Diabetes (type 1 and type 2) in
children and young people:
diagnosis and management

Evidence tables

Final version, August 2015

The evidence tables form Appendix | of the full guideline.



What is the effectiveness of C-peptide and antibody tests to distinguish type 1 and type 2 diabetes?

The evidence tables for this review question are in the main guideline appendices document (Appendix 1.1).



What is the effectiveness of structured education programmes in improving clinical and patient outcomes in children and young

people with type 1 diabetes?

Study details Participants Interventions Methods Outcomes and Results Comments
Full citation Sample size Interventions Details Results Limitations
Katz,M.L., Volkening,L.K., Butler,D.A., N=153 (56% Standard Care (SC): |Consent Alc at 1 yr follow-up, mean (SD): Limitations
Anderson,B.J., Laffel,L.M., Family-based female) -received usual Not reported SC: 8.6 (0.9) NICE
psychoeducation and care ambassador intervention [Standard Care pediatric diabetes CA+:8.7 (0.9) quidelines
to improve glycemic control in youth with type 1 (SC)= 51 subspecialty care Setting CA+Ultra: 8.5 (0.9) manual
diabetes: a randomized trial, Pediatric Diabetes, 15, |Care Ambassador |including basic care |Diabetes care Appendix C:
142-150, 2014 Plus (CA+)= 52 coordination by the centre Alc at 2 yr follow-up, mean (SD): Methodology
Care Ambassador |CA (to assist in SC: 8.6 (1.0) Checklist:
Ref Id Unltra (CA+Ultra)= |[scheduling quarterly |Randomisation [CA+: 8.8 (1.0) Randomised
50 clinic visits); method CA+Ultra: 8.6 (1.0) Controlled
308203 Care Ambassador participants Trials
Plus (CA +): were Average Alc at 2 yr follow-up, mean |A - Selection
Countryl/ies where the study was carried out Characteristics -received monthly randomised in  [(SD) bias
outreach by the CA two strata SC: 8.6 (0.8) A1 - Was there
USA Age in vears, via phone or email, in |according to age |CA+: 8.7 (0.8) appropriate
mean (SD): addition to the (8-12 yrs or >= [CA+Ultra: 8.6 (0.8) randomisation:
Study type SC:12.5(2.3) quartely diabetes care [ 13yrs) Yes
CA+:13.4 (2.4) and care coordination - (no significant differences among A2 - Was there
RCT CA+Ultra: 12.7 (2.2) |given to the SC Concealment |groups) adequate
(three-arm, randomised, and 2-yr clinical study) group; of allocation concealment:
Diabetes duration |Care ambassador Not reported Severe hypoglycaemic episodes N/A
_ in years, mean ultra (CA + Ultra): Not reported A3 - Were
Aim of the study (SD): -received a Comparability groups
_ _ ) _ 8C: 5.7 (3.5) psychoeducational of intervention |Diabetic ketoacidosis (number of comparable at
The study aimed to improve glycemic control with a  |CA+: 6.8 (3.2) intervention groups at episodes) baseline: No
Care Ambassador (CA) and family-focused CA+Ultra: 6.5 (3.8) |conducted at quarterly |baseline Not reported Level of bias:
pshychoeducational intervention. study visits, in The SC and CA High
Alcin addition to monthly + groups were  |Adherence to diabetes treatment (%):
percentages, mea |outreach and quartely |not similar at Not reported B-
Study dates n (SD): diabetes care and baseline in Performance
SC: 8.4 (1.3) care coordination; terms of sex and [Adherence to education intervention |bias
Not reported CA+: 8.6(1.6) -the intervention race Not reported B1 - Did
CA+Ultra: 8.4(1.4) |consisted of a 30-min groups get
session with Blinding Health-related quality of life same level of
Blood glucose participants and their |N/A Child quality of life, measured by care: No




Study details Participants Interventions Methods Outcomes and Results Comments
Source of funding monitoring parent/gurdian on the PedsOQL score, mean (SD): B2 - Were
(times/d), mean day of a regular Statistical parent proxy at 1 yr follow-up: participants
Charles H. Hood Foundation, NIH grants; (SD): scheduled, quartely [methods SC: 84.7 (11.9) blinded: No
SC: 3.8 (1.3) clinic visit -For the CA+:82.0 (11.8) (not possible)
CA+:3.8 (1.3) -the baseline data CA+Ultra: 80.1 (11.7) B3 - Were
CA+Ultra: 3.8 (1.0) |psychoeducational and bivariate clinical staff
materials related to analyses, Child report at 1 yr follow-up: blinded: No
zBMI (SDS): family management of | continuous SC: 84.9 (7.6) (not possible)
SC:0.6+0.8 diabetes. The CA variables were [CA+: 85.0 (7.6) Level of bias:
CA+:0.9+0.7 facilitated problem- compared using |CA+Ultra: 85.7 (7.5) Unclear
CA+Ultra: 0.8 £ 0.7 |solving exercises and |unpaired T tests
role-playing of or Wilcoxon parent proxy at 2 yr follow-up: C - Attrition
Sex in realistic expectations |rank sum SC:81.9 (11.4) bias
percentages, for family teamwork. |depending on CA+:85.2 (11.3) C1-Was
female: -Senior study staff the distribution | CA+Ultra: 81.7 (11.0) follow-up equal
SC: 45 monitored the study |of the data for both
CA+:65 integrity and fidelity by |-Fisher exact Child report at 2 yr follow-up: groups: Yes
CA+Ultra: 58 review of taped test was used [SC: 83.3 (8.6) C2 - Were
intervention sessions. |for categorical |CA+:85.9 (8.6) groups

Race/ethnicity in
percentages (non-
white):

SC: 2

CA+:15

CA+Ultra: 10

Alc 28% in
percentages:
SC: 55

CA+: 58
CA+Ultra: 52

Insulin regimen
(injection-based)
in percentages:
SC: 80

CA+:73
CA+Ultra: 78

Pubertal status in

Session topics
included i) family
teamwork and
communication; ii)
avoiding
perfectionism and
setting realistic goals;
iii) blood sugar
monitoring and A1C,
iv) avoiding family
conflict related to
diabetes, v) weight
gain and
hypoglycemia
awareness, Vi)
decreasing feelings of
burnout and isolation,
vii) sessions in review
and viii) research and
technology update.

analysis for 2x2
tables and chi-
squared
analyses were
used with more
than two
categories
-because the
distribution of
sex and
race/ethnicity
were
significantly
different among
the groups,
multivariate
analyses were
adjusted for sex
and
race/ethnicity.
Baseline values

CA+Ultra: 85.4 (8.3)

-(no significant differences among
groups)

Satisfaction with treatment
Not reported

Risk taking behaviours
Not reported

comparable for
dropout: Yes
C3 - Were
groups
comparable for
missing data:
Yes

Level of bias:
Low

D Detection
bias

D1 -Was
follow-up
appropriate
length: Yes
D2 - Were
outcomes
defined
precisely: Yes
D3 -Was a




Study details Participants Interventions Methods Outcomes and Results Comments
percentages: (a CA was a research |of outcome of valid and

Prepubertal:
SC: 25

CA+: 17
CA+Ultra: 22
Pubertal:
SC: 55

CA+: 42
CA+Ultra: 48
Post-pubertal:
SC: 20
CA+:40
CA+Ultra: 30

Highest parental
education in
percentages:
High school or
less:

SC: 14

CA+: 15
CA+Ultra: 6
Some college:
SC: 18

CA+: 17
CA+Ultra: 30
College degree or

more:

SC: 69

CA+: 67
CA+Ultra: 64

Inclusion criteria

-youth aged
between 8 and 16

assistant with a 4-yr
college degree and no
medical background,
who was trained in
care coordination.
The CA role included
outreach to families to
schedule clinical
appointments or to
relay family concerns
to medical providers.
CAs did not give
medical advice. The
CA also delivered the
phychoeducational
interventions to the
CA-+ultra group using
a manualized
curriculum)

interest were
also adjusted for
in multivariate
analyses;

Measurement
of Alc:

-A1c was
measured at
routine quarterly
visits

-To look at the
cumulative
effect of the
intervention over
the time,
average Alc
was also looked
at starting at the
3rd visit,
corresponding
to a median time
enrolled of 6.6
months. This
visit was
selected as it
followed the
implementation
of the
psychoeducatio
nal intervention
for the CA+ultra
group at visit 2.

Measurement
of health-
related quality
of life:
-pediatric quality

reliable method
used to assess
outcome: Yes
D4 - Were
investigators
blinded to
intervention:
N/A

D5 - Were
investigators
blinded to
confounding
factors: N/A
Level of bias:
Low

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes
Intervention:
Yes
Outcomes: Yes
Indirectness:
No

Other
information




Study details Participants Interventions Methods Outcomes and Results Comments
yrs of life inventory-
-type 1 diabetes generic core
duration >= 6 scales
months (PedsQL), which
-established care at was validated
the study centre and measured
(>=3 visits in the youth health-
past 2 yrs or >= 2 related quality of
visits in the past life (QOL) in two
year if diabetes domains such
duration was < 1 yr) as physical and
psychosocial
functioning,
Exclusion criteria were completed
by the youths
-Major psychiatric and parents.
illness
-neuro-cognitive Follow-up:
disability Youth and
-another significant parents
medical condition, completed
or unstable living surveys at
environment baseline, 1 yr,
and 2 yr.
Full citation Sample size Interventions Details Results Limitations
Grey,M., Whittemore,R., Jeon,S., Murphy,K., N=320 TeenCope versus Consent HbA1c in percentages, Mean (SD): NICE
Faulkner,M.S., Delamater,A., TeenCope Study TeenCope: n=167 |Managing Diabetes |Not reported at 6-month follow-up: quidelines
Group., Internet psycho-education programs improve ((120 Each program TeenCope: 8.18 (1.65) manual
outcomes in youth with type 1 diabetes, Diabetes participants complet | consisted of five Setting Managing Diabetes: 8.20 (1.29) Appendix C:
Care, 36, 2475-2482, 2013 ed 12 month data) [sessions with content |university- Methodology
Managing Diabetes: |tailored to affiliated clinical |at 12-month follow-up: Checklist:
Ref Id n=153 (113 transitioning sites TeenCope: 8.43 (1.47) Randomised
participants adolescents with type Managing Diabetes: 8.25 (1.31) Controlled
308223 completed 12 1 diabetes that were |Randomisation Trials
month data) released once per method -(no significant difference between A - Selection
Countrylies where the study was carried out week for 5 weks. Not reported groups) bias




Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

USA
Study type

RCT

Aim of the study

The purpose of this multisite randomised clinical trial
was to compare the efficacy of two internet-based
programs on the primary outcomes of HbA1c and
QOL and on the secondary outcomes of stress,
coping, self-efficacy, self-management, social
competence, and family conflict at 12 months.

Study dates

Not reported

Source of funding

NIH of Nursing Research

Characteristics

Age in years,

mean (SD):
12.3 (1.1)

Diabetes duration

in years, mean
(SD):
6.1 (

w

5)

HbAlc (%), mean

(SD):
8.46 (1.42)

Sex (%, female
55

percentages:
Non-Hispanic white:
62.2
Black/Hispanic/othe
r: 37.8

Youth with HbAlc
>8% at baseline in

percentages:
53

Youth before

puberty in

precentages:
97%

Families with
income >=80,000
%):

TeenCope:

-A new internet-based
version of Coping
Skills Training (CST),
was developed by the
research group. Itis
based on social
cognitive theory and
posits that improving
coping skills will lead
to improved self-
efficacy and self-
management

of diabetes that result
in better outcomes, as
has been
demonstrated in
studies of CST
delivered in a group-
based in-person
format.

-It used a cast of
ethnically diverse
characters with type 1
diabetes and a
graphic novel video
format to model
common problematic
social situations (i.e.
parent conflict) and
different coping skills
to solve the problems.
Content of CST was
based on the
research group's
studies and included
communication skills,
social problem
solving, stress
management, positive

Concealment

Severe hypoglycaemic episodes

of allocation
N/A

Comparability

Not reported

Diabetic ketoacidosis (number of

of intervention

episodes)

groups at
baseline

It was reported
that the two
groups were
comparable at
baseline, with
the exception of
years of
parental
education, with
those in
Managing
Diabetes having
0.7 years more
education

Blinding
N/A

Statistical
methods
-Group
differences at
baseline were
tested with t test
or Chi-squared.
-Repeated-
measures linear
regression with
arbitrary within-
subject
correlation

Not reported

Adherence to diabetes treatment (%):

Mean + SD
Not reported

Adherence to education intervention

%):

TeenCope: 82% of sessions completed

by participants

Managing Diabetes: 74% of sessions
completed by participants

-(Differences were not significant, further
detailed data not reported)

Risk taking behaviours
Not reported

Health-related quality of life, mean

(SD):
at 6-month follow-up:
TeenCope: 81.68 (12.06)

Managing Diabetes: 86.31(9.96)

at 12-month follow-up:
TeenCope: 82.03 (13.51)

Managing Diabetes: 85.65 (10.02)

-(No significant difference between

A1 - Was there
appropriate
randomisation:
Unclear

A2 - Was there
adequate
concealment:
N/A

A3 - Were
groups
comparable at
baseline: Yes,
except for
years of
parental
education
Level of bias:
High

B-
Performance
bias

B1 - Did
groups get
same level of
care: No

B2 - Were
participants
blinded: No
(not possible)
B3 - Were
clinical staff
blinded: No
(not possible)
Level of bias:
Unclear

C - Attrition
bias
C1-Was




Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

50

Inclusion criteria

-Diagnosis with type
1 diabetes for at
least 6 months;
-age 11-14 yrs, no
other significant
medical problem;
-school grade
appropriate to age
within 1 year, ability
to speak and write
English;

-access to high-
speed internet at
home or school or
in the community;

Exclusion criteria

Not reported

self-talk, and conflict
resolution.

-A monitored discuss
board allowed
TeenCope
participants to
communicate with
youth from the other
participating clinical
sites.

Managing Diabetes:
-It was developed to
serve as the control
condition and was a
diabetes education
and problem-solving
program. Its content
was based upon
standards of care for
diabetes management
in youth, with an
emphasis on decision
making for optimal
outcomes.

-It used visuals and
an interactive
interface that allowed
youth to learn about
healthy eating,
physical activity,
glucose control, sick
days, and diabetes
technology.
-Interactivity consisted
of active links to more
detailed information,
polling about
diabetes care issues,
and problem-solving

structures was
conducted using
an intent-to-treat
approach and a
per-protocol
analysis
(completion >=
4 lessons),
controlling for
sex, age,
race/ethnicity,
duration,
income, therapy
type, and site.
The moderation
effect of puberty
was examined
by testing the
interaction
between time
and puberty
level.

Measurement
of Alc:

-A1c was
determined
using the
DCA2000 at
each of the site;

Measurement
of health-
related quality
of life:

-QOL was
measured by
the Pediatric
Quality of Life
Inventory

groups)

Satisfaction with treatment
(intervention), mean (SD):
TeenCope: 3.97 (0.71)
Managing Diabetes: 3.89 (0.56)

-(The study reported that "satisfaction
was high with both programs, with no
significant difference between groups")

Risk taking behaviours
Not reported

follow-up equal
for both
groups: Yes
C2 - Were
groups
comparable for
dropout: Yes
C3 - Were
groups
comparable for
missing data:
Yes

Level of bias:
Low

D Detection
bias

D1 -Was
follow-up
appropriate
length: Yes
D2 - Were
outcomes
defined
precisely: Yes
D3 -Was a
valid and
reliable method
used to assess
outcome: Yes
D4 - Were
investigators
blinded to
intervention:
Not reported
D5 - Were
investigators
blinded to
confounding
factors: Not




Study details Participants Interventions Methods Outcomes and Results Comments
exercises with tailored [ (PedsQL) (teen reported
feedback to version)-Core, a Level of bias:
participant responses. [23-item Unclear

measure of
global QOL.

Measurement
of Satisfaction
to the
intervention:
-Satisfaction
was evaluated
by youth with a
6-item survey on
how helpful,
enjoyable, easy
to use, and
worthwhile the
program was.
ltems were
rated on a 5-
point Likert-type
scale from not at
all to very
satisfied, with
higher score
indicative of
higher
satisfaction.

Follow-up:
Youth and

parents
completed
surveys at
baseline, 3
month, 6 month,
and 1 yr

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes
Intervention:
Yes
Outcomes: Yes
Indirectness:
No

Other
information




Study details Participants Interventions Methods Outcomes and Results Comments
Full citation Sample size Interventions Details Results Limitations
Christie,D., Thompson,R., Sawtell,M., Allen,E., N=362 recruited Structured education [Structured HbAlc (n, mean (SD)): Limitations
Cairns,dJ., Smith,F., Jamieson,E., Hargreaves,K., n298 completed 12 |programmes group education At baseline: NICE
Ingold,A., Brooks,L., Wiggins,M., Oliver,S., Jones,R., [month follow-up compared with control | programmes: Intervention group=157, mean=9.9 (1.5) [guidelines
Elbourne,D., Santos,A., Wong,l.C., O'Neill,S., (n=281 analysed) |group The Child and  [Control group=158, mean=10.0 (1.5) manual
Strange,V., Hindmarsh,P., Annan,F., Viner,R., n=284 completed Adolescent At 12 months: Appendix C:
Structured, intensive education maximising 24 month follow-up Structured Intervention group=143, mean=10.2 (2.0) | Methodology
engagement, motivation and long-term change for (n=267 analysed) Competencies |Control group=155, mean=10.1 (1.6) Checklist:
children and young people with diabetes: a cluster Approach to Adjusted difference in means=0.11 (- Randomised
randomised controlled trial with integral process and Diabetes 0.28 to 0.50), p=0.584 Controlled
economic evaluation - the CASCADE study, Health |Characteristics Education (adjusted for baseline and accounting for | Trials
Technology Assessment (Winchester, England), 18, (CASCADE) clustering within clinic) A - Selection
1-202, 2014 Gender (n/N): consisting of two | Change in HbA1c at 12 months from bias
Intervention group: 1-day baseline: A1 - Was there
Ref Id female:91/159, workshops Intervention group=137, mean=0.38 appropriate
male:68/168 taught (1.34) randomisation:
322812 Control group: intervention Control group=144, mean=0.28 (1.27) Yes
female:90/168, delivery At 24 months: A2 - Was there
Countrylies where the study was carried out male:78/168 A detailed Intervention group=135, mean =10.1 adequate
Age (Y, mean manual and (1.9) concealment:
United Kingdom (SD)): resources were |Control group=149, mean=10.0 (1.7) Yes
Intervention group: provided Change in HbA1c at 24 months from A3 - Were
Study type 13.1 (2.1) The intervention |baseline: groups
Control group: 13.2 consisted of four | Intervention group=129, mean=0.10 comparable at
Health technology assessment of CASCADE cluster ((2.1) group education |(1.52) baseline: Yes
RCT Ethnicity (n, %): sessions (120 | Control group=138, mean=0.07 (1.53) Level of bias:
White British: minutes Adjusted difference in means=0.03 (- Low
_ intervention each)diabetes [0.36 to 0.41), p=0.891
Aim of the study group:133 (83.7), specialist nurse |(adjusted for baseline and accounting for |B -
o o o control group:129 with another clustering within clinic) Performance
To assess the feasibility of providing a clinic-based (76.8) team member Severe hypoglycaemic episodes bias
structured educational group programme White other : delivered to (adjusted OR): B1 - Did
incorporating psychological approaches to improve |intervention group:5 groups of three |In the last month (at 12 months): groups get
long-term glycaemic control, quality of life, and (3.1), control to four families  |No severe hypoglycaemic episodes= same level of
psychosocial functioning in young people group:5 (3.0) with children 1.00 (reference) care:
Mixed: intervention and young 1-5 severe episodes= OR 0.76 (0.35- Unclear. Care
group:7 (4.4), people over 4 1.67) in control group
Study dates control group:4 months (adjusted for baseline and accounting for |not reported
(2.4) Structured clustering within clinic) B2 - Were

10




Study details Participants Interventions Methods Outcomes and Results Comments
2008-2012 Asian/Asian Biritish: curriculum In the last month (at 24 months): participants
intervention group:5 informed by 8 No severe hypoglycaemic episdoes= blinded:
(3.1), control competencies 1.00 (reference) Yes. Until
Source of funding group:14 (8.3) (safety, basics, |1-3 severe hypoglycaemic episodes= OR|recruitment
Black/black British: CHO 0.92 (0.32-2.59) finished
National Institute for Health Research intervention group:5 management, (adjusted for baseline and accounting for |B3 - Were
(3.1), control correction clustering within clinic) clinical staff
group:6 (3.6) doses, daily Health related quality of life blinded: No.
Chinese: changes, base |[(PedsQL:general) (young person): Only outcome
intervention dose At baseline: assessors
group:0, control adjustment, Physical health: intervention group=87.6 |were blinded to
group:0 advanced (12.0), control=87.4 (11.8) participant
Other: intervention management, Psychological health summary score: allocation
group:4 (2.5), maximised intervention group=81.3 (13.5), Level of bias:
control group:9 control, basal control=79.5 (13.8) Medium
(5.4) and bolus Total score: intervention group=83.5
Time since therapy) (12.1), control group=82.3 (11.7) C - Attrition
diagnosis (Y, mean At 12 months (mean (SD), adjusted bias
(SD)): effect Odds ratio and 95%Cl): C1-Was
Intervention Physical health summary score: follow-up equal
group:5.7 (3.2) intervention group= 87.9 (12.2), control |for both
Control group:6.1 group=86.6 (11.7), OR=0.34 (-2.51-2.62) |groups:Yes
(3.3) Psychological health summary score: C2 - Were
Time since enrolled intervention group=78.3 (13.6), control groups
at participating group=78.8 (13.7), OR=-1.85 (-4.29- comparable for
clinic (Y, mean 0.24) dropout: No.
(SD)): Total score: intervention group=81.7 more dropouts
Intervention (12.0), control group=81.5 (11.7), OR=- |in intervention

group:5.1 (2.9)
Control group:5.6
(3.2)

Missing (n):
Intervention
group:32

Control group:32

Inclusion criteria

1.09 (-3.15-0.63)

(adjusted for baseline and accounting for
clustering within clinic)

At 24 months (mean (SD), adjusted
effect Odds ratio and 95%Cl):

Physical health summary score:
intervention group=87.5 (11.2), control
group=86.3 (12.7), OR=1.14 (-1.28-3.32)
Psychological health summary score:
intervention group=78.3 (13.9), control
group=79.7 (12.2), OR=-1.17 (-3.69-
1.45)

group

C3 - Were
groups
comparable for
missing data:
Not reported
Level of bias:
Medium

D Detection
bias
D1 - Was

11




Study details Participants Interventions Methods Outcomes and Results Comments
Diagnosis of T1D Total score: intervention group=81.5 follow-up
with duration of 212 (11.8), control group=82.0 (11.4), OR=- |appropriate
months 0.33 (-2.53-1.97) length: Yes
Aged 8-16 years Health related quality of life D2 - Were
Mean 12 month (PedsOQL:diabetes module) (young outcomes
HbA1c value 28.5 person): defined
mmol/I At baseline: precisely: Yes
Patients with Diabetes score: intervention group=63.3 |D3 - Was a
coeliac disease or (17.0), control group=62.1 (16.8) valid and

hyperthyroidism
Under the care of a
paediatric and/or
adolescent diabetes
clinic conducted by
a specialist, or
general
paediatrician with
an interest in
diabetes

Exclusion criteria

Significant mental
health problems
unrelated to
diabetes requiring
specific mental
health treatment
Significant other
chronic illness in
addition to diabetes
that may confound
results of the
intervention
Significant learning
disability or
insufficient
command of
English to enable

Treatment 1 score: intervention
group=73.6 (20.1), control group=76.6
(20.5)

Treatment 2 score: intervention
group=82.5 (15.3), control group=83.7
(15.1)

Worry score: intervention group=70.0
(25.2), control group=72.4 (23.2)
Communication score: intervention
group=70.5 (26.2), control group=77.5
(23.0)

At 12 months (mean (SD), adjusted
effect Odds ratio and 95%Cl):
Diabetes score: intervention group=62.1
(12.2), control group=86.6 (11.7),
OR=0.34 (-2.51-2.62)

Treatment 1 score: intervention
group=62.1 (15.7), control group=60.8
(16.1), OR=0.62 (-2.35-3.04)
Treatment 2 score: intervention
group=72.0 (20.6), control group=74.3
(22.1), OR=-0.80 (-5.14-3.08)

Worry score: intervention group=70.5
(26.5), control group=72.3 (24.4), OR=-
0.77 (-5.43-3.94)

Communication score: intervention
group=71.6 (26.5), control group=75.5
(23.2), OR=-1.34 (-6.31-4.01)

At 24 months (mean (SD), adjusted
effect Odds ratio and 95%Cl):
Diabetes score: intervention group=87.5

reliable method
used to assess
outcome: Yes
D4 - Were
investigators
blinded to
intervention:
Not reported
D5 - Were
investigators
blinded to
confounding
factors: Not
reported

Level of bias:
Medium

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes
Intervention:
Yes
Outcomes: Yes
Indirectness:
No

12




Study details Participants Interventions Methods Outcomes and Results Comments
full participation in (11.2), control group=86.3 (12.7), OR=- |Other
planned 0.02 (-3.19-2.72) information
intervention (young Treatment 1 score: intervention group=,
people with good control group=, OR=-1.05 (-4.52-2.32)
command of Treatment 2 score: intervention group=,

English but whose control group=, OR=-1.49 (-4.53-1.42)
parents have poor Worry score: intervention group=. control
command of group=, OR=-0.32 (-4.64-4.52)

English eligible to Communication score: intervention
attend alone if group=. control group=, OR=-1.06 (-5.34-
parental consent 3.59)

obtained, or another

relative who was a

primary carercould

participate instead

of parents)

Participated in

diabetes treatment

trials in the 12

months prior to

collection of

baseline data

Full citation Sample size Interventions Details Results Limitations

Howe,C.J., Jawad,A.F., Tuttle,A.K., Moser,J.T., Total number of Standard care (SC) |HbA1c, HbA1c (%): Mean + SD NICE

Preis,C., Buzby,M., Murphy,K.M., Education and participants = 75 1] Visits with a nurse |demographic quidelines

telephone case management for children with type 1 practitioner and information, At 6 months: manual

diabetes: A randomized controlled trial, Journal of Education + endocrinologist, level of basic ED+TCM=95+17 Appendix C:

Pediatric Nursing, 20, 83-95, 2005 Telephone Case ideally every quarter |diabetes ED=9.7+1.9 Methodology
Management (ED + |at the Diabetes knowledge, SC=99+16 Checklist:

Ref Id TCM) = 26 Center for Children.  |adherence to Randomised
Education (ED) = 2] Measurement of treatment and Severe hypoglycaemic episodes Controlled

220533 21 HbA1c, review of parent-child Not reported Trials
Standard Care (SC) [blood glucose teamwork were A - Selection

Countryl/ies where the study was carried out =28 records, identification |measured at Diabetic ketoacidosis (number of bias

of problems, baseline and 6 |episodes) A1 - Was there
usS determination of months. Not reported appropriate

13




Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

Study type

New layer...

New layer...

Aim of the study

To compare three nursing interventions and their
impact on glycaemic control among children with
type 1 diabetes.

Study dates

Not reported

Source of funding

Not reported

Characteristics

Gender:
Female/Total - n/N
%

ED + TCM = 13/26
(50.0%)

ED =9/21 (42.9%)
SC = 12/28 (42.9%)
p = 0.84 (not
significant)

Age (years): Mean
+SD
ED+TCM=12.1
+4.0
ED=13.6+2.0
SC=122+37

p =0.29 (not
significant)

Ethnicity: n/N (%)
ED + TCM

White = 14/26
(53.8%)

African American =
9/26 (34.6%)
Other = 3/26
(11.5%)

ED

White = 13/21
(61.9%)

African American =
7121 (33.3%)

Other = 1/21 (4.8%)

SC

target totals, provision
of education as and
when needed.

3] Families could
contact the nurse
practitioner for
assistance between
visits.

Education group
(ED)

In addition to the
standard care
described above:

1] One education
session with the study
co-ordinator (a
Masters-prepared
nurse who was a
member of the
diabetes centre where
the study was
conducted).

2] The programme
aimed to provide
families with basic
diabetes management
skills. It did not
include advanced
problem-solving skills.
3] Families were
given customised
written guidelines on
insulin doses and
carbohydrate loads.
4] Children > 8 years
were asked to
participate in the
education session.

- HbA1c provided
an estimate of
blood sugar
control over the
past 60 to 90
days.

- Adherence
was measured
using
"Adherence
Evaluation": an
11-item clinician
checklist which
was developed
and used as
part of the
clinical
programme at
the study centre.
It was used to
evaluate
child/family
behaviours
related to
diabetes safety
and control,
including use of
problem-solving
skills and
adherence to
basic safety
behaviours.

Adherence to diabetes treatment (%):

Mean + SD

Each item was scored using a

dichotomous scale (yes/no); however,
the total score was reported as a

randomisation:
Yes

A2 - Was there
adequate
concealment:
Not reported

percentage of positive adherence (i.e. A3 - Were
'yes'). groups
comparable at
At 6 months: baseline: Yes
ED+TCM=723+19.7 Level of bias:
ED=54.1+239 Low
SC=49.2+28.0
B-
Adherence to education intervention |[Performance
Not reported bias
B1 - Did
Health-related gquality of life groups get
Not reported same level of
care: No
Satisfaction with treatment B2 - Were
Not reported participants
blinded: No
Risk taking behaviours (not possible)
Not reported B3 - Were
clinical staff
blinded: No
HbAlc (not possible)
Level of bias:
Mean |SD |Total Medium
C - Attrition
Experimental [ 9.70]1.90 21 bias
C1-Was
follow-up equal
Control 9.90]1.60 28 for both
groups:
Unclear (not
compared)
C2 - Were
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Study details Participants Interventions Methods Outcomes and Results Comments
White = 14/28 Education + groups
(50.0%) Telephone Case comparable for

African American =
12/28 (42.9%)
Other = 2/28
(42.9%)

Body Mass Index

(kg/m?): Mean +
SD

Not reported

HbA1c (%): Mean +
SD
ED+TCM=10.0 £
1.4
ED=10.1%+1.2
SC=102+1.4

p = 0.88 (not
significant)

HbA1c < 7%
Not reported

Fasting plasma
glucose (mmol/):

Mean + SD
Not reported

Fasting plasma
glucose (mmol/l) <

7.0
Not reported

Mean blood
glucose (mmol/l):
Mean + SD

Not reported

Management group
(ED + TCM)

In addition to SC and
ED as described
above:

1] Participants
received weekly
telephone calls (5 to
15 mins per call) for 3
months or until the
first clinic visit and
then bimonthly calls
for 3 months from the
study co-ordinator.

2] The study co-
ordinator followed a
standardised
telephone protocol to
review blood sugars,
safety issues related
to hypoglycaemia and
hyperglycaemia,
problem-solving skills,
diet and meal
planning, and
changing insulin dose.
3] The study co-
ordinator also
discussed parenting
and behaviour
management skills
with parents as
necessary.

dropout: Not
reported

C3 - Were
groups
comparable for
missing data:
Not reported
Level of bias:
Unknown

D Detection
bias

D1 -Was
follow-up
appropriate
length: Yes
D2 - Were
outcomes
defined
precisely: Yes
D3 -Was a
valid and
reliable method
used to assess
outcome:
Unclear

D4 - Were
investigators
blinded to
intervention:
Not reported
D5 - Were
investigators
blinded to
confounding
factors: Not
reported
Level of bias:
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Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

Inclusion criteria

1] Two consecutive

HbA1c of = 8.5%
2] Ages 1to 16
years

3] Diagnosed with
type 1 diabetes for
= 1 year

Exclusion criteria

Medium

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes
Intervention:
Yes
Outcomes: Yes
Indirectness:

Not reported No
Other
information
Full citation Sample size Interventions Details Results Limitations
Murphy,H.R., Wadham,C., Rayman,G., Skinner,T.C., | Total number of 4 small group 1] The HbA1c (%) NICE
Approaches to integrating paediatric diabetes care participants = 78 sessions (1hr/session, |immediate gquidelines
and structured education: experiences from the every 3 months) =2 |intervention Mean change from baseline to 12 manual
Families, Adolescents, and Children's Teamwork Families, sessions (mostly group attended |months: Appendix C:
Study (FACTS), Diabetic Medicine, 24, 1261-1268, [Adolescents and skills-based) + 2 their sessions in [Immediate = -0.08 + 0.325* Methodology
2007 Chlidren's sessions (parental Year 1. Delayed = -0.07 £ 0.325* Checklist:
Teamwork Study responsibility and 2] The delayed |p = 0.9 (not significant) Randomised
Ref Id (FACTS) group communication, intervention Controlled
(Immediate) = 33 based on social group (waiting  [*Calculated by the NCC-WCH technical |[Trials
234218 Waiting list control  |learning theory) list control) team based on the data reported in the |A - Selection

Countryl/ies where the study was carried out
UK

Study type

(Delayed) = 34

Characteristics

attended their
sessions in Year
2.

3] Each
education
session took
place on the

article.

Sub-group analysis (Immediate and
Delayed groups combined - not
compared)

Attendees (those who attended = 2
sessions, n = 50) = -0.23% (95% CI -

bias

A1 -Was there
appropriate
randomisation:
Unclear

A2 - Was there
adequate
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Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

Randomised controlled trial

Aim of the study

To integrate group-based diabetes education into
routine care, enhance parental responsibility for self-
management and improve glycaemic control.

Study dates

Not reported

Source of funding

Diabetes UK Structured Education Project Grant

Gender:
Female/Total - n/N
(%)

Immediate = 15/33
(45%)

Delayed = 15/34
(44%)

Age (years): Mean
+SD

Immediate = 12.6 £
2.3

Delayed =13.1 +
2.0

Ethnicity: n/N (%)
Not reported

Body Mass Index
(kg/m?): Mean +
SD

Not reported

HbA1c (%): Mean +
SD

Immediate = 9.1
1.0

Delayed =9.1 £1.5

HbA1c < 7%
Not reported

Fasting plasma
glucose (mmol/):

Mean + SD
Not reported

Fasting plasma
glucose (mmol/l) <

1.0

same day as the
patients'
outpatient visits.
4] Clinics were
age-banded into
children's (age 8
to 11 years) and
adolescent (age
12 to 16 years)
on alternate
weeks.

5] Participating
parents
accompanied
their
child/adolescent
to each group
education
session.

6] Each group
had three to five
families.

7] Sessions
were facilitated
by different
members of the
existing
multidisciplinary
diabetes team,
including a
dietitian,
paediatric nurse
specialist,
physician and a
diabetes nurse
specialist with
counselling
experience.
Each was given
additional

0.53 t0 0.07)

Non-attendees (those who did not attend
> 2 sessions, n = 28) = +0.11% (95% ClI
-0.11 t0 0.33)

p = 0.03% (significant)

Severe hypoglycaemic episodes
Not reported

Diabetic ketoacidosis (humber of

episodes)
Not reported

Adherence to diabetes treatment
Not reported

Adherence to education intervention
Only 51% of all participants attended all
four sessions.

Quality of life

- Child Pediatric Quality of Life (PedsQL)
self-reports were highly correlated with
parent-proxy reports at baseline for total
Quality of life (QoL) (r=0.79; p <
0.0001)

- There were no significant changes in
the total PedsQL or Problem Areas in
Diabetes Scale (PAID) scores following
the intervention (data not shown).

- There was no comparative data on
quality of life.

Satisfaction with treatment

28 out of 33 (84.8%) participants in the
immediate intervention group rated the
group sessions highly (=4 out of 5 on a
Likert scale). No comparative data
available.

concealment:
Yes

A3 - Were
groups
comparable at
baseline:
Unclear

Level of bias:
Medium

B-
Performance
bias

B1 - Did
groups get
same level of
care: Yes

B2 - Were
participants
blinded: No
(not possible)
B3 - Were
clinical staff
blinded: No
(not possible)
Level of bias:
Low

C - Attrition
bias

C1-Was
follow-up equal
for both
groups:
Unclear (not
compared)

C2 - Were
groups
comparable for
dropout: Not
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Study details Participants Interventions Methods Outcomes and Results Comments
Not reported training and Risk taking behaviours reported
supervision by |Not reported C3 - Were
Mean blood an experienced groups
glucose (mmol/l): health comparable for
Mean + SD psychologist. missing data:
Not reported 8] Written HbAlc Not reported
information to Level of bias:
_ o reir]forcelthe Mean|sD [Total Medium
Inclusion criteria main topics
discussed was D Detection
Patients who provided to the ||Experimental| -0.08|0.32 33 bias
attended the families at the D1 -Was
paediatric diabetes end of each follow-u
children's (age 6 to session. Control -0.0710.32 34 appropriF;te
11 years) or length: Yes
adolescent clinic D2 - Were
(age 12to 16 outcomes
years), and their defined
families precisely: Yes
D3 -Was a
valid and

Exclusion criteria

Patients with
serious medical or
psychological co-
morbidities and
newly diagnosed
diabetes of < 12
months duration

reliable method
used to assess
outcome: Yes
D4 - Were
investigators
blinded to
intervention:
Not reported
D5 - Were
investigators
blinded to
confounding
factors: Not
reported

Level of bias:
Low

Indirectness -
Does the study
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Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

match the
review protocol
in terms of
Population:
Yes
Intervention:
Yes

Outcomes: Yes
Indirectness:
No

Other
information
Full citation Sample size Interventions Details Results Limitations
Murphy,H.R., Wadham,C., Hassler-Hurst,J., Total number of Control group 1] Demographic |HbA1c (%) NICE
Rayman,G., Skinner,T.C., Families and Adolescents [participants = 305 |1] Conventional care |and clinical At 12 months post-intervention: quidelines
Communication and Teamwork Study (FACTS) 2] Outpatient clinic details Intervention =9.3+1.5 manual
Group., Randomized trial of a diabetes self- Families and appointments every 3 |(including Control=9.5+1.6 Appendix C:
management education and family teamwork Adolescents months episodes of Methodology
intervention in adolescents with Type 1 diabetes, Communication and severe Severe hypoglycaemia (number of Checklist:
Diabetic Medicine, 29, e249-e254, 2012 Teamwork Study FACTS intervention [hypoglycaemia |episodes) Randomised
(FACTS) group and diabetic During 12 months post-intervention: Controlled
Ref Id group (Intervention) [1] Group education ketoacidosis) Intervention = 0.12 + 0.5 Trials
=158 sessions (4 to 6 were collected [Control =0.17 £0.9 A - Selection
238668 Conventional families per at baseline, 6 bias
Clinical Care group) that and 18 months. |Diabetic ketoacidosis (number of A1 - Was there
Countryl/ies where the study was carried out (Control) = 147 incorporate 2] HbAic was  |episodes) appropriate

UK
Study type

Randomised controlled trial

Characteristics

Gender:
Female/Total - n/N
%

conventional diabetes
self-management
education and family
communication
training

2] Six 90-mins
sessions delivered
every month

measured every
3 months from
baseline.

3] Psychosocial
factors were
measured at
baseline and at
6 months post-

During 12 months post-intervention:
Intervention = 0.14 + 0.5
Control =0.13+ 0.4

Adherence to diabetes treatment
Not reported

Adherence to education intervention

randomisation:
Yes

A2 - Was there
adequate
concealment:
Not reported
A3 - Were
groups
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Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

Aim of the study

To evaluate the effectiveness of a family-centred
group education programme, in adolescents with
type 1 diabetes.

Study dates

Participants were recruited from September 2007 to
September 2009.

Source of funding

Diabetes UK Project Grant

Intervention =
84/158 (53%)
Control = 75/147
(51%)

Age (years): Mean
+SD

Intervention = 13.1
+1.9

Control =13.2 +
2.0

Ethnicity: n/N (%)
White European
Intervention =
148/158 (93%)
Control = 134/147
(91%)

Body Mass Index
(kg/m?): Mean +
SD_

Intervention = 20.6
+3.7

Control =211 +3.7

HbA1c (%): Mean +
SD

Intervention = 9.2
+1.7

Control =94 + 2.1

HbA1c < 7%
Not reported

Fasting plasma
glucose (mmol/l):

Mean + SD
Not reported

3] The sessions were
delivered by
multidisciplinary
health professionals
who had attended
programme-specific
training over 4 days,
given by experienced
educators.

intervention
using validated
questionnaires:
- Diabetes
Quality of Life
Youth scale
(DQOLY-SF) for
adolescent
quality of life

- World Health
Organization
(WHO) Health
Behaviour in
School Children
(HBSC) survey
for adolescent
well-being

- Diabetes
Family
Responsibility
Questionnaire
(DFRQ) for
diabetes
management

- Problem Areas
in Diabetes
(PAID) for
parents'
perception of
the child's
diabetes specific
distress

- 30% of intervention group did not
attend any education sessions
- < 50% attended = 4 sessions

Quality of life

At 6 months post-intervention:

Diabetes QoL Youth (Impact)
Intervention = 18.6 £ 21.9
Control =179+ 11.5

Diabetes QoL Youth (Worry)
Intervention =13.5+10.4
Control =16.5+11.9

Diabetes QoL Youth (Parental
involvement)

Intervention = 8.3 £ 3.1

Control = 8.6 + 3.5

*DQOLY-SF: higher score = more
negative impact of diabetes on quality of
life (QoL)

WHO Health Behaviour in School
Children (adolescent well-being)
Intervention =7.2 £ 10.7
Control=7.6 + 3.8

Satisfaction with treatment
Not reported

Risk taking behaviours
Not reported

HbAlc

comparable at
baseline: Yes
Level of bias:
Low

B-
Performance
bias

B1 - Did
groups get
same level of
care: Yes

B2 - Were
participants
blinded: No
(not possible)
B3 - Were
clinical staff
blinded: No
(not possible)
Level of bias:
Low

C - Attrition
bias

C1-Was
follow-up equal
for both
groups: Not
reported

C2 - Were
groups
comparable for
dropout: Not
reported

C3 - Were
groups
comparable for
missing data:
Not reported
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Study details Participants Interventions Methods Outcomes and Results Comments
Fasting plasma Mean |SD |Total Level of bias:
glucose (mmol/l) < Unknown
7.0
Not reported Experimental| 9.30(1.50| 154 D Detection

bias
Mean biood Control 9.50[1.60| 141 D1 - Was
glucose (mmol/l): follow-up
Mean + SD appropriate
Not reported length: Yes

D2 - Were

Health-related quality of life outcomes
Inclusion criteria defined
Mean |SD [Total precisely: Yes

1] Type 1 diabetes D3 -Was a
for > 12 months valid and
2] Ability to Experimental| 7.20110.70| 105 reliable method
communicate in used to assess
English Control 7.60| 3.80| 100 outcome: Yes
3] Absence of D4 - Were
significant co- investigators
morbidity blinded to

intervention:

Not reported

D5 - Were
Exclusion criteria investigators

blinded to

Not reported

confounding
factors: Not
reported
Level of bias:
Low

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes
Intervention:
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Study details Participants Interventions Methods Outcomes and Results Comments
Yes
Outcomes: Yes
Indirectness:
No
Other
information
Full citation Sample size Interventions Details Results Limitations
Svoren,B.M., Butler,D., Levine,B.S., Anderson,B.J., |[Total number of Standard Care (SC) |1] For the 24-month follow-up for all outcome NICE
Laffel,L.M., Reducing acute adverse outcomes in participants = 299 | 1] No assistance from |intervention measures: quidelines
youths with type 1 diabetes: a randomized, Care Ambassador groups, the manual
controlled trial, Pediatrics, 112, 914-922, 2003 Care Ambassador |2] No written outreach | participants HbA1ic - mean (SD) Appendix C:
+ made by the research |(patients and The study found that there was no Methodology
Ref Id Psychoeducation |staff parents) significant difference between the three |Checklist:
(CA+) =97 3] No provision of underwent a groups in terms of the follow-up mean Randomised
238781 Care Ambassador |psychoeducational joint structured |HbA1c values. The authors believed that |Controlled
only (CA) =94 materials interview (5to  |those who had HbA1c below 8 to Trials
Countryl/ies where the study was carried out Standard 10 mins), 9% would not have benefited from the  [A - Selection
multidisciplinary Care Ambassador conducted by a |interventions compared to those with bias
us diabetes care (SC) |(CA) research higher HbA1c levels, since they would be |A1 - Was there
=108 1] A CA assisted the |assistant, at at an increased risk of complications. appropriate
Study type families with their each quarterly |Thus, they chose to analyse the HbA1c  [randomisation:
appointment routine medical |data only for the participants with Unclear
Randomised controlled trial Characteristics scheduling and visit. baseline HbA1c of 8.7% (the A2 - Was there
confirmation. The CA |Demographic median HbA1c at baseline) or higher. adequate

Aim of the study

To evaluate a low-intensity, non-medical intervention
using a case manager, with and without the
supplementation of psychoeducational modules,
designed to monitor and encourage routine diabetes
care visits to reduce short-term adverse outcomes
and improve glycaemic control in youths with type 1
diabetes.

Gender:
Female/Total - n/N
%

CA+ = 56/97 (58%)
CA =57/94 (61%)
SC =55/108 (51%)

Age (years): Mean
+SD
CA+=121+24

also helped them with
questions concerning
billing or insurance.
2] The CA monitored
the clinic attendance
of their patients and
provided telephone or
written outreach to
families after missed
or cancelled

and clinical data
were obtained.
2] The control
group patients
were contacted
annually by
telephone to
ascertain their
medical
outcomes.

Severe hypoglycaemia (total number
of events)

CA+ =286

CA =100

SC =126

p = 0.02 (significant)

(The above p-value is for CA+ vs. SC +
CA)

concealment:
Not reported
A3 - Were
groups
comparable at
baseline: Yes
Level of bias:

B-
Performance
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Study details Participants Interventions Methods Outcomes and Results Comments
CA=118t24 appointments. 3] All Mean number of events per person bias
SC=117+26 participants CA+=1.06" £ 1.24* B1 - Did
Study dates Care Ambassador + |completed a CA=0.89* 1+ 1.24* groups get
Ethnicity: n/N (%) |[Psychoeducation questionnaire at same level of
Not reported Not reported (CA+) 12 and 24 *Calculated by the NCC-WCH technical |care: Yes
1] The above CA months, which  |team based on the data from the study. |B2 - Were
Body Mass Index |intervention plus acted as a self- participants
Source of funding (ka/m?): Mean + written report of Diabetic ketoacidosis (number of blinded: No
SD. psychoeducational adherence episodes) (not possible)
National Institute of Diabetes and Digestive and CA+=21.0+3.6 |teaching modules. behaviours and |Not reported B3 - Were
Kidney Diseases, the Charles H. Hood Foundation, [CA=21.1+4.0 2] Participants health clinical staff
and the Katherine Adler Astrove Youth Education SC=212%38 received brief written |outcomes. Adherence to diabetes treatment blinded: No
Fund materials on the 4] Physical Proportion of those who made = 7 (not possible)
HbA1c (%): Mean = [module topic from the |examination and | medical visits to the specialty center: Level of bias:
SD CA, who encouraged |outcome CA+ =80% Low
CA+=28.68+1.03 |active family assessment CA =68%
CA=8.57+1.35 discussion around the [were also SC =34% C - Attrition
SC=8.72+1.17 topic as a carried out by a bias
reinforcement. blinded clinician |Adherence to education intervention |C1-Was
HbA1c < 7% at each visit. Not reported follow-up equal
Not reported for both
Quality of life groups:
Fasting plasma Not reported Unknown (not
glucose (mmol/l): compared)
Mean + SD Satisfaction with treatment C2 - Were
Not reported Not reported groups

Fasting plasma
glucose (mmol/l) <

7.0
Not reported

Mean blood
glucose (mmol/D):
Mean + SD

Not reported

Inclusion criteria

Risk taking behaviours
Not reported

comparable for
dropout: Not
reported

C3 - Were
groups
comparable for
missing data:
Not reported
Level of bias:
Unknown

D Detection
bias
D1 - Was
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Study details Participants Interventions Methods Outcomes and Results Comments
1] Children and follow-up
adolescents appropriate
2] Had type 1 length: Yes
diabetes for > 6 D2 - Were
months outcomes
3] Were patients in defined
the Pediatric and precisely: Yes
Adolescent Unit at D3 -Was a
the Joslin Diabetes valid and

Centerand =1
outpatient medical
visit in the past year
4] Resident in New
England or New
York

5] No major
psychiatric
problems in the
patient or the parent
6] Living in a stable
environment

7] Intention for
routine follow-up
diabetes care at the
Center

Exclusion criteria

Not reported

reliable method
used to assess
outcome:
Unclear

D4 - Were
investigators
blinded to
intervention:
Yes

D5 - Were
investigators
blinded to
confounding
factors: Not
reported

Level of bias:
Low

Indirectness -
Does the study
match the
review protocol
in terms of
Population:
Yes* (see
Other
information)
Intervention:
Yes
Outcomes: Yes
Indirectness:
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Study details

Participants

Interventions

Methods

Outcomes and Results

Comments

No

Other
information

One of the
inclusion
criteria for the
participants
was duration of
type 1 diabetes
of more than 6
months and not
a minimum of 1
year. However,
as the mean
duration of type
1 diabetes for
all participants
at baseline was
5.2 years, it is
unlikely that
there were a
significant
number of
participants
with duration of
diabetes less

than 1 year

(but more than

6 months).
Full citation Sample size Interventions Details test Limitations
Delamater,A.M., Bubb,J., Davis,S.G., Smith,J.A., N=36 Arm A: CT All young people |Results Risk of bias
Schmidt,L., White,N.H., Santiago,J.V., Randomized Arm B: CT and SC were NICE
prospective study of self-management training with Arm C: CT and SMT [hospitalised at HbA1 HbAL1 guidelines

newly diagnosed diabetic children.[Erratum appears

Characteristics

the time of initial

manual.Appen
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Study details Participants Interventions Methods Outcomes and Results Comments
in Diabetes Care 1990 Jul;13(7):819], Diabetes Arm A: Conventional diagnosis, and (%) (%) dix C:
Care, 13, 492-498, 1990 Conventional treatment (CT): received the Methodology
treatment After discharge, same standard 1-year 2 years |checkiist:
Ref Id Age (years) - mean [patients followed inhospital ost- ost- Randomised
(SD):9.8+26 standard hospital diabetes p_ ) p_ . |controlled trials
183974 Male (%): 50 procedures which education by dlagnOSI dl&gﬂOSI A Selection
_ _ White (%): 92 consisted of regular  [same nurse S S bias
Country/ies where the study was carried out Social stratum: 3.4 |outpatient contact educator. They A1 - Was there
1.1 with healthcare team, |met with a Convention 9.3 + 98+ appropriate
USA Social stratum, level |telephone contact dietician and randomisation -
1(%): 0 was made as needed. [received a al 1.7 2.4 unclear, no
Study type Social stratum, level | Patients were prescribed 8.5 + 91+ details reported
2104 (%): 75 seen as outpatients  |mean plan. C- Supportive e T A2 - Was there
RCT Social stratum, level |one and three months |peptide tests 1.5 1.7 adequate
5 (%): 25 after discharge and were conducted concealment -
) every three months at 1 and 2 years Self- unclear, no
Aim of the study Arm B: Supportive [thereafter. Patients postdiagnosis, manageme 8.1% 8.2% details reported
Age (years) - mean |were prescribed two |and HbA1 was g 1.2 1.5 A3 - Were
o (SD): 8.6 +4.1 daily insulin injections [obtained nt groups
To evaluate the effects of self-management training | Male (%): 50 and 2 to 4 daily blood |quarterly. HbA1 « N comparable at
(SMT) programme on metabolic control of young White (%): 75 glucose concentrations | F 3.59 2.61 baseline - yes
peoplg with type 1 diabetes in the first two years Social stratum: 2.7 |measurements. were <0.04 <0.01 Level of bias:
after diagnosis. £1.2 Patients were determined from : . moderate
Social stratum, level | managed by the same |a saline- B
1(%): 16.7 group of physicians  |incubated blood Performance
Study dates Social stratum, level |and dieticians who sample with the bias
2t04:75 were unaware of mini column B1 - Did
September 1983 to December 1985 Social stratum, level |group assignments. | method (Isolab, groups get
5:8.3 Akron, OH), with same level of
. Self Care (SC): normal care - yes
Source of funding Arm C: Self- Patients were seen  [nondiabetic B2 - Were
. . management with their parents for |mean x SD for participants
Grant from the Diabetes R_esearch a_nd T_ra|n|ng_ Age (years) - mean [seven sessions during|assay of 6.0 £ blinded - no,
Centre (KD-20579), Washington University Medical | 5p)'9 3439 the first 4 months (on |0.6%. not possible

Centre, and Public Health Service Research Grant
RR-36 from the General Clinical Research Centre
Branch, Division of Research Facilities and
Resources, Bethesda, Maryland. Boehringer
Mannheim provided Chemstrips.

Male (%): 58

White (%): 92
Social stratum: 3.7
+1.1

Social Social

Social stratum, level

week 1,2,5,7,9, 12
and 16), with
additional sessions at
6 and 12 months
post-diagnosis. The
therapist focussed on

due to nature
of intervention
B3 - Were
clinical staff
blinded - no
Level of bias:
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Study details Participants Interventions Methods Outcomes and Results Comments
1(%):0 psychosocial moderate
Social stratum, level |adjustment issues, C Attrition
21t04:83.3 coping with the bias
Social stratum, level [regimen, and family C1-Was

5:16.7

Note: Social
stratum determined
by Hollingshead
Four Factor Index
of Social Position.
No statistically
significant
differences between
groups.

Inclusion criteria

Young people
between the ages
of 3 and 16 years
with newly
diagnosed type 1
diabetes.

Exclusion criteria

Presence of chronic
disease, psychiatric
disorder, or lived
greater than 90
miles from the
hospital.

involvement in a
supportive

manner. Self
management of blood
glucose (SMBG) was
encouraged. This
group served as the
attention-placebo
group to control for
the effects of therapist
contact in the SMT

group.

Self-management
training (SMT):

SMT patients and
parents participated in
seven sessions held
in the 4 months after
discharge from
hospital on the same
schedule as the SC
group. The emphasis
was on SMBG
technique,
reinforcement of
acurate monitoring
and recording, and
use of SMBG data for
understanding blood
glucose fluctuations.
The goal of the
training programme
was to develop and
reinforce problem
solving strategies and

follow-up equal
for both groups
- yes

C2 - Were
groups
comparable for
dropout - yes
C3 - Were
groups
comparable for
missing data -
yes (one
missing 2-year
HbA1 patient in
SMT group)
Level of bias:
low

D Detection
bias

D1 -Was
follow-up
appropriate
length - yes

D2 - Were
outcomes
defined
precisely - yes
D3 -Was a
valid and
reliable method
used to assess
outcome - yes
D4 - Were
investigators
blinded to
intervention -
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integrate data from no
SMBG into daily life D5 - Were
and decisions investigators
regarding self- blinded to
management. Additio confounding
nal contact for review factors - no
and reinforcement of Level of bias:
self-management low

strategies occurred at
6 and 12 months
post-diagnosis.

Indirectness
Does the study
match the
review protocol
in terms

of Population:
yes
Intervention:
yes

Outcomes: yes
Indirectness:
no

Other
information

None
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Study details Participants Interventions Methods Outcomes and Results Comments

Full citation Sample size Interventions Details Results Limitations
Channon,S.J., N = 66 Motivational interviewing was | All data during the 1 HbA1c (%): Mean + SD NICE quidelines
Huws- Motivational interviewing (MI) = |carried out as individual month intervention period | At 6 months manual, Appendix
Thomas,M.V., 38 sessions by a trainee health and the 1 year follow-up [MI =9.0 + 1.63 N not reported C: Methodology
Rollnick,S., Support visits (SV) = 28 psychologist. The frequency were collected. SV =9.5+ 1.93 N not reported Checklist:
Hood,K., and location of the sessions Questionnaires were Randomised
Cannings- was as requested by the completed at baseline At 12 months Controlled Trials
John,R.L., Characteristics patricipant. A menu of and at 1 month and the MI=8.7+1.84N=35 A - Selection bias
Rogers,C., strategies approach was used |DQoLY and WBQ were |SV=9.2+1.78N=25 A1 - Was there
Gregory,JW.,A |Gender: Female/Total - n/N  |and could include the following; |also completed at 24 appropriate
multicenter (%) awareness building, months. At 24 months randomisation: Yes -
randomized MI: 20/38 (52.6%) alternatives, problem solving, MI=8.7 +1.88 N=30 blocks of 4 used
controlled trial of  [SV: 14/14 (50.0%) making choices, goal-setting SV=91+151N=20 A2 - Was there
motivational and avoidance of confrontation. adequate

interviewing in
teenagers with
diabetes, Diabetes
Care, 30, 1390-
1395, 2007

Ref Id

238466
Countrylies
where the study
was carried out
United Kingdom
Study type

Randomised
controlled trial

Age (years): Mean + SD
MI: 15.3 £ 0.97
SV:154+1.19

Ethnicity: n/N (%)
White

MI: 43/43 (100%)

SV: 37/37 (100%)

Body Mass Index (kg/m?):
Mean + SD
Not reported

HbA1c (%): Mean = SD*
MI: 9.3 £ 2.11
SV:9.0 + 1.56

HbA1c < 7%
Not reported

Support visits consisted of non-
directive psychological support
carried out by a therapist with a
nursing background.

Both interventions were carried
out independently of usual
clinic visits

Adherence to diabetes treatment
Not reported

Adverse events
Not reported

Health-related quality of life
Reported as Diabetes Quality of Life
Measure for Youths (DQoLY) at 12
months

Satisfaction

Ml =33.28+9.88N=35

SV =4555+10.79N =25

Impact
Ml =50.49 + 12.05 N =35
SV=61.05+1848N=25

Worries

concealment: Yes-
randomis