questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: BDI at 2.5 months; Group 1: mean 12.7 (SD 9.8); n=19, Group 2: mean 12.5 (SD 8.06); n=18; Becks
disability inventory 0-63 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Adverse events (morbidity) at Define; Adverse
event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Lawand 2015%”

RCT (Patient randomised; Parallel)

1 (n=61)

Conducted in Brazil; Setting: Community

Not applicable

Intervention + follow up: 6 months

Adequate method of assessment/diagnosis: All patients were previously evaluated and diagnosed by a rheumatologist
Overall (acute, chronic) without sciatica: No information given about presence/absence of sciatica

Not applicable

Either gender, 18-65 years of age, diagnosis of chronic low back pain, characterised by mechanical pain worsening on
movement and improving with rest, for a period of >3 months, located between last rib and gluteal sulcus, score of
3.0-8.0 on VAS for pain

Excluded patients with nerve root pain, motor impairment, inflammatory spondyloarthropathy, spondylolisthesis,
previous back surgery, vertebral fracture, fibromyalgia, current pregnancy, current physiotherapy (or in previous three
months), BMI >30, change in pain drugs in previous 30 days

All patients from rheumatology "ambulatory" of Federal University of Sao Paulo
Age - Range of means: 47.5 to 49.4. Gender (M:F): 14 male : 47 female. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 3 months).

Average duration of pain 2.9-3.1 years (range of means), baseline characteristics (range of means), VAS for pain 6.4-
6.3, Roland-Morris, 12.6-11.9, Beck Inventory 11.8-12.0, SF-36 functional capacity 50.8-52.7, SF-36 limitation in
physical aspects 45.2-37.5, pain 41.3-40.9, general health 59.5-58, vitality 48.7-39.8, social aspects 66.1-62.1,
emotional aspects 51.9-54.4, mental health 63.6-57.3

No indirectness

(n=31) Intervention 1: Individual Biomechanical exercise - Stretching. Global postural re-education aiming to stretch
muscles that have been shortened by constitutional, behavioural and psychological factors. 6 postures divided into two
groups: hip flexion postures emphasising the posterior chain and neutral hip postures that emphasise the anterior
chain. Individuals in the GPR group underwent 12, weekly, 60 minute sessions of GPR with the same physiotherapist
with 12 years of experience in "technical", they were then followed-up for a further 12 weeks. All 6 GPR postures were
used in a standardised manner, each posture lasted 20 minutes, in the first three sessions "lying on back with legs
extended", and "lying on back with legs flexed" were performed with arms folded. In sessions 4, 5 and 6 "lying on back
with legs extended" and "lying on back with the legs flexed" were performed with arms open, ending with "standing

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



LTt

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

with the body leaning forward". In sessions 7, 8 and 9 "lying on back with the legs extended" with arms open, "lying on
back with the legs flexed" with arms open and "sitting with legs extended" were performed. In the last three sessions,
"lying on back with the legs extended" with arms folded, "lying on back with the legs flexed" with arms open and
"standing with the back against the wall and standing in the center" were performed.. Duration 24 weeks (12 weeks of
treatment). Concurrent medication/care: Up to 3.0g acetaminophen per day as first choice for back pain or up to
150mg of diclofenac as secondary choice if needed.

(n=30) Intervention 2: Usual care. No physical therapy offered. Duration 24 weeks follow-up. Concurrent
medication/care: Only drug treatment as per the GPR group (up to 3.0g acetaminophen per day first line/up to 150mg
diclofenac per day second line)

Comments: No placebo control to account for benefit of spending 12 hours with trained physiotherapist over course of
follow-up

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GPR versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 functional capacity at 3 months; Group 1: mean 52.7 (SD 24.2); n=30, Group 2: mean 53.8 (SD 24.7);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 functional capacity at 6 months; Group 1: mean 63.1 (SD 20.1); n=30, Group 2: mean 57.7 (SD 25.1);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 limitation in physical aspects at 3 months; Group 1: mean 67.8 (SD 37.2); n=30, Risk of bias: Very
high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 limitation in physical aspects at 6 months; Group 1: mean 67.1 (SD 39.5); n=30, Group 2: mean 44.7
(SD 35.5); n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 pain at 3 months; Group 1: mean 52.4 (SD 21.6); n=30, Group 2: mean 40.9 (SD 14.2); n=30; SF-36
0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 pain at 6 months; Group 1: mean 51 (SD 17.8); n=30, Group 2: mean 42.5 (SD 15.5); n=30; SF-36 O-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 general health at 3 months; Group 1: mean 67.8 (SD 23.7); n=30, Group 2: mean 60.9 (SD 17); n=30;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 general health at 6 months; Group 1: mean 64.4 (SD 23); n=30, Group 2: mean 59.2 (SD 19.4); n=30;
SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 vitality at 3 months; Group 1: mean 64.1 (SD 19.4); n=30, Group 2: mean 48.5 (SD 17.1); n=30; SF-
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36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 vitality at 6 months; Group 1: mean 64.2 (SD 20.3); n=30, Group 2: mean 50.2 (SD 17.6); n=30; SF-
36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 social aspects at 3 months; Group 1: mean 79 (SD 17.2); n=30, Group 2: mean 64.6 (SD 25.9); n=30;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 social aspects at 6 months; Group 1: mean 74.6 (SD 22.2); n=30, Group 2: mean 66.5 (SD 27.5);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 emotional aspects at 3 months; Group 1: mean 75.7 (SD 35.4); n=30, Group 2: mean 56.7 (SD 42.1);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 emotional aspects at 6 months; Group 1: mean 78.9 (SD 30.4); n=30, Group 2: mean 51.6 (SD 39.2);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 mental health at 3 months; Group 1: mean 72.7 (SD 18.9); n=30, Group 2: mean 58.8 (SD 17.5);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 mental health at 6 months; Group 1: mean 72.1 (SD 20.7); n=30, Group 2: mean 61.8 (SD 19.9);
n=30; SF-36 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS for pain (cm) at 3 months; Group 1: mean 3.1 cm (SD 2.3); n=30, Group 2: mean 6.1 cm (SD 2.2);
n=30; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS for pain (cm) at 6 months; Group 1: mean 4.4 cm (SD 2.5); n=30, Group 2: mean 5.8 cm (SD 1.7);
n=30; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris score at 3 months; Group 1: mean 7.2 (SD 5.2); n=30, Group 2: mean 10.9 (SD 5.5); n=30;
Roland Morris 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris score at 6 months; Group 1: mean 8.1 (SD 6.3); n=30, Group 2: mean 11.4 (SD 5.5); n=30;
Roland Morris 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Paracetamol consumption at 3 months; Group 1: mean 7.6 Not clearly stated, plausibly "number of uses
per day per patient" (SD 10.6); n=30, Group 2: mean 8.1 Not clearly stated, plausibly "number of uses per day per patient" (SD 9.7); n=30; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Paracetamol consumption at 6 months; Group 1: mean 7.9 Not clearly stated, plausibly "number of uses
per day per patient" (SD 10.3); n=30, Group 2: mean 6.9 Not clearly stated, plausibly "number of uses per day per patient" (SD 10.2); n=30; Risk of bias: Very high;
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Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Diclofenac consumption at 3 months; Group 1: mean 9 Not clearly stated, plausibly "number of uses per
day per patient" (SD 2.6); n=30, Group 2: mean 4 Not clearly stated, plausibly "number of uses per day per patient" (SD 1.2); n=30; Risk of bias: Very high; Indirectness of

outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Diclofenac consumption at 6 months; Group 1: mean 5 Not clearly stated, plausibly "number of uses per
day per patient" (SD 2.5); n=30, Group 2: mean 5 Not clearly stated, plausibly "number of uses per day per patient" (SD 1.4); n=30; Risk of bias: Very high; Indirectness of

outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity

Further population details

Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria at
follow-up; Adverse events (morbidity) at Define

Lewis 2005°"°

RCT (Patient randomised; Parallel)

1 (n=80)

Conducted in United Kingdom; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 8 weeks + follow up to 1 year
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

Patients with mechanical non-radicular LBP >3 months, referred by consultant or family physician to physiotherapy;
age 18-75 years; fluency in English

Cardiac, respiratory, kidney, blood pressure or blood circulatory problems, spinal surgery, fracture, inflammatory or
infectious disease of the spine, metabolic disease, neurological deficit, rheumatoid arthritis or diabetes, health
professionals, and staff members at the institution where data collected; pregnant, attempting to become pregnant, o
not capable of participating in graded exercise programme

Referred by consultant or family physician to physiotherapy
Age - Mean (SD): Group 1: 46.1 (12.7); group 2: 45.7 (12.7) years. Gender (M:F): 28:52. Ethnicity: Not stated
1. Acute pain : Not applicable / Not stated / Unclear (Chronic). 2. Pain severity: Not applicable / Not stated / Unclear
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Indirectness of population

Interventions

Funding

(Not stated). 3. Risk assessment for chronicity: Not applicable / Not stated / Unclear (Already chronic). 4. Structural
pathology: No clear structural pathology (Exclusion criterion).

No indirectness

(n=40) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Exercise +
manipulation. 8 x 1-hour sessions over 2 months; 10 patients per class; 10 minutes warm up (walking and general
stretching); 40 minutes circuit: a number of "stations" including treadmill, exercise bicycle, sit to stand repetitions,
spinal stabilization exercises (supine, prone, 4-point kneeling), sitting gym ball exercises, leg press, "bridging" exercises,
step ups (onto 12-cm step), stepper, arm circling and arm raising (in standing), high stepping on the spot (touching
opposite hand to knee), walking to jogging on trampette, gym ball (5kg) lifts toward ceiling in supine position; also
curtained off manual therapy station as part of the circuit (individual treatment around 5 minutes) - most patients
received 6 mobilisation sessions out of the 8 total sessions; 10 minutes cool down (walking and stretching). The Back
Book. Duration 2 months. Concurrent medication/care: Not stated

(n=40) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. 8 x 30-

minutes sessions; individual manual therapy and spinal stabilisation exercises. The Back Book.. Duration 2 months.
Concurrent medication/care: Not stated

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: GROUP EXERCISE (BIOMECH + AEROBIC) +
MANIPULATION + EDUCATION versus COMBINED NON-INVASIVE INTERVENTIONS: INDIVIDUAL EXERCISE (BIOMECH) + MANIPULATION + EDUCATION

Protocol outcome 1: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Taking analgesics at 8 weeks; Group 1: 13/33, Group 2: 6/29; Risk of bias: Very high; Indirectness of

outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at Up to 4 months; Pain severity
(VAS/NRS) at >4 months; Function (disability scores) at Up to 4 months; Adverse events (morbidity) at Define; Function
(disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at >4 months; Adverse event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months;
Responder criteria at Up to 4 months; Responder criteria at >4 months; Return to work at Up to 4 months; Return to
work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Little 2014°%

RCT ( randomised; Parallel)

1 (n=69)

Conducted in United Kingdom

Unclear

Intervention + follow up: Intervention 3 months + follow up 12 months
Adequate method of assessment/diagnosis

Overall

Not applicable

Aged 18-65 years with current back pain for three or more weeks with presentation in primary care with low back pain
more than three months previously, currently scoring 4 or more on the Roland disability scale

Clinical indicators of serious spinal disease, previous spinal surgery, pending litigation, previous experience of
Alexander technique, perceived inability to walk 100m, history of psychosis or major alcohol misuse, pregnancy.

Age - Mean (SD): Control 47.2 (11.57), exercise 47.93 (11.97), alexander 49.92, (10/11), alex + ex 56.45 (7.86). Gender
(M:F): 26/43. Ethnicity:

1. Chronicity of pain: Mixed (At least 3 weeks).

Baseline scores (mean SD) for exercise, exercise + alexander, alexander and control groups, respectively — RMDQ:
10.29 (5.45), 11.44 (3.91), 10.06 (4.10), 9.24 (5.13); pain: 5.88 (1.60), 6.22 (1.94), 5.61 (2.13), 5.75 (2.04)

No indirectness

(n=17) Intervention 1: Usual care. Normal care. Patients were free to consult their GP as normal and GPs were free to
prescribe analgesia or refer for further care according to NICE guidance as appropriate. Duration 12 weeks. Concurrent
medication/care: Not stated

(n=17) Intervention 2: Postural therapies - Alexander technique. 10 lessons and a copy of a recommended book
providing an introduction to the Alexander technique. Duration 12 weeks. Concurrent medication/care: Not stated

(n=17) Intervention 3: Mixed exercise - Biomechanical + aerobic. It included motor relearning, strengthening,
stretching and aerobic exercises; exercises tailored to the individual that can also be performed at home; 20 hours of
contact time (10—12 group sessions); and exercise targeting motor control of deep abdominal and lumbar paraspinal
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muscles. Duration 12 weeks. Concurrent medication/care: Not stated

(n=18) Intervention 4: Combinations of non-invasive interventions - Combined non-invasive interventions. 10
Alexander technique lessons plus exercise (motor relearning, strengthening, stretching and aerobic exercises; exercises
tailored to the individual that can also be performed at home; 20 hours of contact time (10-12 group sessions).
Duration 12 weeks. Concurrent medication/care: Not stated

Funding Academic or government funding (National Institute for Health Research (NIHR))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ALEXANDER TECHNIQUE versus MIXED EXERCISE + ALEXANDER TECHNIQUE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain Von Korff at <4 months; Group 1: mean 3.71 (SD 2.7); n=15, Group 2: mean 4.36 (SD 2.95); n=15; von Korff pain scale 0-10 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Function RMDQ at <4 months; Group 1: mean 5.57 (SD 4.97); n=15, Group 2: mean 6.85 (SD 6.36); n=15; RMDQ 0-24 Top=High is poor outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



€eC

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Machado 2007°*

RCT (Patient randomised; Parallel)

1 (n=33)

Conducted in Unknown

Unclear

Intervention + follow up: 6 months
Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Age less than 65 years, chronic non-specific low back pain (pain between 12th rib and gluteal folds) for at least 3
months

Suspected or confirmed serious spinal pathology (fracture, tumour, infection, cauda equina syndrome), previous spinal
surgery, spondylolisthesis, pregnancy, other associated pathologies requiring current intervention, subjects exhibiting
radicular syndrome (defined as leg pain following dermatomal pattern and neurological signs)

Age - Mean (SD): Exercise 42.4 (13.2) Psychotherapy 44.6 (12.1). Gender (M:F): 10/23. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).

Baseline scores (mean SD) - pain VAS: exercise 7.0.1£2.6, therapy 6.0+2.6; Disability BRM: exercise 13.3+5.5, therapy
14.4+6.6; depression BDI: exercise 24.8+16.1, therapy 18.6+10.2.

No indirectness

(n=17) Intervention 1: Mixed exercise - Biomechanical + aerobic. Group exercise (of up to 10 patients) including
walking, stretching and strengthening exercises for 40 minutes twice a week for 9 weeks. Exercise supervised by
physiotherapist with 5 years of clinical experience. Duration 9 weeks. Concurrent medication/care: not reported

(n=16) Intervention 2: Placebo/Sham. Attention control. Non-directive counselling in groups of up to 10 patients. 80

minute sessions twice a week for 9 weeks, facilitated by two psychologists with 12 years of clinical experience..
Duration 9 weeks. Concurrent medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus PLACEBO/SHAM
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 9 weeks; MD -1.8 (95%Cl -5.16 to 1.55); Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 6 months; MD -1.3 (95%Cl -4.4 to 1.8); Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Brazilian Roland Morris Disability Questionnaire at 9 weeks; MD -4.9 (95%Cl -9.08 to -0.72); Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Brazilian Roland Morris Disability Questionnaire at 6 months; MD -4 (95%Cl -9.28 to 0.13) 0-24 Roland
Morris Disability Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Beck Depression Inventory at 9 weeks; MD -6.3 (95%Cl -18.7 to 6.02); Risk of bias: High; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder
criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at
Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Machado 2010***

RCT (Patient randomised; Parallel)

1 (n=146)

Conducted in Australia; Setting: multi-centre, 27 medical practices in Sydney
1st line

Intervention + follow up: 3 weeks intervention, 3 months follow up
Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Stratified then randomised

18-80 years, new episode of acute non-specific lower back pain (pain in the area between the 12th rib and buttock
crease, with or without leg pain, of less than 6 weeks duration) able to visit one of the trial physical therapists for
commencement of the McKenzie treatment program within 48 hours of presentation to the physician.

Nerve root compromise, red flags for serious spinal pathology (e.g. fracture, infection), spinal surgery in the past 6
months, pregnancy, severe cardiovascular or metabolic disease, inability to read and understand English.

Age - Mean (SD): McKenzie group 47.5 (14.4), Control 45.9 (14.9). Gender (M:F): 73/73. Ethnicity:

1. Chronicity of pain: Acute pain (<3 months duration) (6 weeks or less duration ).

Baseline scores (mean SD) - pain NRS: McKenzie 6.6+1.8, UC 6.3+1.9; disability RMDQ: McKenzie 13.745.5, UC 13.5%5.3
No indirectness

(n=73) Intervention 1: Individual Biomechanical exercise - McKenzie. McKenzie. Duration 3 weeks. Concurrent
medication/care: Advice to remain active, paracetamol and possibly non-steroidal anti-inflammatory drugs

(n=73) Intervention 2: Usual care. Advice to remain active, paracetamol and possibly non-steroidal anti-inflammatory
drugs. Duration 3 weeks. Concurrent medication/care: None

Academic or government funding (University of Sydney, national health and medical research council, Australian
government, FAPEMIG (Brazil))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MCKENZIE versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain intensity numeric rating scale (0-10) at 3 weeks; Group 1: mean 1.8 (SD 1.67); n=70, Group 2: mean
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2.5 (SD 1.66); n=69; Pain intensity rating scale 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Questionnaire (0-24) at 3 weeks; Group 1: mean 4.8 (SD 5.86); n=70, Group 2: mean 5.1
(SD 5.81); n=69; Roland Morris Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Mannion 1999%*° (Mannion 2001357)

RCT (Patient randomised; Parallel)

1 (n=148)

Conducted in Finland; Setting: Hospital spine unit

Unclear

Intervention + follow up: Intervention 3 months + follow up 6 months after therapy
Adequate method of assessment/diagnosis: History and examination by neurologists
Overall

Not applicable

<65 years; >3 months of continual or recurrent episodes of LBP with or without referred pain (of a non-radicular
nature); serious enough to cause absence from work or solicitation of medical attention; ability and willingness to
travel independently to the hospital; willingness to comply with the treatment randomly assigned; ability to read and
write German or English; ability to perform pre-inclusion test designed to ensure a certain minimum ability to perform
the functional test outcomes

Constant or persistent severe pain; non-mechanical LBP; pregnancy; previous spinal surgery; current nerve root
entrapment accompanied by neurologic deficit; spinal cord compression; tumours; severe structural deformity;
severe instability; severe osteoporosis; fresh fracture; inflammatory disease of the spine; spinal infection; severe
cardiovascular or metabolic disease; other corresponding disorders preventing active rehabilitation; acute infection;
lack of cooperation
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Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Local media advertisement

Age - Range of means: 43.7 (10.1) to 46.3 (10.1) years. Gender (M:F): 64:84. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean, SD): average pain VAS: mixed 4.1+1.8, stability 4.4+1.8; RMDQ: mixed 7.6+4.7, stability 8+4
No indirectness

(n=49) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions.
Physiotherapy: half hour individual sessions focused on improving functional capacity of the patient and giving
instruction on ergonomic principles; isometric exercises, exercises with Therabands and general strength-training
devices; patients advised on home exercises and encouraged to perform them; programme individualised within
guidelines. Twice a week for 3 months. Duration 3 months. Concurrent medication/care: Not stated

(n=49) Intervention 2: Group biomechanical exercise - Core stabilization. Muscle reconditioning using training devices:

David Back Clinic progressive programme of active functional restoration using controlled progressive exercises on
training devices within patient's pain-free range of motion. Groups of 2-3 patients; each session around 1 hour.
Isoinertial load to lumbar spine in the sagittal, frontal and horizontal planes; each session preceded by 5-10 minute
aerobic warm-up (cycling, stepping); relaxation and stretching exercises before and after exercises performed on each
device. Twice a week for 3 months. Duration 3 months. Concurrent medication/care: Not stated

(n=50) Intervention 3: Group Aerobic exercise - Group aerobics. Aerobics/stretching classes: 12 patients per class; 1
hour; stretching and aerobic muscle-toning exercises carried out to music with appropriate tempo and rhythm to
promote the desired level of exertion; 10-20 minute warm up involving whole body static stretching and low-impact
aerobic exercises followed by 30 minutes of specific exercises directed predominantly at trunk and leg muscles;
number of repetitions increased and more difficult variations incorporated as patients became more competent; last
15 minutes cool-down and relaxation exercises. Twice a week for 3 months. Duration 3 months. Concurrent
medication/care: Not stated

Academic or government funding (Swiss National Science Foundation, Schulthess Klinik Research Fund and DBC
International)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PHYSIOTHERAPY: EXERCISE + HOME EXERCISE versus EXERCISES USING DEVICES

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 months; Group 1: mean 3.2 Not stated (SD 2.2); n=46, Group 2: mean 3.1 Not stated (SD
2.1); n=44; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 12 months; Group 1: mean 3.2 Not stated (SD 2); n=44, Group 2: mean 2.9 Not stated (SD
2.2); n=40; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 6.8 Not stated (SD 4.9); n=46, Group
2: mean 6.7 Not stated (SD 5); n=44; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 4: Function (disability scores) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 12 months; Group 1: mean 7.4 Not stated (SD 4.9); n=44, Group
2: mean 5.8 Not stated (SD 4.8); n=40; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PHYSIOTHERAPY: EXERCISE + HOME EXERCISE versus AEROBICS

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 months; Group 1: mean 3.2 Not stated (SD 2.2); n=46, Group 2: mean 3.6 Not stated (SD
2.5); n=47; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 12 months; Group 1: mean 3.2 Not stated (SD 2); n=44, Group 2: mean 3.2 Not stated (SD
2.2); n=43; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 6.8 Not stated (SD 4.9); n=46, Group
2: mean 6.3 Not stated (SD 5.1); n=47; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 4: Function (disability scores) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 12 months; Group 1: mean 7.4 Not stated (SD 4.9); n=44, Group
2: mean 6.2 Not stated (SD 4.6); n=43; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: AEROBICS versus EXERCISES USING DEVICES
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 months; Group 1: mean 3.6 Not stated (SD 2.5); n=47, Group 2: mean 3.1 Not stated (SD
2.1); n=44; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 12 months; Group 1: mean 3.2 Not stated (SD 2.2); n=43, Group 2: mean 2.9 Not stated (SD
2.2); n=40; VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 6.3 Not stated (SD 5.1); n=47, Group
2: mean 6.7 Not stated (SD 5); n=44; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 4: Function (disability scores) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 12 months; Group 1: mean 6.2 Not stated (SD 4.6); n=43, Group
2: mean 5.8 Not stated (SD 4.8); n=40; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Adverse events (morbidity) at Define; Psychological
distress (HADS/GHQ/BDI/STAI) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Up to 4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months; Adverse
event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months;
Responder criteria at >4 months; Return to work at Up to 4 months; Return to work at >4 months
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Marshall 2008-1**°

RCT (Patient randomised; Parallel)
1 (n=25)

Conducted in New Zealand; Setting: Physiotherapy departments. Prior to randomisation to exercise therapy
participants either completed the manipulation or non-manipulation therapy they had been referred for, or, if
recruited through advertisements were randomised to four weeks of either manipulation or non-manipulation
therapy

2nd line

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall

Stratified then randomised

Low back pain for at least 12 weeks, minimum disability score of at least 15% Oswestry Disability Questionnaire

Presence of severe postural abnormality, neuromuscular disortderm previous diagnosis of pathology (confirmed by
MRI or radiograph) which would contraindicate exercise or manipulative treatment in the last 3 months, previous
participation in abdominal stabilisation training programme

Patients recruited between May 2004 and June 2005 from physiotherapy departments as well as advertisements in
newspapers and television.

Age - Mean (SD): Exercise group 34.3 (9.2) Control group 35.8 (10.4). Gender (M:F): 12/13. Ethnicity: not reported
1. Chronicity of pain : Chronic (>3 months duration) (At least 12 weeks).

Baseline scores (mean SD) - MPQ sensory: manipulation + exercise (ME)9.6%4.5; manipulation + self man (MS)
12.8+5.4, non-manip + exercise (NME) 8.945.2, non-manip+ self man (NMS) 11.7+4.6; MPQ affective: ME 2.8+2.5, MS
4.3+4.1, NME 2.4+3.5, NMS 2.7+2.4; SF12 physical: ME 38.5+7.7, MS 41.1+10.8, NME 40.7+12.8, NMS 39.6+9.7; SF12
mental: ME 40.815.9, MS 38.7£15.4, NME 47.3£11.4, NMS 51.748.9; VAS not given

No indirectness

(n=12) Intervention 1: Individual Biomechanical exercise - Core stability. Swiss ball exercise programme supervised
once a week by an exercise scientist (qualified with at least an undergraduate degree in sport and exercise science).
Duration 12 weeks. Concurrent medication/care: Spinal manipulation (high velocity low amplitude thrusts) by
registered chiropractors and manipulative physiotherapists for 4 weeks prior to intervention.

(n=13) Intervention 2: Self-management - Advice to stay active. Participants provided with advice to stay active and an
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information sheet on exercises to perform . Duration 12 weeks. Concurrent medication/care: Spinal manipulation
(high velocity low amplitude thrusts) by registered chiropractors and manipulative physiotherapists for 4 weeks prior
to intervention.

Funding No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: SF -12 Physical at 12 weeks ; Group 1: mean 52.5 (SD 8.3); n=12, Group 2: mean 43.2 (SD 7.4); n=13; Risk of bias: Very high; Indirectness of
outcome: No indirectness

- Actual outcome: SF -12 Mental at 12 weeks ; Group 1: mean 52.8 (SD 9.8); n=12, Group 2: mean 50.2 (SD 10.9); n=13; SF-12 0-100 Top=High is good outcome; Risk
of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: SF -12 Mental at 1 year; Group 1: mean 53.4 (SD 7.4); n=12, Group 2: mean 45.1 (SD 11.9); n=13; Risk of bias: Very high; Indirectness of outcome:
No indirectness

- Actual outcome: SF -12 Physical at 1 year; Group 1: mean 52.2 (SD 5.2); n=12, Group 2: mean 48.8 (SD 8.5); n=13; SF-12 0-100 Top=High is good outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: VAS 0-10 at 12 weeks; Other: "significant reduction" p=<0.001; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Sensory Pain (McGill Pain Questionnaire) at 12 weeks; Group 1: mean 3.9 (SD 3.2); n=12, Group 2: mean 7.1 (SD 5.3); n=13; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: Affective Pain (McGill Pain Questionnaire) at 12 weeks; Group 1: mean 1.4 (SD 1.6); n=12, Group 2: mean 3.3 (SD 5.4); n=13; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months

- Actual outcome: VAS 0-10 at 1 year; Other: "not significant"; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Sensory Pain (McGill Pain Questionnaire) at 1 year; Group 1: mean 4 (SD 3.2); n=12, Group 2: mean 6.3 (SD 4.8); n=13; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome: Affective Pain (McGill Pain Questionnaire) at 1 year; Group 1: mean 0.8 (SD 1.4); n=12, Group 2: mean 1.4 (SD 1.5); n=13; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Marshall 2013°**

RCT (Patient randomised; Parallel)

1 (n=64)

Conducted in Australia

Unclear

Intervention + follow up: 6 months
Adequate method of assessment/diagnosis
Overall (acute, chronic) with sciatica

Not applicable

Age 18 to 50 years, ongoing recurrent low back pain (pain between costal margins and inferior gluteal folds) for greater
than 12 weeks

Presence of postural abnormality contributing to the diagnosis, pain radiating down the knee, known history of or
currently symptomatic lumbar disc hernia or fracture, history of back surgery, diagnosed inflammatory joint disease,
known severe osteoporosis, known metabolic or neuromuscular disease, pregnancy, recent participation in exercise
programme or any form of physical treatment i.e. manipulation, mobilisation or massage.

Age - Mean (SD): Aerobic 36.2 (8.2) Biomechanical 36.2 (6.2). Gender (M:F): 24/40. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 12 weeks).

Baseline scores (mean SD) - VAS: pilates 3.6%2.1, aerobic 4.5+2.5; ODI: pilates 25.4+11.2, aerobiv 24+11.9
No indirectness

(n=32) Intervention 1: Group biomechanical exercise - Pilates. 1 hour pilates class three times a week in groups of 10.
Duration 8 weeks. Concurrent medication/care: not reported

(n=32) Intervention 2: Group Aerobic exercise - Group aerobics. Stationary cycling exercise group 1 hour three times a
week . Duration 8 weeks. Concurrent medication/care: not reported

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP AEROBICS versus PILATES

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 2 months; Group 1: mean -0.8 (SD 1.9415); n=32, Group 2: mean -1.9 (SD 1.9415); n=32;
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VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 6 months; Group 1: mean -1.2 (SD 1.9415); n=32, Group 2: mean -1.6 (SD 1.9415); n=32;
VAS 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Function - ODI (0-100) at 2 months; Group 1: mean -3.9 (SD 10.817); n=32, Group 2: mean -10.4 (SD
10.5398); n=32; ODI 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Function - ODI (0-100) at 6 months; Group 1: mean -5.9 (SD 9.9851); n=32, Group 2: mean -10.4 (SD
9.9851); n=32; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Age, gender and ethnicity
Further population details

Extra comments

Extra comments
Indirectness of population

Interventions

Funding

%2 (Masharawi 2013°%)

RCT (Patient randomised; Parallel)
1 (n=40)

Conducted in Israel

Masharawi 2013

Unclear
Intervention + follow up: intervention 4 weeks, follow up 8 weeks

Adequate method of assessment/diagnosis: Pain severity using visual analogue scale (1-10) and disability using the
Rolland Morris questionnaire score (1-24)

Overall
Stratified then randomised

Females, ages 45-65 years of age, with lower back pain for a minimum of 12 weeks, able to give informed consent,
understood instructions and willing to cooperate with the treatment.

Systemic or structural pathology, inflammatory joint disease, display of overt neurological signs.
Age - Range: 45 to 65 years. Gender (M:F): females only. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 12 weeks of LBP).

Baseline scores (mean SD) - pain VAS: exercise 4.00 (1.43), control 3.91 (1.64); RMDQ: exercise 14.21 (5.22), control
14.93 (5.96).. 20 participants for intervention group and 20 for waiting list control group

20 participants for intervention group and 20 for waiting list control group
No indirectness

(n=20) Intervention 1: Group biomechanical exercise - Core stabilization. 45 minute exercise session bi-weekly for 4
weeks. Exercises focussed on lumbar-pelvic spine region aimed at improving lumbar mobility/flexibility. Exercise
administered in groups by a registered physiotherapist. . Duration 4 weeks. Concurrent medication/care: Unclear

(n=20) Intervention 2: Placebo/Sham. Waiting list control. Duration 4 weeks. Concurrent medication/care: Unclear

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILIZATION versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
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- Actual outcome for Overall (acute, chronic) without sciatica: Visual analogue scale (1-10) for pain severity at 4 weeks; Group 1: mean 1.68 (SD 0.82); n=20, Group 2:
mean 3.88 (SD 1.54); n=20; Visual analogue score 1-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Rolland Morris questionnaire score for disability (1-24) at 4 weeks; Group 1: mean 9.31 (SD 5.8); n=20,
Group 2: mean 14.37 (SD 5.77); n=20; Rolland Morris Questionnaire score 1-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study (subsidiary papers)
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Mcdonough 2013°% (Mcdonough 2010356)

RCT (Patient randomised; Parallel)

1 (n=56)

Conducted in United Kingdom; Setting: Patients referred from primary care to two hospital physiotherapy departments
(71%) as well as those found through searches of local primary care practices. Those recruited through physiotherapy
referral were given option of physiotherapy at the end of intervention period.

Unclear

Intervention + follow up: 6 months

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Age 18 years and over, low back pain with or without radiation persisting for >12 weeks, capable of participating in
home-based exercise, fluency in written and verbal English

Spinal surgery in the past 12 months, evidence of nerve root, spinal cord or cauda equina compression, severe spinal
stenosis indicated by signs of neurogenic claudication grade 3 to 4 spondylolisthesis (grade 1 to 2 spondilolisthesis
eligible for inclusion), fiboromyalgia, systemic inflammatory condition, any other musculoskeletal injury or
contraindication to increasing PA levels including any cardiorespiratory or other medical condition limiting exercise
tolerance, low back pain caused by involvement in a road traffic accident in the last 12 months or ongoing litigation,
history of serious psychological or psychiatric illness (mild depression eligible for inclusion), current pregnancy

Age - Mean (range): Exercise = 48 (43-53) Control = 51 (42-60). Gender (M:F): 25/31. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (>12 weeks).

Baseline scores (mean, 95% Cl) - disability ODQ: walking 31.9 (26.6-37.2), UC 27.7 (23.3-32.2); pain NRS: walking 5.4
(4.8-6.0), UC4.6 (3.6-5.5); ED5D weighted: walking 0.58 (0.49-0.66), UC 0.64 (0.53-0.75); EQ5SD VAS: walking 68.5 (62.7-
74.3), UC 59.4 (49.6-69.2)

No indirectness

(n=40) Intervention 1: Individual Aerobic exercises - Walking programme. Graded pedometer-driven walking
programme structured around the 5 A's framework and a single one-to-one session with physiotherapist who
completed a physical examination and gave standardized education/advice to remain active using "the back book".
Duration 8 weeks. Concurrent medication/care: not reported

(n=17) Intervention 2: Usual care - Waiting-list. Single one-to-one session with physiotherapist who completed a

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



81¢

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

physical examination and gave standardized education/advice to remain active using "the back book". Duration
unclear. Concurrent medication/care: not reported

Funding Academic or government funding (Physiotherapy Research Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: WALKING PROGRAMME versus WAITING-LIST

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: EuroQol Weighted Health Index (EQ-5D) at 6 months; Group 1: mean 0.63 (SD 0.302691); n=39, Group 2: mean 0.69 (SD 0.189326); n=17; EuroQol
(EQ-5D) 0.59 - 1.0 Top=--; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: EuroQol (EQ-5D Visual Analogue Scale - health state) at 6 months; Group 1: mean 72.1 (SD 20.07); n=40, Group 2: mean 62.5 (SD 24.7); n=17; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Average pain over last week (Numerical rating scale) at 6 months; Group 1: mean 3.8 (SD 2.5); n=40, Group 2: mean 4.1 (SD 2.63); n=17; NRS 0-10
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Questionnaire at 6 months; Group 1: mean 23.7 (SD 16.8); n=40, Group 2: mean 26.2 (SD 16.09); n=17; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define

367

Study Mcilveen 1998

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=109)

Countries and setting Conducted in Australia; Setting: Community care centre of a metropolitan hospital

Line of therapy Unclear

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



6v¢

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: Self report, physical examination, x-ray, medical investigations
Overall

Not applicable

Chronic low back pain or back and leg pain; referred for hydrotherapy

Uncontrolled hypertension; severe postural hypotention; left heart failure; exercise induced angina; lung vital capacity
<1.5 L; faecal or urinary incontinence; allergy to chlorine; tendency to antisocial behaviour (e.g. following head injury);
severe limiting airways disease; first trimester of pregnancy; could not speak or read English; spondylolisthesis; lower
limb joint replacement surgery; receiving work or traffic injury-related compensation insurance; condition so severely
painful or irritable that they required individual hydrotherapy or alternative physiotherapy or medical treatments

Referred by medical practitioner or physiotherapist

Age - Mean (SD): Hydrotherapy: 57.2 (15.2); control: 58.4 (15.0). Gender (M:F): 41:68. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (No futher details given).

No baseline data provided.

No indirectness

(n=56) Intervention 1: Group biomechanical exercise - Hydrotherapy. 60-minute group hydrotherapy sessions twice
weekly for 4 weeks. Duration 4 weeks. Concurrent medication/care: Not stated

(n=53) Intervention 2: Usual care - Waiting-list. Waiting list control group. Duration 4 weeks. Concurrent
medication/care: Not stated

Academic or government funding (Alfred Group of Hospitals Research Committee )

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: HYDROTHERAPY versus WAITING-LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Present pain intensity at 4 weeks; Group 1: 15/45, Group 2: 11/50; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Questionnaire at 4 weeks; Group 1: 12/45, Group 2: 4/50; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Mirovsky 2006°”

RCT (Patient randomised; Parallel)

1 (n=84)

Conducted in Israel; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 28 days + follow up to 1 year

Adequate method of assessment/diagnosis: History, examination and x-ray, CT or MRI scan
Overall

Not applicable

18-65 years; mechanical LBP for at least 6 months but <2 years; degenerative discs at lumbar spine confirmed by x-ray,
CT or MRl scan

Pregnant; osteoporosis or known malignancy; neurological deficit; involved in litigation or compensation actions
Not stated

Age - Range of means: 48.6-49.2 years. Gender (M:F): 42:34. Ethnicity: Not stated

1. Chronicity of pain : Chronic (>3 months duration) (At least 6 months).

Baseline scores shown graphically

No indirectness

(n=42) Intervention 1: Manual therapy - Traction. Vertical Ambulatory Traction Device: a dynamic frame corset that
enables traction between the iliac crest and the ribs (with telescoping rods) and controls the amount of lordosis with a
lever arm that pushes the lumbar spine form behind; the patient controls the amount of traction and lordosis -
encouraged to apply these until felt discomfort; daily for 12 days then 8 more sessions on alternating days; 1st 3
sessions 20 minutes each, then 30 minutes each; patients could stand or sit as tolerated while performing vertical
traction. . Duration 28 days. Concurrent medication/care: Not stated

(n=42) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Vertical
Ambulatory Traction Device: a dynamic frame corset that enables traction between the iliac crest and the ribs (with
telescoping rods) and controls the amount of lordosis with a lever arm that pushes the lumbar spine form behind; the
patient controls the amount of traction and lordosis - encouraged to apply these until felt discomfort; daily for 12 days
then 8 more sessions on alternating days; 1st 3 sessions 20 minutes each, then 30 minutes each; patients instructed to
walk on a treadmill at 3km/hr for 15 minutes per session after the third session. Duration 28 days. Concurrent
medication/care: Not stated
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: TRACTION + EXERCISE (AEROBIC) versus TRACTION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 1 month; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Pain VAS at 1 year; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Function (disability scores) at Up to 4 months; Adverse
events (morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Miyamoto 2013*"*

RCT (Patient randomised; Parallel)

1 (n=86)

Conducted in Brazil; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 6 weeks + follow up to 6 months
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

Chronic non-specific LBP at least 3 months; age 18-60 years

Contraindications for physical exercise, previous regular pilates method training, pregnancy, serious spinal pathologies,
previous or scheduled spinal surgery, LBP due to nerve root compromise, physical therapy treatment for chronic LBP in
last 6 months; inability to write or speak in Portuguese

Advertisement in regional newspaper and on university website

Age - Mean (SD): Booklet group 38.3 (11.4), pilates group 40.7 (11.8) years. Gender (M:F): 16:70. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).

Baseline scores (mean SD) - pain intensity: UC6.5+7.1, pilates 6.6+1.5; disability RMDQ: UC 10.5%5.4, pilates 9.7+4.5
No indirectness

(n=43) Intervention 1: Self-management - Self-management programmes (including education, advice and
reassurance). Booklet containing information about the anatomy of the spine and pelvis, LBP, and recommendations
regarding posture and movements involved in ADL; twice-weekly telephone calls from physio regarding booklet
instructions; Pilates offered to the group after 6 month follow up. Duration 6 weeks. Concurrent medication/care:
Instructed not to undergo treatment elsewhere during study period. Allowed to keep taking medication as prescribed
by doctor.

(n=43) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Booklet
containing information about the anatomy of the spine and pelvis, LBP, and recommendations regarding posture and
movements involved in ADL. Plus individual supervised 1-hour Pilates session twice a week for 6 weeks (centering,
concentration, control, precision, flow, breathing), starting with 5 warm up exercises aimed at improving spine and
pelvis mobility, then 8 exercises for improving breathing associated with core stability, posture, strengthening of
specific muscles and flexibility of lower limbs and spinal muscles in all planes of movement; 5-10 repetitions for each
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movement; exercises tailored to [patient and progressed in difficulty.. Duration 6 weeks . Concurrent medication/care:
Allowed to keep taking medication as prescribed by doctor

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: PILATES AND EDUCATION versus SELF-
MANAGEMENT EDUCATION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain NRS at 6 weeks; Group 1: mean 3.1 Not stated (SD 2.3); n=43, Group 2: mean 5.2 Not stated (SD 2.3);
n=43; Numeric Rating Scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain NRS at 6 months; Group 1: mean 4.5 Not stated (SD 2.2); n=43, Group 2: mean 5.3 Not stated (SD 2.3);
n=43; Numeric Rating Scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 weeks; Group 1: mean 3.6 Not stated (SD 3.4); n=43, Group 2:
mean 7.1 Not stated (SD 5.7); n=43; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcome 4: Function (disability scores) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Group 1: mean 4.5 Not stated (SD 4.5); n=43, Group 2:
mean 6.7 Not stated (SD 5.6); n=43; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Adverse events (morbidity) at Define; Psychological
distress (HADS/GHQ/BDI/STAI) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Up to 4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months; Adverse
event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months;
Responder criteria at >4 months; Return to work at Up to 4 months; Return to work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Miyamoto 2013%"*

RCT (Patient randomised; Parallel)

1 (n=86)

Conducted in Brazil

Unclear

Intervention + follow up: 6 months

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Aged 18-60, chronic non-specific low back pain with duration of at least 3 months

Previous physiotherapy treatments in the last 6 months, previous regular pilates method training, pregnancy, serious
spinal pathologies, previous or scheduled spinal surgery, nerve root compromise, inability to speak or write Portuguese
Patients recruited between August 2010 and April 2011 by advertisement placed in a national newspaper and on the
University website.

Age - Mean (SD): Pilates: 38.3 (11.4) Control: 40.7 (11.8). Gender (M:F): 16/70. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).

Baseline scores (mean SD) - pain intensity: UC6.5+7.1, pilates 6.6+1.5; disability RMDQ: UC 10.5%5.4, pilates 9.7+4.5
No indirectness

(n=43) Intervention 1: Individual Biomechanical exercise - Pilates. Modified Pilates method aimed at improving
breathing core stability motor control posture flexibility and mobility with the spine in neutral position. One hour
session delivered twice a week over 6 weeks by a certified Pilates instructor with 3 years’ experience. Patients also

received the same education booklet as the control group.. Duration 6 weeks. Concurrent medication/care:
Physiotherapy treatment 41.9% Medication 39.5%

(n=43) Intervention 2: Usual care. Education booklet and twice weekly telephone calls for clarifications regarding the

booklet instructions.. Duration 6 weeks. Concurrent medication/care: Physiotherapy treatment 2.3% Medication
41.8%. Patients instructed not to undergo treatment elsewhere during the period of study.

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PILATES versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 6 months; Mean -0.9 (95%Cl -1.9 to 0.1) VAS 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 6 weeks; MD -2.2 (95%Cl -3.2 to -1.1) VAS 0-10 Top=High is poor outcome; Risk of bias: ;
Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland-Morris Disability Questionnaire at 6 months; Mean -1.4 (95%Cl -3.1 to 0.03) RMDQ 0-24 Top=High
is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland-Morris Disability Questionnaire at 6 weeks; MD -2.7 (95%Cl -4.4 to -1) RMDQ 0-24 Top=High is poor
outcome; Risk of bias: ; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Monro 2015°%°

RCT (Patient randomised; Parallel)
1 (n=61)

Conducted in India; Setting: Took place in 2011 at the Patanjali Yogpeeth, a yoga university in Haridwar, rural district in
north India

Unclear

Intervention + follow up: 4 months

Method of assessment /diagnosis not stated
Overall

Not applicable

Age 20-45 y, RMDQ score > 3 and/or acute sciatica in past 3 months, presence of at least 1 disc extrusion or bulge,
willingness to comply with the treatment randomly assigned

Severe motor weakness, previous spinal surgery, central canal stenosis, severe structural deformity, severe
osteoporosis, fresh fracture, pregnancy, tumours, ankylosing spondylitis, spinal infection, severe cardiovascular or
metabolic disease, recent history of psychosis or alcohol abuse, lack of cooperation, pending litigation

Recruitment by leafleting, advertising with the local newspaper and word of mouth for volunteers with sciatica

Age - Mean (SD): Yoga - 36(7.3); Control - 37(6.4). Gender (M:F): 46%/54%. Ethnicity: Not stated

1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion crieria ).

Baseline Aberdeen Questionnaire score, mean (SD): Yoga - 21.1(8.1); Control - 22.1(6.3). Baseline RMDQ score, mean
(SD): Yoga - 12.1(5.0); control - 11.4(4.9).

No indirectness

(n=30) Intervention 1: Group mind-body exercise - Group Yoga. Yoga therapy comprised postural, breathing and
relaxation exercises devised by a distinguished orthopaedic surgeon and are adaptable to the type and severity of LBP
(See http://yogatherapy.org/hnp-yoga-1 for details). The Yoga Group first attended a yoga course (two or more group

classes per week for 2 weeks) in order to develop a home practice (15 to 30 minutes), which they were asked to
continue daily. Duration 3 months. Concurrent medication/care: None reported.

(n=31) Intervention 2: Usual care. Continued with their normal medical care, pain killers and non-steroidal anti-
inflammatory medication. Education classes were offered as a compensation for not having yoga, after 2 weeks the
attendance was less than 30% and classes were discontinued.. Duration 3 months. Concurrent medication/care: None
reported.
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Aberdeen Low Back Pain Questionnaire at 3-4 months; Group 1: mean 15.92 (SD 8.19); n=25, Group 2: mean 17.11 (SD 7.06); n=27; Risk of bias: Very
high; Indirectness of outcome:

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland Morris Disability Questionnaire (RMDQ) score at 3-4 months; Group 1: mean 6.93 (SD 5.04); n=24, Group 2: mean 10.03 (SD 5.68); n=28; Risk
of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Protocol outcomes not reported by the study

Moon 2015%%*

RCT ( randomised; Parallel)

1 (n=16)

Conducted in South Korea; Setting: Not reported.

Unclear

Intervention time: 8 weeks

Adequate method of assessment/diagnosis: Chronic low back pain
Overall

Stratified then randomised

Firefighters with chronic low back pain, with body fat rate of greater than 30%. Not participated in physical exercise for
at least 6 months.

Not stated

Not reported.

Age - Mean (SD): Ex: 45.1 (2.23), Con: 41.6 (4.27). Gender (M:F): Not stated. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria ).

Height (cm): Experimental - 171.4(5.23); control - 171.0(3.23). Weight (kg): Experimental - 71.1(6.56); control -
69.3(2.87).. N/A

No indirectness: Meets protocol

(n=8) Intervention 1: Individual Biomechanical exercise - Core stability. Warm up for 5 minutes of stationary bicycle
riding. Repeat cycles of core exercises including sit ups, knee chest, toe touch, squat training, prome, push back arch
back, back arch back. As the weeks went on the number of repeats increased. Finish exercises with stretching. .
Duration 8 weeks. Concurrent medication/care: Not stated

Comments: N/A

(n=8) Intervention 2: Usual care. No detail for control arm. . Duration 8 weeks. Concurrent medication/care: Not stated
Comments: N/A

Funding not stated

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Function

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



09¢

9T0T ‘341Ua) 3UI|PIND [e31UI|D [EUOHIEN

(disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity)
at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Myounggi 2015°%

RCT (Patient randomised; Parallel)

(n=90)

Conducted in South Korea; Setting: Unclear - W Hospital in Daejeon
Unclear

Intervention time: 2 weeks

Adequate method of assessment/diagnosis: X-ray and physical examination
Overall

Not applicable

Diagnosis of deformities in parts of the lumbar spine, and they were all confirmed to be lumbar deformation and low
back pain

Not stated

Outpatients of W Hospital in Daejeon, Republic of Korea

Age - Mean (range): 34.2-35.2 years. Gender (M:F): 15/15 in each group. Ethnicity: Not stated
1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).
Baseline - VAS score (mean%SD): 8.4+0.7 (Exercise group), 8.5+0.6 (Electrotherapy group)

No indirectness

(n=30) Intervention 1: Individual Biomechanical exercise - McKenzie. Performed three of the McKenzie lumbar
extension exercises and three of the Williams lumbar flexion. 5 times a week for 2 weeks.. Duration 2 weeks.
Concurrent medication/care: None given

(n=30) Intervention 2: Electrotherapy - Interferential therapy. A hot pack was first applied for 20 minutes to soften the
muscles before an interferential current machine (ICT; TM-301, TOPMED. Seongnam, Republic of Korea) was used.
Electrical stimulation was applied twice for 15 minutes each in order to trigger strong muscle contractions.. Duration 2
weeks. Concurrent medication/care: None given

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MCKENZIE AND WILLIAMS EXERCISE versus INTERFERENTIAL THERAPY
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS (score) at 2 weeks; Group 1: mean 5.8 (SD 0.7); n=30, Group 2: mean 7 (SD 0.7); n=30; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study
Study type
Number of studies (number of participants)

Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Nambi 2014

RCT (Patient randomised; Parallel)
(n=60)

Conducted in India; Setting: C. U. Shah physiotherapy college outpatient department (OPD), Surendranagr, Gujarat
during the period of January 2012 to December 2012.

Unclear

Intervention time: 4 weeks

Method of assessment /diagnosis not stated

Overall

Not applicable

History of LBP with symptoms persisting for 3 months. Subjects had to be 18 years of age and ambulatory.

If their LBP was due to nerve root compression, disc prolapse, spinal stenosis, tumor, spinal infection, ankylosing
spondylosis, spondylolisthesis, kyphosis or structural scoliosis, or a widespread neurological disorder. If they presented
as presurgical candidates, were involved in litigation or compensation, displayed a compromised cardiopulmonary
system, were pregnant, had a body mass index (BMI) of more than 35, were experiencing major depression or
substance abuse and were practitioners of yoga.

Subjects were recruited through physicians and self-referral. Physicians were informed about the study through
pamphlets and flyers.

Age - Mean (range): 43.66-44.26. Gender (M:F): 28/32. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) (3 months).

Baseline characteristics (meanzSD): VAS - 6.7+0.9 (yoga group), 6.7+0.9 (exercise group)
No indirectness

(n=30) Intervention 1: Group mind-body exercise - Group Yoga. Attended classes by a yoga instructor (1 hour per
week), also asked to practice yoga at home (30 mins, 5 days a week). The intervention consisted of 29 postures. Poses
from the following categories were used: supine, seated, standing, forward bends, twists and inversions. Subjects were
gradually progressed from simple poses to progressively more challenging poses. At the program end, subjects were
encouraged to continue yoga therapy at home. . Duration 4 weeks. Concurrent medication/care: Received lecture of 1
hour on physical therapy education regarding CLBP, 2 weeks prior to the commencement of the program. Instructional
handouts were given to help subjects use the information they received.

(n=30) Intervention 2: Individual Biomechanical exercise - Stretching. Taught specific exercises that strengthen and
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stretch abdominal and back muscles, were asked to practice them for 3 days a week with five repetitions in three sets
with 30-s pauses per set to begin with and repetitions were gradually increased until they reached 15 for 4 weeks.
Before the exercise program, soft tissue flexibility and range of motion was increased through stretching exercises,
with 5-10 min relaxation periods (warm up). Told to refrain from performing strenuous activities outside of normal
activities of daily living. . Duration 4 weeks. Concurrent medication/care: Received lecture of 1 hour on physical
therapy education regarding CLBP, 2 weeks prior to the commencement of the program. Instructional handouts were
given to help subjects use the information they received.

Funding No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus STRETCHING

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 4 weeks; Group 1: mean 3.8 (SD 1); n=30, Group 2: mean 5.3 (SD 0.8); n=30; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: VAS at 6 months; Group 1: mean 1.8 cm (SD 1.1); n=30, Group 2: mean 3.8 cm (SD 0.7); n=30; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Function (disability scores) at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Nassif 2011*%

RCT (Patient randomised; Parallel)
(n=)

Conducted in France

Unclear

Intervention + follow up: 6 months

Adequate method of assessment/diagnosis: Pain intensity numeric rating scale, Roland Morris low back pain
guestionnaire

Overall
Stratified then randomised

Voluntary workers, men and women, ages 18 years and older, working in the assembly department of the Mulhouse
site, with chronic low back pain

Patients with recent surgery or serious pathologic conditions related to the onset of LBP or interfering with the
designated monitoring measurements. Malignant, traumatic or inflammatory LBP, cardiac or respiratory problems,
severe psychological disorders

Age - Mean (SD): EC 45.13 (9.11), CG 45.34 (8.80). Gender (M:F): 30/45. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Chronic LBP, no other details).

Baseline scores (mean SD) - pain NRS: exercise 4.54+2.73, control 4.92+2.35; RMDQ: exercise 13.91+4.63, control
12.30+4.95.. Workers for a car manufacturing company with chronic LBP

No indirectness

(n=37) Intervention 1: Mixed exercise - Biomechanical + aerobic. 45 minutes of muscle strengthening, flexibility
training and cardiovascular endurance, followed by warm packs for 15 minutes (60 minute session). This was repeated
three times a week for 2 months. . Duration 2 months. Concurrent medication/care: Not stated

(n=38) Intervention 2: Placebo/Sham. No direct intervention, but participants were free to consult externally. Duration
2 months. Concurrent medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus PLACEBO/SHAM
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain intensity numeric rating scale at 2 months; Group 1: mean 2.76 (SD 2.05); n=32, Group 2: mean 4.41
(SD 2.74); n=28; Pain intensity numeric rating scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain intensity numeric rating scale at 6 months; Group 1: mean 3.15 (SD 2.3); n=29, Group 2: mean 3.53
(SD 2.47); n=23; Pain intensity numeric rating scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 2 months; Group 1: mean 9.75 (SD 5); n=32, Group 2: mean
10.83 (SD 5.65); n=28; Roland Morris disability questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 6 months; Group 1: mean 10.03 (SD 5.12); n=29, Group 2: mean
10.6 (SD 5.36); n=23; Roland Morris disability questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Natour 2015*®

RCT (Patient randomised; Parallel)

(n=60)

Conducted in Brazil; Setting: Unclear
Unclear

Intervention + follow up: 180 days

Method of assessment /diagnosis not stated
Overall

Not applicable

Diagnosis of chronic low back pain (defined as pain between the lower rib cage and gluteal folds for more than 12
months); non-specific low back pain characterised by the absence of signs of a serious underlying condition (such as
cancer, infection, or cauda equina syndrome), spinal stenosis or radiculopathy, or another specific spinal cause (e.g.
vertebral compression fracture or ankylosing spondylitis), pain that becomes accentuated with physical effort and is
relieved with rest; male or female; aged 18 to 50 years; pain between 4-7 on a 10-cm visual analog scale

Diagnosis of low back pain due to other causes; fiboromyalgia; prior spine surgery; lawsuit; having initiated or changed
regular physical activity in the previous three months; body mass index > 30; having undergone treatment with
physical therapy or acupuncture in the previous three months

Unclear - based on inclusion and exclusion criteria

Age - Mean (range): 47.79-48.08. Gender (M:F): 13/47. Ethnicity: 57% Caucasian

1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 12 months).

Baseline (mean%SD): VAS - 5.7942.06 (EG), 5.50+1.25 (CG), Roland Morris - 10.58+5.12 (EG), 12.12+5.24 (CG), Bodily
Pain - 42.70+40.69 (EG), 45.91+18.87, NSAID use - none at baseline for both groups

No indirectness

(n=30) Intervention 1: Group biomechanical exercise - Pilates. Pilates sessions took place in a studio with a certified
physical education. Classes lasted 50 minutes and followed a pre-established pilates protocol. Each class consisted of
three to four patients and took place twice a week.. Duration 90 days. Concurrent medication/care: Use of non-
steroidal anti-inflammatory drugs (NSAIDS). Instructed to use 50mg of sodium diclofenac at intervals no shorter than
8h when needed. Patients recorded the number of pills taken per day throughout the study on a chart

(n=30) Intervention 2: Usual care. No intervention. Duration 90 days . Concurrent medication/care: Use of non-
steroidal anti-inflammatory drugs (NSAIDS). Instructed to use 50mg of sodium diclofenac at intervals no shorter than
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8h when needed. Patients recorded the number of pills taken per day throughout the study on a chart
Funding Academic or government funding (Fundacao Amparo a Pesquisa do Estado de Sao Paulo )

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PILATES versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up
- Actual outcome: SF-36 Bodily Pain at 180 days ; Group 1: mean 52.16 (SD 24.57); n=30, Group 2: mean 43.87 (SD 29.09); n=30; SF-36 0-100 Top=High is good
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: VAS at 180 days ; Group 1: mean 4.2 (SD 2.78); n=30, Group 2: mean 5.83 (SD 2.88); n=30; VAS 0-10 Top=High is poor outcome; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Roland Morris at 180 days ; Group 1: mean 7.04 (SD 5.44); n=30, Group 2: mean 10.66 (SD 6.23); n=30; Roland Morris 0-24 Top=High is poor
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: NSAID use at 180 days ; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

2 (Kilpikoski 2009°7°)

RCT (Patient randomised; Parallel)
1 (n=134)
Conducted in Finland; Setting: Workplace

Paatelma 2008

Unclear

Intervention + follow up: Intervention (duration unclear, possibly around 6 weeks) + follow up to 1 year
Adequate method of assessment/diagnosis: Self-report, physical examination

Overall

Not applicable

18 to 65 years; employed; current non-specific low back pain (acute or chronic; first episode or recurrent) with or
without radiating pain to one or both lower legs.

Pregnancy; low back surgery within last 2 months; "red flags" indicating serious spinal pathology.
Recruited from 4 occupational health centres

Age - Mean (SD): Mean 44 years in each group (SDs 9, 10 and 15 in the three groups). Gender (M:F): 87:47. Ethnicity:
Not stated

1. Chronicity of pain: Mixed (Acute or chronic).

Baseline scores (median and IQ range) - LBP VAS: McKenzie 32 (20, 42), control 37 (21, 50); RMDQ: McKenzie 9 (4, 6),
control 8 (4, 1); leg pain VAS: McKenzie 16 (0, 30), control 16 (0, 30).. Third group had spinal manipulation

No indirectness

(n=52) Intervention 1: Individual Biomechanical exercise - McKenzie. Exercises repeated several times a day (10 to 15
repetitions every 1 to 2 hours) supplemented by therapist over-pressure or mobilisation or both. Duration Unclear.
Concurrent medication/care: Not stated

(n=37) Intervention 2: Placebo/Sham. Advice to avoid bed rest and continue normal activity including exercise as much
as possible; 2-page back booklet. Duration Unclear. Concurrent medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MCKENZIE versus PLACEBO/SHAM
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: Leg pain at 3 months; Group 1: mean -19 mm (SD 0); n=48, Group 2: mean -11 mm (SD 0); n=29; VAS 0 to 100 Top=High is poor outcome; Risk of bias:

Very high; Indirectness of outcome: No indirectness
- Actual outcome: Low back pain at 3 months; Group 1: mean -21 mm (SD 0); n=48, Group 2: mean -14 mm (SD 0); n=29; VAS 0 to 100mm Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months

- Actual outcome: Leg pain at 6 months; Group 1: mean -19 mm (SD 0); n=47, Group 2: mean -4 mm (SD 0); n=27; VAS 0 to 100mm Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Low back pain at 6 months; Group 1: mean -21 mm (SD 0); n=47, Group 2: mean -8 mm (SD 0); n=27; VAS 0 to 100mm Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Leg pain at 12 months; Group 1: mean -17 mm (SD 0); n=45, Group 2: mean -7 mm (SD 0); n=26; VAS 0 to 100mm Top=High is poor outcome; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Low back pain at 12 months; Group 1: mean -19 mm (SD 0); n=45, Group 2: mean -15 mm (SD 0); n=26; VAS 0 to 100mm Top=High is poor outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: Roland-Morris Disability Questionnaire at 3 months; Group 1: mean -6 Points (SD 0); n=48, Group 2: mean -5 Points (SD 0); n=29; Roland-Morris
Disability Index 0 to 24 points Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Roland-Morris Disability Questionnaire at 6 months; Group 1: mean -8 Points (SD 0); n=47, Group 2: mean -4 Points (SD 0); n=27; Roland-Morris
Disability Index 0 to 24 points Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Roland-Morris Disability Questionnaire at 12 months; Group 1: mean -8 Points (SD 0); n=45, Group 2: mean -4 Points (SD 0); n=26; Roland-Morris
Disability Index O to 24 points Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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424

Study Park 2013

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=24)

Countries and setting Conducted in South Korea; Setting: Workers from a tyre factory

Line of therapy Unclear

Duration of study Intervention + follow up: 8 weeks

Method of assessment of guideline condition Adequate method of assessment/diagnosis

Stratum Overall

Subgroup analysis within study Not applicable

Inclusion criteria Diagnosed with chronic low back pain by a physician, over 3 months with low back pain, no history of surgical
treatments for disc herniation, spina bifida or spinal stenosis

Exclusion criteria not reported

Age, gender and ethnicity Age - Mean (SD): 44 (5.4). Gender (M:F): not reported. Ethnicity:

Further population details 1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Extra comments Baseline (mean, SD) - pain: exercise 6.62+0.74, control 6.50+1.30; physical: exercise 48.75+19.59; physical role

limitations: exercise 71.1249.89, control 67.25£20.87; pain: exercise 42.50£19.82, control 30£14.14; general health:
exercise 50+12.24, control 45£18.12; emotional role limitations: exercise 78+13.23, control 71+£19.84; energy: exercise
68.87+15.51, control 62.75+22.77; emotional wellbeing: exercise 6519.25, control 70.62+7.28; social functioning:
exercise 69+14.82, control 59.5+19.69.

Indirectness of population No indirectness

Interventions (n=8) Intervention 1: Individual Biomechanical exercise - Core stability. 30 minute session 3 times per week for 8
weeks. Stabilisation exercises included 7 positions based on the 'back bridge'. Duration 8 weeks. Concurrent
medication/care: Physical therapy with hot pack, interferential current therapy and deep heat with ultrasound

(n=8) Intervention 2: Usual care. Background care of physical therapy only. Duration 8 weeks. Concurrent
medication/care: Physical therapy with hot pack, interferential current therapy and deep heat with ultrasound

Funding Academic or government funding (Hoonsunghyang University fund)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



aLe

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: RAND-36 Physical functioning at 8 weeks; Group 1: mean 57.5 (SD 17.92); n=8, Group 2: mean 58.12 (SD 26.98); n=8; 0-100 RAND-36 Top=High is
good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 Role limitations due to physical health at 8 weeks; Group 1: mean 81.5 (SD 13.56); n=8, Risk of bias: Very high; Indirectness of outcome: No
indirectness

- Actual outcome: RAND-36 Pain at 8 weeks; Group 1: mean 57.5 (SD 12.81); n=8, Group 2: mean 36.25 (SD 10.6); n=8; RAND-36 0-100 Top=High is good outcome;
Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 Energy/Fatigue at 8 weeks; Group 1: mean 70.5 (SD 10.92); n=8, Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 Role limitations due to emotional health at 8 weeks; Group 1: mean 80.25 (SD 10.83); n=8, Group 2: mean 73 (SD 15.36); n=8; RAND-36 0-
100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 Emotional wellbeing at 8 weeks; Group 1: mean 66.87 (SD 7.98); n=8, Group 2: mean 72.5 (SD 5.34); n=8; RAND-36 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 Social functioning at 8 weeks; Group 1: mean 72 (SD 3.93); n=8, Group 2: mean 59.62 (SD 18.74); n=8; RAND-36 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: RAND-36 General Health at 8 weeks; Group 1: mean 64.37 (SD 11.78); n=8, Group 2: mean 50 (SD 17.32); n=8; RAND-36 0-100 Top=High is good
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain severity (VAS) at 8 weeks; Group 1: mean 4.87 (SD 0.83); n=8, Group 2: mean 5.75 (SD 0.88); n=8; Visual analogue scale 0-10 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Quinn 2011°*°

RCT (Patient randomised; Parallel)

1 (n=29)

Conducted in Irish Republic; Setting: Physiotherapy department of a University Hospital
2nd line

Intervention + follow up: 8 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

Aged 18-60, with chronic back pain (>3 months duration) and residual pain (VAS >18 mm) following physiotherapy
treatment in the past 6 months, and failed the Sahrmann Abdominal Test for core stability

Suffering from a significant other co-morbidity such as unstable cardiovascular system, uncontrolled epilepsy,
depression (Modified Sung Depression Index >33/69) or significant pain in other joints which would affect
participation in classes, pregnancy, spinal surgery in the past 12 months, severe scoliosis, inflammatory low back pain
or a high level of disability (Roland Morris Disability Questionnaire <16/24).

Patients recruited from April to September 2008

Age - Mean (SD): 43 (13.02). Gender (M:F): 0/29. Ethnicity: not reported

1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean SD) - RMDQ: pilates 6.87+4.57, UC 7.7114.98; pain VAS: pilates 40.431£14.6, UC 39.9+19.9.
No indirectness

(n=15) Intervention 1: Group biomechanical exercise - Pilates. Pilates one hour a week for 8 weeks. Small group
classes with close supervision by a Body Control Pilates instructor who was also a Chartered Physiotherapist. Duration
8 weeks. Concurrent medication/care: not reported

(n=14) Intervention 2: Usual care. Patients received no extra care and remained on a waiting list for 8 weeks. All were

then invited to participate in the class following final follow-up.. Duration 8 weeks. Concurrent medication/care: not
reported

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PILATES versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain severity (VAS) at 8 weeks; MD -14.2 (SE 6.66); Risk of bias: High; Indirectness of outcome: No

indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 8 weeks; MD 1.26 (SE 1.1832); Risk of bias: High; Indirectness

of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Rantonen 2012**°

RCT (Patient randomised; Parallel)

1 (n=126)

Conducted in Finland; Setting: Occupational health department

Unclear

Intervention + follow up: Intervention up to 12 weeks + follow up to 4 years

Adequate method of assessment/diagnosis: History, examination by Occupational physician
Overall

Not applicable

Under age 57, LBP symptoms "potentially hampering work" and at least one of the following criteria: 1. LBP lasting 2
weeks or more in the past 12 months; 2. Radiating LBP at the time of responding to the questionnaire; 3. Recurrent
LBP (two or more episodes irrespective of their duration during the past 12 months); 4. Self-reported work absence
because of LBP during the past 12 months. In addition, they had to report an LBP intensity of 35 mm or more on a 100
mm visual analogue scale (VAS) during the past week.

Retirement, pregnancy, presence of acute nerve root entrapment, suspicion of malignancy, recent fracture, severe
osteoporosis or other specific diseases preventing participation in the follow-up.
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Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

All employees in a forestry company were invited to respond to a postal questionnaire on LBP and back-related
physical impairment. Based on the responses, the employees were divided into three main categories: ‘no’ low back
(LB) symptoms, ‘some’ LB symptoms and ‘LB symptoms potentially hampering work’. The present study included
employees with LB symptoms potentially hampering work.

Age - Range of means: 44-45 years. Gender (M:F): 86:40. Ethnicity: Not stated

1. Chronicity of pain : Mixed (Episode lasting 2 weeks or more in last 12 months or 2 or more episodes irrespective of
duration in last 12 months).

Baseline scores (mean SD) for biomech exercise + self man, biomech exercise + home exercise, and self man groups,
respectively - pain intensity VAS: 43 (23), 39 (24), 34 (25); Roland Morris impairment: 8 (5), 6 (5), 6 (5); ODI: 21 (13), 17
(12), 16 (11); depression: 6 (4), 4 (5), 4 (4.0); HRQoL: 0.8681, 0.8884, 0.8932.

No indirectness

(n=43) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Outpatient
rehabilitation at the hospital physical medicine unit (PMU): Intensive, bio-psychosocial and multidisciplinary LBP
rehabilitation was carried out at the physical medicine outpatient unit of the South Karelian Central Hospital in the city
of Lappeenranta, Finland. The rehabilitation team consisted of a specialist doctor in physical medicine and
rehabilitation, a psychologist, a social worker and several physiotherapists. The program included a 3-week pre-course
of 1.5 h light mobilisation and exercise sessions for 3 days each week, followed by an intensive 3-week course that
included progressive exercises and multidisciplinary information about LB syndrome and pain management. The
rehabilitation program lasted for 6.5 h each day for 5 days each week, i.e. 15 days altogether. Finally, a personal
maintenance exercise program was designed for the subjects and they were later invited to a follow-up visit within 6
months of the initial course.. Duration 6 weeks. Concurrent medication/care: All subjects had access to OH care as
usual during the study period.

Comments: This arm of the trial excluded due to insufficient description of the exercise programme

(n=43) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Progressive
back specific exercises (DBC): A graded activity program was carried out in a physiotherapy outpatient clinic. It
consisted of a 1 h session twice or three times a week, over a period of 12 weeks, supervised by a specially trained
physiotherapist. The treatment included exercises targeted at the trunk muscles using specific equipment together
with stretching and relaxation. The physiotherapists emphasised the ‘good prognosis’ for LBP during the treatment
sessions and the subjects were instructed in performing LB exercises at home. The importance of home exercises was
emphasised during the exercises.. Duration 12 weeks. Concurrent medication/care: All subjects had access to OH care
as usual during the study period.

(n=40) Intervention 3: Self-management - Self-management programmes (including education, advice and
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reassurance). Self-care advice by an OP based on the Back Book (BB): During the visit to the OP, the findings of the
clinical examination were explained to the subject. The employee was given a copy of the Back Book15 and the OP
explained the contents of the booklet, emphasising the benign nature of and good prognosis for LBP. The Back Book
focuses on patients’ beliefs and pain management and encourages staying active in spite of LBP. The booklet also
offers practical advice for patients suffering from an acute or subacute LBP episode.. Duration One off. Concurrent
medication/care: All subjects had access to OH care as usual during the study period.

Funding Academic or government funding (Centenary Foundation of Kymi Corporation, Yrjo Jahnsson Foundation, Juho Vainio
Foundation and Finnish Cultural Foundation)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINATION: EXERCISE (BIOMECH) + SELF-MANAGEMENT versus COMBINED NON-INVASIVE
INTERVENTIONS: BIOMECHANICAL EXERCISE + HOME EXERCISE

Protocol outcome 1: Quality of life at Up to 4 months
- Actual outcome: 15D at 3 months; Group 1: mean 0.89 Not stated (SD 0.09); n=43, Group 2: mean 0.9 Not stated (SD 0.07); n=43; 15D 0-1 Top=High is good outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months
- Actual outcome: 15D at 12 months; Group 1: mean 0.87 Not stated (SD 0.09); n=43, Group 2: mean 0.9 Not stated (SD 0.08); n=43; 15D 0-1 Top=High is good outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 3 months; Group 1: mean 29 mm (SD 27); n=43, Group 2: mean 31 mm (SD 20); n=43; VAS 0-100 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Pain VAS at 12 months; Group 1: mean 35 mm (SD 27); n=43, Group 2: mean 29 mm (SD 21); n=43; VAS 0-100 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at Up to 4 months

- Actual outcome: Roland Morris 18 item at 3 months; Group 1: mean 5 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 5); n=43; RM-18 Not stated Top=High is
poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index at 3 months; Group 1: mean 15 Not stated (SD 14); n=43, Group 2: mean 14 Not stated (SD 11); n=43; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Protocol outcome 6: Function (disability scores) at >4 months

- Actual outcome: Roland Morris 18 item at 12 months; Group 1: mean 6 Not stated (SD 6); n=43, Group 2: mean 4 Not stated (SD 5); n=43; RM-18 Not stated Top=High
is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index at 12 months; Group 1: mean 15 Not stated (SD 14); n=43, Group 2: mean 12 Not stated (SD 10); n=43; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome: Depressions Scale DEPS at 3 months; Group 1: mean 5 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 5); n=43; DEPS Not stated Top=High is
poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome: Depressions Scale DEPS at 12 months; Group 1: mean 6 Not stated (SD 5); n=43, Group 2: mean 3 Not stated (SD 4); n=43; DEPS Not stated Top=High
is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINATION: EXERCISE (BIOMECH) + SELF-MANAGEMENT versus SELF-MANAGEMENT
PROGRAMMIES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

Protocol outcome 1: Quality of life at Up to 4 months
- Actual outcome: 15D at 3 months; Group 1: mean 0.89 Not stated (SD 0.09); n=43, Group 2: mean 0.89 Not stated (SD 0.07); n=40; 15D 0-1 Top=High is good outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months
- Actual outcome: 15D at 12 months; Group 1: mean 0.87 Not stated (SD 0.09); n=43, Group 2: mean 0.88 Not stated (SD 0.08); n=40; 15D 0-1 Top=High is good
outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 3 months; Group 1: mean 29 mm (SD 27); n=43, Group 2: mean 35 mm (SD 28); n=40; VAS 0-100 Top=High is poor outcome; Risk of bias:

High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months

- Actual outcome: Pain VAS at 12 months; Group 1: mean 35 mm (SD 27); n=43, Group 2: mean 39 mm (SD 26); n=40; VAS 0-100 Top=High is poor outcome; Risk of bias:

High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at Up to 4 months
- Actual outcome: Roland Morris 18 item at 3 months; Group 1: mean 5 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 4); n=40; Roland Morris 18 item Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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- Actual outcome: Oswestry Disability Index at 3 months; Group 1: mean 15 Not stated (SD 14); n=43, Group 2: mean 16 Not stated (SD 10); n=40; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 6: Function (disability scores) at >4 months

- Actual outcome: Roland Morris 18 item at 12 months; Group 1: mean 6 Not stated (SD 6); n=43, Group 2: mean 5 Not stated (SD 5); n=40; Roland Morris 18 item Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index at 12 months; Group 1: mean 15 Not stated (SD 14); n=43, Group 2: mean 14 Not stated (SD 13); n=40; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome: Depressions Scale DEPS at 3 months; Group 1: mean 5 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 4); n=40; Depressions Scale DEPS Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome: Depressions Scale DEPS at 12 months; Group 1: mean 6 Not stated (SD 5); n=43, Group 2: mean 5 Not stated (SD 6); n=40; Depressions Scale DEPS Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: BIOMECHANICAL EXERCISE + HOME EXERCISE versus
SELF-MANAGEMENT PROGRAMMES (INCLUDING EDUCATION, ADVICE AND REASSURANCE)

Protocol outcome 1: Quality of life at Up to 4 months
- Actual outcome: 15D at 3 months; Group 1: mean 0.9 Not stated (SD 0.07); n=43, Group 2: mean 0.89 Not stated (SD 0.07); n=40; 15D 0-1 Top=High is good outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months
- Actual outcome: 15D at 12 months; Group 1: mean 0.9 Not stated (SD 0.08); n=43, Group 2: mean 0.88 Not stated (SD 0.08); n=40; 15D 0-1 Top=High is good outcome;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 3 months; Group 1: mean 31 mm (SD 20); n=43, Group 2: mean 35 mm (SD 28); n=40; VAS 0-100 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Pain VAS at 12 months; Group 1: mean 29 mm (SD 21); n=43, Group 2: mean 39 mm (SD 26); n=40; VAS 0-100 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness
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Protocol outcome 5: Function (disability scores) at Up to 4 months

- Actual outcome: Roland Morris 18 item at 3 months; Group 1: mean 4 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 4); n=40; Roland Morris 18 item Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index at 3 months; Group 1: mean 14 Not stated (SD 11); n=43, Group 2: mean 16 Not stated (SD 10); n=40; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 6: Function (disability scores) at >4 months

- Actual outcome: Roland Morris 18 item at 12 months; Group 1: mean 4 Not stated (SD 5); n=43, Group 2: mean 5 Not stated (SD 5); n=40; Roland Morris 18 item Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Oswestry Disability Index at 12 months; Group 1: mean 12 Not stated (SD 10); n=43, Group 2: mean 14 Not stated (SD 13); n=40; Oswestry Disability
Index Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome: Depressions Scale DEPS at 3 months; Group 1: mean 4 Not stated (SD 5); n=43, Group 2: mean 4 Not stated (SD 4); n=40; Depressions Scale DEPS Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome: Depressions Scale DEPS at 12 months; Group 1: mean 3 Not stated (SD 4); n=43, Group 2: mean 5 Not stated (SD 6); n=40; Depressions Scale DEPS Not
stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Adverse events (morbidity) at Define; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Up to 4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at >4 months; Adverse event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months;
Responder criteria at Up to 4 months; Responder criteria at >4 months; Return to work at Up to 4 months; Return to
work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Rasmussen-barr 2009{RASMUSSEN2009}
RCT (Patient randomised; Parallel)

1 (n=71)

Conducted in Sweden

Unclear

Intervention + follow up: 3 years

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Aged 18-60 years, still at work despite ongoing current low back pain (defined as ache pain or discomfort localized
below the costal margin and above the inferior gluteal folds without referred leg pain, >8 weeks but at least 1 pain free
period during the past 1 year, mechanically induced with pain on active movement and paraspinal tenderness

First time low back pain, pain radiating to the leg or legs with or without overt neurological signs, pregnancy, known
lumbar disc herniation or fracture, back surgery, diagnosed inflammatory joint disease, known severe osteoporosis,
known malignant disease

Participants recruited between August 2003 and May 2004 from primary health care setting and a private
physiotherapy clinic

Age - Mean (SD): E: 37 (10) C: 40 (12) . Gender (M:F): 36/35. Ethnicity:

1. Chronicity of pain: Mixed (> 8 weeks).

Baseline scores (median, IQ range) - pain VAS: exercise 32 (18-59), control 38 (10-47); disability OSD: exercise 20 (12-
26), control 22 (14-28); physical health: exercise 39 (31-43), control 41 (35-45).

No indirectness

(n=36) Intervention 1: Individual Biomechanical exercise - Core stability. Stabilising exercises individually supervised
lasting 45 minutes weekly. Progression of stabilising exercises according to clinical judgement of supervising
physiotherapist. Participants were advised to continue exercises at home for 15 minutes daily. Duration 8 weeks.
Concurrent medication/care: not reported

(n=35) Intervention 2: Usual care. Participants were advised to exercises at home for 30 minutes daily.. Duration 8
weeks. Concurrent medication/care: not reported

Academic or government funding (Capio Research Foundation)

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



T8¢

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 - Physical at 12 months; Other: E: 13 (7,16) C: 8 (0,10) (Median change score (interquartile range) p
=0.014); Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (VAS) at 12 months; Other: E: -12 (-34.5, -3) C:-12 (-22, 0) (Median change score (interquartile range)
); Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry low back pain questionnaire at 12 months; Other: E: -10 (-20,-2) C: -2 (-12,2) (Median change
score (interquartile range) p= 0.025); Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S puk ujed yoeq Mo



8¢

9T0Z ‘@41Ua) BUI|dPIND [EIIUI]) [eUOIIEN

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Reilly 1989**

RCT (Clusters randomised; Parallel)

1 (n=40)

Conducted in USA; Setting: Secondary care

Unclear

Intervention time: 6 months

Adequate method of assessment/diagnosis: Self-report and physical examination
Overall

Not applicable

Male or female; primary diagnosis of "chronic lumbosacral strain"

Not stated

Not stated

Age - --: Not stated. Gender (M:F): 20:20. Ethnicity: Not stated

1. Chronicity of pain: Chronic pain (at least 3 months duration) ("chronic lumbosacral strain" - no further details).

Groups were matched evenly by age, sex, months in pain, exercise experience, previous number of back surgical
procedures, then the two groups randomised

No indirectness

(n=20) Intervention 1: Mixed exercise - Biomechanical + aerobic. A specialist monitored and worked with the subject
individually, 4 times a week for 6 months (total 96 sessions) performing a predesigned exercise programme (flexibility
strength and aerobic). Duration 6 months. Concurrent medication/care: Not stated

(n=20) Intervention 2: Usual care. Unsupervised, participants were given a predesigned exercise programme (flexibility,

strength and aerobic), to be done 4 times a week for 6 months. Duration 6 months. Concurrent medication/care: Not
stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
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- Actual outcome: Pain level at 6 months; Group 1: mean 33.5 Not stated (SD 11.3); n=20, Group 2: mean 80 Not stated (SD 13.9); n=20; VAS 0 to 100 Top=High is poor
outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome: Number of pain relapses requiring medical attention at 6 months; Group 1: mean 0.25 None (SD 0.4); n=20, Group 2: mean 3.05 None (SD 1.9); n=20;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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448

Study Risch 1993

Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=54)

Countries and setting Conducted in United Kingdom
Line of therapy 1st line

Duration of study Intervention + follow up: 10 weeks

Method of assessment of guideline condition Adequate method of assessment/diagnosis

Stratum Overall

Subgroup analysis within study Not applicable

Inclusion criteria Chronic low back pain for >1 year.

Exclusion criteria Not reported

Age, gender and ethnicity Age - Mean (range): 45 (22-70). Gender (M:F): 34/20. Ethnicity: 91% white

Further population details 1. Chronicity of pain: Chronic pain (at least 3 months duration) (>1 year).

Extra comments Baseline scores (mean SD) - psychological distress: exercise 58.8+18.8, control 71.7+28.9. Average pain duration 8

years (range 1-26), two surgeries or less, ambulatory, not dependent for activities of daily living, 46% unemployed due
to back pain, 54% receiving workers compensation or disability payments as their primary source of income, 83% had
sudden onset of pain as a result of automobile or work accident. Most patients diagnosed with combinations of the
following: low back pain with sciatica (56%), low back pain without sciatica (43%), myofascial syndrome (50%), spinal
stenosis (28%), lumbar spondylosis (46%), lumbar instability (43%)

Indirectness of population No indirectness

Interventions (n=31) Intervention 1: Individual Biomechanical exercise - Core stability. Patients were instructed in training techniques
by registered physiotherapists. Variable resistance dynamic exercises 2 times a week for 4 weeks followed by once a
week for 6 weeks.. Duration 8 weeks. Concurrent medication/care: Not reported

(n=23) Intervention 2: Usual care. Patients were instructed in training techniques by registered physiotherapists then
remained on the waiting list . Duration 10 weeks. Concurrent medication/care: not reported

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE
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Protocol outcome 1: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome: Mental Health Inventory - Psychological distress at 10 weeks; Group 1: mean 59 (SD 20.9); n=31, Group 2: mean 70.3 (SD 32.5); n=23; Mental Health
Inventory - psychological distress 24-142 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Function
(disability scores) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define

454

Ryan 2010
RCT (Patient randomised; Parallel)

1 (n=38)

Conducted in United Kingdom; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 8 weeks + follow up to 3 months
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

18-65 years; non-specific LBP >3 months; no history of surgery

Physiotherapy in last 3 months, regular sports activities twice a week for past 6 months, constant or persistent pain
judged to be due to nerve root irritation, fractures, non-back related musculoskeletal problems which may affect
ability to participate in exercise class, women who are or have been pregnant in last year; red flags

Not stated
Age - Mean (SD): Exercise: 45.2 (11.9), education: 45.5 (9.5) years. Gender (M:F): 13:25. Ethnicity: Not stated
1. Chronicity of pain : Chronic (>3 months duration) (>3 months duration).

Baseline scores (mean SD) for exercise + education and education groups respectively - function: 9.4 (4.2), 10.8 (5.2);
pain: 28.1 (20.4), 39.3 (26.2)

No indirectness

(n=18) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. "Pain
biology education" - a cognitive behavioural based intervention which attempts to reduce pain and disability by
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explaining the biology of the pain to the patient: 1 x 2.5 hour session. The Back Book. . Duration One off session.
Concurrent medication/care: Not stated

(n=20) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. "Pain
biology education" - a cognitive behavioural based intervention which attempts to reduce pain and disability by
explaining the biology of the pain to the patient: 1 x 2.5 hour session. The Back Book. Plus 6 exercise classes over an 8-
week period: "Back to fitness": circuit based, graded aerobic exercise with some core stability exercises; 10 minutes
warm up, 20-30 minutes aerobic circuit, 10-15 minutes warm down. For most exercises there was an easy, moderate
and hard version; participant could choose which version to perform; encouraged to work at an intensity considered
"somewhat hard" for them.. Duration 8 weeks. Concurrent medication/care: Not stated

Funding Academic or government funding (School of Health and Social Care of Glasgow Caledonian University)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: EXERCISE (AEROBIC) + CBT + EDUCATION versus
COMBINED NON-INVASIVE INTERVENTIONS: CBT + EDUCATION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain NRS at 3 months; Group 1: mean 19.1 Not stated (SD 18.9); n=15, Group 2: mean 22.6 Not stated (SD
30.8); n=12; NRS 0-100 Top=High is poor outcome; Risk of bias: Flawed; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 6.4 Not stated (SD 5.1); n=15, Group 2:
mean 4.3 Not stated (SD 4.2); n=12; Roland Morris Disability Questionnaire 0-24 Top=High is poor outcome; Risk of bias: Flawed; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Responder criteria at >4 months;
Return to work at Up to 4 months; Return to work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Rydeard 2006**°

RCT (Patient randomised; Parallel)

1 (n=39)

Conducted in Hong Kong (China); Setting: Secondary care

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: Self-report and physical examination
Overall

Not applicable

Physically active (at least 3 x 30-minute sessions per week of activity requiring a moderate effort); aged 20 to 55 years;
living in Hong Kong; longstanding persistent low back pain (with or without leg pain) of >6 weeks duration or recurring

low back pain (at least 2 painful incidences per year) of sufficient intensity to restrict activity; strength 4 or less out of 5
on manual muscle testing of gluteus maximus; altered recruitment of gluteus maximus by visual and manual inspection
during prone leg extension test.

Pregnant; past history of spinal surgery or spinal fracture; inflammatory joint disease; systemic metabolic disorder;
rheumatic disease; chronic pain syndrome; overt neurological compromise or acute inflammatory process; difficulty
understanding written or spoken English.

Notices posted to private and public physicians' and physiotherapists' offices, local sports clubs and universities,
advertisement in English-language newspaper.

Age - Mean (SD): 34 (8) control group and 37 (9) intervention group. Gender (M:F): 14:25. Ethnicity: Not stated
1. Chronicity of pain: Mixed (>6 weeks or recurring (at least 2 incidences per year)).

Baseline scores (mean SD) - functional disability: pilates 3.1+2.5, control 4.243.6; pain intensity: pilates 23+17.7,
control 30.4£17.6.

No indirectness

(n=21) Intervention 1: Individual Biomechanical exercise - Pilates. Training on specialised Pilates exercise equipment in
the clinic for 3 x 1-hour sessions per week and training in 15-minute home programme performed 6 days a week for 4
weeks. Duration 4 weeks. Concurrent medication/care: Not stated

(n=18) Intervention 2: Usual care. No specific exercise training; usual care i.e. consultation with physician and other
specialists and healthcare professionals as necessary; instructed to continue what they were previously doing including
regular physical activity.. Duration 4 weeks. Concurrent medication/care: Not stated
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Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PILATES versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain intensity score at 4 weeks; Group 1: mean 18.3 None stated (SD 14.66); n=21, Group 2: mean 33.9 None stated (SD 14.85); n=18; NRS-101 0 to
100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Roland-Morris Disability Questionnaire at 4 weeks; Group 1: mean 2 Not stated (SD 1.37); n=21, Group 2: mean 3.2 Not stated (SD 1.7); n=18; Roland-
Morris Disability Questionnaire O to 24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Saper 2009**°

RCT (Patient randomised; Parallel)

1 (n=30)

Conducted in USA; Setting: Racially diverse, low income communities in Boston Massachusetts
Not applicable

Intervention + follow up: 12 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

Aged 18-64 years, current low back pain persisting 12 weeks or more, mean pain intensity for the 2 weeks prior to
enrolment 4 or over on NRS (0-10), sufficient understanding of English to follow class instructions and complete
surveys,

Yoga use in the previous year, new pain medicine, other low back pain treatments started within the previous month
or anticipated starting in the next 6 months, pregnancy, back surgery in the previous 3 years, non-muscular
pathologies (spinal canal stenosis, spondylolisthesis, infection, malignancy, fracture), severe or progressive
neurological deficits, sciatica pain equal to or greater than back pain, active substance or alcohol abuse, serious
systemic disease, medical or psychiatric comorbidities precluding yoga practice, active or planned workers
compensation or personal injury claims, inability to attend classes at the times and location offered

Participants recruited through community and media advertisements and were reimbursed for travel costs and given
payment for each follow-up completed

Age - Mean (SD): 44 (12). Gender (M:F): 5/25. Ethnicity: 24% White 70% Black 3% Asian 3% Native American
1. Chronicity of pain: Chronic pain (at least 3 months duration) (12 weeks or more).
Baseline scores (mean SD) - pain: yoga 6.7+1.9, UC 7.5%1.3; Roland disability score: yoga 14.5%5, UC 16.1+4; SF36

physical health: yoga 4048, UC 34+7; SF36 mental health: yoga 47+11, UC 45+11; use of any pain medication (no. %):
yoga 10(67), UC 11(73).

No indirectness

(n=15) Intervention 1: Group mind-body exercise - Group Yoga. Hatha yoga standardised protocol devised by an expert
panel. Yoga classes lasted 75 minutes weekly for 12 weeks, in addition participants were provided with an audio CD,

personal CD player and advised to practice at home. Duration 12 weeks. Concurrent medication/care: Use of non-
study treatments 27%
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(n=15) Intervention 2: Usual care - Waiting-list. Patients received no active intervention but were offered yoga classes
at the end of the study period. Duration 12 weeks. Concurrent medication/care: Use of non-study treatments 40%

Funding Other (National Centre for Complementary and Alternative Medicine and National Institutes of Health)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus WAITING-LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: Pain (NRS) at 12 weeks; Group 1: mean -2.3 (SD 2.1); n=15, Group 2: mean -0.4 (SD 1.8); n=15; NRS 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

- Actual outcome: Pain (NRS) at 26 weeks; Group 1: mean 3.9 (SD 0.6); n=8, Group 2: mean 4.5 (SD 1.2); n=15; NRS 0-10 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome: Roland Morris Disability Questionnaire at 12 weeks; Group 1: mean -6.3 (SD 6.9); n=15, Group 2: mean -3.7 (SD 4.9); n=15; Roland Morris Disability
Scale 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: Roland Morris Disability Questionnaire at 26 weeks; Group 1: mean 6.6 (SD 2.6); n=8, Group 2: mean 8.3 (SD 2.9); n=15; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Participants using any pain medication in the week preceding follow-up at 12 weeks; Group 1: 2/15, Group 2: 11/15; Risk of bias: High; Indirectness of
outcome: No indirectness

Protocol outcome 4: Responder criteria at follow-up

- Actual outcome: Positive response (30% improvement in function RMDQ) at 12 weeks; Group 1: 10/15, Group 2: 6/15; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome: Positive response (2 point improvement in pain on NRS) at 12 weeks; Group 1: 10/15, Group 2: 2/15; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Adverse events (morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria
Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Shaughnessy 2004*"*

RCT (Patient randomised; Parallel)

1 (n=41)

Conducted in Irish Republic

Unclear

Intervention time: 10 weeks

Adequate method of assessment/diagnosis: Roland Morris disability questionnaire, SF-36
Overall (acute, chronic) without sciatica

Stratified then randomised

20-60 years, low back pain for minimum of 12 weeks, able to give informed consent, understand instructions and
cooperate with treatment.

Low back pain due to systemic or structural pathology, diagnosed with inflammatory joint disease or display overt
neurological signs.

volunteers
Age - Mean (SD): Intervention group 43 (9) years, 46 (11) years. Gender (M:F): 14/27. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (Minimum 12 weeks).

Baseline scores (mean SD) - ODI: exercise 37£13, control 41+15; RMDQ: exercise 1014.1, control 10.7+5.6; physical
functioning: exercise 43117, control 42+16; role physical: exercise 24+29, control 25+21; bodily pain: exercise 31+12,
control 32+13; general health: exercise 61121, control 51+15; vitality: exercise 41421, control 40£20; social
functioning: exercise 45420, control 44+20; role emotional: exercise 5741, control 59+38; mental health: exercise
66+17, control 62118

No indirectness

(n=20) Intervention 1: Individual Biomechanical exercise - Core stability. Low load contractions, holding postures with
low-load, increasing holding time of exercises to enable patients to perform sustained contractions in low load
postures. Duration 10 weeks. Concurrent medication/care: Not stated

(n=21) Intervention 2: Placebo/Sham. No treatment. Duration 10 weeks. Concurrent medication/care: Not stated

Funding not stated
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus PLACEBO/SHAM

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Physical functioning at 10 weeks; Group 1: mean 59 (SD 15); n=20, Group 2: mean 38 (SD 16); n=21;
SF-36 Physical functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Role physical at 10 weeks; Group 1: mean 50 (SD 28); n=20, Group 2: mean 23 (SD 19); n=21; SF-36
Role physical 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Bodily pain at 10 weeks; Group 1: mean 46 (SD 12); n=20, Group 2: mean 28 (SD 14); n=21; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 General health at 10 weeks; Group 1: mean 64 (SD 20); n=20, Group 2: mean 50 (SD 14); n=21; SF-36
General health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Vitality at 10 weeks; Group 1: mean 52 (SD 19); n=20, Group 2: mean 37 (SD 19); n=21; SF-36 Vitality
0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Social functioning at 10 weeks; Group 1: mean 68 (SD 20); n=20, Group 2: mean 41 (SD 20); n=21; SF-
36 Social functioning 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Role emotional at 10 weeks; Group 1: mean 78 (SD 29); n=20, Group 2: mean 54 (SD 36); n=21; SF-36
Role emotional 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: SF-36 Mental health at 10 weeks; Group 1: mean 72 (SD 13); n=20, Group 2: mean 60 (SD 17); n=21; SF-36
Mental health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) with sciatica: Roland disability scale at 10 weeks; Group 1: mean 5.1 0-23 (SD 2.8); n=20, Group 2: mean 11.3 0-23 (SD 5.6);
n=21; Roland Morris Disability scale 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up;
Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

2 (Horn 2006%%°)

RCT (Patient randomised; Parallel)
1 (n=101)
Conducted in USA

Sherman 2005

Not applicable

Intervention + follow up: 26 weeks
Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Aged between 20 and 64 years of age, visited a primary care provider for treatment of back pain 3 to 15 months before
the study

Complicated back pain (e.g. sciatica, previous back surgery, diagnosed spinal stenosis), potentially attributable to
specific underlying diseases or conditions (e.g. pregnancy, metastatic cancer, spondylolisthesis, fractured bones,
dislocated joints), or minimal pain (rating of <3 on the bothersomeness scale of 0-10

Participants recruited between June and December 2003 by letters from primary care provider and following
advertisements in the media

Age - Mean (SD): 44 (13). Gender (M:F): 34/67. Ethnicity: 80% white

1. Chronicity of pain: Chronic pain (at least 3 months duration) (3-15 months before study).

Baseline scores (mean SD) - RMDQ: yoga 8.114.5, exercise 914.1, self man 8t4; use of medication in past week (%):
yoga 58, exercise 57, self man 50.

No indirectness

(n=36) Intervention 1: Group mind-body exercise - Group Yoga. Viniyoga therapy protocol deigned by an instructor and
a senior teacher of viniyoga. Each class included a question and answer period and guided deep relaxation. Most
postures were not held but were repeated. Classes 75 minutes duration, once weekly. Participants also received hand-
outs and audio CDs.. Duration 12 weeks. Concurrent medication/care: Patients retained access to all medical care
provided by their insurance plan

(n=33) Intervention 2: Mixed exercise - Biomechanical + aerobic. Programme consisting of aerobic exercises and
strengthening exercises followed by stretches as part of 75 minute classes once weekly for 12 weeks. Duration 12
weeks. Concurrent medication/care: Patients retained access to all medical care provided by their insurance plan
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(n=30) Intervention 3: Self-management - Advice to stay active. Participants were sent a copy of "the back book".
Duration 12 weeks. Concurrent medication/care: Patients retained access to all medical care provided by their
insurance plan

Funding Academic or government funding (National Centre for Complementary and Alternative Medicine, National Institute of
Arthritis)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus BIOMECHANICAL + AEROBIC

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; MD -1.8 (95%Cl -3.5 to -0.1); Risk of bias: High;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; MD -1.5 (95%Cl -3.2 to 0.2); Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Medication use in the week preceding follow-up at 6 months; Group 1: 7/34, Group 2: 16/32; Risk of bias:

High; Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (improvement of at least 50% in RMDQ) at 6 months; Group 1: 25/36, Group 2: 15/30;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; MD -3.4 (95%Cl -5.1 to -1.6); Risk of bias: High;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; MD -3.6 (95%Cl -5.4 to -1.8) RMDQ 0-24 Top=High is
poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: Medication use in the week preceding follow-up at 6 months; Group 1: 7/34, Group 2: 17/29; Risk of bias:

High; Indirectness of outcome: No indirectness
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Protocol outcome 3: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (improvement of at least 50% in RMDQ) at 6 months; Group 1: 25/36, Group 2: 9/30;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; MD -1.6 (95%Cl -3.5 to 0.5); Risk of bias: High;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; MD -2.1 (95%Cl -4.1 to -0.1) RMDQ 0-24 Top=High is
poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Medication use in the week preceding follow-up at 6 months; Group 1: 16/32, Group 2: 17/29; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (improvement of at least 50% in RMDQ) at 6 months; Group 1: 16/32, Group 2: 9/29;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Adverse events
(morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Sherman 2011%"3

RCT (Patient randomised; Parallel)

1 (n=228)

Conducted in USA

Not applicable

Intervention + follow up: 6 months

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica

Not applicable

Chronic non-specific low back pain (>3 months)

Back pain attributed to a specific cause (e.g. spondylolisthesis, fractured vertebra), potentially due to an underlying
medical condition (e.g. metastatic cancer, pregnancy), complex (sciatica, spinal stenosis), medicolegal issues, previous
back surgery, minimally painful at time of screening (less than 3 on 0-10 bothersomeness scale), duration <3 months,
severe disc disease, major depression, inability to speak English or attend classes

Recruited from Group Health an integrated healthcare organisation and from the general population through
advertisements in the media

Age - Mean (SD): 48.4 (9.8). Gender (M:F): 82/146. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 3 months).

Baseline scores (mean, SD) - RMDQ: yoga 9.8%5.2, mixed exercise 8.6+4.0, self management 915.

No indirectness

(n=91) Intervention 1: Mixed exercise - Biomechanical + aerobic. Class sessions included strengthening and aerobic
exercises with stretching for 75 minutes once a week. Classes led by an experienced physiotherapist. Participants also

received hand-outs and audio CDs.. Duration 12 weeks. Concurrent medication/care: Participants permitted to access
medical care as required

(n=92) Intervention 2: Group mind-body exercise - Group Yoga. Viniyoga therapy protocol deigned by an instructor and
a senior teacher of viniyoga. Each class included a question and answer period and guided deep relaxation. Most
postures were not held but were repeated. Classes 75 minutes duration, once weekly. Participants also received hand-
outs and audio CDs.. Duration 12 weeks. Concurrent medication/care: Participants permitted to access medical care as
required
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(n=45) Intervention 3: Self-management - Advice to stay active. Participants given "The Back Pain Help book" providing
information on causes of back pain, advice on exercising and making appropriate lifestyle modifications. Duration 12
weeks. Concurrent medication/care: Participants permitted to access medical care as required

Funding Academic or government funding (Nat)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus ADVICE TO STAY ACTIVE

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 4.61 (SD 3.12); n=81, Group 2: mean
6.79 (SD 3.15); n=44; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Group 1: mean 4.47 (SD 3.7); n=80, Group 2: mean
5.93 (SD 3.36); n=45; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (30% improvement in function) at 3 months; RR 1.58 (95%Cl 1.1 to 2.27); Risk of bias:
Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus BIOMECHANICAL + AEROBIC

Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 4.12 (SD 3.847); n=83, Group 2: mean
4.61 (SD 3.1); n=81; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Group 1: mean 4.12 (SD 3.847); n=83, Group 2: mean
4.47 (SD 3.93); n=80; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (30% improvement in function) at 3 months; RR 1.06 (95%Cl 0.87 to 1.28); Risk of bias:
High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus ADVICE TO STAY ACTIVE
Protocol outcome 1: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 3 months; Group 1: mean 4.31 (SD 3.437); n=81, Group 2: mean
6.79 (SD 3.157); n=44; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris Disability Questionnaire at 6 months; Group 1: mean 4.12 (SD 3.8469); n=83, Group 2:
mean 5.93 (SD 3.6); n=45; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Positive response (30% improvement in function) at 3 months; RR 1.67 (95%Cl 1.17 to 2.4); Risk of bias:
Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit)
at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study
Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Shnayderman 2013*7

RCT (Patient randomised; Parallel)

N/A (n=52)

Conducted in Israel; Setting: Outpatient Clinic, Department of Physiotherapy, Maccabi Healthcare Services, Israel
Not applicable

Intervention time: 6 weeks

Method of assessment /diagnosis not stated: The method of assessment/diagnosis was not specifically stated,
however, the participants were recruited from a physiotherapy department of healthcare services, and thus it is
assumed that they had a condition that required physiotherapy. Baseline measurements did include assessments and
guestionnaires on pain and other relevant factors, which were performed by senior physical therapists.

Overall: N/A
Not applicable: N/A
Adults aged between 18 and 65 years with chronic LBP of at least 3 months with/without radiation to the lower limb.

Physically active on regular basis, fracture and/or surgery in the spinal or lower extremity within the previous 6
months, active cardiac disease as unstable angina/congestive heart failure or coronary arteries bypass in the last 6
months, on treatment for cancer, or suffering LBP due to a road traffic accident.

Not described.

Age - Mean (SD): Walking = 43.6 (13.5) vs. Strengthening = 47.0 (10.0). Gender (M:F): M:F = 11:41. Ethnicity: Not
reported

1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).

Baseline scores (mean SD) - LBP functional scale: strengthening 52.849.7, walking 49.5+8.4; Oswestry LBP:
strengthening 27.5+£15.3, walking 34.4+17

No indirectness

(n=26) Intervention 1: Individual Aerobic exercises - Walking programme. [1] The participants walked on a treadmill at
a low to moderate intensity twice a week for 6 weeks. [2] The intensity was based on each participant's resting heart
rate and calculated by the Karvonen formula. [3] Each session lasted 20 minutes in the first week and increased by 5
minutes per week; in the last 4 weeks, the participants walked for 40 minutes per session. . Duration 6 weeks.
Concurrent medication/care: N/A

(n=26) Intervention 2: Individual Biomechanical exercise - Motor control. [1] The participants performed active
movements and strengthening exercises for the trunk and upper and lower limbs. [2] The participants began with low-
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load exercise, progressing through the session by increasing the number of repetitions and loading positions. [3] Each
session lasted 20 minutes in the first week and increased by 5 minutes per week up to the fifth week. . Duration 6
weeks. Concurrent medication/care: N/A

Funding No funding ("This research received no specific grant from any funding agency in the public, commercial or not-for-
profit sectors.")

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: WALKING PROGRAMMIE versus STRENGTHENING EXERCISES

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome: Oswestry Low Back Pain Disability Questionnaire score at 6 weeks; Group 1: mean 22.6 (SD 14.4); n=26, Group 2: mean 19.1 (SD 12.8); n=26;
Oswestry Low Back Pain Disability Questionnaire score 0 - 100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Smeets 2006"*° (Smeets 2008**%, Smeets 2009*°, Smeets 2006*”°, Smeets 2008"*)
RCT (Clusters randomised; Parallel)
1 (n=104)

Conducted in Netherlands; Setting: First time referrals to an outpatient rehabilitation centre from general practice
Unclear

Intervention + follow up: 10 weeks

Adequate method of assessment/diagnosis

Overall

Not applicable

Age between 18 and 65 years, non-specific low back pain (with or without radiation to the leg) for more than 3 months
resulting in functional limitations (Roland Morris Disability Questionnaire score >3), ability to walk >100m without
interruption

Vertebral fracture, spinal infections or malignancy, current nerve root pathology spondylosis or spondylolisthesis,
lumbar spondylodesis, medical comorbidity making intensive exercising impossible (e.g. cardiovascular or metabolic
disease), ongoing investigations for treatments for chronic low back pain at the time of referral or a clear treatment
preference

Patients recruited between April 2002 and December 2004
Age - Mean (SD): Exercise 42.68 (9.06) Control 40.55 (11.17). Gender (M:F): 56/48. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (More than 3 months).

Baseline scores (mean, SD) - VAS: exercise 51.23 * 26.55, psych 48.84 + 23.51, combi 45.98 + 23.95, UC 51.02 + 25.40;
RMDQ: exercise 14.15 £ 3.70, psych 13.74 £ 3.65, combi 13.51 + 3.92, UC 13.96 + 3.88; BDI: exercise 10.38 £ 7.62,
psych 10.45 + 7.06, combi 9.75 + 6.68, UC 9.78 + 7.67.

No indirectness

(n=54) Intervention 1: Mixed exercise - Biomechanical + aerobic. Aerobic exercise on a bicycle for 30 minutes,
performing at 65-80% maximal heart rate (increased after two and four weeks) followed by muscle strengthening
exercises (dynamic-static). Total session lasting 105 minutes, given 3 times a week for 10 weeks. Duration 10 weeks.
Concurrent medication/care: No other interventions than those that were randomised took place.

(n=51) Intervention 2: Usual care - Waiting-list. Patients remained on waiting list and were then allocated to either
treatment with exercise, CBT or a combination.. Duration 10 weeks. Concurrent medication/care: No other
interventions than those that were randomised took place.
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(n=60) Intervention 3: Psychological therapies - CBT. CBT consisting of operant behavioural graded activity training and
problem solving training. Graded activity training was 3 group sessions followed by a max of 17 individual sessions of
30 minutes. Problem solving started with 3 explanatory sessions, the next 6 were teaching sessions and a course-book
was provided. Groups were a max of 4 people. Homework assignments were given. Duration 10 weeks. Concurrent
medication/care: No physical therapy elements were incorporated in the therapy. All other therapies for low back pain
except for pain medication were not allowed.

(n=62) Intervention 4: Combinations of non-invasive interventions - Combined non-invasive interventions. Exercise +
CBT - as for exercise and CBT arms . Duration 10 weeks . Concurrent medication/care: As for other arms

Funding Academic or government funding (ZonMw Grant (Netherlands))

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus WAITING-LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain (VAS) at 10 weeks; MD -8.68 (95%Cl -16.87 to -0.48) VAS 0-100mm Top=High is poor outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris Disability Questionnaire at 10 weeks; MD -2.4 (95%Cl -4.14 to -0.65) Roland Morris Disability
Questionnaire 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome for Overall (acute, chronic) with sciatica: Beck Depression Inventory at 10 weeks; MD -2.09 (95%Cl -3.86 to -0.32) Beck Depression Inventory 0-63
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus CBT
Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain (VAS) at 10 weeks; Group 1: mean 0.47 (SD 2.43); n=52, Group 2: mean 1.03 (SD 2.44); n=55; Risk of

bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain (VAS) at 12 months; Group 1: mean 0.231 (SD 2.42); n=51, Group 2: mean 0.315 (SD 2.41); n=52; Risk of
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bias: ; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris Disability Questionnaire at 10 weeks; Group 1: mean 2.42 (SD 4.7); n=52, Group 2: mean 3.04
(SD 4.7); n=55; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris Disability Questionnaire at 12 months; Group 1: mean 3.28 (SD 4.7); n=51, Group 2: mean 3.74
(SD 4.7); n=52; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Beck Depression Inventory at 10 weeks; Group 1: mean 2.86 (SD 5.3); n=52, Group 2: mean 2.31 (SD 5.3);
n=55; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Beck Depression Inventory at 12 months; Group 1: mean 3.23 (SD 5.3); n=51, Group 2: mean 2.08 (SD 5.3);
n=52; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) with sciatica: General practice (no. of visits) at 12 months; Group 1: mean 2.99 (SD 5.58); n=52, Group 2: mean 3.29 (SD
4.62); n=52; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Medical specialist care (no. of visits) at 12 months; Group 1: mean 1.7 (SD 2.81); n=52, Group 2: mean 1.12
(SD 1.97); n=52; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Radiology (no. of visits) at 12 months; Group 1: mean 0.06 (SD 0.24); n=52, Group 2: mean 0.16 (SD 0.46);
n=52; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Occupational physician (no. of visits) at 12 months; Group 1: mean 0.1 (SD 0.41); n=52, Group 2: mean 0.24
(SD 0.96); n=52; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Psychologist (no. of visits) at 12 months; Group 1: mean 0.57 (SD 3.14); n=52, Group 2: mean 0.29 (SD 1.26);
n=52; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Therapist (no. of visits) at 12 months; Group 1: mean 4.41 (SD 9.47); n=52, Group 2: mean 9.03 (SD 18.34);
n=52; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse events
(morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Smith 2001°**

RCT (Patient randomised; Parallel)

1 (n=28)

Conducted in New Zealand

Unclear

Intervention time: 30 minutes

Adequate method of assessment/diagnosis: Short-form McGill pain questionnaire, the state trait anxiety inventory
Overall

Stratified then randomised

People with chronic low back pain

Hearing deficits or difficulty comprehending written or spoken English language.

Age - Range: . Gender (M:F): 10/16 (for the 26 participants that answered the questionnaires). Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean SD) - sensory pain: Feldenkrais 7.117, control 6.9+5.8; affective pain: Feldenkrais 2.6+2.7,
control 1.8+2.6; evaluative pain: Feldenkrais 24.7£19.9, control 25.8423.9; anxiety: Feldenkrais 41+12.9, control
35.449.8

No indirectness

(n=14) Intervention 1: Group biomechanical exercise - Feldenkrais. participants listened to a 30 minute audio tape with
instructions to sit with a comfortable posture, gentle breathing, participants were not required to do repetitive
movements involving the upper or lower limbs or pelvis to avoid aggravation of LBP discomfort, therefore the session
was physically simple. . Duration 30 minutes. Concurrent medication/care: Not stated

(n=12) Intervention 2: Placebo/Sham. listed to an audiotaped story for 30 minutes . Duration 30 minutes. Concurrent
medication/care: Not stated

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: FELDENKRAIS versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Sensory pain at 30 minutes ; Group 1: mean 6.1 (SD 8); n=14, Group 2: mean 3.4 (SD 3.6); n=12; Risk of
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bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Affective pain at 30 minutes; Group 1: mean 1.4 (SD 2.3); n=14, Group 2: mean 1 (SD 1.4); n=12; Risk of
bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Evaluative pain at 30 minutes; Group 1: mean 25.8 (SD 29.2); n=14, Group 2: mean 17.8 (SD 19.5); n=12;
Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: State trait anxiety inventory at 30 minutes; Group 1: mean 36.5 (SD 10.9); n=14, Group 2: mean 30.9 (SD
8.2); n=12; State trait anxiety inventory 20-80 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up; Adverse
events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare
utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Sokunbi 0g 2014

RCT ( randomised; Parallel)

1 (n=15)

Conducted in United Kingdom

Unclear

Intervention + follow up: 6 week intervention, 3 months follow up

Adequate method of assessment/diagnosis: Current episode of low back pain for no more than 12 weeks
Overall

Stratified then randomised

Define

Define

Age - Mean (SD): Acu 40.3 (8.2), CS 42.1 (9.3). Gender (M:F): Define. Ethnicity: Not stated

1. Chronicity of pain: Acute pain (<3 months duration) (Low back pain for no longer than 12 weeks).

Baseline characteristics for ACU and CS respectively, mean (SD): Pain VAS 6.28 (1.47), 6 (1.85); RMDQ 8.2 (3.7), 8 (3.1);
medication intake (number of tablets) 12 (1..5), 12.4 (2.3).

No indirectness

(n=5) Intervention 1: Acupuncture. 20 minutes acupuncture on affected back area. . Duration 6 weeks. Concurrent
medication/care: Participants were allowed to continue medication they were taking on recruitment.

(n=5) Intervention 2: Individual Biomechanical exercise - Core stability. Participants shown how to activate core

stability muscles, exercises carried out for 20 minutes. . Duration 6 weeks. Concurrent medication/care: Participants
were allowed to continue medication they were taking on recruitment.

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ACUPUNCTURE versus CORE STABILITY

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 3 months; Group 1: mean 5.8 (SD 2.25); n=5, Group 2: mean 5.09 (SD 1.04); n=5; VAS 0-10 Top=High is poor outcome; Risk of bias: Low;

Indirectness of outcome: No indirectness
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Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: RMDQ at 3 months; Group 1: mean 7.5 (SD 2.6); n=5, Group 2: mean 4.1 (SD 2.4); n=5; RMDQ 0-23 Top=High is poor outcome; Risk of bias: Low;

Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
- Actual outcome: Daily medication intake (number of tablets) at 3 months; Group 1: mean 8.9 (SD 2.4); n=5, Group 2: mean 4.8 (SD 0.9); n=5; Risk of bias: Low;

Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity

Further population details

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Adverse events (morbidity) at
Define

Steele 2013°%

RCT ( randomised; Parallel)

1 (n=31)

Conducted in United Kingdom; Setting: Sport Science Laboratories at Southampton Solent University
Unclear

Intervention time: 12 weeks

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Participants who experienced nonspecific low back pain having lasted longer than 12 weeks and had no medical
condition contraindicating resistance training.

Any medical condition for which movement therapy might be contraindicated. These included acute (not reoccurring)
low back injury occurring within the last 12 weeks, pregnancy, evidence of sciatic nerve root compression (sciatica), leg

pain radiating to below the knee, paresthesia (tingling or numbness), current tension sign, lower limb motor deficit,
current disc herniation, previous vertebral fractures, or other major structural abnormalities.

Posters, word of mouth, advertisement in a local private chiropractors practice.
Age - Mean (SD): fullROM 46 (12.36), limROM 41.86 (17.45), control 41.7 (15.1). Gender (M:F): 21/17. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (>12 weeks).
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Extra comments Baseline scores (mean SD) for full, limited and control groups, respectively - VAS: 47.73 (25.52), 41.29 (22.92), 19.2
(15.51); ODI: 36.18 (11.12), 26.86 (13.56), 26.2 (7.27)

Indirectness of population No indirectness

Interventions (n=12) Intervention 1: Individual Biomechanical exercise - Core stability. Groups performed 1 set of variable resistance

lumbar extension exercise. The FullROM group used their full range of motion. Training was conducted at a frequency
of once per week for a period of 12 weeks.. Duration 12 weeks. Concurrent medication/care: Participants continued
with any current treatments or training they were receiving including medication per recommendation from the
reviewing ethics committees. Participants were, however, instructed to avoid beginning any other resistance training
exercises designed to address the lower back.

(n=10) Intervention 2: Individual Biomechanical exercise - Core stability. Training was conducted at a frequency of once
per week for a period of 12 weeks. Groups performed 1 set of variable resistance lumbar extension exercise. The
LimROM group used only the mid 50% of their individual range of motion. . Duration 12 weeks. Concurrent
medication/care: Participants continued with any current treatments or training they were receiving including
medication per recommendation from the reviewing ethics committees. Participants were, however, instructed to
avoid beginning any other resistance training exercises designed to address the lower back.

(n=9) Intervention 3: Usual care. Participants did not train. . Duration 12 weeks. Concurrent medication/care:
Participants continued with any current treatments or training they were receiving including medication per
recommendation from the reviewing ethics committees. Participants were, however, instructed to avoid beginning any
other resistance training exercises designed to address the lower back.

Funding No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: FULL RANGE OF MOTION versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 12 weeks; Group 1: mean -3.03 (SD 2.576); n=10, Group 2: mean 0.671 (SD 1.489); n=7; VAS
0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Function ODI at 12 weeks; Group 1: mean -1.82 (SD 0.663); n=10, Group 2: mean -0.3 (SD 0.687); n=7;

ODI 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: LIMITED RANGE OF MOTIOIN versus USUAL CARE

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



60¢

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 12 weeks; Group 1: mean -1.629 (SD 1.097); n=7, Group 2: mean 0.671 (SD 1.489); n=7; ODI
0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Function ODI at 12 weeks; Group 1: mean -1.2 (SD 0.516); n=7, Group 2: mean -0.3 (SD 0.687); n=7; ODI
0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Storheim 2000°"’

RCT (Patient randomised; Parallel)

1 (n=29)

Conducted in Norway

Unclear

Intervention + follow up:

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Self-reported low back pain for >3 months, accessibility to follow the exercise protocol, sedentary or moderate
physical activity level

Recent onset of sciatic pain, back surgery within the last 6 months, pregnancy or other diseases that might interfere
with participation, adherence <70%

Recruited by pamphlet distribution advertising study
Age - Mean (SD): Exercise 45.4 (11.07) Control 48.3 (10.23). Gender (M:F): 10/19. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean SD) - lumbar pain VAS: exercise 43.1+2.3, UC 38.2%1.8; Oswestry disability: exercise 20.8619.1,
UC 16.9716.8; HADS depression: exercise 2.44+2, UC 1.85+1.8; HADS anxiety: exercise 5.12+4.4, UC 4.3112.6

No indirectness

(n=16) Intervention 1: Mixed exercise - Aerobic + mind-body + biomechanical. Group programme consisting of aerobic
dance session followed by strength training focused on back and abdominal muscles, stretching exercises and a
relaxation session. Each session lasted 75 minutes and was attended twice weekly for 15 weeks . Duration 15.
Concurrent medication/care: not reported

(n=13) Intervention 2: Usual care - Waiting-list. Patients received usual medical care during the study period. Duration
15 weeks. Concurrent medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: AEROBIC + MIND-BODY + BIOMECHANICAL versus WAITING-LIST
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Lumbar pain at 15 weeks; Group 1: mean -5 (SD 2); n=16, Group 2: mean 4.5 (SD 2.16); n=13; VAS 0-100
Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry score at 15 weeks; Group 1: mean -5.86 (SD 8); n=16, Group 2: mean 0.43 (SD 6.9); n=13;
Oswestry Disability Scale 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: HAD - Depression Score at 15 weeks; Group 1: mean -1.07 (SD 2.4); n=16, Group 2: mean -0.08 (SD 1.4);
n=13; HAD 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: HAD - Anxiety Score at 15 weeks; Group 1: mean -0.93 (SD 2.4); n=16, Group 2: mean -0.38 (SD 2.16);
n=13; HAD 0-21 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Storheim 2003°%®

RCT (Patient randomised; Parallel)

(n=)

Conducted in Norway

Unclear

Intervention + follow up: 18 weeks

Adequate method of assessment/diagnosis: Self-efficacy for pain, self-efficacy for function, SF-36
Overall (acute, chronic) without sciatica

Stratified then randomised

Sick listed for 8-12 weeks due to non-specific LBP (receiving at least 50 sickness benefit, and with no sick leave due to
LBP during a period of 12 weeks before this sickness period), sick-listed from a permanent job, aged 20-60 years,
understand Norwegian, accessibility to follow all 3 treatment alternatives, conducting regular exercise more than 3
times per week for the last 6 months

Sciatic pain , spinal stenosis with neurological affection, spondylolysis or spondylolisthesis > grade 2, spinal fracture,
tumour or infection, abuse of drugs or alcohol, rheumatic disease, back surgery, pregnancy or disease that may
interfere with participation, and conducting regular physical exercise less than 3 times a week for the last 6 months

Age - Mean (SD): Usual care: 38.9 (11.9), Exercise 42.3 (9.2), Cognitive: 41.3 (9.4). Gender (M:F): 45/45. Ethnicity:

1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).

Baseline (mean SD) - VAS: exercise (EG) 53.2+23.2, UC 58.3+21.6; RMDQ: EG 8.243.5, UC 9.3+3.6: self efficacy for pain:

EG 4.311.1, UC 4+1.3; self efficacy for function: EG 40.9+10, UC 3949; physical function: EG 64.7+19.3, UC 60.9+17.2;
role physical: EG 4.2+11.5, UC 7.8+£17.8; pain: EG 30.8+12.9, UC 58.8+10.8; vitality: EG 51.5+16.5, UC 40.3+16.2; social
functioning: EG 72.1+£17.9, UC 63.84+22.2; mental health: EG 73.1+12.7, UC 67.7+17.8; health transition: EG 29.1+24.4,
UC 24.9+27.3.

No indirectness

(n=30) Intervention 1: Mixed exercise - Biomechanical + aerobic. 1 hour, preferably 3 times a week of group exercise
consisting of the Norwegian aerobics fitness model, strengthening, flexibility, relaxation. Duration 15 weeks.
Concurrent medication/care: Not stated

(n=29) Intervention 2: Usual care. Treated by their GP with any intervention prescribed. Duration Not stated.
Concurrent medication/care: Nothing stated
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Funding Academic or government funding (The Norwegian Foundation for Health and Rehabilitation and the Norwegian Fund
for Postgraduate education in Physiotherapy)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus USUAL CARE

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 physical function at 18 weeks ; Group 1: mean 6.5 (SD 9.2); n=16, Group 2: mean 6 (SD 10.3); n=20;
SF-36 physical function 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 role physical at 18 weeks; Group 1: mean 30.8 (SD 31.2); n=16, Group 2: mean 18.1 (SD 146.2);
n=20; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 bodily pain at 18 weeks; Group 1: mean 14.7 (SD 12.4); n=16, Group 2: mean 12.6 (SD 15.2); n=20;
SF-36 bodily pain 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 general health at 18 weeks; Group 1: mean 0.9 (SD 9.6); n=16, Group 2: mean -2.9 (SD 8.9); n=20;
SF-36 general health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 vitality at 18 weeks; Group 1: mean 4 (SD 11.2); n=16, Group 2: mean 3.9 (SD 17.9); n=20; SF-36
vitality 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 social function at 18 weeks; Group 1: mean 8.3 (SD 14.8); n=16, Group 2: mean 9.5 (SD 15.7); n=20;
SF-36 social function 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 role emotional at 18 weeks; Group 1: mean 18.9 (SD 31.6); n=16, Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 mental health at 18 weeks; Group 1: mean 4.7 (SD 7.2); n=16, Group 2: mean 5.6 (SD 11.2); n=20;
SF-36 mental health 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 health transition at 18 weeks; Group 1: mean 26.6 (SD 28.4); n=16, Group 2: mean 23.6 (SD 28.6);
n=20; SF-36 health transition 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 life satisfaction at 18 weeks; Group 1: mean 0.4 (SD 0.8); n=16, Group 2: mean -0.2 (SD 1.3); n=20;
SF-36 life satisfaction 0-100 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Self-efficacy for pain at 18 weeks; Group 1: mean 0.2 (SD 0.8); n=16, Group 2: mean -1.2 (SD 1.3); n=20;
Self-efficacy for pain 1-7 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Self-efficacy for function at 18 weeks; Group 1: mean 2.5 (SD 7.6); n=16, Group 2: mean 1 (SD 5.4); n=20;
Self-efficacy for function 8-64 Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define

Szulc 2015°"

RCT (Patient randomised; Parallel)
1 (n=60)
Conducted in Poland; Setting: Intervention given at home and within a clinical setting.

Not applicable
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Duration of study

Method of assessment of guideline condition

Stratum
Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Intervention + follow up: 2 weeks + 3 months

Adequate method of assessment/diagnosis: Diagnosed by a specialist physician and referred for rehabilitation; all
patients were diagnosed with chronic spinal pain persisting for longer than 1 year.

Overall (acute, chronic) with sciatica
Not applicable

1) Documented magnetic resonance imaging (MRI) of the spine, 2) confirmed protrusion or bulging in the lumbosacral
spine, 3) intermittent lumbosacral pain, 4) projection of pain to the buttock or thigh, 5) unilateral character of the
symptomes.

1) confirmed extrusion or sequestration of nucleus pulposus of the spinal disc, 2) symptoms manifesting below the
knee, 3) history of spinal surgery, 4) structural disorders of spinal discs in more than 2 spinal segments, 5) evident
stenosis of the spinal canal, 6) focal lesions of the spinal cord, and 7) spondylolisthesis.

Not reported.
Age - Other: mean of 44 years (SD not reported).. Gender (M:F): Not reported.. Ethnicity: Not reported.
1. Chronicity of pain : Chronic (>3 months duration)

Baseline values, mean (SD) for massage + ex + self manag, ex + self manag and standart treatment respectively: ODI
24.3(6.78), 28.35(7.82), 31.2(10.01); VAS 6.35(1.6), 6.25(1.71), 5.7(0.92)

No indirectness: Meets protocol.

(n=20) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. One session
lasted 30 minutes. On the basis of the McKenzie spinal pain classification, the derangement syndrome was diagnosed
in allpatients. The therapy included hyperextension techniques, hyperextension with self-pressure or pressure applied
by therapist, and hyperextensive mobilization. These techniques were applied in the sagittal plane, following the rule
of force progression. In addition to this, the patients were asked to self-perform the theraputic procedure at home (5
cycles per day with 2 hour interals, 15 repetitions each). The theraputic protocol included 10 daily sessions, performed
during 5 consecutive weekdays. 24 hours following the last theraputic session, the same parameters as at the baseline
were determinedby the investigator.. Duration 2 weeks. Concurrent medication/care: Not reported.

Comments: N/A

(n=20) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Patients
were treated with classic massage, laser therapy, and transcutaneous electrical nerve stimulation (TENS) applied to the
lumbosacral region. Patients were asked to perform general exercises strengthening spinal and abdominal muscles
(once a day at home). The exercises were to be performed for 15 minutes, in a prone, supine, and lateral position. The
classical massage lasted 20 minutes. The laser therapy was conducted with a contact technique with Lasertronic LT-2S
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device. The duration of laser therapy was 80 seconds (2 x40s). The treatment was applied on both sides of the
lumbosacral spine. TENS lasted for 15 minutes, frequency 50 Hz, current 20 - 30 mA (subjectively adjusted), duration of
a single impluse 50 microseconds. The total time per session = 36min 20 sec + 15min as home exercises once a day.The
theraputic protocol included 10 daily sessions, performed during 5 consecutive weekdays. 24 hours following the last
theraputic session, the same parameters as at the baseline were determinedby the investigator.. Duration 2 weeks.
Concurrent medication/care: Not reported.

Comments: None.

(n=20) Intervention 3: Combinations of non-invasive interventions - Combined non-invasive interventions. Classic
McKenzie method enriched with Muscle Energy Technique was implemented. McKenzie protocol was the same as in
the other group. A technique of post-isometric relaxation was used at the end off each therapeutic session. It was
characterized by the following parameters: 1) time of contraction equal to 7-10 seconds, 2) intensity of contraction
corresponding to 20-35%, 3) beginning in the intermediate extent of movement for a given patient, 4) 3 seconds of
interval between consecutive contraction phases, 5) 3 repetitions, 6) contraction of antagonist muscle at the terminal
phase of the procedure, 7) passive return to the baseline position. The procedure involved relaxation of the erector
spinae muscle group and was performed in an anterior and lateral flexion, and in rotation. The therapy involved
bilateral parts of the erector spinae so as to balance the muscular tension. The duration of 1 combined session was 40
minutes. Patients treated with the combined method were also asked to exercise at home (5 cycles per day with 2-
hour intervals, 15 repetitions each). . Duration 2 weeks. Concurrent medication/care: Not stated

Funding Academic or government funding (Ministry of Science and Higher Education for the statutory activity of the
Department of Anatomy of the University School of Physical Education in Pozan)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL EXERCISE (MCKENZIE) + SELF-MANAGEMENT (UNSUPERVISED EXCERCISE) versus
STANDARD TREATMENT (MASSAGE + LASER + TENS) + SELF-MANAGEMENT

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Visual analogue scale (VAS) at 3 months; Group 1: mean 2.1 mm (SD 1.04); n=20, Group 2: mean 5.29 mm (SD
1.39); n=20; Visual analogue scale 0 - 100 mm Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months

- Actual outcome for Overall (acute, chronic) with sciatica: Revised Oswestry pain questionnaire at 3 months; Group 1: mean 10.05 % (SD 4.38); n=20, Group 2: mean
28.26 % (SD 10.2); n=20; Revised oswestry low back pain disability questionnaire 0 - 100 % Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No
indirectness
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MANUAL THERAPY (SOFT TISSUE TECHNIQUES - MET) + BIOMECHANICAL EXERCISE (MCKENZIE) +
SELF MANAGEMENT (UNSUPERVISED EXERCISE) versus BIOMECHANICAL EXERCISE (MCKENZIE) + SELF-MANAGEMENT (UNSUPERVISED EXCERCISE)

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: VAS at 3 months; Group 1: mean 2 (SD 0.96); n=20, Group 2: mean 2.1 (SD 1.04); n=20; VAS 0-10 Top=High is
poor outcome; Risk of bias: ; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Revised ODI at 3 months; Group 1: mean 9.19 (SD 6.02); n=20, Group 2: mean 10.5 (SD 4.38); n=20; revised
ODI 0-100 Top=High is poor outcome; Risk of bias: ; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MANUAL THERAPY (SOFT TISSUE TECHNIQUES - MET) + BIOMECHANICAL EXERCISE (MCKENZIE) +
SELF MANAGEMENT (UNSUPERVISED EXERCISE) versus STANDARD TREATMENT (MASSAGE + LASER + TENS) + SELF-MANAGEMENT

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: VAS at 3 months; Group 1: mean 2 (SD 0.96); n=20, Group 2: mean 5.29 (SD 1.39); n=20; VAS 0-10 Top=High
is poor outcome; Risk of bias: ; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Revised ODI at 3 months; Group 1: mean 9.19 (SD 6.02); n=20, Group 2: mean 28.26 (SD 10.2); n=20; revised
ODI 0-100 Top=High is poor outcome; Risk of bias: ; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Adverse events (morbidity) at Define; Psychological
distress (HADS/GHQ/BDI/STAI) at Up to 4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Up to 4 months;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at >4 months; Adverse
event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months;
Responder criteria at >4 months; Return to work at Up to 4 months; Return to work at >4 months
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Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

519 519 520

Tilbrook 2011°*° (Chuang 2012%, Tilbrook 2011°*, Tilbrook 2014°%°)
RCT (Patient randomised; Parallel)

1 (n=313)

Conducted in United Kingdom

Not applicable

Intervention + follow up: 12 weeks + 12 months

Adequate method of assessment/diagnosis

Overall

Not applicable

Roland Morris Disability Questionnaire score of 4 or more, musculoskeletal pain bounded by the lowest ribs and
gluteal folds and ability to attend one of the yoga venues

performed yoga in the previous 6 months, unable to get off the floor unaided, unable to use stairs, pregnancy, life
threatening comorbid conditions, previously undergone spinal surgery, severe psychiatric problems or alcohol
dependency, indication of serious spinal abnormality (one or more of the following: difficulty passing urine, numbness
around the back passage genitas or inner thighs, numbness pins and needles or weakness in both legs or unsteadiness
on feet)

Participants recruited between July 2007 and July 2008 and identified for recruitment by searching GP databases, then
in a second wave of recruitment by advertisements in the local media. Participants received financial incentives (£5)
for each follow-up questionnaire completed

Age - Mean (SD): E 46.4 (11.3) C46.3 (11.5). Gender (M:F): 93/220. Ethnicity: Not reported.
1. Chronicity of pain: Not stated / Unclear (Not enough detail in inclusion criteria).

Baseline scores (mean SD) - RMDQ: yoga 7.84+3.96, UC 7.75%4.72; SF12 physical: yoga 44.41+9.13, UC 44.0419.45;
SF12 mental: yoga 45.04+10.9, UC 45.02+10.66; pain (ABPS): yoga 25.36+10.59, UC 26.69+10.87.

No indirectness

(n=156) Intervention 1: Group mind-body exercise - Group Yoga. Yoga class for 75 minutes, once per week run by
experienced yoga teachers from the British Wheel of Yoga and lyengar Yoga. Participants were also given a relaxation
compact disc and home practice sheets, and were encouraged to practice at least twice per week. Duration 12 weeks.
Concurrent medication/care: All participants received a back pain educational booklet (the back book) and continued
their usual care (not specified)

(n=157) Intervention 2: Usual care - Waiting-list. Participants were offered yoga session after the final follow-up.
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Duration 12 weeks. Concurrent medication/care: All participants received a back pain educational booklet (the back
book) and continued their usual care (not specified)

Funding Academic or government funding (Arthritis Research UK)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus WAITING-LIST

Protocol outcome 1: Quality of life at follow-up

- Actual outcome: SF-12 Physical at 12 months; MD 0.8 (95%Cl -1.28 to 2.87); Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Physical at 3 months; MD 1.36 (95%Cl -0.7 to 3.4); Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Mental at 3 months; MD 2.02 (95%CI -0.31 to 4.35); Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: SF-12 Mental at 12 months; MD 0.42 (95%Cl -1.92 to 2.77); Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome: EQ-5D at 12 months; Group 1: mean 0.761 (SD 0.225); n=156, Group 2: mean 0.744 (SD 0.217); n=157; EQ5D 0-1 Top=High is good outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

- Actual outcome: EQ-5D at 3 months; Group 1: mean 0.776 (SD 0.166); n=156, Group 2: mean 0.717 (SD 0.236); n=157; EQ5D 0-1 Top=High is good outcome; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain (Aberdeen back pain scale) at 12 months; MD -0.73 (95%Cl -3.3 to 1.84); Risk of bias: High; Indirectness of outcome: No indirectness
- Actual outcome: Pain (Aberdeen back pain scale) at 3 months; MD -2.42 (95%Cl -4.97 to 0.12); Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome: Roland Morris Disability Questionnaire at 3 months; Risk of bias: High; Indirectness of outcome: No indirectness
- Actual outcome: Roland Morris Disability Questionnaire at 12 months; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events
(morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Torstensen 1998°%

RCT (Patient randomised; Parallel)

1 (n=141)

Conducted in Norway

Unclear

Intervention + follow up: 3 months treatment, 1 year follow up

Adequate method of assessment/diagnosis: Pain intensity-VAS scale, Function-Oswestry low back pain questionnaire
Overall

Stratified then randomised

Low back pain with or without leg pain, age 20-65 years, born in Norway, employment, completion of other treatment
types, no preference towards the treatment types

Prolapse with neurological signs and symptoms requiring surgery, spondylolisthesis, hip arthrosis, previous back
surgery, suspicion of malignancy, known rheumatic joint disease, pain in areas other than the lower back and other
somatic or psychological dysfunction making it difficult to follow the treatment program.

Age - Mean (SD): Exercise group 42.1 (11.2), Sham group 39.9 (11.4). Gender (M:F): Not stated. Ethnicity:
1. Chronicity of pain: Not stated / Unclear (Not enough information in inclusion criteria).

Baseline scores (mean SD) - pain VAS: exercise 53.1+21.3, control 55+21; Oswestry LBP disability questionnaire:
exercise 51.7+10.7, control 50+11.9.

(n=71) Intervention 1: Group biomechanical exercise - Core stabilization. Exercise equipment: wall pulleys, lateral
pulley, angle bench, multipurpose bench, incline board, wall bar, deloading frame, dumbbells, and bar bells. Patients
received 36 treatments lasting 1 hour each, 3 times a week for 12 weeks. . Duration 3 hours a week for 12 weeks.
Concurrent medication/care: Not stated

(n=70) Intervention 2: Placebo/Sham. Sham: patients asked to walk for 1 hour 3 times a week for 12 weeks. Duration
12 weeks. Concurrent medication/care: Not stated

Academic or government funding (Ministry of health and social affairs- Norwegian national budget and Foundation of
education and research in physiotherapy, Norway)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILIZATION versus PLACEBO/SHAM
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain intensity VAS (0-100) at 12 weeks; Group 1: mean 37.2 (SD 25.3); n=71, Group 2: mean 50.4 (SD 27.2);
n=70; Pain intensity visual analogue scale 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: Pain intensity VAS (0-100) at 1 year; Group 1: mean 40.5 (SD 24.4); n=71, Group 2: mean 55 (SD 21); n=70;
Pain intensity visual analogue scale 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) with sciatica: Oswestry low back pain disability questionnaire (0-100) at 12 weeks; Group 1: mean 46.2 (SD 13.1); n=71,

Group 2: mean 52.7 (SD 16.6); n=70; Oswestry low back pain disability questionnaire 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome:

No indirectness
- Actual outcome for Overall (acute, chronic) with sciatica: Oswestry low back pain disability questionnaire (0-100) at 1 year; Group 1: mean 44.1 (SD 13.79); n=71,

Group 2: mean 50.6 (SD 16.6); n=70; Oswestry low back pain disability questionnaire 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome:

No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Turner 1990°*°

RCT (Patient randomised; Parallel)

1 (n=96)

Conducted in USA; Setting:

Unclear

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Chronic low back pain (persisting for >6 months), age 20-65 and currently married or cohabiting

Evidence of current infectious medical disorder, cardiovascular disease, spine fracture or dislocation, spondylolisthesis,
spine instability, ankylosing spondylitis, rheumatoid arthritis, or connective tissue disease, history of cancer, surgery
within the past year, non-spine limitation of lower limb function, leg pain with sciatic tension signs

Patients referred by community physicians or self-referred following media campaign
Age - Mean (range): 44 (25-64). Gender (M:F): 50/46. Ethnicity: white
1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 6 months).

Baseline scores (mean SD) - McGill pain: exercise 19.42+10.62, WL 21.17+8.84; depression: exercise 11.95+7.68, WL
10.48+4.19.

No indirectness

(n=24) Intervention 1: Group Aerobic exercise - Group walking. Walking/jogging programme based on a quota system,
progressing from 10 minute to 20 minute and from 60% to 70% maximal heart rate for 2 hour session weekly for eight
weeks. Sessions led by trained physiotherapists. Duration 8 weeks. Concurrent medication/care: not reported

(n=23) Intervention 2: Usual care - Waiting-list. patients put on waiting list for either exercise, behavioural therapy or a
combination. Duration 8 weeks. Concurrent medication/care: not reported

Academic or government funding (Grant from National Institute of Neurological and Communicative Disorders and
Stroke)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP WALKING versus WAITING-LIST
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Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain (McGill Pain Questionnaire) at 8 weeks; Group 1: mean 17.52 (SD 10.2); n=21, Group 2: mean 20.95
(SD 10.62); n=19; McGill Pain Questionnaire 0-78 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Centre for Epidemiological Studies Depression Scale at 8 weeks; Group 1: mean 7.38 (SD 4.57); n=21,
Group 2: mean 7.03 (SD 5.02); n=19; Centre for epidemiological studies depression scale 0-60 Top=High is poor outcome; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up; Adverse
events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare
utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details
Extra comments
Indirectness of population

Interventions

Funding

Vad 2007

RCT (Patient randomised; Parallel)

1 (n=50)

Conducted in Qatar, USA; Setting: Outpatient setting of a major teaching hospital

Unclear

Adequate method of assessment/diagnosis: Roland Morris disability score, numeric pain rating score
Overall (acute, chronic) with sciatica

Stratified then randomised

symptoms of low back pain greater than leg pain for at least 3 months, exacerbation of pain with sitting and alleviation
with walking, MRI documented evidence of disk pathology

Recent history of trauma, prior history of lumbar spinal surgery, or had undergone any recent spinal interventional
procedures, patients with pending legal claims or worker's compensation claims

Age - Other: not defined, both groups matched for age. Gender (M:F): Not defined- both groups matched for sex.
Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (low back pain for at least 3 months).

Baseline scores (mean SD) - RMDQ: exercise 11.2+1.3, UC 11.4+1.4; pain: exercise 8.7+1.6, UC 8.4+1.5.

No indirectness

(n=25) Intervention 1: Mixed exercise - Mind-body + biomechanical. Patients received a DVD to use at home-
combination of strengthening, flexibility and endurance with physical therapy as well as elements of yoga and pilates. .
Duration At least 15 minutes a day, 3 times a week for 1 year. Concurrent medication/care: Celecoxib (200 mg) and
hydrocodone (5 mg) with acetaminophen (500 mg) as needed, and all participants wore a lumbar cryobrace for 15
minutes before bedtime

(n=25) Intervention 2: Usual care. no treatment. Duration 1 year. Concurrent medication/care: Celecoxib (200 mg) and
hydrocodone (5 mg) with acetaminophen (500 mg) as needed, and all participants wore a lumbar cryobrace for 15
minutes before bedtime

Other author(s) funded by industry (funding not stated, one of the authors will receive financial benefit from a
commercial party with a direct financial interest in the results)
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MIND-BODY + BIOMECHANICAL versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Numeric pain rating score at 3 months; Group 1: mean 6.4 (SD 1.3); n=25, Group 2: mean 7.1 (SD 1.5);
n=25; Numeric pain rating score 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Numeric pain rating score at 1 year; Group 1: mean 1.8 (SD 1.3); n=23, Group 2: mean 4.1 (SD 1.6); n=21;
numeric pain rating score 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 3 months; Group 1: mean 14.6 (SD 1.3); n=25, Group 2: mean
13.4 (SD 1.3); n=25; Roland Morris disability questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 1 year; Group 1: mean 22.3 (SD 1.4); n=23, Group 2: mean 15.7
(SD 1.4); n=21; Roland Morris disability questionnaire 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria
Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Vincent 2010°*

RCT (Patient randomised; Parallel)

1 (n=50)

Conducted in USA; Setting: Spring Forest External Qigong Centre, Minnesota
Unclear

Intervention + follow up: 8 weeks

Overall

Not applicable

Age 18 or older, pain experienced for at least 3 months, severity of at least 3 on a numerical analogue scale for pain
ranging from 0-10, no active plans to change the pain management strategy over the next 2 to 3 months, ability to
read and understand English and participate in four weekly visits

no further criteria

Patients requesting lessons in gigong

Age - --: . Gender (M:F): Define. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).
Baseline scores (mean, SD) - VAS pain: tai chi 3.72+2.54, control not given.

(n=26) Intervention 1: Individual Mind-body exercise - Tai-chi. External Qigong session delivered by certified
international Qigong masters (duration unspecified) for four weekly visits, with methods used left to discretion of
practitioner. Duration 4 weeks. Concurrent medication/care: not reported

(n=24) Intervention 2: Placebo/Sham. Attention control . Participants received 25-30 minutes full attention from an
investigator in which both engaged in conversation.. Duration 4 weeks. Concurrent medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: TAI-CHI versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
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- Actual outcome: Pain (VAS) at 8 weeks; Other: "not statistically significant"; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Vincent 2014°%

RCT (Patient randomised; Parallel)

1 (n=60)

Conducted in USA

Unclear

Intervention time: 4 months

Method of assessment /diagnosis not stated

Overall (acute, chronic) without sciatica

Not applicable

Men and women 60-85 years old, experiencing LBP for 2 6 months, with abdominal obesity and free of abnormal
cardiovascular responses during ECG screening tests

Wheelchair bound, regular resistance training (participating in resistance exercise three or more times per week within
the last 6 months), presence of specific LBP due to an acute back injury such as lumbar disc herniation or rupture,
spinal stenosis with neurogenic claudication, back surgery within the previous 2 years, and use of weight loss
medication

Age - Range: 60-85 years. Gender (M:F): -. Ethnicity: Not stated
1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 6 months).

Baseline scores (mean, SD) - ODI: control 24.4+12.1, exercise 28.6+15.2; RMDQ: control 8.4+4.7, exercise 9.3%4.3; pain
chair rise: control 1.4+2.1, exercise 0.7+1.3; pain stair climb: control 2.3+3.1, exercise 1.9+2.5; pain walking: control
3+2.5, exercise 3.212.4.

No indirectness

(n=20) Intervention 1: Individual Biomechanical exercise - Stretching. Lumar resistance exercise: Participants reported
to the laboratory three times a week for one-on-one training sessions with an experienced exercise physiologist. For
each exercise, a warm up of five repetitions at a low weight was followed by three repetitions at a higher weight of
each dynamic exercise. During the first two weeks, participants performed two sets of lumbar extensions as they
acclimated to the exercise (15 repetitions until volitional fatigue) once a week. From two weeks until the end of the
study, participants performed one set of lumbar extensions (15 repetitions) three times a week. The resistance load for
the lumbar extension resistance exercise was set at 60% 1RM and was increased by ~2% per week for the set to
maintain a relative level of muscle effort at ~16—18 for the exercise over time. This was monitored by monthly
assessment of 1RM values to ensure that an increase was occurring at the anticipated rate for this group.. Duration 4
months. Concurrent medication/care: Educational recommendations from the Centers for Disease Control and
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Prevention and the American Heart Association regarding physical activity and diet were provided and reviewed with
each participant as part of standard care. Materials included information and demonstrations of strengthening body
weight-based exercise for back health, healthy nutritional choices and information about back pain.

(n=20) Intervention 2: Usual care. The control group consisted of participants who received normal medical care and
follow-up during the four month study, with no resistance exercise intervention. Educational recommendations from
the Centers for Disease Control and Prevention and the American Heart Association regarding physical activity and diet
were provided and reviewed with each participant as part of standard care. Materials included information and
demonstrations of strengthening body weight-based exercise for back health, healthy nutritional choices and
information about back pain. . Duration 4 months. Concurrent medication/care: Not stated

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: STRETCHING-LUMBAR RESISTANCE EXERCISE versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: NRS-pain walking at 4 months; Group 1: mean 1.1 (SD 2.4); n=18, Group 2: mean 2.6 (SD 2.9); n=14; NRS
0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: NRS-stair climb at 4 months; Group 1: mean 1.7 (SD 2.4); n=18, Group 2: mean 1.4 (SD 2.5); n=14; NRS 0-
10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: NRS-chair rise at 4 months; Group 1: mean 0.9 (SD 1.6); n=18, Group 2: mean 1.3 (SD 2.4); n=14; NRS 0-
10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: RMDQ at 4 months; Group 1: mean 8.2 (SD 5.5); n=18, Group 2: mean 6.3 (SD 4.2); n=14; RMDQ 0-23
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Adverse events (morbidity) at Define
- Actual outcome for Overall (acute, chronic) without sciatica: Adverse events at 4 months; Group 1: 3/20, Group 2: 0/20; Risk of bias: Low; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details
Indirectness of population

Interventions

Weiner 2008°>°

RCT (Patient randomised; Parallel)

1 (n=200)

Conducted in USA; Setting: Secondary care

Unclear

Intervention + follow up: Intervention 6 weeks + follow up 6 months
Adequate method of assessment/diagnosis: History, examination
Overall (acute, chronic) without sciatica

Not applicable

Community dwelling older adults (age 65 or older) with LBP every day or almost every day of moderate intensity or
greater for 3 months or more; English speaking

Red flags; prominent radicular pain; back surgery; spinal pathology other than degenerative disease; pain outside
lower back more severe than back pain; conditions making PENS unsafe (pacemaker, anticoagulation); absolute
contraindications to exercise (uncontrolled arrhythmia, third degree heart block, recent ECG changes, unstable angina,
acute Ml or CHF); medical instability (class Ill or IV CHF, oxygen dependence, recurrent falls, uncontrolled
hypertension, inability to stand independently); severe uncorrected visual or hearing impairment; acute illness or pain
neurological or psychiatric disorder that could interfere with pain reporting (e.g. uncontrolled thought disorder,
Alzheimer's disease, prior stroke, substance abuse)

Outpatient research facility attached to Older Adult Pain Management Program at University of Pittsburgh

Age - Range of means: 73.3 (6.0) to 74.3 (6.4) years. Gender (M:F): 86:114. Ethnicity: 89.5% white; others not stated
1. Chronicity of pain : Chronic (>3 months duration) (>3 months).

No indirectness

(n=50) Intervention 1: Electrotherapy - Percutaneous electrical nerve stimulation (PENS). PENS: 32-gauge 40mm
needles placed just below skin into subcutaneous fascia, approx. 15mm depth; 10 needles per session placed
bilaterally at T12, L3, L5, S2 and the motor point for the piriformis muscle; electrical stimulation 30 minutes; frequency
determined by response to previous session; amplitude set to perceived stimulus of moderate intensity, adjusted to
continuous perceptibility; 2 needles at T12 with transient high frequency electrical stimulation as for sham PENS; twice
a week for 6 weeks. Duration 6 weeks . Concurrent medication/care: Not stated
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(n=50) Intervention 2: Placebo/Sham - Sham. Sham PENS: needles placed as for PENS but stimulation applied only to 2
T12 needles; frequency 100Hz for 5 minutes then switched off for remaining time to 30 minutes. Duration 6 weeks.
Concurrent medication/care: Not stated

(n=50) Intervention 3: Combinations of non-invasive interventions - Combined non-invasive interventions. PENS +

exercise (strength and flexibility plus aerobic components): duration up to 30 minutes, plus home exercise programme:

flexibility i.e. stretches, 3 repetitions, 3 times a day, plus walking: 3 times a week, increased up to 30 minutes per day
beyond routine activities. Duration 6 weeks. Concurrent medication/care: Not stated

(n=50) Intervention 4: Mixed exercise - Biomechanical + aerobic. Exercise (strength and flexibility plus aerobic
components): duration up to 30 minutes, plus home exercise programme: flexibility i.e. stretches, 3 repetitions, 3
times a day, plus walking: 3 times a week, increased up to 30 minutes per day beyond routine activities + sham PENS.
Duration 6 weeks. Concurrent medication/care: Not stated

Funding Academic or government funding (National Center for Complementary and Alternative Medicine and the National
Institute on Agine, National Institutes of Health)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: PENS + EXERCISE (BIOMECH + AEROBIC) versus
PERCUTANEOUS ELECTRICAL NERVE STIMULATION (PENS)

Protocol outcome 1: Quality of life at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 weeks; Group 1: mean -0.3 Not stated (SD 11.4); n=45, Group 2:
mean 1.5 Not stated (SD 12); n=47; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 weeks; Group 1: mean 3.9 Not stated (SD 25.8); n=45, Group 2:
mean -1.1 Not stated (SD 20.7); n=47; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 months; Group 1: mean -0.2 Not stated (SD 13.7); n=45, Group
2: mean -1.8 Not stated (SD 15.5); n=47; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 months; Group 1: mean 4.4 Not stated (SD 25.3); n=45, Group
2: mean -5.9 Not stated (SD 21); n=47; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 weeks; Group 1: mean -4.1 Not stated (SD 8.2); n=45, Group 2: mean -2.9
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Not stated (SD 9.2); n=47; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 weeks; Group 1: mean -0.7 Not stated (SD 0.9); n=45, Group 2: mean -0.7 Not stated
(SD 1.1); n=47; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 months; Group 1: mean -3.8 Not stated (SD 8.9); n=45, Group 2: mean -3.4
Not stated (SD 7.4); n=47; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 months; Group 1: mean -0.6 Not stated (SD 1.1); n=45, Group 2: mean -0.5 Not
stated (SD 1.1); n=47; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 weeks; Group 1: mean -2.6 Not stated (SD 4.6); n=45, Group 2: mean -
2.6 Not stated (SD 4.5); n=47; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 months; Group 1: mean -2.1 Not stated (SD 4.3); n=45, Group 2: mean
-2.1 Not stated (SD 4.2); n=47; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 weeks; Group 1: mean -0.4 Not stated (SD 2.6); n=45, Group 2: mean 0.3
Not stated (SD 3.2); n=47; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 months; Group 1: mean -0.1 Not stated (SD 2.2); n=45, Group 2: mean 0.5
Not stated (SD 3); n=47; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: PENS + EXERCISE (BIOMECH + AEROBIC) versus
SHAM PENS

Protocol outcome 1: Quality of life at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 weeks; Group 1: mean -0.3 Not stated (SD 11.4); n=45, Group 2:
mean -0.1 Not stated (SD 10.8); n=48; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 weeks; Group 1: mean 3.9 Not stated (SD 25.8); n=45, Group 2:
mean 5.9 Not stated (SD 23.8); n=48; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Quality of life at >4 months
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- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 months; Group 1: mean -0.2 Not stated (SD 13.7); n=45, Group
2: mean 1.2 Not stated (SD 11.3); n=48; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 months; Group 1: mean 4.4 Not stated (SD 25.3); n=45, Group
2: mean 5.1 Not stated (SD 24.7); n=48; SF-36 Not stated Top=High is good outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 weeks; Group 1: mean -4.1 Not stated (SD 8.2); n=45, Group 2: mean -2.3
Not stated (SD 6.3); n=48; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 weeks; Group 1: mean -0.7 Not stated (SD 0.9); n=45, Group 2: mean -0.6 Not stated
(SD 0.7); n=48; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 months; Group 1: mean -3.8 Not stated (SD 8.9); n=45, Group 2: mean -3.3
Not stated (SD 7.4); n=48; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 months; Group 1: mean -0.6 Not stated (SD 1.1); n=45, Group 2: mean -0.6 Not
stated (SD 0.8); n=48; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 weeks; Group 1: mean -2.6 Not stated (SD 4.6); n=45, Group 2: mean -
2.7 Not stated (SD 3.8); n=48; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 6: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 months; Group 1: mean -2.1 Not stated (SD 4.3); n=45, Group 2: mean
-3 Not stated (SD 4.7); n=48; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 weeks; Group 1: mean -0.4 Not stated (SD 2.6); n=45, Group 2: mean -0.2
Not stated (SD 2.8); n=48; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 months; Group 1: mean -0.1 Not stated (SD 2.2); n=45, Group 2: mean -0.4
Not stated (SD 2.7); n=48; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: COMBINED NON-INVASIVE INTERVENTIONS: PENS + EXERCISE (BIOMECH + AEROBIC) versus
EXERCISE (BIOMECHANICAL + AEROBIC) + SHAM PENS
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Protocol outcome 1: Quality of life at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 weeks; Group 1: mean -0.3 Not stated (SD 11.4); n=45, Group 2:
mean 2.8 Not stated (SD 13.7); n=44; SF-36 Mental health composite score Not stated Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 weeks; Group 1: mean 3.9 Not stated (SD 25.8); n=45, Group 2:
mean 6.9 Not stated (SD 22.7); n=44; SF-36 Physical health composite score Not stated Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 2: Quality of life at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental health composite score at 6 months; Group 1: mean -0.2 Not stated (SD 13.7); n=45, Group
2: mean 1.5 Not stated (SD 13.9); n=44; SF-36 Mental health composite score Not stated Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical health composite score at 6 months; Group 1: mean 4.4 Not stated (SD 25.3); n=45, Group
2: mean 8.5 Not stated (SD 27.4); n=44; SF-36 Physical health composite score Not stated Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No
indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 weeks; Group 1: mean -4.1 Not stated (SD 8.2); n=45, Group 2: mean -3.1
Not stated (SD 7.9); n=44; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 weeks; Group 1: mean -0.7 Not stated (SD 0.9); n=45, Group 2: mean -0.6 Not stated
(SD 1.2); n=44; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Pain severity (VAS/NRS) at >4 months

- Actual outcome for Overall (acute, chronic) without sciatica: McGill Pain Questionnaire at 6 months; Group 1: mean -3.8 Not stated (SD 8.9); n=45, Group 2: mean -3.1
Not stated (SD 7.1); n=44; McGill Pain Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain in last week at 6 months; Group 1: mean -0.6 Not stated (SD 1.1); n=45, Group 2: mean -0.58 Not
stated (SD 1.1); n=44; Pain thermometer Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Function (disability scores) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 weeks; Group 1: mean -2.6 Not stated (SD 4.6); n=45, Group 2: mean -
3 Not stated (SD 7.9); n=44; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 6: Function (disability scores) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Questionnaire at 6 months; Group 1: mean -2.1 Not stated (SD 4.3); n=45, Group 2: mean
-2.8 Not stated (SD 5.3); n=44; Roland Disability Questionnaire Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Protocol outcome 7: Psychological distress (HADS/GHQ/BDI/STAI) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 weeks; Group 1: mean -0.4 Not stated (SD 2.6); n=45, Group 2: mean -0.3
Not stated (SD 3.2); n=44; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 8: Psychological distress (HADS/GHQ/BDI/STAI) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Geriatric Depression Scale at 6 months; Group 1: mean -0.1 Not stated (SD 2.2); n=45, Group 2: mean -0.1
Not stated (SD 3); n=44; Geriatric Depression Scale Not stated Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Adverse events (morbidity) at Define; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Up to 4 months; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at >4 months; Adverse event (mortality) at Up to 4 months; Adverse event (mortality) at >4 months;
Responder criteria at Up to 4 months; Responder criteria at >4 months; Return to work at Up to 4 months; Return to
work at >4 months
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

Williams 2005°"*

RCT (Patient randomised; Parallel)

1 (n=60)

Conducted in USA

Not applicable

Intervention + follow up: 7 months

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Age over 18 years, history of non-specific low back pain with symptoms persisting for >3 months, ambulatory and
English speaking

Low back pain due to nerve root compression, disc prolapse, spinal stenosis, tumour, spinal infection, ankylosing
spondylitis, spondylolisthesis, kyphosis, structural scoliosis or widespread neurological disorder, involved in litigation
or compensation, pre-surgical candidates, compromised cardiopulmonary system, pregnant, BMI >35, experiencing
major depression or substance abuse, practitioners of yoga

Patients recruited through physician referral and self-referral

Age - Mean (SD): E 48.7 (10.6) C 48.0(1.96). Gender (M:F): 14/30. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (> 3 months).

Baseline scores (mean SD) - VAS: control 3.2+2.3, yoga 2.3+1.6.

No indirectness

(n=30) Intervention 1: Group mind-body exercise - Group Yoga. lyengar yoga classes for 90 minutes each week for 16
weeks. Participants were encouraged to practice at home for half an hour, five times a week. Duration 16 weeks.
Concurrent medication/care: All participants received two educational lectures on low back pain, weekly newsletters
on back care and were permitted to continue with their usual medical care.

(n=30) Intervention 2: Usual care. Participants continued their usual medical care. Duration 16 weeks. Concurrent
medication/care: All participants received two educational lectures on low back pain, weekly newsletters on back care
and were permitted to continue with their usual medical care but asked to forgo any other forms of CAM during the
study

Academic or government funding (West Virginia University)
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RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 4 months; Group 1: mean 1 (SD 1.1); n=20, Group 2: mean 2.1 (SD 2.3); n=22; Risk of bias:
Very high; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 7 months; Group 1: mean 0.6 (SD 1.1); n=20, Risk of bias: Very high; Indirectness of outcome:
No indirectness

Protocol outcome 2: Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

- Actual outcome for Overall (acute, chronic) without sciatica: decreased or stopped medication at 7 months; Group 1: 10/20, Group 2: 15/22; Risk of bias: Very high;
Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: decreased or stopped medication at 4 months; Group 1: 14/20, Group 2: 6/24; Risk of bias: Very high;
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse event (mortality) at follow-up; Responder criteria at
follow-up; Adverse events (morbidity) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Williams 2009°”3

RCT (Patient randomised; Parallel)

1 (n=90)

Conducted in USA

Not applicable

Intervention + follow up: 1 year

Adequate method of assessment/diagnosis
Overall

Not applicable

Age 18-70, low back pain with symptoms persisting for >3 months, BMI < 37, ODI score 10-60, VAS score 3-8cm, living
within 1 hour drive of study centre, ability to get up and down from the floor and rise to standing without assistance,
agree to attend a minimum number of classes and practice at home, agree not to receive any chiropractic, massage,
pilates or acupuncture therapies.

Low back pain due to spinal stenosis with pseudoclaudication, abdominal or spinal tumours, spinal infection,
osteoporosis with vertebral fracture, ankylosing spondylitis, spondylolisthesis with radiculopathy, structural kyphosis
or scoliosis, radicular pain with weakness or loss of reflexes, failed back syndrome, pregnancy, pre-surgical candidate,
actively undergoing cancer treatment, confirmed fibromyalgia, abdominal hernia, compromised cardiopulmonary
system, major depression, substance abuse, widespread neurological disorder, currently involved in litigation or
receiving compensation

Unclear

Age - Mean (SD): E 48.4 (12.2) C47.6 (10). Gender (M:F): 21/69. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (>3 months).

Baseline scores (mean, standard error) - ODI: yoga 25.2+1.08, control 23.1+1.58; VAS: yoga 41.942.44, control
41.2+2.67; BDI: yoga 9.2+0.92, control 8.31£0.89.

No indirectness

(n=43) Intervention 1: Group mind-body exercise - Group Yoga. lyengar yoga group classes (of 9 to 16 subjects) for 90
minutes twice weekly. Yoga therapy developed in collaboration with two senior lyengar teachers and led by certified
lyengar yoga teachers.. Duration 24 weeks. Concurrent medication/care: not reported

(n=47) Intervention 2: Usual care - Waiting-list. Participants were advised to continue self-directed standard medical
care. Duration 24 weeks. Concurrent medication/care: not reported
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Funding

Academic or government funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: GROUP YOGA versus WAITING-LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Pain VAS at 1 year; Group 1: mean 27.7 (SD 22.6); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: Pain VAS at 3 months; Group 1: mean 33.1 (SD 18.5); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Index at 3 months; Group 1: mean 22.2 (SD 10.5); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness
- Actual outcome: Oswestry Disability Index at 1 year; Group 1: mean 19.3 (SD 12.7); n=43, Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 3: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up
- Actual outcome: Depression (Beck Depression Inventory) at 3 months; Group 1: mean 6.6 (SD 5.2); n=43, Risk of bias: Very high; Indirectness of outcome: No

indirectness

- Actual outcome: Depression (Beck Depression Inventory) at 1 year; Group 1: mean 4.9 (SD 4.3); n=43, Group 2: mean 7.5 (SD 5.8); n=47; Risk of bias: Very high;

Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Zhang 2015°%

RCT (Patient randomised; Parallel)

(n=92)

Conducted in China; Setting: Qingzhou hospital of traditional Chinese medicine
Unclear

Follow up (post intervention): 1 year

Adequate method of assessment/diagnosis

Overall
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Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Not applicable

Age < 55 years; having non-specific low back pain without any relevant ongoing pathologies such as disc prolapse,
fractures, spondylolysthesis, tumor, osteoporosis, or infection; willingness to participate in the study and signed
informed consent

other pain syndromes; spinal surgery in the past 6 months or having to undergo surgery or invasive examination during
the study; neurological disease; psychiatric disease; serious chronic disease that could interfere with the outcomes
(e.g. cardiovascular disease, rheumatoid arthritis, epilepsy, or other disqualifying conditions); pregnant or planning to
become pregnant during the study

Patients were recruited from patients with non-specific low back pain in Qingzhou hospital of traditional Chinese
medicine between March 2011 and June 2012.

Age - Mean (SD): Experimental group 48.71 (3.89); control group 51.62 (4.03). Gender (M:F): 60/32. Ethnicity: Not
stated

1. Chronicity of pain : Not stated / Unclear

Baseline values (n) for experimental and control group, respectively: duration of pain >12 weeks 26, 29; duration of
pain < 12 weeks 20, 17; Baseline values, mean (SD) for experimental and control group, respectively: ODI 29.65(8.76),
27.89(9.03); VAS 7.51(1.56), 7.58(1.54)

No indirectness

(n=46) Intervention 1: Massage + exercise prescription - Massage + home exercise prescription. Massage (40 min, once
daily, for 8 weeks: rolling, rubbing, pushing, oblique-pulling, stroking, tapotement in the low back) + unsupervised
exercise (core stability: plank, side plank, bridge, straight leg raise, modified push-up; every movement performed ten
times per side, once daily for 8 weeks. Patients were instructed before the beginning of treatment and were asked to
demonstrate they had mastered training at time point during the trial). Duration 1 year follow up. Concurrent
medication/care: Not stated.

(n=46) Intervention 2: Massage. Massage (40 min, once daily, for 8 weeks: rolling, rubbing, pushing, oblique-pulling,
stroking, tapotement in the low back). Duration 1 year follow-up. Concurrent medication/care: Not stated

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MANUAL THERAPY (MASSAGE) + EXERCISE versus MANUAL THERAPY (MASSAGE)

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: VAS at 8 weeks; Group 1: mean 1.46 (SD 0.76); n=46, Group 2: mean 2.85 (SD 1.58); n=46; VAS 0-10 Top=High is poor outcome; Risk of bias: Very
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high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at Up to 4 months
- Actual outcome: ODI at 8 weeks; Group 1: mean 13.2 (SD 2.42); n=46, Group 2: mean 18.39 (SD 3.67); n=46; ODI 0-100 Top=High is poor outcome; Risk of bias: Very
high; Indirectness of outcome: No indirectness

Protocol outcome 3: Responder criteria at >4 months
- Actual outcome: pain-free period for at least 30 days after treatment at 1 year; Group 1: 43/43, Group 2: 42/42; Risk of bias: Very high; Indirectness of outcome: No
indirectness

Protocol outcomes not reported by the study Quality of life at Up to 4 months; Quality of life at >4 months; Pain severity (VAS/NRS) at >4 months; Adverse events
(morbidity) at Define; Function (disability scores) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at Up to
4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Up to 4 months; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at >4 months; Adverse event (mortality) at Up to 4 months;
Adverse event (mortality) at >4 months; Responder criteria at Up to 4 months; Return to work at Up to 4 months;
Return to work at >4 months

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



e

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Zylbergold 1981°%°

RCT (Patient randomised; Parallel)

1 (n=28)

Conducted in Canada; Setting: Outpatient waiting room of a physiotherapy department

Not applicable

Intervention + follow up: 1 month

Unclear method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Not applicable

Age 25 to 65 years

History of back surgery, neurologic involvement, gross bony abnormality, receiving compensation.
Age - Mean (SD): Exercise 49.1 (13.25) Control 46.0 (9.59). Gender (M:F): inadequately reported. Ethnicity:
1. Chronicity of pain: Not stated / Unclear (Not enough details in inclusion criteria).

Baseline pain scores (mean SD): exercise 2.3+1.32, UC 2.1+1.6

No indirectness

(n=10) Intervention 1: Individual Biomechanical exercise - Core stability. Moist heat for 15 minute period followed by a
15 minute lumbar flexion exercise session performed twice a week for 4 weeks. Patients were advised to continue the
exercise programme at home.. Duration 1 month. Concurrent medication/care: not reported

(n=8) Intervention 2: Usual care. Home-care instruction in back and body mechanics. Duration 1 month. Concurrent
medication/care: not reported

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: CORE STABILITY versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain - Melzack pain scale at 1 month; Group 1: mean -1 (SD 0.85); n=10, Group 2: mean -0.6 (SD 0.82);
n=8; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
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- Actual outcome for Overall (acute, chronic) without sciatica: Problem-oriented Index for Functional Assessment at 1 month; Group 1: mean 2.05 (SD 1.4); n=10, Group

2: mean 2.95 (SD 4.3); n=8; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Hb6 Postural therapies

63

Study (subsidiary papers)
Study type
Number of studies (number of participants)

Countries and setting

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

329 224

ATEAM trial: Little 2008 (Ehrlich 2009126, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
RCT (Patient randomised; Parallel)

1 (n=579)

Conducted in United Kingdom
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Study (subsidiary papers)

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity

Further population details

Extra comments
Indirectness of population

Interventions

224

329 , Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°**)

ATEAM trial: Little 2008 2

Unclear

(Ehrlich 2009

Intervention and follow-up: 1 year
Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Aged 18-65 years with current back pain for 3 or more weeks with presentation in primary care with low back pain
more than 3 months previously, currently scoring 4 or more on the Roland disability scale

Clinical indicators of serious spinal disease, current nerve root pain (below knee in dermatomal distribution), previous
spinal surgery, pending litigation, previous experience of Alexander technique, perceived inability to walk 100m,
history of psychosis or major alcohol misuse.

Patients recruited between July 2002 and July 2004
Age - Mean (SD): 45. Gender (M:F): 177:402. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (Presentation more than 3 months previously, current
episode 3 or more weeks).

Baseline data not usable
No indirectness

(n=73) Intervention 1: Postural therapies - Alexander technique. Six Alexander technique lessons taught by registered
teachers. Two lessons a week for 2 weeks, then one lesson a week for 2 weeks. Duration 4 weeks. Concurrent
medication/care: not reported.

(n=71) Intervention 2: Postural therapy and exercise - Alexander technique and home exercise prescription. Six
Alexander technique lessons taught by registered teachers. Two lessons a week for 2 weeks, then one lesson a week
for 2 weeks. Prescription from general practitioner for unsupervised home based aerobic exercise (predominantly
walking) with follow-up structured counselling based on the theory of planned behaviour (brief intervention).
Duration 4 weeks. Concurrent medication/care: not reported.

(n=73) Intervention 3: Postural therapies - Alexander technique. Six Alexander technique lessons taught by registered
teachers. Two lessons a week for 6 weeks, then one lesson a week for 6 weeks, one fortnightly for 8 weeks, and 2
further revision lessons delivered at 7 months and 9 months. Duration 9 months. Concurrent medication/care: not
reported
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Study (subsidiary papers)

Funding

329 126 224

ATEAM trial: Little 2008 (Ehrlich 2009°", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°")

(n=71) Intervention 4: Postural therapy and exercise - Alexander technique and home exercise prescription. Six
Alexander technique lessons taught by registered teachers. Two lessons a week for 6 weeks, then one lesson a week
for 6 weeks, one fortnightly for 8 weeks, and 2 further revision lessons delivered at 7 months and 9 months.
prescription from general practitioner for unsupervised home based aerobic exercise (predominantly walking) with
follow-up structured counselling based on the theory of planned behaviour (brief intervention). Duration 9 months.
Concurrent medication/care: not reported

(n=75) Intervention 5: Massage. Therapeutic massage. One lesson a week for 6 weeks. Duration 6 weeks. Concurrent
medication/care: not reported

(n=72) Intervention 6: Massage and exercise - Massage and home exercise prescription. Therapeutic massage. One
lesson a week for 6 weeks. Duration 6 weeks. Concurrent medication/care: not reported

(n=72) Intervention 7: Usual care. Usual care - details not specified. Duration 9 months. Concurrent medication/care:
no exercise prescription given

(n=72) Intervention 8: Individual Aerobic exercises - Aerobics exercise. Prescription from general practitioner for

unsupervised home based aerobic exercise (predominantly walking) with follow-up structured counselling based on
the theory of planned behaviour (brief intervention). Duration 6 weeks. Concurrent medication/care: not reported

Academic or government funding (Medical Research Council)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (6 lessons) versus Alexander technique (24 lessons)

Protocol outcome 1: Quality of life at > 4 months - 1 year
Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 67.93 (SD 22.8075);
n=61; Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 68.54 (SD 23.127); n=61;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 3.4 (SD 2.6); n=61; Von
Korff Pain Score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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329 126 224

Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009 ", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 1.07 (SD 2.24); n=61; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 5.09 (SD 5.1933);
n=61; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.44 (SD 0.91); n=61;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (24 lessons) versus MASSAGE

Protocol outcome 1: Quality of life at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8075); n=61, Group 2: mean 54.65 (SD 24.3053);
n=64; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 5.03 (SD 2.7); n=64; Risk
of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=61, Group 2: mean 0.077 (SD 1.65); n=64; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 8.78 (SD 5.207);
n=64; Roland Morris Disability Score 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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329 126 224

Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009 ", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.32 (SD 0.75); n=56;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (6 lessons) versus USUAL CARE

Protocol outcome 1: Quality of life at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 56.1 (SD 18.6); n=60; SF-
36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 64.8 (SD 20.4206); n=60;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 4.47 (SD 2.2); n=60; Von
Korff Pain Scale 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.85 (SD 1.64); n=60; Risk of
bias: High; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at >4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 9.23 (SD 5.3);
n=60; Roland Disability Score 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.43 (SD 0.71); n=60;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (6 lessons) versus AEROBICS EXERCISE

Protocol outcome 1: Quality of life at > 4 months - 1 year
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Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009 ", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.286); n=58, Group 2: mean 54.02 (SD 25.8778); n=51;
Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 65.52 (SD 24.7131); n=51;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 4.3 (SD 2.6); n=61, Group 2: mean 4.43 (SD 2.8); n=51; Von
Korff Pain Score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.88 (SD 1.56); n=51; Risk of
bias:; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at >4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 7.58 (SD 5.258);
n=51; Risk of bias:; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.91); n=58, Group 2: mean 0.5 (SD 0.99); n=51;
Risk of bias:; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (6 lessons) versus MASSAGE

Protocol outcome 1: Quality of life at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 58.14 (SD 23.2863); n=58, Group 2: mean 54.65 (SD 24.305); n=64;
Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.9 (SD 20.4206); n=58, Group 2: mean 62.69 (SD 23.4832); n=64;
Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 62.69 (SD 23.4832); n=64;
SF-36 0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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32 (Ehrlich 2009'%°, Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°*%)

Study (subsidiary papers) ATEAM trial: Little 2008
Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 4.3 (SD 2.6); n=58, Group 2: mean 5.03 (SD 2.7); n=64; Von
Korff Pain Scale 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 0.64 (SD 1.17); n=58, Group 2: mean 0.6 (SD 1.55); n=56; Risk of
bias:; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 7.79 (SD 5.2299); n=58, Group 2: mean 8.78 (SD 5.207);
n=64; Roland Disability Score 0-24 Top=High is poor outcome; Risk of bias:; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.48 (SD 0.94); n=58, Group 2: mean 0.67 (SD 0.91); n=60;
Risk of bias:; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (24 lessons) versus USUAL CARE

Protocol outcome 1: Quality of life at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8); n=61, Group 2: mean 56.1 (SD 18.6); n=60; SF-36
0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 64.8 (SD 17.5); n=60; SF-36
0-100 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 4.74 (SD 2.2); n=60; Von
Korff Pain Score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=58, Group 2: mean 0.85 (SD 1.64); n=60; Risk of
bias: High; Indirectness of outcome: No indirectness
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Study (subsidiary papers) ATEAM trial: Little 2008 (Ehrlich 2009 ", Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")
Protocol outcome 4: Function (disability scores) at >4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 5.09 (SD 5.1933); n=61, Group 2: mean 9.23 (SD 5.3);
n=60; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.43 (SD 0.71); n=60;
Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique (24 lessons) versus AEROBICS EXERCISE

Protocol outcome 1: Quality of life at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Physical at 1 year; Group 1: mean 67.93 (SD 22.8075); n=61, Group 2: mean 54.02 (SD 25.8778);
n=51; Risk of bias: High; Indirectness of outcome: No indirectness

Actual outcome for Overall (acute, chronic) without sciatica: SF-36 Mental at 1 year; Group 1: mean 68.54 (SD 23.127); n=61, Group 2: mean 65.52 (SD 24.7131); n=51;
Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Von Korff Pain Score at 1 year; Group 1: mean 3.4 (SD 2.6); n=61, Group 2: mean 4.43 (SD 2.8); n=51; Von
Korff Pain Score 0-10 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Healthcare utilisation at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Prescriptions at 1 year; Group 1: mean 1.07 (SD 2.24); n=61, Group 2: mean 0.88 (SD 1.56); n=51; Risk of
bias:; Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at > 4 months - 1 year

Actual outcome for Overall (acute, chronic) without sciatica: Roland Disability Score at 1 year; Group 1: mean 5.09 (SD 5.1933); n=61, Group 2: mean 7.58 (SD 5.258);
n=51; Roland Disability Score 0-24 Top=High is poor outcome; Risk of bias:; Indirectness of outcome: No indirectness

Protocol outcome 5: Adverse events (hospitalisation/GP visit) at > 4 months - 1 year
Actual outcome for Overall (acute, chronic) without sciatica: Primary care contacts at 1 year; Group 1: mean 0.44 (SD 0.91); n=61, Group 2: mean 0.5 (SD 0.99); n=51;
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329 126 224

Study (subsidiary papers) ATEAM trial: Little 2008 , Hollinghurst 2009{HOLLINGHURST2009}, Hollinghurst 2008°"")

Risk of bias:; Indirectness of outcome: No indirectness

(Ehrlich 2009

Protocol outcomes not reported by the study Pain severity (VAS) at < 4 months; Adverse event (mortality) at <4 months; Mood (HADS) at < 4 months; Mood (HADS)
at > 4 months - 1 year; Adverse events (additional treatment) at < 4 months

328

Study Little 2014

Study type RCT (Patient randomised; Parallel)

Number of studies (number of participants) 1 (n=69)

Countries and setting Conducted in United Kingdom; Setting: Secondary care
Line of therapy Unclear

Duration of study Intervention + follow-up: 12 months

Method of assessment of guideline condition Adequate method of assessment/diagnosis

Stratum Overall
Subgroup analysis within study Not applicable
Inclusion criteria Aged 18-65 years with current back pain for 3 or more weeks with presentation in primary care with low back pain

more than 3 months previously, currently scoring 4 or more on the Roland disability scale

Exclusion criteria Clinical indicators of serious spinal disease, previous spinal surgery, pending litigation, previous experience of
Alexander technique, perceived inability to walk 100m, history of psychosis or major alcohol misuse, pregnancy.

Recruitment/selection of patients Mailed invitation to potential participant, based on GP and surgery visits.

Age, gender and ethnicity Age - Mean (SD): 50.51 (11.09). Gender (M:F): 43/26. Ethnicity:

Further population details 1. Chronicity of pain: Not stated / Unclear (Not focused on due to variable nature of chronic and recurrent back pain.).

Extra comments Baseline scores (mean SD) for exercise, exercise + alexander, alexander and control groups, respectively — RMDQ:
10.29 (5.45), 11.44 (3.91), 10.06 (4.10), 9.24 (5.13); pain: 5.88 (1.60), 6.22 (1.94), 5.61 (2.13), 5.75 (2.04)

Indirectness of population No indirectness

Interventions (n=17) Intervention 1: Usual care. No treatment or exercise prescribed. Duration 12 weeks. Concurrent

medication/care: Not reported

(n=17) Intervention 2: Postural therapies - Alexander technique. 10 lessons and a copy of a recommended book
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Study Little 2014°%

providing an introduction to the Alexander technique. Duration 12 weeks. Concurrent medication/care: Not reported

(n=17) Intervention 3: Mixed exercise - Biomechanical + aerobic. 20 hours of supervised, tailored exercises in a group
setting, spread over 10-12 sessions. Sessions include motor relearning, strengthening, stretching, and aerobic
exercises. Duration 12 weeks. Concurrent medication/care: Not stated

(n=18) Intervention 4: Postural therapy + exercise prescription - Alexander technique + home exercise prescription. 10
lessons and a copy of a recommended book providing an introduction to the Alexander technique. Plus 20 hours of
supervised, tailored exercises in a group setting, spread over 10-12 sessions. Sessions include motor relearning,
strengthening, stretching, and aerobic exercises. Duration 12 weeks. Concurrent medication/care: Not stated

Funding Equipment / drugs provided by industry (Myoton Ltd.)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: USUAL CARE versus Alexander technique

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Von Korff pain scale at 3 months; Mean -0.63 (95%Cl -1.99 to 0.73) (p value 0.358) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Von Korff pain scale at 6 months; MD 0.09 (95%Cl -1.35 to 1.52) (p value 0.906) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: RMDQ at 3 months; MD -1.37 (95%Cl -4.82 to 2.07) (p value 0.427) RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of
outcome: No indirectness

- Actual outcome: RMDQ at 6 months; MD -2.86 (95%Cl -6.53 to 0.81) (p value 0.124) 0-24 RMDQ Top=High is poor outcome; Risk of bias: High; Indirectness of
outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: USUAL CARE versus BIOMECHANICAL + AEROBIC
Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome: Von Korff pain scale at 3 months; MD -0.88 (95%Cl -2.26 to 0.5) (p value 0.208) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness
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Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Von Korff pain scale at 6 months; MD 0.15 (95%Cl -1.34 to 1.63) (p value 0.841) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: RMDQ at 3 months; MD -1.90 (95%Cl -5.41 to 1.6) (p value 0.281) RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome:
No indirectness

- Actual outcome: RMDQ at 6 months; MD -3 (95%Cl -6.88 to 0.88) (p value 0.126) 0-24 RMDQ Top=High is poor outcome; Risk of bias: High; Indirectness of outcome:
No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: USUAL CARE versus Alexander technique + HOME EXERCISE PRESCRIPTION

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Von Korff pain scale at 3 months; Mean -1.27 (95%Cl -2.63 to 0.1) (p value 0.068) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Von Korff pain scale at 6 months; MD -0.59 (95%Cl -2.04 to 0.86) (p value 0.415) Von Korff pain scale 0-10 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcome 3: Function (disability scores) at follow-up

- Actual outcome: RMDQ at 3 months; MD -0.75 (95%Cl -4.21 to 2.72) (p value 0.667) 0-24 RMDQ Top=High is poor outcome; Risk of bias: High; Indirectness of
outcome: No indirectness

- Actual outcome: RMDQ at 6 months; MD -2.51 (95%Cl -6.21 to 1.19) (p value 0.179) 0-24 RMDQ Top=High is poor outcome; Risk of bias: High; Indirectness of
outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: Alexander technique versus Alexander technique + HOME EXERCISE PRESCRIPTION
Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Days in pain during previous week. at 10 weeks; Group 1: mean 3.71 days (SD 2.7); n=15, Group 2: mean 4.36 days (SD 2.95); n=15; Risk of bias: High;

Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: RMDQ at 10 weeks; Group 1: mean 5.57 (SD 4.97); n=15, Group 2: mean 6.85 (SD 6.36); n=15; RMDQ 0-24 Top=High is poor outcome; Risk of bias:
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High; Indirectness of outcome: No indirectness
RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BIOMECHANICAL + AEROBIC versus Alexander technique + HOME EXERCISE PRESCRIPTION

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome: Days in pain during previous week. at 10 weeks; Group 1: mean 3.64 days (SD 2.16); n=14, Group 2: mean 3.2 days (SD 2.78); n=15; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: RMDQ at 10 weeks; Group 1: mean 5.45 (SD 3.72); n=14, Group 2: mean 5.9 (SD 6.57); n=15; RMDQ 0-24 Top=High is poor outcome; Risk of bias:
High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study  Quality of life at follow-up; Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at
Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition

Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Moustafa 2015**

RCT (Patient randomised; Parallel)

(n=154)

Conducted in Egypt; Setting: outpatient clinic, Faculty of physical therapy, Cairo University, Egypt
Unclear

Follow-up (post intervention): 2 years

Adequate method of assessment/diagnosis

Overall (acute, chronic) with sciatica: People with confirmed chronic unilateral lumbosacral radiculopathy associated
with L5-S1 disc prolapse

Not applicable

Anterior head translation distance of more than 15 mm on lateral cervical radiograph; confirmed chronic unilateral
lumbosacral radiculopathy associated with L5-S1 lumbar disc prolapse, with symptoms lasting longer than 3 months;
unilateral leg pain with mild to moderate disability (ODI up to 40%) and side-to-side H-reflex latency differences of > 1
millisecond and prolonged H-reflex latency > 30 milliseconds; patients with lumbar hyperlordosis were selected

Previous history of lumbosacral surgery, metabolic system disorder, cancer, cardiac problems, peripheral neuropathy,

history of upper motor neuron lesion, spinal canal stenosis, rheumatoid arthritis, osteoporosis, and any lower
extremity deformity that might interfere with global posture alignment

Patients recruited from January to October 2010 from the outpatient clinic of physical therapy, Cairo University
Age - Mean (SD): intervention group 49.1 (4.9); control group 50.5 (4.8). Gender (M:F): 100/54. Ethnicity:
1. Chronicity of pain: Chronic pain (>3 months).

Baseline values (mean (SD)) for intervention and control groups, respectively: duration of pain (weeks) 26(8.6), 25(8);
ODI 32.4(5.3), 30.1(5); NRS back pain 4.6(1), 5.2(0.8); NRS leg pain 6.4(1.2), 6.9(0.7). Baseline values (n) for
intervention and control groups, respectively: past use of physiotherapy 44, 50; use of medication for low back pain
44,50

No indirectness

(n=77) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. 3-MBR as
described for intervention group + head posture corrective exercise program. The latter consisted of 2 strengthening
(deep cervical flexors and shoulder retractors) and 2 stretching (cervical extensors and pectoral muscles) exercises, to
be repeated 4 times per week (30 minutes each) for 10 weeks.. Duration 2 years. Concurrent medication/care:
Avoidance of other exercise programs that could interfere with the results.
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Study

Funding

Moustafa 2015**

(n=77) Intervention 2: Multidisciplinary biopsychosocial rehabilitation (MBR) programmes - 3 CORE ELEMENTS:
Physical + Cognitive + Education. 'Functional restoration program' involving physical therapists and clinical
psychologists.a) Education: patients taught about their injuries, self-management strategies and coping strategies for
stress and catastrophizing thoughts, relaxation techniques (group sessions)b) Cognitive: challenging instances of
maladaptive thinking; positive reinforcement of wellness and social behaviours (group sessions)c) Physical: phase 1-
exercises to retrain of the transversus abdominis, lumbar multifidus and pelvic floor muscles; phase 2- clinic-based,
supervised functional restoration program (3 times/week plus additional sessions at home), eg walking on a treadmill,
step-ups, dumbbells; phase 3 - individual independent program of endurance and low-impact aerobic exercise at a
public gymnasium (20-30 min twice per week) after the first 6 weeks for 2 years.. Duration 2 years. Concurrent
medication/care: Avoidance of other exercise programs that could interfere with the results.

Funding not stated (No funding sources or conflicts of interests were reported)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: 3-MBR + HEAD POSTURE CORRECTIVE EXERCISE PROGRAM versus 3-MBR

Protocol outcome 1: Pain severity (VAS/NRS) at <4 months
- Actual outcome for Overall (acute, chronic) with sciatica: NRS back pain at 10 weeks; Group 1: mean 3.2 (SD 1.2); n=77, Group 2: mean 3.1 (SD 1.3); n=77; Risk of bias:

High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: NRS leg pain at 10 weeks; Group 1: mean 4.6 (SD 1.6); n=77, Group 2: mean 4.4 (SD 1.8); n=77; Risk of bias:

High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at <4 months
- Actual outcome for Overall (acute, chronic) with sciatica: ODI at 10 weeks; Group 1: mean 16.6 (SD 5.1); n=77, Group 2: mean 19.4 (SD 6.4); n=77; Risk of bias: High;

Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Quality of life at <4 months; Quality of life at >4 months — 1 year; Pain severity (VAS/NRS) at >4 months — 1 year;
Adverse events (morbidity) at Define; Function (disability scores) at >4 months; Psychological distress
(HADS/GHQ/BDI/STAI) at <4 months; Psychological distress (HADS/GHQ/BDI/STAI) at >4 months — 1 year; Healthcare
utilisation (prescribing, investigations, hospitalisation or health professional visit) at <4 months; Healthcare utilisation
(prescribing, investigations, hospitalisation or health professional visit) at >4 months — 1 year; Adverse event
(mortality) at <4 months; Adverse event (mortality) at >4 months — 1 year; Responder criteria at <4 months;
Responder criteria at >4 months — 1 year; Return to work at <4 months; Return to work at >4 months— 1 year
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Interventions

Funding

Alexander 1995’

RCT (Patient randomised; Parallel)

1 (n=60)

Conducted in USA; Setting:

Unclear

Intervention time: 3 months

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Stratified then randomised

People working in nursing and environmental services

Back surgery, current workers compensation claims, pregnant, cardiovascular problems
Age - Mean (SD): Belted group 38 (9.95), control group 36 (8.65). Gender (M:F): 12/48. Ethnicity:
1. Chronicity of pain: Not stated / Unclear

Baseline scores - number of people with no lower back pain: belts 3, control 2

No indirectness

(n=30) Intervention 1: Orthotics and appliance - Belt/corsets. Participants received back belts and were trained in their
use, they were asked to wear them at work. Duration 3 months. Concurrent medication/care: Not stated

(n=30) Intervention 2: Usual care. No intervention. Duration 3 months. Concurrent medication/care: Asked to not
wear any back belts during this time

Equipment / drugs provided by industry (Belts provided by North Coast Medical Inc.)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus USUAL CARE

Protocol outcome 1: Responder criteria at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Number of improvers (pain) at 3 months; Group 1: 5/30, Group 2: 3/29; Risk of bias: Very high;
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Study
Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Alexander 1995’

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Calmels 2009%

RCT (Patient randomised; Parallel)
1(n=197)

Conducted in France

Unclear

Intervention + follow-up: 3 months
Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Stratified then randomised

Men and women aged 20-60 years, treatment for an initial episode or recurring non-specific low back pain, episode
lasting 1-3 months, no contraindications to step | or step Il analgesics, NSAIDS, benzodiazepines and thiocolchicoside,
signing the consent form

Have used lumbar belt during last 6 months, sciatica, having suffered from a low back pain episode during the past 6
months prior to inclusion, had spinal surgery in the past 5 years, secondary low back pain due to accident at work,
history of spinal arthrodesis, instable or symptomatic chronic cardiac or respiratory complaint, low back pain with an
inflammatory, tumoural or infectious cause, with contraindication to step | or step Il analgesics, NSAID,
benzodiazepine, and thiocolchicodiside, pregnancy, higher functions do not allow patients to properly comprehend to
protocol or to reliable record data

Age - Mean (SD): 43 (10.37). Gender (M:F): 108/89. Ethnicity:
1. Chronicity of pain: Acute pain (<3 months duration) (Episode lasting 1-3 months (new or recurrent episode)).
Baseline scores - EIFEL: belt group 10.3+4.3, control 10.1+4.3; VAS: belt group 60.9+17.7, control 59.7+18.1
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Interventions (n=102) Intervention 1: Orthotics and appliance - Belt/corsets. Lumbar belt to be worn every day. Duration 3 months.
Concurrent medication/care: Unclear

(n=95) Intervention 2: Usual care. No intervention. Duration 3 months. Concurrent medication/care: unclear

Funding No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 months; Group 1: mean -41.5 (SD 21.49); n=98, Group 2: mean -32 (SD 20); n=92; Pain
visual analogue scale 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) without sciatica: EIFEL score (French version of the Roland Morris disability questionnaire) at 3 months; Group 1: mean -
7.6 (SD 4.4); n=98, Group 2: mean 6.1 (SD 4.73); n=92; EIFEL score (French version of the RMDQ) 0-24 Top=High is poor outcome; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Study Cambron 2011%°

Study type RCT (Patient randomised; Parallel)
Number of studies (number of participants) 1 (n=50)

Countries and setting Conducted in USA

Line of therapy Unclear

Duration of study Intervention time: 6 weeks

Method of assessment of guideline condition Adequate method of assessment/diagnosis
Stratum Overall (acute, chronic) with sciatica

Subgroup analysis within study Stratified then randomised
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Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

18 years and above, symptomatic with current pain between T12 and the S1 joints with or without radiating pain,
symptoms present for at least 3 months

Use of custom made orthotics in the past year, brain disorders that would lead to difficulty in questionnaire
completion, active conservative care (such as physiotherapy, chiropractic care) for low back received in the last 6
months (excluding the use of oral medication or daily at-home exercises for general wellbeing) to prevent
overtreatment as well as possible crossover effects within this study from prevention treatments, not fluent or
literate in English, current or future litigation for low back pain, chronic pain other than low back pain such as
fibromyalgia or thyroid disease, low back surgery in the last 6 months, other conditions that may affect the outcomes
of this study including contraindications to orthotic use, peripheral neuropathology due to disorders such as diabetes,
low back or leg pain that is not reproducible

Age - Mean (SD): Orthotics group 51 (16), control group 53 (16). Gender (M:F): 22/28. Ethnicity:

1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months).

Baseline scores - Oswestry: orthotics 10.0+4.9, control 10.4+5.4; VAS: orthotics 5.0+2.2, control 4.3+1.9
No indirectness

(n=25) Intervention 1: Orthotics and appliance - Orthopaedic shoes. Shoe orthotics. Duration 6 weeks. Concurrent
medication/care: Not stated

(n=25) Intervention 2: Usual care - Waiting list. Waiting list for shoe orthotics. Duration 6 weeks. Concurrent
medication/care: not stated

Equipment / drugs provided by industry (Foot Levelers, Inc. funded the study, provided the foot orthotics and gave
compensation to one of the authors conducting the study for postgraduate lectures. )

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ORTHOPAEDIC SHOES versus WAITING LIST

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS at 6 weeks; Group 1: mean 2.8 (SD 2.6); n=23, Group 2: mean 4.1 (SD 2.3); n=25; Pain visual analogue
scale 0-10 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index at 6 weeks; Group 1: mean 6.2 (SD 5.2); n=23, Group 2: mean 10.2 (SD 5.4);
n=25; Oswestry Disability Index 0-50 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Castro-mendez 20137

RCT (Patient randomised; Parallel)

1 (n=60)

Conducted in Spain

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis
Overall (acute, chronic) with sciatica

Not applicable

Foot pressure index of 6 or more indicating at least one pronated foot, presence of chronic low back pain, ages 18-65
years

Serious illness, pregnancy, previous back or lower extremity surgery, currently under medical or physiotherapy
treatment for low back pain or some foot pathology, and leg length discrepancy >5 mm

All participants had a routine lower limb examination to determine whether they were candidates for treatment with
foot orthotics (foot pressure index of 6 and over)

Age - Mean (SD): Experimental group 39.55 (14.38), control group 42.05 (15.17). Gender (M:F): 9/51. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) ('Presence of chronic low back pain').

Baseline scores - VAS: orthotics group 6.21+1.24, control group 6.95+1.79; Oswestry: orthotics group 18.83+11.34,
control group 20.82+9.29

No indirectness

(n=34) Intervention 1: Orthotics and appliance - Orthopaedic shoes. Foot orthotics. Duration 4 weeks. Concurrent
medication/care: Participants instructed not to receive any other medical, podiatric, or physiotherapy treatment
during this study, and avoid taking self-medication

(n=26) Intervention 2: Placebo/Sham. Placebo foot orthotics. Duration 4 weeks. Concurrent medication/care:
Participants instructed not to receive any other medical, podiatric, or physiotherapy treatment during this study, and
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Funding

avoid taking self-medication

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ORTHOPAEDIC SHOES versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at < 4 months

Actual outcome for Overall (acute, chronic) with sciatica: Pain VAS at 4 weeks; Group 1: mean 3.17 (SD 1.95); n=29, Group 2: mean 6.64 (SD 1.56); n=22; Pain visual
analogue scale 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
Actual outcome for Overall (acute, chronic) with sciatica: Oswestry's disability index questionnaire at 4 weeks; Group 1: mean 8.69 (SD 8.93); n=29, Group 2: mean
21.64 (SD 8.87); n=22; Oswestry's disability index 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months - 1 year; Adverse events (morbidity) at Define;
Adverse event (mortality) at follow-up; Psychological distress (HADS/GHQ/BPI/STAI) at follow-up; Responder criteria
at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Doran 1975**® (Newel 1977*”)

RCT (Patient randomised; Parallel)

1 (n=456)

Conducted in United Kingdom

Unclear

Intervention + follow-up: 1 year

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Stratified then randomised

Age 20 to 50 years, have painful limitation of movement in the lumbar spine, be suitable for any of the experimental
treatments

Psychological disturbance, pregnancy, deviation of the lumbar spine from vertical of over 15 degrees, significant root
pain in one or both legs, straight-leg raising reduced to less than 30 degrees on either side continuous paraesthesia
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brought on by weight bearing, associated disturbances of micturition, abnormal reflexes, sensory loss, significant
weakness or wasting due to latest attack, osteoarthritis of the hip joint, clinical evidence of sacroiliitis, significant
radiological osteoporosis, previous manipulation, corset wearing, radiological evidence of spondylosis,
spondylolisthesis, hemivertebra, or vertebral abnormalities including those associated with systemic disease

Age, gender and ethnicity Age - Range: 20-50 years. Gender (M:F): 245/211. Ethnicity:

Further population details 1. Chronicity of pain: Not stated / Unclear

Extra comments No baseline scores reported

Indirectness of population No indirectness

Interventions (n=117) Intervention 1: Manual therapy - Manipulation. manipulation (any sort at discretion of manipulator), 2 times a

week for 3 weeks. Duration 6 weeks. Concurrent medication/care: unclear

(n=113) Intervention 2: Paracetamol. 2 tablets every 4 hours. Duration 6 weeks. Concurrent medication/care: unclear

(n=116) Intervention 3: Orthotics and appliance - Belt/corsets. Any type of corset. Duration 6 weeks. Concurrent
medication/care: unclear

Funding Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: MANIPULATION (HIGH VELOCITY LOW AMPLITUDE) versus BELT/CORSETS
Protocol outcome 1: Responder criteria at Up to 4 months*

- Actual outcome for Overall (acute, chronic) without sciatica: pain assessment at 3 months; Group 1: 44/98, Group 2: 27/93; Risk of bias: Very high; Indirectness of
outcome: No indirectness

* Error in the study: reports 0-100 pain scale for pain but should be 0-10.

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: PARACETAMOL versus BELT/CORSETS

Protocol outcome 1: Responder criteria at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: pain assessment at 3 months; Group 1: 33/100, Group 2: 27/93; Risk of bias: Very high; Indirectness of
outcome: No indirectness

Protocol outcomes not reported by the study Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
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Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Ferrari 2013"*

Other non-randomised study

1 (n=66)

Conducted in Canada

Adjunctive to current care

Intervention time: 8 weeks

Adequate method of assessment/diagnosis
Overall (acute, chronic) with sciatica

Not applicable

Over 17 years of age, read and write English at grade 8 or higher, current pain from T12 or lower, with or without
radiating pain, present for at least 3 months, pain attributed to a previous motor collision, no loss of consciousness,
presented with low back pain within 3 days of accident

Current use of customised foot orthotics, neurological disorders including sciatica and objective neurological signs,
cancer, spinal stenosis, spinal or low limb surgery, recent or complicated fracture, known inflammatory arthropathy,
severe osteoarthritis of the lower limb joints, prosthetic joints, or congenital low limb deformity. Mild to moderate
lower limb joint osteoarthritis was not an exclusion. Participants in the usual care group were excluded if they
obtained orthotics during the study period.

Age - Mean (SD): usual care 39.2 (10.4), orthotics 35.4 (9.6). Gender (M:F): 27/39. Ethnicity:
1. Chronicity of pain: Chronic pain (>3 months duration) (At least 3 months pain).

Baseline scores (mean SD) - ODI: orthotics 39.6 + 11.6, usual care 37.0 + 11.4. Individuals with chronic low back pain
following a motor collision

No indirectness

(n=34) Intervention 1: Orthotics and appliance - Orthopaedic shoes. Foot orthotic (shoe) (Footmaxx Premium Allsport
orthotic). Duration 8 weeks. Concurrent medication/care: Participants also received usual care which consisted of
education, referral to a physiotherapist for spinal assessment and a tailored exercise for 6-7 weeks, and analgesic
medication. They could seek orthotics from other sources.
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Funding

(n=32) Intervention 2: Usual care. Participants received usual care which consisted of education, referral to a
physiotherapist for spinal assessment and a tailored exercise for 6-7 weeks, and analgesic medication. Duration 8
weeks. Concurrent medication/care: They could seek orthotics from other sources.

No funding

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ORTHOPAEDIC SHOES versus USUAL CARE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Oswestry Disability Index at 8 weeks; Group 1: mean 23.1 (SD 11.1); n=34, Group 2: mean 16.2 (SD 10.5);
n=30; Oswestry Disability Index 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months; Adverse
events (morbidity) at Define; Adverse event (mortality) at follow-up; Psychological distress (HADS/GHQ/BPI/STAI) at
follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations, hospitalisation or health
professional visit) at Define

227

Hsieh 1992
RCT (Patient randomised; Parallel)

1 (n=53)

Conducted in USA

Unclear

Intervention time: 3 weeks

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Stratified then randomised

Aged 18 to 55 years, low back pain for more than 3 weeks and less than 6 months for this episode, self-report good
health, willingness to travel to the facility and be randomised to either treatment

Sciatica or radiating pain below the knee accompanied by positive nerve root tension sign, neurological deficits of the
lumbosacral roots, low back pain due to fracture, tumour, infection or spondyloarthropathy, overweight, previous
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Age, gender and ethnicity
Further population details
Indirectness of population

Interventions

Funding

manipulation for this episode, pregnancy, previous back surgery, heart pacemaker, workmen's compensation or
disability insurance issues

Age - Mean (SD): 33.97 (9.81). Gender (M:F): Not specified. Ethnicity:

1. Chronicity of pain: Mixed (3 weeks 0 - 6 months for current episode).

No indirectness

(n=26) Intervention 1: Manual therapy - Manipulation. Chiropractic manipulation 3 times a week, including a hot

packs on the low back for 10 minutes followed by diversified manipulation of the lumbar and/or sacroiliac joint areas.
Duration 3 weeks. Concurrent medication/care: Not stated

(n=15) Intervention 2: Massage. 3 times a week sessions of hot pack on low back for 10 minutes followed by gentle
stroking massage to the whole back area-no deep tissue massage. Duration 3 weeks. Concurrent medication/care: Not
stated

(n=12) Intervention 3: Orthotics and appliance - Belt/corsets. Participant's received an initial fitting with Freeman
Lumbosacral Corset, they were told to wear the corset 8 hours per day during the daytime. Duration 3 weeks.
Concurrent medication/care: Not stated

Other (The foundation for chiropractic education and research, and the national institute of disability and
rehabilitation research)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus MANIPULATION (HIGH VELOCITY LOW AMPLITUDE)

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Revised Oswestry Low Back Pain Questionnaire at 3 weeks; Group 1: mean 21 (SD 13.09); n=12, Group 2:
mean 10.15 (SD 13.67); n=26; Revised Oswestry Low Back Pain Questionnaire 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No

indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus MASSAGE

Protocol outcome 1: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Revised Oswestry Low Back Pain Questionnaire at 3 weeks; Group 1: mean 21 (SD 13.09); n=12, Group 2:
mean 32.67 (SD 18.7); n=15; Revised Oswestry Low Back Pain Questionnaire 0-100 Top=High is poor outcome; Risk of bias: Very high; Indirectness of outcome: No

indirectness
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Protocol outcomes not reported by the study

Study (subsidiary papers)

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Pain severity (VAS/NRS) at >4 months;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

338 (Macrae 2013°%)

RCT (Clusters randomised; Parallel)
1 (n=115)
Conducted in United Kingdom

Macrae 2013

Unclear

Intervention time: 1 year

Adequate method of assessment/diagnosis

Overall (acute, chronic) without sciatica

Stratified then randomised

18 to 65 years of age, at least 3 months of low back pain history.

Constant low back pain, specific spinal medical diagnosis inappropriate for physiotherapy interventions for example
spinal fracture or infection, inappropriate to wear rocker sole shoes in accordance with footwear company (Masai GB
Ltd.) recommendations for example peripheral neuropathy, history of falls, Morton neuroma, inappropriate for
exercise physiotherapy for example severe cardiovascular or metabolic disease preventing participation in the
exercise group, participants who has previously used rocker sole shoes.

Age - Mean (SD): usual care 43 (12.1), orthotics group 43.1 (12.1). Gender (M:F): 39/76. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (At least 3 months history).

Baseline scores - disability (RMDQ): orthotics group 7.8+5.0, sham group 9.2+4.7; pain NRS: orthotics group 6.6+1.7,
sham group 6.6+2.0; EQ5D: orthotics group 0.6£0.2, sham group 0.7£0.2; anxiety HADS: orthotics group 7.5+4.2, sham
group 7.7%3.6; depression HADS: orthotics group 4.8+3.7, sham group 5.2+3.1

No indirectness

(n=57) Intervention 1: Orthotics and appliance - Orthopaedic shoes. Rocker sole shoes worn a minimum of 2 hours a
day. Duration 1 year. Concurrent medication/care: Attended low back pain exercise group-1 hour once a week for 4

weeks. Exercise aimed to improve strength of limb and trunk muscles and increase cardiovascular fitness, in addition
to specific trunk muscle exercises. Shoes worn during exercise
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(n=58) Intervention 2: Placebo/Sham. Flat sole shoes worn at least 2 hours a day. Duration 1 year. Concurrent
medication/care: Attended low back pain exercise group-1 hour once a week for 4 weeks. Exercise aimed to improve
strength of limb and trunk muscles and increase cardiovascular fitness, in addition to specific trunk muscle exercises.

Funding Other (Masai GC Ltd. grant funds supported the research)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ORTHOPAEDIC SHOES versus PLACEBO/SHAM

Protocol outcome 1: Quality of life at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: EQ-5D-3L at 6 weeks; Group 1: mean 0.6 (SD 0.3481); n=49, Group 2: mean 0.7 (SD 0.3519); n=50; EQ-5D-3L -
0.5-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: EQ-5D-3L at 1 year; Group 1: mean 0.7 (SD 0.3289); n=44, Group 2: mean 0.8 (SD 0.3481); n=49; EQ-5D-3L -
0.5-1 Top=High is good outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) with sciatica: NRS at 6 weeks; Group 1: mean 4.6 (SD 2.4631); n=50, Group 2: mean 4.9 (SD 2.1112); n=50; NRS 0-10
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 3: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) with sciatica: NRS at 1 year; Group 1: mean 4.2 (SD 3.2892); n=44, Group 2: mean 4.2 (SD 2.7852); n=49; Risk of bias: High;
Indirectness of outcome: No indirectness

Protocol outcome 4: Function (disability scores) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris disability questionnaire at 6 weeks; Group 1: mean 4.9 (SD 5.278); n=50, Group 2: mean 6.1
(SD 4.2224); n=50; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Roland Morris disability questionnaire at 1 year; Group 1: mean 4 (SD 4.9338); n=44, Group 2: mean 4.8 (SD
4.8741); n=49; RMDQ 0-24 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 5: Psychological distress (HADS/GHQ/BDI/STAI) at follow-up

- Actual outcome for Overall (acute, chronic) with sciatica: Anxiety (HADS) at 6 weeks; Group 1: mean 7.4 (SD 5.9818); n=50, Group 2: mean 6.1 (SD 3.5187); n=50;
Hospital anxiety and depression scale (HADS) 0-21 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Anxiety (HADS) at 1 year; Group 1: mean 6.3 (SD 5.2627); n=44, Group 2: mean 6 (SD 3.8296); n=41; HADS 0-
21 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

- Actual outcome for Overall (acute, chronic) with sciatica: Depression (HADS) at 6 weeks; Group 1: mean 4.1 (SD 5.278); n=50, Group 2: mean 3.2 (SD 3.1668); n=50;
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HADS 0-21 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
- Actual outcome for Overall (acute, chronic) with sciatica: Depression (HADS) at 1 year; Group 1: mean 4.3 (SD 5.2627); n=44, Group 2: mean 3.5 (SD 2.7852); n=49;
HADS 0-21 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details

Extra comments

Indirectness of population

Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-up;
Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Morrisette2014 trial: Morrisette 2014°%°

RCT (Patient randomised; Parallel)

1 (n=98)

Conducted in USA; Setting: Secondary care.

Unclear

Intervention time: 2 weeks.

Method of assessment /diagnosis not stated: Not reported.

Overall

Not applicable: N/A

18 years of age or older, with a primary report of acute, sub-acute, or chronic low back pain.

Previous spinal surgery; Litigation related to low back pain; Neurological disease or injury; Systematic inflammatory
disease; Current pregnancy; Acute fracture; Tumour or metastatic disease; Systematic or spinal infection; Presence of
pathological reflexes (e.g., Babinski); Presence of lower extremity pain upon cervical motion. The presence of 2 or
more of the following signs: diminished lower extremity strength after a myotomal distribution, diminished sensation,
and/or absence of deep tendon reflexes.

Consecutive patients as they sought care.

Age - Mean (SD): Standard care: 45.0(16.6); eLSO: 48.8(15.6); iLSO: 50.4(14.0). Gender (M:F): Standard Care:11/18;
elS0:10/22; iLS0:17/20. Ethnicity: Standard care: Caucasian(C) - 8, African American (AA) - 21; eLSO: C-10, AA - 2;
iLSO: C- 8, AA - 29.

1. Chronicity of pain: Mixed (Acute / sub-acute / chronic).

Baseline ODI% score, mean (SD): Standard Care - 33.8(16.2); eLSO - 35.6(14.8); iLSO - 40.5(16.7). Baseline NPRS score,
mean(SD): Standard Care - 7.6(1.8); eLSO - 7.6(2.0); iLSO - 7.6(2.3). N/A

No indirectness: Meets protocol.
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Interventions (n=32) Intervention 1: Orthotics and appliance - Belt/corsets. Extensible lumbosacral orthotics (eLSO), worn for 4.8
hours a day. Belts provided by Mueller Sports Medicine, Inc., Prairie du Sac, Wisconsin, USA. Standard care was also
given: Physician advice and medication (no injections during the study period); Treatments included: posture and
activity education, stabilisation exercise, centralization exercise, aerobic exercise, manual therapy:
mobilization/manipulation, electrical stimulation, traction, soft tissue manipulation/massage, cold pack/moist heat,
ultrasound. Duration 2 weeks. Concurrent medication/care: Medication treatment (no. of people): Narcotic - 6;
Muscle relaxant - 3; NSAID - 15; Antidepressant - 4.

Comments: N/A

(n=37) Intervention 2: Orthotics and appliance - Belt/corsets. Inextensible lumbosacral orthotics (iLSO), worn for 4.8
hours a day. Belts provided by QuickDraw Pro, Aspen Medical Products Inc., Long Beach, California, USA. Standard
care is also given: Physician advice and medication (no injections during the study period); Treatments included:
posture and activity education, stabilisation exercise, centralization exercise, aerobic exercise, manual therapy:
mobilization/manipulation, electrical stimulation, traction, soft tissue manipulation/massage, cold pack/moist heat,
ultrasound. Duration 2 weeks. Concurrent medication/care: Medication treatment (no. of people): Narcotic - 7;
Muscle relaxant - 5; NSAID - 14; Antidepressant - 3.

Comments: N/A

(n=29) Intervention 3: Usual care. Physician advice and medication (no injections during the study period); Treatments
included: posture and activity education, stabilisation exercise, centralization exercise, aerobic exercise, manual
therapy: mobilization/manipulation, electrical stimulation, traction, soft tissue manipulation/massage, cold
pack/moist heat, ultrasound. Duration 2 weeks. Concurrent medication/care: Medication treatment (no. of people):
Narcotic - 5; Muscle relaxant - 7; NSAID - 13; Antidepressant - 2.

Comments: N/A

Funding Study funded by industry (Aspen Medical Products, Irvine CA and NIH)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ELSO versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Numerical Pain Rating Scale (NPRS) at 2 weeks; Group 1: mean 3.3 No units. (SD 3.1); n=32, Group 2: mean 2.4 No units. (SD 2.6); n=29; NPRS 0 - 10
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Index (ODI) at 2 weeks; Group 1: mean 8.1 No units. (SD 14.7); n=32, Group 2: mean 2.4 No units. (SD 12.1); n=29; ODI 0 - 100
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Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ILSO versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome: Numerical Pain Rating Scale (NPRS) at 2 weeks; Group 1: mean 3.3 No units. (SD 3); n=37, Group 2: mean 2.4 No units. (SD 2.6); n=29; NPRS 0 - 10
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome: Oswestry Disability Index (ODI) at 2 weeks; Group 1: mean 14 No units. (SD 17.4); n=37, Group 2: mean 2.4 No units. (SD 12.1); n=29; ODI 0 - 100
Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Pope 1994{POPE1994}

RCT (Patient randomised; Parallel)

1 (n=164)

Conducted in USA

Unclear

Intervention time: 3 weeks

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Aged 18-55 years, general health is good, current low back pain episode between 3 weeks and 6 months duration, no
low back pain episode 3 weeks before current episode,

Pregnancy, sciatica (pain radiating below the knee, including patient with buttocks and upper thigh pain), no
neurologic deficits such as loss of sensation, strength and reflex, no previous vertebral fracture, tumour, infection, or
spondyloarthropathy, no previous back surgery, davenport weight index (kg/meter) not greater than 33, no previous
manipulation therapy, no conditions potentially aggravated by electrical devices ie pacemaker, no workmen's
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compensation or disability insurance issues, willing to travel to the facility for treatments and to be randomised

Age, gender and ethnicity Age - Other: median age 32 years. Gender (M:F): 102/62. Ethnicity:

Further population details 1. Chronicity of pain: Mixed (3 weeks - 6 months for current episode).

Extra comments No baseline data reported

Indirectness of population No indirectness

Interventions (n=29) Intervention 1: Orthotics and appliance - Belt/corsets. Participants measured for a Freeman Lumbosacral

Corset by a trained clinician, asked to wear corset during waking hours. Duration 3 weeks. Concurrent
medication/care: not stated

(n=37) Intervention 2: Massage. Soft tissue massage, 15 minutes, 3 times a week. Duration 3 weeks. Concurrent
medication/care: Not stated

(n=70) Intervention 3: Manual therapy - Manipulation. Spinal manipulation- physiologic range of motions followed by

a dynamic short lever, high velocity, and low amplitude thrust to exert force to the lumbar spine and/or sacroiliac
joint. 3 or more sessions received per week. Duration 3 weeks. Concurrent medication/care: Not stated

Funding Other (Foundation of Chiropractic Research and Education)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus MASSAGE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 weeks; Group 1: mean -15.9 (SD 27); n=25, Group 2: mean -17.2 (SD 25); n=32; Pain visual
analogue scale 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus MANIPULATION (HIGH VELOCITY LOW AMPLITUDE)
Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months

- Actual outcome for Overall (acute, chronic) without sciatica: Pain VAS at 3 weeks; Group 1: mean -15.9 (SD 27); n=25, Group 2: mean -24.1 (SD 27); n=65; Pain visual
analogue scale 0-100 Top=High is poor outcome; Risk of bias: High; Indirectness of outcome: No indirectness
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Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Rosner 2014**

RCT (Patient randomised; Parallel)

1 (n=46)

Conducted in USA

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Not applicable

Current low back episode present 1 month or more, no change in the past month in prescription medications affecting
musculoskeletal pain, able to speak and understand English adequately, score on Roland Morris questionnaire of 7.5
or higher, average score of on the quadruple numeric pain rating scale of 4 or higher

Use of foot orthotics within the past 12 months, previous lumbar spine surgery, self-reported on-going low back pain
treatment by health care providers other than stable prescription medications affecting musculoskeletal pain, clinical
significant chronic inflammatory spinal arthritis, severe osteoporosis for which spinal manipulation is contraindicated,
spinal pathology or fracture, progressive neurologic deficits due to nerve root or spinal cord compression, including
symptoms/signs of cauda equina syndrome, history of bleeding disorder, known arterial aneurysm, self-reported
pending/current litigation pertaining to low back pain including workers compensation claims, pregnancy, lack of
means of contacting which might preclude successful completion of study requirements, inability to speak, read and
understand English, affecting the capability of a patient in the informed consent process

Age - Mean (range): 59.5 (28-74 years). Gender (M:F): 25/21. Ethnicity:

1. Chronicity of pain: Mixed (Current low back episode present 1 month or more).

Baseline data not reported

No indirectness

(n=24) Intervention 1: Orthotics and appliance - Orthopaedic shoes. Custom foot orthotic (insole). Duration 4 weeks.
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Funding

Concurrent medication/care: Chiropractic manipulation

(n=22) Intervention 2: Placebo/Sham. Sham insole. Duration 4 weeks. Concurrent medication/care: Chiropractic
manipulation

Equipment / drugs provided by industry (Foot Levelers, Inc.)

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: ORTHOPAEDIC SHOES versus PLACEBO/SHAM

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Quadruple NRS at 4 weeks; Risk of bias: Very high; Indirectness of outcome: No indirectness

Protocol outcome 2: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: Roland Morris disability questionnaire at 4 weeks; Risk of bias: Very high; Indirectness of outcome: No

indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Quality of life at follow-up; Pain severity (VAS/NRS) at >4 months; Psychological distress (HADS/GHQ/BDI/STAI) at
follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Responder criteria at follow-
up; Healthcare utilisation (prescribing, investigations, hospitalisation or health professional visit) at Define

Sato 2012°%

RCT (Patient randomised; Parallel)

1 (n=40)

Conducted in Japan

Unclear

Intervention time: 6 months

Adequate method of assessment/diagnosis
Overall (acute, chronic) without sciatica
Stratified then randomised

Chronic low back pain-back pain for 3 months or more, localisation of the pain at area surrounded by the right and left
iliac crests caudally. Participants who gave informed consent.
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Exclusion criteria

Age, gender and ethnicity
Further population details
Extra comments

Indirectness of population

Interventions

Funding

Low back pain as a result of infection, osteoporosis, or osseous metastasis of a malignant tumour, lower extremity
symptoms, neurological deficit. Subjects having a psychogenic factor were excluded using the Zung self-rating
depression scale.

Age - Range: 30-78 years. Gender (M:F): 20/20. Ethnicity:
1. Chronicity of pain: Chronic pain (at least 3 months duration) (3 months or more).
Baseline data only presented as graphs

No indirectness

(n=20) Intervention 1: Orthotics and appliance - Belt/corsets. Corset. Duration 6 months. Concurrent medication/care:

non-steroidal anti-inflammatory drugs

(n=20) Intervention 2: Usual care. No treatment. Duration 6 months. Concurrent medication/care: Non-steroidal anti-
inflammatory drugs

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: Japanese orthopaedic association score incorporates pain score and function score at 6 months; Risk of
bias: Very high; Indirectness of outcome: No indirectness

Protocol outcomes not reported by the study

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Quality of life at follow-up; Pain severity (VAS/NRS) at Up to 4 months; Function (disability scores) at follow-up;
Psychological distress (HADS/GHQ/BDI/STAI) at follow-up; Adverse events (morbidity) at Define; Adverse event
(mortality) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing, investigations,
hospitalisation or health professional visit) at Define

Zomalheto 2015°%

Prospective cohort study
1 (n=67)
Conducted in Nigeria; Setting: Secondary care.

Adjunctive to current care
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Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

Recruitment/selection of patients

Age, gender and ethnicity

Further population details
Extra comments
Indirectness of population

Interventions

Funding

Intervention + follow-up: 30 days + 6 month follow-up

Method of assessment /diagnosis not stated: Details of assessment not reported.
Overall (acute, chronic) without sciatica

Not applicable: N/A

Having been consulted in the hospital rheumatology unit during the study period; suffer from acute back pain
(duration <6 weeks); no contradictions to step | and Il analgesics (according to Word Health Organization pain ladder),
non-steroidal anti-inflammatory drugs, benzodiazepines and thiocolchicoside; signing the consent form after being
explained to them; respected the follow-up visit for 6 months.

Nerve root pain; suffered from low back pain during the year before; performed a spinal operation; low back pain
related to infection, inflammatory diseases or malignancy; pregnancy.

Not reported.

Age - Mean (SD): Plaster - 39.03(12.1); Control - 38.2(13.7). Gender (M:F): Plaster - 0.64; Control - 0.71. Ethnicity: Not
reported.

1. Chronicity of pain: Acute pain (<3 months duration) (<6 weeks duration).

Baseline VAS score, mean (SD): Plaster - 86.7(21.3); Control - 88.3(20.2). No baseline score fore EIFEL reported. N/A
No indirectness: Meets protocol

(n=33) Intervention 1: Orthotics and appliance - Belt/corsets. None reported. Duration 30 days. Concurrent
medication/care: Medical treatment: analgesics - tramadol or co-codamol; anti-inflammatories - diclofenac,
ketoprofen or piroxicam; myorelaxant - thiocolchicoside.

Comments: N/A

(n=34) Intervention 2: Usual care. Medicinal therapy, analgesia - co-codamol or tramadol; anti-inflammatory drugs -
diclofenac, ketoprofen or piroxicam; myorelaxant - thiocolchicoside. No doses or frequencies are reported. Duration
Unclear. Concurrent medication/care: N/A

Comments: N/A

Funding not stated

RESULTS (NUMBERS ANALYSED) AND RISK OF BIAS FOR COMPARISON: BELT/CORSETS versus USUAL CARE

Protocol outcome 1: Pain severity (VAS/NRS) at Up to 4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS score at 3 months; Risk of bias: Very high; Indirectness of outcome: Serious indirectness
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Protocol outcome 2: Pain severity (VAS/NRS) at >4 months
- Actual outcome for Overall (acute, chronic) without sciatica: VAS score at 6 months; Risk of bias: Very high; Indirectness of outcome: Serious indirectness

Protocol outcome 3: Function (disability scores) at follow-up
- Actual outcome for Overall (acute, chronic) without sciatica: EIFEL score at 6 months; Risk of bias: Very high; Indirectness of outcome: Serious indirectness
- Actual outcome for Overall (acute, chronic) without sciatica: EIFEL score at 3 months; Risk of bias: Very high; Indirectness of outcome: Serious indirectness

Protocol outcomes not reported by the study

Quality of life at follow-up; Adverse events (morbidity) at Define; Adverse event (mortality) at follow-up; Psychological
distress (HADS/GHQ/BPI/STAI) at follow-up; Responder criteria at follow-up; Healthcare utilisation (prescribing,
investigations, hospitalisation or health professional visit) at Define

H.711 Combinations of interventions — orthotics adjunct

72

Study

Study type

Number of studies (number of participants)
Countries and setting

Line of therapy

Duration of study

Method of assessment of guideline condition
Stratum

Subgroup analysis within study

Inclusion criteria

Exclusion criteria

He 2006208 208,209

RCT (Patient randomised; Parallel)

1 (n=60)

Conducted in China; Setting: Secondary care

Unclear

Intervention time: 4 weeks

Adequate method of assessment/diagnosis: History, examination, CT or MRI
Overall

Not applicable

Lumbar disc herniation shown on CT or MRI and 2 of the following: 1) pain in lower back with radicular lower limb
pain presenting as sciatica, aggravated with increasing intra-abdominal pressure; 2) local tenderness between the
spinous processes or beside vertebrae, pain radiating to the leg or foot, or with scoliosis; 3) limited anterior flexion of
the spinal column, positive results from the straight-leg raising test and its strength test; 4) Two of the following 4
neurological signs: muscular atrophy, decreased myodynamia, sensory disturbance, and reflex anomalies. First onset
or presentation in the acute stages of a repeated attack; age 18-70 years.

Received surgical treatment because of lumbar disc herniation; psychosis; liver or kidney disease, haematopathy,
tumour, respiratory system disease, cardiovascular or cerebral vascular disease, auto-immune disease or extreme

S3|qe1 92UBPIAS [BIIUI]D
BJ13e10S pue ujed >oeq Mo



8LE

9T0Z ‘@41ua) BUI|dPIND [EIIUI|) [eUOlIEN

Study

Recruitment/selection of patients
Age, gender and ethnicity
Further population details

Extra comments

Indirectness of population

Interventions

Funding

208 208,209

He 2006
debility; implanted cardiac pacemaker or artificial valve; pregnant or lactating; massive skin lesions in lumbar region;
indications for immediate surgery

Outpatient or inpatient departments of the Rehabilitation Centre of the West China hospital

Age - Mean (SD): Intervention 43.37 (13.50), control 41.90 (14.62) years. Gender (M:F): 33:27. Ethnicity: Not stated
1. Chronicity of pain : Not stated / Unclear (New or recurrent acute).

Baseline scores (mean SD) for corset and control group - pain VAS: 76.33 (15.20), 75.83 (15.03)

No indirectness

(n=30) Intervention 1: Combinations of non-invasive interventions - Combined non-invasive interventions. Lumbar
traction (30 min once a day) + medium frequency electrotherapy (20 minutes once a day) + massage (kneading,
rolling, grasping, pushing, digital-striking and traction-manipulation, 15 minutes, once a day). Duration 4 weeks.
Concurrent medication/care: Information about disc disease and instructions about daily activities

(n=30) Intervention 2: Combinations of non-invasive interventions - Combined non-invasive interventions. Lumbar
traction (30 min once a day) + medium frequency electrotherapy (20 minutes once a day) + massage (kneading,
rolling, grasping, pushing, digital-striking and traction-manipulation, 15 minutes, once a day) + herbal magnetic corset
(herbs = Salviae Miltiorrhiza