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National Health Service
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Health economics studies for all sections of the guideline

Bibliographic
information

Study details

Outcomes

Population
characteristics

Analysis details

Results and comments

Cameron 1996560

Cost analysis

Model or clinical trial: clinical
trial

Source of utility values: N/A
Primary clinical outcomes: successful
surgery.

Currency: GBP
Year of costing: 1994
Discount rate(s) used for costs: 6%

Results: Costs to the NHS of TCRE and ELA were less than with hysterectomy (24% and 20%
respectively). Women who underwent TCRE or ELA also incurred a lower cost.

Comments and limitations: This study is not a cost-effectiveness or cost-utility analysis. It is

i e . . limited by only measuring the cost of carrying out the procedure while not comparing outcomes. It
Et‘;r:rpecnve of analysis: Discount rate(s) used for benefits: N/A 4 " provide an ICER.
Edwards 200647 Cost-utility analysis Source of utility values: Utility values 157 women with uterine ~ Currency: GBP Results: No statistically significant differences in quality of life as measured by the SF-36, EQ-5D
Model or clinical trial: clinical ~ taken from SF-36, EQ-5D and GHQ-28  fibroids (myomas) Year of costing: 2004 and GHQ-28 were found at 12 months. The analysis was therefore based on cost-minimisation.
trial scores measured as pre-treatment recruited from six Discount rate(s) used for costs: N/A The clinical conclusion was that ‘both surgery (hysterectomy or myomectomy) and UAE provide a
Perspective of analvsis: baseline, one month following treatment  gynaecology ) 5 successful treatment for a majority of women with symptomatic fibroids’. UAE was associated with
healtﬁcare o dery : and 12 months following treatment. departments in Scotland Discount rate(s) used for benefits: N/A  significantly lower costs at 12 months (mean of £1,685.36 compared with £2,566.87).
Primary clinical outcomes: Quality of life ~ @nd two centres in Comments and limitations: The study is limited in that follow-up has only been to 12 months as of
measures were the primary outcome England. now. A more accurate picture of the results will be available after longer follow-up is completed.
measure. Sensitivity analysis conducted on costs showed that the conclusions from the model are robust.
Garside 2004561 Cost-utility analysis Source of utility values: Utility values for Currency: GBP Results: AH was more costly, but resulted in more QALYs than either MEA or TBEA. Both MEA
Model or clinical trial: hysterectomy and ablation taken from Year of costing: 2003 and TBEA result in more QALYs and cost less than TCRE and Rollerball ablation. The incremental
modelling Sculpher.5 Some utility values are Discount rate(s) used for costs: 6% cost per QALY for AH over MEA/TBEA was estimated at just over £2,000. At a willingness to pay
. . assumptions. e of £20,000 per QALY (the NHS assumed rate) AH can be considered the most cost-effective
Eerlstzectlve oftanaly3|s. Primary cinical outcomes: Reduced Discount rate(s) used for benefits: 6% option.
r m -
caliicare sysie menstrual blood loss. Comments and limitations: The study is only limited in the range of utility values that were
available. This uncertainty was explored in sensitivity analysis, and was found to have an impact
on the results.
Jack 200540 Cost-effective analysis Source of utility values: HRQoL 210 women with a Currency: GBP Results: SF-12 scores for both treatment arms showed significant improvement at 12 months.
Model or clinical trial: outcomes were measured using the SF-  complaint of excessive  year of costing: 2002 There was no significant difference between arms at 12 months. A cost-minimisation analysis
Clinical trial 12 measure. menstrual loss. Discount rate(s) used for costs: N/A showed that the mean health service costs were lower in the experimental group (£444) than in
Perspective of analvsis: Primary clinical outcomes: HRQoL ) ) the control group (£568). The study concluded that Post-menses outpatient MEA is favourable
healtzcare ystam ysis: Discount rate(s) used for benefits: /A when compared with standard MEA.
Comments and limitations: Because the study is set in Scotland, prices may not reflect prices in
the NHS in England. The study is only reported at 1 year to date. Longer term results would be of
benefit, though it seems likely that the results will not be affected.
Lumsden 200050 Cost-utility analysis Source of utility values: Utility values Currency: GBP Results: LH took longer than AH. Length of hospital stay was lower in LH than AH. LH was more

Model or clinical trial: clinical
trial

Perspective of analysis:
healthcare system

assessed using EQ-5D visual analogue
scale.

Primary clinical outcomes: QALY; length
of operation, total length of stay,
admission to ITU, additional surgery
required, readmissions and blood
transfusions

Year of costing: N/A
Discount rate(s) used for costs: N/A
Discount rate(s) used for benefits: N/A

expensive due to longer operating time and the use of disposable equipment. No difference was
found in patient reported outcomes including time to return to normal activities and quality of life
measures or in clinical outcomes. LH is not likely to be cost-effective.

Comments and limitations: Year that cost data relates to is not stated. Source of cost data was not
specified. The study is limited by poor reporting of costs and by poor follow-up at 1 year.
Appropriate measures were taken to address the problem of follow-up.

Raju 1994506

Cost-effective analysis
Model or clinical trial: clinical
trial

Perspective of analysis:
healthcare system

Source of utility values:
Primary clinical outcomes: The main

clinical outcome indicators were length of

operation, hospital stay, recovery time
and time to return to work.

Currency: GBP

Year of costing:

Discount rate(s) used for costs: N/A
Discount rate(s) used for benefits: N/A

Results: Mean cost for LH was £1,260 compared with £1,750 for AH. No ICERs were reported.
The authors conclude that LH should be preferred to AH for the patient group studied.

Comments and limitations: This study lacks data on effectiveness, so it is difficult to interpret the
results or calculate a cost-effectiveness ratio. Sources and justifications for costs were poorly
described. Patient costs were not included, but given the faster return to work and lower pain for
patients undergoing LH vs AH.

Sculpher 1998554

Cost-utility analysis

Source of utility values: Utility weights

Currency: GBP

Results: AH is more costly over a 2 year period, but results in more QALYs. The incremental cost
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Bibliographic Study details Outcomes Population Analysis details Results and comments
information characteristics
Model or clinical trial: derived using time trade-off (TTO) Year of costing: 1994 per QALY of AH is £1,500. AH can be considered cost-effective compared with TCRE.
modelling techniques with 60 women with Discount rate(s) used for costs: 6% Comments and limitations: This study is the source of utility weights to be used in any modelling
Perspective of analysis: menorrhagia. Discount rate(s) used for benefits: 6%  undertaken for the HMB guideline for women following hysterectomy.
healthcare system Primary clinical outcomes: Reduced
menstrual blood loss.
Sculpher 2004%2  Cost-utility analysis Source of utility values: Utility values for Currency: GBP Results: When LH was compared VH, mean costs were £401 higher for LH, and mean QALYs per

Model or clinical trial: clinical
trial

Perspective of analysis:
healthcare system

all forms of hysterectomy were obtained
using the EQ-5D generic measure of
health status.

Primary clinical outcomes: Outcomes in
the study are expressed in QALYs.

Year of costing: 1999
Discount rate(s) used for costs: N/A
Discount rate(s) used for benefits: N/A

patient were 0.0015 higher. The ICER for this is £267,333. Taking into account uncertainty, LH is
never more than 50% likely to be cost-effective when compared with VH, regardless of WTP for a
QALY.

When compared with AH, LH mean cost was £186 higher and produced 0.007 more QALY per
patient. The ICER when comparing LH to AH is £26,571. However, when considering the
uncertainty, even at a WTP of £30,000 LH is only 56% likely to be cost-effective.

Comments and limitations: The study takes an NHS perspective. Numerous studies have identified
a potential reduction in hospital stay and quicker recovery as a result of LH compared with AH. In
that case, benefits to the patient may be greater, meaning that the ICER for LH compared with AH
may be much more favourable to LH.

The time frame of the study means that no discounting was undertaken.




Heavy menstrual bleeding

Table 3.1 Menstrual bleeding patterns, prevalence of HMB, presence of uterine pathology, and risk-factors associated with HMB — comparative studies
Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Clevenger- Comparison; 180: 100 Women: aged > 30 years Presence of No follow-up  Presence of Presence of pathology by symptom status: Funding source: Not stated
Hoeft 1999% cohort; prospective  asymptomatic, 80 Gountry: USA pathology in people pathology; accuracy  asymptomatic (n = 100; 39.5 years) - 10% polyps, 1% Study summary: Study shows
EL =2+ AUB X’ﬁ%a“d without of te?{‘, —ltspemﬂcny, myomas, 13% intramural myomas that women with AUB have
sensivily AUB patients (n = 80; 41.1 years) — 32.5% polyps, 21.2% higher prevalence of uterine
myomas, 57.5% intramural myomas pathology than those without.
P < 0.05 for all groups comparisons
Accuracy of sonohysterography for identifying pathology in
48 women with histopathology available: sensitivity = 97%,
specificity = 86%, PPV = 94%, NPV = 92%
Fraser 1990% Epidemiology; 316 Population characteristics: Hysteroscopy or N/A Presence of Presence of pathology by level of MBL (< 60 ml, 60 to Funding source: Not stated
diagnostic Women; menorrhagia; no clear laparoscopy to pathology by MBL 120 ml, > 120 ml, All patients): Study summary: Increased levels
EL =2+ pathology identify pathology Total numbers: 47, 59, 33,182. 43 MBL was not measured. ot HMB were associated with
Country: Australia No pathology found: 35 (75%), 26 (44%), 12 (36%), 94 increased levels of uterine
(51%). 21 MBL not measured. pathology. Fibroids were
Fibroids: 3, 12, 12, 37. 10 MBL not measured. associated with HMB.
Endometriosis: 6, 19, 7, 45. 13 did not have MBL measured.  Endometriosis was slightly
Adenomyosis: 1, 2, 5. 2 MBL not measured. associated with increases in
Endometrial polyps: 7, 7, 8, 29. 7 MBL was not measured. MBL.
Other: 2, 3, 4, 11. 2 MBL was not measured.
Granleese Prospective case- 44 Women: 22 Population characteristics: Association 1 survey MBL - alkaline MBL - menorrhagic group (n = 22) = 90 ml (SD 60), range Funding source: Not stated
199068 control with menorrhagia, ~ Women; (with or without between haematin; personality ~ 13-194 ml. Controls (n = 22) = 34 ml (SD 7), range 22.51. Study summary: Women
EL=2+ 22 matched menorrhagia); age range 29~ psychosocial scores - Eysenck Menstruation symptomology scores: menorrhagic = 27.41 complaining of menorrhagia
controls 46 years; All multiparous factors and personality (9.05) vs 13.05 (7.42) control (P < 0.001). should be objectively tested to
Country: UK menorhagia gur;stlgnnalre; sexua Personality scores (Eysenck scale): psychotism — ensure correct treatment, as no
qﬁe::i’fn”n’aire, clinical = 1.64 (1.43) vs control = 3.64 (1.65), P < 0.001; difference in psychological
s extraverted = 10 (6.02) vs 13.23 (3.35), P = 0.017; impact.
personal history o A " 3
questionnaire neuroticism = 13.36 vs 14.91, P = 0.079; lie scale = 11.54
(4.23) vs 5 (3.32), P < 0.001.
Objective menorrhagia (n = 10) vs subjective menorrhagia
(n=12): Symptom severity score = 26.6 (8.58) vs 28.08
(9.75), (NS). Psychotism = 2 vs 1.33, NS; extraverted = 8.9
vs 10.92, NS; neuroticism = 12.9 vs 13.75, NS; lie
scale = 10.5vs 12.42, NS.
Harlow 2004120 Systematic review 25049 Population characteristics: Epidemiological Prevalence of Prevalence of self-reported excessive menstrual Funding source: Not stated
EL =2+ Women; developing countries studies — menstrual menstrual disorders —  bleeding = 4-27% reported in 6 studies.
Country: Colombia, Pakistan, disorders classification varied
Syria, Iran, Lebanon, Philippines, between countries
Turkey
Hurskainen Cross-sectional 226: split between  Population characteristics: Psychosocial Psychosocial factors;  Using univariate analysis, difference between < 60 ml and Funding source: Not stated
200168 survey <60 mland Women; subjective menorrhagia; ~ impact of QoL - SF-36; MBL- > 60 ml groups: MBL = 36.3 vs 168.8; haemoglobin = 132.2 Study summary: Psychosocial
EL=2- > 60 ml MBL scheduled for hysterectomy; menorrhagia; alkaline haematin vs 128.3 (P < 0.001); anxiety — 33.4 vs 31.3 (P = 0.031); factors may account for women
(lower level used uterine pathology excluded. subjective vs unemployment 17% vs 4% (P = 0.001); perceived seeking help with MBL, as many
o ensure group Country: Finland objective inconvenience bleeding = 16.3 vs 18.2 (P = 0.01); who complain of menorrhagia
difference). menorrhagia abdominal pain = 5.7 vs 3.9 (P = 0.014); ferritin = 23.4 vs have normal MBL, but

12.9 (P < 0.001); no statistical difference between groups
for: depression, psychosomatic symptoms, social support,

psychosocial symptoms.
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
negative life events, sex life, visits to doctor, absent from
work, out-of-pocket expense, and hospitalisation.
Using multivariate analysis — unemployment, anxiety,
perceived inconvenience, abdominal pain and ferritin were
significant factors in explaining variance.
James 200445 Systematic review; 107 articles Population characteristics: Testing for von N/A Prevalence of WD 5 studies showed prevalence of VWD of 5.3% to 20%. Funding source: Dade-Behring
diagnostic studies  identified MEDLINE. 1990 to 2003. Keyword ~ Willebrand disease or platelet Samples sizes from 19 to 150. Study summary: Inadequate
EL=2- search only. in menorrhagia abn({?“i‘"_t'es? ot 6 studies showed sensitivity of between 79% and 100%. evidence to support routine
Sensiivity; SpECtiCly 4 studies showed specificity of between 80% to 95%. testing for WD in menorrhagia
Krassas 199452 Epidemiology 428: 214 with Population characteristics: Association No follow-up ~ Presence of thyroid Of the 214 patients, 168 (78.5%) had regular menstrual Funding source: Not stated
EL =2+ thyroid disease; Women; with or without thyroid between thyroid conditon—TT3and  cycles and 46 (21.5%) irregular cycles. Out of 214 normal Study summary: These data
214 matched disease condition and TT4 levels; menstrual ~ controls, matched for age and weight, 196 (91.6%) had demonstrate that
controls Country: Greece menstrual disorders disorders; smoking normal menstruation and 18 (8.4%) irregular cycles. 2 hyperthyroidism in women is less
status; BMI (4.5%) and 2 (11%) of thyrotoxic and normal controls had frequently associated with
menorrhagia. menstrual abnormalities than
No statistical difference between groups. was previously believed.
Philipp 2003%3  Cohort; 126: 74 Population characteristics: patient  platelet functional MBL - PBAC; Of 59 PBACs returned by study group: 51 had score > 100;  Funding source: Association of
epidemiology menorrhagia; 52 group: women; physician- defects association platelet function test 37 had score > 185. Teachers Preventative Medicine
EL =2+ controls diagnosed menorrhagia; known with menorrhagia Platelet aggregation and ATP release, comparison between grant
pathology excluded; scheduled for study (n = 74) and control (n = 52) groups: Study summary: Underlying
hysterect_omy during study period; Platelet aggregation: epinephrine 16 vs 2 (P = 0.005); platelet problems in majority of
those taking pharmaceutical ristocetin 20 vs 4 (P = 0.007); collagen 9 vs 2 (P = 0.105); women with unexplained
treatments asked to stop. ADP 3 vs 1 (P = 0.5); arachidonic acid 6 vs 1 (P = 0.13). menorrhagia. Suggests need for
Mean age - 40.4 (range 17 to 55) ATP release: ADP 30 vs 7 (P = 0.0009); arachidonic acid 16 screening for inherited blood
Controls: women: same as above vs 1 (P =0.001); collagen 18 vs 5 (P = 0.04); thrombin 1vs  disorders and platelet problems
but no menorrhaéia. 0 (N/A). in women with menorrhagia.
Country: USA
Shankar 200448 Systematic review 11 studies Population characteristics: VWD as risk factor ~ N/A Prevalence of VWD 11 studies: 988 women with menorrhagia and vVWD Funding source: Not stated
EL=2- included in review  Women; menorrhagia; screened in menorrhagia prevalence of 131 (13%, 95% Cl 11 to 15.6%). Studies
for von Willebrand disease. reported range from 5% to 24% of vWD.
Search undertaken on MEDLINE 4 studies from Europe, 5 from North America, 2 from
only using keyword search. elsewhere.
6 studies based on gynaecology outpatient clinics, 1 on
coagulation clinic, 1 on administrative database, 2 on
population study, 1 not stated.
Menorrhagia state based on history in 5 studies, PBAC in 2,
alkaline haematin in 2, and not stated in 2.
VWF:Ag test only one used across studies, RiCof was
second most common.
Cut-off for VWD varied between studies.
Different study designs and inclusion criteria probably
account for differences between studies.
Shapley 2000%  case—control; 170: 85 cases; 85  Population characteristics: Mental health Mental health status No correlation between mental health dimensions — anxiety, Funding source: Not stated
before-and-after controls Women; measure on HADS; correlation with help- depression and neurosis —and consultation for increased
study Country: UK heavy bleeding based seeking behaviour menstrual bleeding, P = 0.302, 1, 0.2 for borderline and definite
EL=2- on patient records. cases. OR=0.7 (0.37-1.31), 1 (0.43-2.34), 0.67 (0.36-1.21).
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Shapley 200262 Case—control 943 questionnaires  Population characteristics: Consultation for 1 Consultation; MBL—  Regression analysis of those consulting vs control group Funding source: Not stated
EL=2+ sent- 645 usable  Women; consulting for HMB; HMB Questionnaire  subjective; GHQ also consulting for other conditions: heaviness of periods Study summary: Study shows
consulting for another condition; o ¢ages vs consulting score; HMB interferes with life OR = 3.26 (1.92-5.54); heavy periods that interference with QoL by
community controls controls; cases vs interference on OR =2.52 (1.41-4.49). Consulting vs non-consulting HMB is main reason for
Country: UK community controls lifestyle controls: heaviness of period OR = 3.25 (1.72-6.14), heavy  cypgultation.
periods OR = 2.57 (1.35-4.88).
GHQ scores < 4 or > 4: consulting vs consulting controls —
OR =1.26 (0.74-2.13) and consulting vs non-consulting
controls OR = 1.43 (0.85-2.38).
Shapley 200362 Cohort; case- Population 1: 186:  Population characteristics: Reason for seeking QoL measures Population 1: Reason why heaviness of bleeding interfered  Funding source: Not stated
control 46 menorrhagia; Women; medical attention with life (case vs consulting control P value, case vs non- Study summary: Study suggests
EL=2- 79 consulting Country: UK study vs controls consulting control P value). Performance at employed work sy chosocial impact of HMB is a
controls; 61 non- - P =0.24, 0.40; performance of house work — P = 0.03, reason why women seek help.
consulting controls 0.06; days off work — P = 0.56, 0.22; life causing
reporting heavy embarrassment — = 0.02, 0.17; mood - P = 0.53, 0.97; sex
bleeding interfered life — P =0.12, 0.03; social life — P = 0.01, 0.005.
with life. Population 3 (n = 494): reasons for not consulting in last
Population 2: 160 6 months. 281 (57%) normal periods; 29 (6%) ‘Women'’s
cases and burden’; 167 (34%) — | am coping; 53 (11%) observing; 25
controls. (5%) too busy; 5 (1%) scared; 15 (3%) embarrassed.
Population 3: 494 Women could give more than one reason
controls — not
consulted about
periods in last
6 months
Vercellini Cohort; 331 examined - Population characteristics: Women  Effect of Completed MBL - PBAC, Of 315 - 163 had endometriosis, 152 did not. Funding source: Not stated
19975 epidemiology 315included. 163 attending or scheduled for endometriosis on Questionnaire  endometriosis PBAC score by group: 110 (66.6-156.5) for endometriosis  Study summary: Study suggests
EL=2- with endometriosis  laparoscopy — for infertility, pelvic  menstruation group vs 84 (56-129) in control group (P = 0.007 Mann- women with endometriosis have
and 152 without. pain, adnexal masses; fibroids; Whitney u test). higher MBL than those without.
IUD; hormonal treatments or drugs
that affect menstruation; NSAIDs;
serious concomitant illness
excluded.
Country: Italy
Woo 20024 Cohort; 76: 38 Population characteristics: Women  Association of von MBL - alkaline Comparison of factors between those with (n = 26) and Funding source: Not stated
prospective case-  menorrhagia; 38 Country: Ireland Willebrand disease haematin; vWD without (n = 31) menorrhagia (both groups exclude HRT Study summary: Small numbers
control matched normal to menorrhagia status users). VWD - 15.4% vs 3.2 (NS) mean that statistical significance
EL=2+ MBL. menorrhagia was not achieved.

patients vs normal
patients

Zielhuis 19895

Cross-sectional
survey

EL=2-

592 - 399 useable
responses: 193
exposed to
perchloroethylene;
206 unexposed.

Population characteristics: Women
Country: Netherlands

Exposure or not to
perchloroethylene

Exposed vs
unexposed

Menstrual symptoms

Menorrhagia: 22% prevalence in reference group. Odd ratio
of 3.0 (95% CI 1.6-5.6) in exposed group.

Funding source: Not stated

Study summary: Study shows
that working with industrial
chemicals is associated with
HMB.
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Table 3.2 Menstrual bleeding patterns, prevalence of HMB, presence of uterine pathology, and risk-factors associated with HMB — diagnostic studies

Bibliographic  Study type and No. of patients and Population characteristics ~ Type of test and Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level prevalence reference standard additional comments
Alexopoulos Case series; 2581 Women; hysteroscopies for ~ Hysteroscopies Reason for hysteroscopy: menorrhagia (37.5%), postmenopausal bleeding (33.4%), intermenstrual ~ Funding source: Not stated
199975 retrospective any menstrual problem — bleeding (26.7%), and metrorrhagia (8.8%). Study summary: Outpatient
EL=1II 37.5% for menorrhagia Findings: Submucous fibroids (11.4%), polyps (10.6%), endocerival polyps in 42 (1.6%), cervical hysteroscopy is safe, acceptable
Country: UK stenosis 6 patients. Hyperplasia 22% post-menopausal vs 3.4% pre-menopausal. 19 malignant and well-tolerated method.
appearances found..
Submucous fibroids more common in pre- to post-menopause (11.8 vs 10.7; P = 0.43). Polyps more
common in post- to pre-menopause (13.9 vs 8.9%; P = 0.0001).
Hysteroscopy success rate: 96.8% undertaken, but 83 (3.2%) failed.
68.4% of patients discharged. 38.1% of pre-menopausal and 19% of post-menopausal (P < 0.0001)
required further follow-up. 406 (16.3) needed medical treatment. 185 (17.3%) needed surgery.
Ash 199677 Diagnostic; 310 Women; diagnosed with Pipelle endometrial biopsy  Pipelle outcome: 266 (85.8%) normal, 8 (2.6) hyperplasia, 9 (2.9) complex hyperplasia, 4 (1.3%) Funding source: Not stated
retrospective DUB; pre-menopausal hyperplasia with atypia. Study summary: All women with
EL=1II sta(;us; utn'dtlargonell b 23 (7.4%) biopsies were insufficient for diagnosis. iregular menstruation should
g?p ;E?chr;:? irr)1 g by Logistic regression of risk factors for hyperplasia: irregular menses: OR = 73.5 (95% Cl 14.6 to have endometrial biopsy.
' 370.4), P =0.0001. Hypertension: OR = 4.94 (0.95 to 25.84), P = 0.58. Age > 40: OR = 3.97 (1.22
menopause excluded 0 12.95), P = 0,022
Average age 39 years (17— e
53)
Country: Canada
Bronz 199773 Diagnostic; 139 Women; referred due to Transvaginal sonography;  Results for pre-menopausal women: Funding source: not stated
comparative; AUB; 83 wolmgg pre- saline 'nfl;f'?ﬂ | Benign polyps identified in 33 women by histology, TVS identified 21, SCHS identified 32. Study summary: Both TVS and
prospeciive menopausa. 50 post SOn00raPIY; MSIOI99Y = ubmucous fibrods identiied in 22 women by histology, TVS identifed 21, SCHS idenfied 21. SCHS are highly accurate
EL=1 menopatee relerence Endometrial hyperplasia identified in 5 by histology, TVS identified 5, SCHS identified 2 methods at diagnosing pathology
Country: Switzerland ndometrial hyperplasia identified in 5 women by histology, identified 5, identified 2.
No endometrial carcinoma reported.
Critchley 20015 Diagnostic; 1767 assessed, 1027  Women,; referred due to Hysteroscopy plus biopsy  High risk = post-menopausal Funding source: Health
randomised — eligible, 683 recruited  AUB; excluded pregnant — Tao Brush or Pipelle, Moderate risk = pre-menopausal, < 40, no risk factors — family history Technology Assessment, NHS
block; - 200 high risk, 326 women. blind biopsy; transvaginal . Stud - Ult d
e ; ; Low risk = pre-menopausal, < 40 udy summary: Ultrasoun:
prospective; ~ moderate risk, 157 Women divided into groups  Ultrasound; no . p . .p o provides higher visualisation
statistical analysis ~ low risk based on risk factors for investigation Abnormalities identified by visualisation: rates than hysteroscopy
blinded pathology — age, history, High-risk group: (P =0.002).
EL=1b pre- or post-menopausal Moderate-risk group:

High risk = post-
menopausal

Moderate risk = pre-
menopausal, < 40, no risk
factors — family history

Low risk = pre-menopausal,
<40

High-risk group: age = 57.6,
1% with HMB, 30% on HRT,
22% sterilised.
Moderate-risk group:

age = 45.2, 68% with HVIB,

Endometrial/uterine polyp — hysteroscopy = 19, ultrasound = 7
Uterine fibroids — hysteroscopy = 31, ultrasound = 59.

Cervix suspicious — hysteroscopy = 0, ultrasound = null.
Cervical polyp — hysteroscopy = 7, ultrasound = null

Low-risk group:

Endometrial/uterine polyp — hysteroscopy = 1, ultrasound = 2
Uterine fibroids — hysteroscopy = 1, ultrasound = 6.
Cervical polyp — hysteroscopy = 1, ultrasound = null

Abnormalities identified by biopsy:
Moderate-risk group:

Endometrial cancer = 3. Hyperplasia = 3. Atrophic endometrium = 0. Inactive endometrium = 19.

Cyclic endometrium = 213. Other = 59

Tao Brush outperforms Pipelle in
post-menopausal women.

Polyps better identified with
hysteroscopy, and fibroids by
ultrasound.

Hysteroscopy and biopsy more

likely than ultrasound to be
classified ‘unpleasant’.
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Heavy menstrual bleeding

Bibliographic ~ Study type and No. of patients and Population characteristics ~ Type of test and Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level prevalence reference standard additional comments
9% on HRT, 38% sterilised. Low-risk group:
Low-risk group: age = 33.9, Endometrial cancer = 0. Hyperplasia = 0. Atrophic endometrium = 0. Inactive endometrium = 2.
57% with HMB; 0% on HRT, Cyclic endometrium = 91. Other = 0
28% sterilised.
Country: UK
Eldred 19944 Epidemiology; 42 Women; presenting with Pituitary and ovarian 20 patients had MBL > 80 ml, 22 had MBL < 80 ml. Funding source: Not stated
case-control Sumef“‘/e menorrh?gt!a; no hormo,"fj Ieve'ltsh No difference between groups in hormone levels — FSH, LH-FSH and E2 Study summary: No association
EL=1I pathology or coagulation assoclation wi i between hormone levels and
disease. menorrhagia No correlation between MBL and hormone levels. menstrual biood loss
Country: UK
Fedele 199278 Diagnostic; pre- 43 Women; recurrent Transvaginal ultrasound;  Ultrasonography results: 22 of 43 had adenomyosis, 4 had leiomyoma > 10 cm. Funding source: Not stated
?ndtPOStt rrlenorrhagla;.snlarge? Elst?patflology PO?t' Pathologist: 20 had adenomyosis, confirming 16 US findings, 6 were excluded, 4 new cases.
reatmen uterus; no evidence o ysterectomy — reference I e _
EL =] leiomyoma on examination: Ultrasound sensitivity = 80%, specificity = 74%, PPV 73%, PNV = 81%.
scheduled for hysterectomy;
Country: ltaly
Higham 199942 Diagnostic 254: 207 subjective Women Clinical markers of MBL—  MBL ranged from 8 to 616 ml (median 79 ml) in subject menorrhagia, and 2.5 to 288 ml (median Funding source: Not stated
EL=II menorrhagia; 47 Country: UK pad use, duration of 36 ml) in subjective control group. Study summary: Despite some
subjective controls menses Association between pad use and MBL (n = 412): r = 0.61, P < 0.005) correlation between clinical
Association between duration and MBL (n = 420): r = 0.35, P < 0.01) measures and MBL, objective
Association between number of pregnancies and MBL: P < 0.005 measurement of MBL is still
Association between age and MBL: r= 0.3, P < 0.01 required.
Association between height and MBL: r = 0.2, P < 0.01.
Loffer 198984 Diagnostic; 187 Women; AUB - 47 post- D&C; hysteroscopy Pathology identified: Funding source: Not stated
comparison menopr;usal, 12%2 Menorrhagia = 68 normal, 13 polyps, 16 fibroids, 3 hyperplasia, 0 cancer, 2 endometriosis. Study summary: Study shows
EL=1I oo ohacia. 18 Sensitivty, specificity, PPV, NPV of D&C compared with histology: 65% (32/49), 100%(102/102), ~ Value of hysteroscopy for
menometrorthagia, 100% (32132), 17% (17/102) identification of uterine
metrorrhagia 0 PR pathology
Country: USA Sensitivity, specificity, PPV, NPV of hysteroscopy with tissue sample compared with histology: 98% ) '
’ (48/49), 100% (102/102), 100% (48/48), 1% (1/102) Reviewer comments:
In 91 patients with five hst v 1 had patholoay identified by bi Retrospective analysis without
n 91 patients with negative hysteroscopy only 1 had pathology identified by biopsy. standards techniques for biopsy.
MacKenzie Diagnostic 1029 Women; undergoing D&C; D&C Histopathology results: Funding source: Not stated
197872 EL=1I excluded if for evacuation of Proliferative phase = 310 (30.1%) Study summary: improved

retained products of
conception or for
hysterectomy or vaginal
repair.

Country: UK

Secretory phase = 274 (26.6%)
Mixed = 8 (0.8%)

Menstrual = 35 (3.4%)

Hyperplastic = 57 (5.5%)

Decidua = 12 (1.2%)

Atrophic endometrium = 8 (0.8%)
Endometriosis = 8 (0.8%)
Endometrial polyps = 21 (2.0%)
Endometrial carcinoma = 15 (1.4%)
Inadequate sample = 85 (8.3%)

No curettings = 153 (14.9%)

No report = 43 (4.2%)

Figures varying by indication for D&C.
Mean stay in hospital = 1.8 days.

selection of patients for D&C
could greatly reduce number of
unnecessary procedures.
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Evidence tables

Bibliographic ~ Study type and No. of patients and Population characteristics ~ Type of test and Sensitivity, specificity, PPV and NPV Source of funding and

information evidence level prevalence reference standard additional comments

Miller 2001564 Epidemiological 246: 123 cases - 51 Women; treated for Test for von Willebrand African-Americans had higher vWF:ag (P = 0.001), FVIII (P = 0.008) and vWF:Act (P= 0.006) than Funding source: not stated
cohort Caucasian; 70 menorrhagia disease Caucasian population. vVWF:RiCof, bleeding time and partial thromboplastin did not differ between Study summary: Study shows
EL=1I African-American, Country: USA racial groups. higher levels of VWF factors in

123 controls — 45
Caucasian; 76
African-American

In Caucasian group 0 control and 7 cases had vWD, in African-American group 1 control and 1 case

had vWD.

In both racial groups those with type O blood differed from those with ABO blood type.

African-American population
compared with Caucasian
population. This suggest tests
should take account of these
differences

Motashaw No comparison 370 Women; referred for Hysteroscopy Hysteroscopy findings: Funding source: Karl Storz

19908 group investigation due to AUB; Normal cavity = 124 (33.51%) GmbH and Co
EL=1II non-pregnant; known Polyps — endometrial = 66 (17.83%)

pathology excluded. Polyps — cervical = 10 (3.70%)
Aged 22 to 82 years. 3 Submucous myoma =42 (11.35%)
28 pre-menopausal, 42 Endometr!al hyperplasia = 85 522.97%)
post-menopausal. Endometrial strophy = 6 (1.62%)
Countrv: Indi Synechiae =21 (5.67%)
ountry: India Adenocarcinoma = 5 (1.35%)
Other = 11 (2.97%)
Nagele 19967 Diagnostic 2500 Women referred for Hysteroscopy Hysteroscopy successful in 96.4%. 89% completed, 7.4% incomplete, and 3.6% failed. Funding source: Not stated
EL=1I outpatient hysteroscopy Diagnostic outcomes: menorrhagia (n = 1120) 583 (52.1%) normal, 334 (29.8%) fibroids, 112 (10%) ~ Study summary: Hysteroscopy,
Country: UK polyps, 8 (0.7%) atrophy, 29 (2.6%) irregular endometrium, 3 (0.3%) endometrial carcinoma, 51 unlike ultrasound, allows
(4.6%) miscellaneous. Total (n = 2409) 1172 (48.6%) normal, 585 (24.3%) fibroids, 272 (11.3%) optimum assessment of patient
polyps, 87 (3.6%) atrophy, 64 (2.7%) irregular endometrium, 11 (0.5%) endometrial carcinoma, 218 prior to potential surgery.
(9%) miscellaneous.

Stovall 199176 Randomised; 275 - 126 Novak Women; referred for AUB; Novak curette; Pipelle Patient pain: for Novak group mean pain score was 4.36 vs 3.21 for Pipelle group (P < 0.05). Funding source: Not stated
comparative; biopsy, 149 Pipelle excluded if pregnant. endometrial sampling; Failure of test: insufficient sample — Novak group = 12 (9.5%) vs 19 (12.8) for Pipelle group (NS) Study summary: Study suggests
blind biopsy Novak group: aged 44, Histology from Sampling outcomes: that Pipelle is as effective as
EL=1la parity 4, indication for biopsy ~Subsequent hysterectomy s _ - Novak.

Z 3120 Endometriosis: Novak = 23 (18.3%) vs 23 (15.4%) in Pipelle
- AUB = 83.3%, o - 0 %\in Pi
postmenopausal Hypgrpla;la. Novak = 15 (11.9%) vs 11 (7.4%) in Pipelle. .
bleeding = 16.7% Proliferative or secretory: Novak = 76 (60.3%) vs 96 (64.4%) for Pipelle
Pipelle group: aged 40, Histology confirmed results in 48 of 50 (96%) of patients.
parity = 4, indication for
biopsy — AUB = 89.9%,
postmenopausal
bleeding = 10.1%
Country: USA

Valle 198174 Diagnostic 553 Women; AUB; Hysteroscopy; Pre-menopausal women (n = 419): Funding source: Not stated

EL=1I Age range from 20 to 75 Béséeroscoplc biopsy; Number of pathologies identified via hysteroscopy; hysteroscopic biopsy; curettage histology. Study summary: Hysteroscopy
Country: USA Endometrial polyps = 165, 150, 15 provides a useful method for

Submucous leiomyoma = 68, 8, 0

Adenomatous hyperplasia = 16, 10, 4

Intrauterine adhesions = 9, 2, 0
Intrauterine foreign body =7, 7,0
Uterine septum =7, 0,0

Caesarean section scar defect = 5, 0, 0.

Post-menopausal women (n =134):

Number of pathologies identified via hysteroscopy; hysteroscopic biopsy; curettage histology.

identifying intrauterine pathology
not available using ‘blind’ D&C.
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Heavy menstrual bleeding

Bibliographic ~ Study type and No. of patients and Population characteristics ~ Type of test and Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level prevalence reference standard additional comments
Endometrial polyps = 37, 29, 5
Submucous leiomyoma = 12, 2, 0
Atrophic endometrium =17, 15, 12
Adenomatous hyperplasia = 6, 5, 1
Aden carcinoma = 3, 3, 1
Vercellini Diagnostic 793 Women; referred for AUBto  Ultrasonography; Ultrasonography: 300 normal, 417 abnormal, 53 doubtful. Funding source: Not stated
19977 EL=1I Centre for Menorrhagia; hysteroscopy; ) Hysteroscopy: 325 normal, 445 abnormal (234 submucous myomas, 155 endometrial polyps, 76 Study summary: Considering
PBAC > 100; those on hysterectomy/resection - gpdometrial hyperplasia, 2 endometrial carcinoma). good specificity and NPV of
hormonal treatment reference transvaginal ultrasonography, it
excluded; those who had _ should be considered for initial
D&C or hysteroscopy within investigation of pre-menopausal
3 months excluded women.
Country: ltaly
Vercellini Diagnostic study 115 - 13 excluded, Women; undergoing Transvaginal Biopsy: 29 cases of adenomyosis identified (28%) Funding source: Not stated
19987 EL=1Ib 102 included in hysterectomy due to ultrasonography; Sonography: 48 cases of adenomyosis; 24 confirmed; 5 missed Study summary: Both tests

analysis

menorrhagia and/or
dysmenorrhoea; women
with known pathology
excluded.

Country: Italy

myometrial needle biopsy;
post-hysterectomy
pathology assessment —
reference

produced suboptimal test results,
and combined did not improve
results.
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Evidence tables

Table 3.3 Menstrual bleeding patterns, prevalence of HMB, presence of uterine pathology, and risk-factors associated with HMB — non-comparative studies
Bibliographic ~ Study type and  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Allen 199082 retrospective prevalence of 3241 women; referred for Description 2218 of 3241 had an investigative or minor procedure. No cases of endometrial cancer Funding source: Not stated
cohort endometrial cancer menorrhagia found, 5 of cancer of the cervix. Study summary: Study shows
EL=3 Australia testing for cancer in menorrhagia
is of limited use.
Andrade cohort haematological 309 women; aged 15— haematological assay ~ Haematological results by MBL (MBL — haemoglobin, serum iron, serum ferritin): < 20 ml Funding source: Not stated
1991148 EL=3 against total MBL 48 years — average - haemoglobin, (n=130) - 13.3, 78.8, 28.5; 21-40 (n = 95) - 13.5, 75.6, 23.4; 41-60 (n = 50) - 12.8, 57.3, Study summary: Women
29.4; parity = 2.4; serum iron, and 18.6; 61-80 (n = 24) - 13,75.9, 14.5;> 80 (n = 10) = 12, 47.3, 10.6; All (n = 309) - 13.2, become anaemic when MBL
suitable for entry into serum ferritin, MBL-  72.2, 23. reaches 80 ml not 60 ml.
1US study alkaline haematin Normal (< 60 ml) vs heavy (> 60 mi). Age = 29.2 (SD 6.5) vs 30.6 (SD 6.4); weight = 55.9
Brazil (SD 9.7) vs 42 (SD 8.8); height = 155.3 (SD 6) vs 157 (SD 6.8); parity = 2.4 (SD 1.9) vs 3.6
(SD 2.8) P < 0.05.
Ballinger Cohort association of 1517 women; 20-59 MBL - self MBL self-assessment: light = 19%; moderate = 51.3%; heavy = 24.3%; very heavy = 5.4%.  Funding source: Not stated
1985¢ EL=3 menstrual and UK assessment, mental  Association of GHG > 12 (moderate depression) and MBL level, chi-squared = 20.11, Study summary: Demographic
mental problems health -~ GHG P =0.0002 factors have to be taken into
account when assessing impact
of psychiatric morbidity in women
with gynaecological problems.
Barer 1936%  Cohort Normal MBL 100 women; 15-43 years; MBL - alkaline For group (n = 100) MBL = 6.55 to 178.69 ml, mean = 50.55 (SD 25.73) (though results Funding source: Eli Lilly
EL=3 estimation anaemia excluded haematin skewed). 50% within 23.21 to 68.43 ml range. Study summary: Study shows a
USA No relationship between MBL and age. wide variation in ‘normal’
Relationship between duration and MBL; 3 days = 24.3 and 6 days = 58.66 ml. No stats menstrual blood loss.
given. Relationship between number of pads and MBL. No stats given
Belsey 1997%  Epidemiological 6375 patient women cycle length — days Menstrual cycle length (mean days) within woman: 15 years - 32 days, 41 - 27 days. Funding source: Not stated
cohort years WHO dataset Bleeding patterns (as defined by WHO) - approx. Normal bleeding - 15-19 = 70%, 20-24
EL=3 — 82%, 25-29 — 86%, 30-34 — 88%, 35-39 — 92%, 4044 — 89%, 45-49 — 73%. Prolonged
bleeding - 20-24 = 0.1%, 35-39 = 0.1%, 45-49 - 0.2%, all other groups = 0%
Campbell Cohort Menstrual histories 1472 (11910 women; 11-15 years menstrual cycle For all women: Duration of menstruation: < 3 days = 5.7%; 3-7 days = 89%; > 7 Funding source: WHO
1986 EL=3 cycles) - 670 Sri Lanka; Hong Kong ~~ length; duration of days = 5.3%. Study summary: Study focuses
(7099 cycles) menstruation Duration of menstruation by episode from menarche (3-7 day group only): 1st = mean on adolescent women just after
prospective and average 4.7 days (SD 2.2) 78% covered; 10-12th = 4.6 (SD 1.6), 92.8% covered; 19— menarche. Study shows high
80tz (481 1t cycles) 24th = 4.5 (SD 1.5), 94.7% covered. variation in menstruation
relfospeciive Duration (mean days) of cycle by episode from menarche (for prospective group, n = 670);  Symptoms occurs during this
1st=150.7 days (SD 45.2); 10-12 = 32.5 (13.6); 19-24 = 30 (SD 8.5). time frame.
Duration (median days) of cycle by episode from menarche: 1st = 34 days (< 20 days = 6.4%,
> 40 days = 38.3%); 10-12th = 31 days (7.7%, 13.2%); 19-24th = 31 days (9%, 7.9%).
Cazzola Prospective Menstrual cycle 1798 women — women included in Menstruation cycle Cycle length (all records, n = 36641): mean = 28.31 days, SD 5.1, range 7-286. Funding source: Not stated
19941 cohort characteristics 36641 cycles thhohc '\éamagle length Cycle length (non-monophasic, 15-44 years, n = 36018 cycles ): 28.04 days, 3.5, 15-44
EL=3 UK"'S‘”V ounct Cycle length (non-monophasic, 15-44 years, n = 1789 women): 28.46, 2.57, 21.3-38.6
Chiazze Epidemiological  description of 2316 women — women Cycle length; age Mean cycle length (n = 2316) by age: 15-19 = 30.8 days (SD 3.38), 68.4% 25-31 days; Funding source: Not stated
19682 cohort menstrual cycle 30655 cycles USA and Canada 20-24 = 30.5 (3.99), 62.6%; 25-29 = 29.6 (2.68), 78.9; 30-34 - 29 (2.92), 82.8%; 35~ Study summary: Variability

EL=3 39 =28.5(2.58), 86.4%; 40-44 = 28.3 (2.77), 81.8%.

% cycle 25-31 days (n = 30655 cycles) by age: 5-19 = 56.6%; 20-24 = 61%; 25-
29 =75.4%; 30-34 = 74.6% ; 35-39 = 73.2% ; 40-44 = 68.1%.

highest in younger women, and
decreases with age-group.
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Heavy menstrual bleeding

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Claessens Epidemiology Testing for 83 -59included,  women; hospitalised for ~ Prevalence of 44 of 59 (74%) were found to have DUB. Funding source: Not stated
19811 EL=3 coagulation 24 excluded as menorrhagia at Hospital ~ coagulation disorders 11 of 59 (19%) were found to have coagulation disorder - 4 had idiopathic Study summary: Suggested that
disorders menorrhagia not  for Sick Children thrombocytopenic disorders, 3 had VWD, 2 had Glanzmann's disease, 1 had thalassemia, 1  girls referred for HMB have in-
the ma'tf‘ (assume young adults). had Fanconi’s anaemia. depth history and blood test.
o Study undertaken 9 (15%) of 59, but 5 (45%) of 11 with coagulation disorders had life-threatening uterine
Symptom between 1971 to 1980.
blood loss..
Canada
Cole 197127 Cohort Factors associated 348 Women; 17-45 years MBL - MBL loss distribution (n = 280); < 50 ml = 206; =50 — 99 ml = 60; > 100 ml = 14. Heavy Funding source: Not stated
EL=3 with MBL spectrophotometry; defined as 45 ml as represents upper 30%. = 80 ml = 26 of 280. Study summary: MBL was
haemoglobin level Difference in MBL in two consecutive cycles: 0—4 = 38.3%, 5-9 = 22%, 10-14 = 14.5%, associated with age, parity and
15-19 = 7.6%, 20-24 = 5.6%, 25-29 = 3.9%, 30-43 = 2.3%, 35-39 = 0.7%, 40-44 = 0.3%,  birthweight of children.
45-49 = 1.6%, 50+= 3.3%.
MBL by parity: 0 =26.4 ml, 1 or 2 = 34.3 ml, 3+ = 40.4 ml.
MBL by age: 17-19 = 27.5 ml, 20-24 = 32.3 ml, 25-29 = 36.3 ml, 30-34 = 32.7 ml, 35—
39=237.4ml, 40-44 = 38.3 ml
MBL by height: < 160 cm = 29.6, 160 cm = 37.6 ml, 154+ = 38.4 ml.
Cote 20034 cross-sectional  cost of 2805 women women; 18-64 years Self-reported MBL; Age difference: heavy flow vs low/normal flow — 18-39 = 114 (30.6%) vs 485 (19.9%); 40-  Funding source: Not stated
EL=3 menorrhagia; involved in NHIS  old; natural perception of general 49 =237 (63.5%) vs 1722 (70.8%); > 49 = 22 (5.9%) vs 225 (9.3%), P < 0.00 Study summary: Study provides
factors associated  household survey  menstruation in last health; age Ethnic group: white = 258 (69.2%) vs 1844 (75.8%); others = 115 (30.8%) vs 588 (24.2%),  data on association between
of menorrhagia ;2 momh.s and ok P=0.01. subjective menorrhagia and
astfogen contaiing. Education level = less than high school = 68 (18.2%) vs 368 (15.1%); High school socio-demographic factors.
- 0, 0/ \- = 0, 0, =
drugs, except OCP; no cert. = 225 (60.3%) vs 1370 (56.3%); degree = 80 (21.4% vs 694 (28.5%), P = 0.01
reproductive cancer; no Perception of health: excellent = 85 (22.8%) vs 881 (36.2%); very good = 121 (32.4%) vs
recent hysterectomy, 813 (33.4%); gOOd =111 (29.8%) vs 556 (22.9%); fair = 40 (10.7%) vs 149 (61 %);
USA poor = 16 (4.3%) vs 32 (1.3), P < 0.00.
Cramer 19902  Epidemiology Prevalence of 100 Uterus collected after Prevalence of In 100 uteri a total of 649 fibroids were identified. Funding source: N/A
EL=3 leiomyoma hysterectomy leiomyoma 48 uteri without fibroids on routine examination showed 67 on dissection in 25 cases.
USA 52 uteri had 582 fibroids.
77% prevalence of fibroids in whole group
74% prevalence in pre-menopausal women.
Average number of myomas in pre-menopausal women = 7.6
Average size of largest myoma in pre-menopausal women = 18.8 mm
Cramer 1992%  Educational Epidemiology of prevalence of Prevalence of myomas by menopausal status: Funding source: Not stated
tutorial myomas myomas by pre-menopausal = 74%, post-menopausal = 84%
EL=3 menopausal status, Incidence per 1000 of myomas by age:
age and risk factors P Y y age.
2510 29: 0.31
301034 =0.96
351039 =267
40044 =463
45t049=6.20
>50=4.24
Relative risk of myomas by risk-factor:
Reduced as number of pregnancies increased, age of last pregnancy increased, weight
decreases, smoking increases and oral contraception use increases
Decloedt diagnostic; hysteroscopy 673 women; AUB - Pathology Failure rate of 6% for hysteroscopies. Funding source: Not stated
19998 epidemiology; hysteroscopies in  menorrhagia, post- identification; failure Study summary: High level of
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Evidence tables

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
retrospective 665 patients menopausal bleeding, rate 336 (50%) women had menorrhagia — 128 (19%) < 40 and 208 (31%) > 40. pathology suggests need for
EL=3 etc; average age Normal cavity: Menorrhagia < 40 years = 79% (96); menorrhagia > 40 years = 68% (138).  Nysteroscopies in AUB patients,
47 years Whole population = 68% (431) except menorrhagia in < 30 year
Belgium Fibroids and polyps: menorrhagia < 40 — submucosal fibroids = 11% (13), endometrial olds.
polyps = 7% (9). Menorrhagia > 40 — submucosal fibroids = 21% (43), endometrial
polyps =20% (10). Whole population = 12% and 17%, respectively.
Emanuel Cohort; Association of 1202: 502 with women; referred for pathology; disease Of 502 patients referred with menorrhagia — 267 (53%) had normal/inactive pathology, 137  Funding source: Not stated
1995%7 epidemiology pathology to UB-  menorrhagia hysteroscopy classification (27%) had submucous myoma. Other 20% not reported. Study summary: Study shows
EL=3 including Netherlands high levels of pathology
menorrhagia using associated with menorrhagia.
hysteroscopy
Farquhar Non-comparative  Risk factors 1033 Women; pre- Risk factors Biopsy results: Funding source: University of
199983 cohort associated with menopausal; heavy or  associated with 914 = normal Auckland
EL=3 endometrial irregular menstrual hyperplasia 22 = polyps Study summary: The following
hyperplasia bleeding 20 = simple hyperplasial are risk factors for endometrial
New Zealand 22 = complex hyperplasia hyperplasia in pre-menopausal

3 = atypia hyperplasia

5 = endometrial cancer

46 insufficient material

Risk factor frequency:

Age > 40 = 56%

Age >45=271%

Weight > 90 kg = 21.1%

Nulliparity = 16%

Infertility = 7%

Diabetes = 3.4%

Previous breast cancer = 0.4%
Menstrual bleeding > 7 days = 32%
Menstrual bleeding > 14 days = 8%
Irregular menstrual bleeding = 38.3%
Polycystic Ovaries = 2.3%

Family history of breast cancer = 5.3%
Family history of endometrial cancer = 2.1%
Use of exogenous estrogen = 18%

Factors associated with abnormal pathology or hyperplasia.
Risk factor OR (95% Cl) for abnormal pathology:

Weight > 90 kg = 5.5 (2.9 to 10.6)

Family history of colon cancer = 5.0 (1.3 to 19.1)
Infertility = 3.6 (1.3 t0 9.9)

Age>45=3.1(15t06.1)

Nulliparity = 2.8 (1.110 7.2)

Family history of endometrial cancer = NS

Risk factor OR (95% ClI) for complex, atypia or carcinoma:
Weight >90 kg = 7.3 (3.2 10 16.8)

Family history of colon cancer = 9.1 (2.2 to 37.1)
Infertility = 3.3 (0.99 to 11.1)

Age >45=NS

Nulliparity = 3.7 (1.2 to 10.9)

Family history of endometrial cancer = 5.8 (1.1 to 28.6)

Regularity or duration of menstruation were not significant risk factors.

women with abnormal menstrual
bleeding: body weight = 90 kg,
age 245 years, infertility, family
history of colonic carcinoma, and
nulliparity. Current guidelines
may need to be reconsidered.
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Heavy menstrual bleeding

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Friberg Epidemiological ~ Prevalence of 1410 Secondary school Reporting of 375 of 1019 reported menstruation as heavy. Funding source: Not stated
2006565 population study  bleeding disorders  questionnaires pupils. menstrual bleeding 127 of 1019 reported receiving treatment for HMB. Study summary: Bleeding
EL=3 sent out, 1019 Average problems symptoms were relatively
replies received 596 = 16.7 years prevalent in this population and
Sweden similar to other population-based
studies.
Gao 198714 epidemiological ~ Epidemiology of 421 Women; 18 to 44 years;  MBL levels; MBL(ml): range 4.1 to 273.6 ml, mean 54.2 (SD 37). 5th and 95th percentiles = 14.2 and Funding source: United Nations
cohort MBL and blood regular menstruation; haematology levels 124.1. 28D range = 11.3 to 169. Fund for Population Activities
EL=3 haematology - normal pelvic Haemoglobin (g/dI): range = 8.3 to 16.7, mean 13.2 (SD 1.1). 5th and 95th Study summary: Study shows
a'k?r:'ng haematin elfam'naﬂorlm? no history percentiles = 11.5, 14.9. 25D = 11. to 15.4 higher average MBL than with
metnods ‘C’Om‘;;’gsgﬁves Ferritin (ng/ml): range 1.2 to 180. Mean = 22.8 (SD 18.3). 5th to 95th percentile = 3.6t~ European and US populations.
chi ' 55.8.2SD = 3.49 10 83.8.
na Reslts by MBL: MBL, % haemoglobin < 12 g/d, % ferritin < 16 ng/ml, % with both.
<20 ml (n =48) 0%, 16.7%, 0%
20 t0 40 (n = 1445) 4.1%, 27.6%, 2.1%
4010 60 (n = 92) 9.8%, 33.7%, 3.3%
60 to 80 (n = 53) 18.9%, 54.7%, 17%
80 to 100 (n = 37) 13.5%, 70.3%, 13.5%
> 100 (n = 46) 30.4%, 82.6%, 26.1%.
Gath 198765 cross-sectional ~ association 521 women Women; aged 35-59. Psychiatric state — Pad use > 6 (n = 86) was NS for all except neuroticism (P < 0.05). Pad use > 8 (n = 38) Funding source: Oxford regional
survey between UK present state; GHG; was NS for all measures. health authority
EL=3 gynaecological and Eysenck personality  gupjective assessment: very heavy periods (n = 16) - P < 0.001 on present case (case vs  Study summary: Some
mental factors inventory. non-case); P < 0.05 on present state (total core). P < 0.05 on GHG (higher scores). NS for  association between heavy
other scores. Interference with life from heavy periods (n = 59): NS on all scores except period and psychiatric
neuroticism (P < 0.05). symptoms, but less than for
dysmenorrhoea and
premenstrual symptoms.
Gordley Cross-sectional 335 approached,  women; menstruating; Stress — JCQ and Multiple logistic regression (allowing for common confounders) of risk factors for Funding source: Department of
200058 survey 202 eligible, 170 serving in US Army; MEQ questionnaires  hypomenorrhoea: life event, OR = 2.99 (1.2-7.42); race, OR =4.99 (2.07)-12.05); military, ~ Defence grant
EL=3 replied. excluded if - pregnant, OR =4.12 (0.89-19.16). Non-significant for fuel-handling, passive smoking, exercise, BMI, Study summary: Study suggests
pregnant in < 6 months, education level, age, and job strain. life events linked to menstrual
using hormonal Life events — any major life change, good or bad. problems.
contraceptives,
HIV/AIDs, diabetes,
cancer of reproductive
organs, systemic lupus,
Cushing syndrome, TB.
multiple sclerosis,
hysterectomy, BSO.
USA
Greenberg Cohort association 50 women; referred to MBL; psychological 62% of people referred had GHG > 12 (moderate depression GHG +). Funding source: Not stated
19837 EL=3 Eet"lvt‘;e“ ?ental clinic for menorrhagia  assessment~GHG  Haemoglobin levels were13.19 in GHG+ (depressed) and 12.2 in GHG — (not depressed)  Study summary: Study suggests
ealth an

menorrhagia

UK

(P < 0.05). Ferritin levels were 18.4 vs 14, respectively.

that women complaining of
menorrhagia but who have
depressive symptoms have
lower MBL than those that do
not.
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Evidence tables

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Hallberg Cross-sectional ~ Menstrual patterns 748 approached ~ women; age stratified MBL - alkaline MBL (ml) by age: (mean, SD, 90th percentile) 15 = 33.8, 2.4, 65.1; 23 = 38.9, 3.7, 77.8; Funding source: Swedish
196625 survey - data available 15-50; menstruating haematin; blood tests 30 =49.7, 86.3; 40 = 44.5,5.7,87.1; 45 =42.7,4.5,88.1; 50 = 62.4, 13.2, 133.1; Medical Council
EL=3 on 476. Women  gyeden All=43.4,2.3,83.9. Study summary: MBL > 80 ml is
either refused or MBL (ml) by age of ‘series B’ — subjective assessment of ‘normal’, haemoglobin > 12 seen as abnormal based on
were excluded. /100 ml, plasma iron > 80 ug/100 ml, MCHC > 30%: (mean, SD) 15 = 32.9, 2.6; 23 = 38.8, average MBL and change in
4.8;30=29.7,3.9;40=29.8,3.0; 45=31.7, 3.7, 50 = 52, 7.5; All = 33.2, 1.6. blood counts.
All subjects: Haemoglobin concentration decrease (P < 0.01) at > 80 ml MBL. MHC
decrease (P < 0.01) at > 80 ml. Iron concentration decrease (P < 0.01) at > 80 ml.
Series B — 95th percentile = 76.4 ml
Hammouda Epidemiology; Epidemiology of 660 of 9642 Women; admitted to Age stratified Age structure: Funding source: Not stated
196786 retrospective; women referred women seen hospital with diagnosis  prevalence; pathology  of 660 women: 370 were aged 40 to 45, 205 were aged 45 to 50, and 85 were over Study summary: Study shows
case series with DUB were for DUB of DUB identified 50 years old. that label of DUB is often over-
EL=3 (104%) Saudi Arabia Endometrial findings: used, and pathological cause of
_ DUB can be found with proper
Normal = 504 investigation.
Endometrial hyperplasia = 124 (18.8%)
Atrophic = 32
Pathology findings:
Myomas = 103
Adenomyosis = 24
Endometriosis = 20
Polyps = 32
Cysts of ovary = 6
Ovarian thecoma = 1
Carcinoma =9
Harlow 199757 Cohort Examination of 248 women; Aged 12-14 cycle length - days Median cycle length (days): African-American (n = 111) = 29.8 (21-85); European- Funding source: National
EL=3 menstrual cycles USA American (n = 119) = 30.4 (22-53), P = 0.49. Institute of Child Health and
Regression analysis: risk factors associated with a cycle length > 45 days = European- Development
American OR = 1.86, 10th percentile of BMI (low weight), OR = 1.48; Diet to lose weight, Study summary: Weight and high
OR = 0.53; time since menarche < 12 months, OR = 1.44. exercise are associated with
increases cycle length.
Harlow 199124 Epidemiological ~ Menstrual cycle 158 women - Women; 17-19 years; MBL cycle length Cycle length based on cycles (n = 1180) = 28.9 days, variance = 20.4. Cycle length based ~ Funding source: Not stated
Cohort patterns 1180 cycles 1st year of college; part ~ (days) on women (n = 158) = 29 days, variance = 15.8. Study summary: Study shows a
EL=3 of "YOTe"'hS rr]tealth Transition in cycle length within each category in any one month: degree of variation in cycle
project conort <17 days (n = 14) - < 25 years old = 0.5%, 26-34 years old = 0.25%, > 35 years old= length between cycles in same
USA 0.25%. women.
17-25 days (n = 207)- < 25 years old = 0.2%, 26-34 years old = 0.65%, > 35 years
old = 0.15%.
26-34 days (n = 708) - < 25 years old = 0.19%, 26-34 years old = 0.65%, 35> years
old = 0.16%.
35-43 days (n = 103)- < 25 years old = 0.13%, 26-34 years old = 0.65%, > 35 years
old = 0.19%.
44-59 days (n = 33) — < 25 years old = 0.11%, 26-24 years old — 0.66%, > 35 years
old = 0.23%.
> 59 days (n = 17) — < 25 years old = 0.29%, 25-34 years old = 0.4%, > 35 years
old =0.31%.
Harlow 199412 Cohort Factors associated 1791078 women; aged 17-19; length of MBL (days) ~ Range of duration of MBL = 1 to 19 days. Median = 5. 97% between 3 and 8 days. Funding source: Not stated
EL=3 with duration of cycles not married; not Study summary: Exercise

pregnant; using
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Heavy menstrual bleeding

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
menstrual bleeding hormonal associated with longer cycle
contraceptives; not length.
have children
USA
Hartz 197960 Cohort Obesity as risk 26638 women; members of Cycle length; MBL-  Weight was associated with longer cycle length (normal 14-33): > 36 days were +16.94 Ibs  Funding source: TOPS, inc
EL=3 factor in menstrual TOPS charity; ahead self-assessed; weight (P < 0.001); < 21 days were +5.91 (P < 0.05). (weight charity) and Obesity and
problems 20-40 years Weight associated with amount of flow (subjective): heavy flow 8.8 Ibs heavier than normal ~ Metabolic Research Program.
USA (P<0.01).
Hefnawi Physiological factors associated 812-774 Women; aged 14 -49;  MBL correlates Mean MBL = 25.6, median MBL = 20.2 Funding source: Not stated
19794 study with MBL participated regular menstrual MBL and age: r = +0.06 (NS). MBL and parity r = +0.21. MBL and systolic blood pressure
EL=3 bleeding r=+0.18. MBL and diastolic blood pressure, r = +0.12.
Egypt
Janssen Epidemiological;  measurement of 313 Women; aged 18-50; MBL - alkaline Haemoglobin significantly decreased (P < 0.05) at 60 ml MBL. Anaemia increased rapidly Funding source: Not stated
19982 Cohort MBL no amenorrhea. haematin; at 60 ml and then again at 120 ml. Ferritin decreased at 20 ml. Low ferritin at 40 ml. Study summary: Risk of
EL=3 Netherlands haemoglobin; anaemia levels with MBL: 1-20 = 1.5%, 21-40 = 5.9%, 41-60 = 5.3%, 61-80 = 10.3%, 81~  developing anaemia increases
anaemia, ferritin; 100 = 18.8%, 101-120 = 16.7%, 121-160 = 37.5%, 161-240 = 50%, > 240 = 93.8 substantially at 120 ml, not
subjective 80 ml. Suggests that 80 ml
assessment of heavy definition of menorrhagia needs
bleeding to be revised upwards.
Janssen cohort, Risk factors for 347 - after women; 18-50 years; MBL Median MBL = 32.7 ml (range 0.3-230.5). Incidence of menorrhagia = 13.5%. Funding source: Organon and
19974 prospective menorrhagia exclusion criteria  uterine pathology Multiple regression and logistic regression analysis of risk factors for MBL: age (2= 0.28) ~ Sanofi Winthrop
EL=3 é?zdrema'"?dt; ElXC“(qued; '"?gglzr_ was only variable to explain some variance. Study summary: Study shows
L0y popuiation - peeding exesed, Parity, BMI and smoking were non-significant in analysis. that age is only risk-factor
enrolled in hormonal treatment associated with increased MBL
separate clinical  within 2 months Univariate analysis shows trends for increase MBL with parity and BMI, but allowing for age '
study. excluded. show no that there is no effect.
Netherlands
Jeyaseelan Non-comparative 1740 women; part of WHO cycle length — days Cycle length (days) by women age (mean, SD, range): < 19 years = 31.7, 3.4, 23-41; 20-  Funding source: Not stated
199220 cohort cohort 24=31.4,34, 24-45,25-29 = 312, 3.4, 20-46, 30-34 = 30.8, 2.8, 25-41;35-39=31.1,  gtydy summary: Cycle length
EL=3 India 3,24-41;> 40 =30.6, 3.1, 25-43; All = 31.2, 3.2, 20-46. decreases with age up until pre-
menopausal period when it
increases.
Kadir 19984 Cohort; testing for inherited 208 assessed. 58  Women; PBAC score MBL - PBAC; Of 150 — 123 had no inherited disorder, 20 had vWD, 6 had FXI deficiency. Menorrhagia Funding source: Not stated
epidemiology blood disorders with PBAC <100 > 100; regular bleeding; inherited blood since menarche in 11, 13 (P = 0.001), and 4 (P < 0.001) respectively. Study summary: Routine testing
EL=3 excluded. 150 known blood or endocrine  disorder presence. for inherited bleeding disorders
included disorders excluded; use suggested in women presenting
of hormonal treatment with menorrhagia.
within 2 months excluded;
identified pathology
excluded.
UK
Kato 199918 cohort Factors associated 4900 Women; age 34-45 Menstrual cycle Cycle length: < 26 days = 18.8%; between 27-29 days - 50.2%; > 30 days = 18.8%; Funding source: National Cancer
EL=3 with menstrual USA length — self reported  Irregular = 12.2% Institute and National Institute of
cycle Environmental Health Sciences.

Study concentrates on factors
associated with cycle length, not
MBL, so not relevant.
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Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Kjerulff 1996%2  Retrospective Epidemiology of 1245 women - Women; undergone Epidemiology of Black women were diagnosed with fibroids at earlier age than white women (P < 0.001)
case series uterine fibroids 409 (301 had hysterectomy for benign  uterine fibroids; Average age was 41.6 for white women and 37.5 for black women (P < 0.001)
EL=3 fibroids) black, condition; aged Black women had hysterectomy at younger age than white women (P < 0.001)
838 white (281 > 18 years; uterine Average age for white women = 44.6 and for black women was 41.7 (P < 0.001)
had fibroids) fibroids Black women waited longer before having hysterectomy (3.9 years vs 2.8, P = 0.002)
USA Uterine weight was greater in black women compared with white women (420.8 g vs
319.1g, P <0.001)
Black women had more fibroids than white women (P, 0.001)
Black women more likely to have subserosal or submucosal fibroids than white women
(P<0.05)
No difference between groups in size of largest fibroid.
No difference between groups in terms of symptoms, except anaemia and severe pelvic
pain that were more common in black women.
No difference within groups in terms of BMI, years since last birth, or age of hysterectomy
and uterine weight.
In multiple regression analysis, race and menopausal were associated with uterine weight
(P < 0.001), while BMI, year since last birth and age of hysterectomy were not.
Kritz- Cross-sectional  Effect of obesity, 2912 women; serving in US Regression analysis Logistic regression of risk-factors for heavy periods showed that smoking, OR = 1.17 Funding source: US Army
Silverstein survey smoking alcohol Navy of factors (P <0.001), and high alcohol consumption, OR 1.4 (P < 0.05), were significant factors. Age, Medical Research and Material
19994 EL=3 consumption and USA race, pay grade, BMI, exercise were non-significant. Command
Exercise on No assessment of existing pathology or parity.
menstruation
Looker 1997147 Epidemiology Blood test - 24894 Men and women; Part Prevalence of iron Prevalence of iron deficiency and iron deficiency anaemia by age and sex: Funding source: Not stated
EL=3 haemoglobin levels, of National Healthand ~ deficiency by risk Females: Study summary: Study shows a
serum iron levels; Nutrition Survey; factors _ high prevalence of iron
questionnaire — > 1 year of age 12-15(n - 786) - 9%, 2% dgﬁ ipn monast women in
i i 16-19 (n = 700) -11%, 3% eficiency amongst wome
sl varblee USA 20-49 (n = 4495) - 1%, 5% USA.
ouflural vanables 50-69 (n = 2034) - 5%, 2%
>70 (n=1630) - 7%, 2%
Males :
12-15(n=691) - 1%, < 1%
16-19 (n = 658) - < 1%, < 1%
20-49 (n = 4048) - < 1%, 1%
50-69 (n = 1929) - 2%, 1%
> 70 (n=1437) - 4%, 2%
Univariate analysis showed racial minorities, poor, lower educated, and higher parity.
Multivariate analysis showed racial group and parity were significant risk factors, but
poverty and education did not.
Lurie 20053 Epidemiology Ultrasound 799 women; underwent Age related rates of Rates and Relative Risks of fibroids by age: Funding source: Not stated
EL=3 ultrasound - for pain, fibroids <20 = 0%, null

bleeding or suspected
myoma

Israel

21-30 = 4.5%, 1 (reference)
31-40=11.7%, 2.8

41-50 = 33%, 10.4

51-60 = 33.7%, 10.6
61-70=8.3%, 1.9

71-90 = 11.5%, 2.7

All =20.1%, 2.7
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Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Mahmood Prospective; Prevalence of 1542 patients — Women; scheduled for ~ Percentage of women  Of 1542 women included in study, 933 had normal pelvis, 382 had pelvic adhesions, 227 Funding source: Not stated
199155 cohort study; endometriosis 134 women with  laparoscopic or with endometriosis (15%) had endometriosis. Study summary: Study shows
epidemiology DuB hysterectomy due to Of 134 women with DUB (included in above figures), 73 had normal pelvis, 28 had pelvic that prevalence of endometriosis
EL=3 gyn;ecologlp?I i adhesions, 33 (25%) had endometriosis. is higher in DUB patients than in
ZLOd o;r}:]sél_r:gir? ty, Severity of endometriosis based on AFS score: otherl gtynaecologmal
sterilisation. ' For 227 women with condition — mild in 162, moderate in 51 and severe in 14 (6%). For populations.
UK women with DUB — mild in 25 (76%), moderate in 7 (21%), and severe in 1 (3%).
Matsumoto epidemiological  description of study 1-13380  women menstrual cycle Cycle length based on questionnaire (n = 13380) = 31 days, 10-90 percentile = 35-39, Funding source: Not stated
196216 cohort menstruation cycles; study 2—  japan description range =7 to 198. Cycle length based on records (n = 18213) = 30.37 days (SD 6.54), 10— gtydy summary: Study
EL=3 701 women, 90 percentile = 25-36. demonstrates the variation in
18213 cycles Age difference in cycle length — 13-17 mean average = 34.67 (10-90 percentile = 28-44),  ‘normal’ menstruation that
18-19 = 33.16 days (27-42); 20-24 = 32 (26-38); 25-29 = 31.28 (26-37); 30-34 = 30.07  occurs.
(25-36); 35-39 = 29.4 (25-35); 40-52 = 28.37 (25-32).
Duration of menstruation (n = 5307 women) — mean average = 5.03 days (SD 1.41).
Duration of menstruation by age: 13-17 = 4.71 days (SD 1.22); 18-19 = 4.88 (0.98); 20—
24 =483 (1.14); 25-29 = 4.67 (1.31); 30-34 = 4.57 (1.22); 35-39 = 4.19 (SD 1.37);
>40=4.12 (1.07).
Amount of menstruation (n = 2012 women) based on 4 point scale (1 low — 4 very heavy)
by age: 14 = index 2 (normal) — 30.2% vs index 4(very heavy) = 6.2%; 15 = 25.5% vs
15.9%; 16 = 11.2% vs 18.9%; 17 = 11.3% vs 18%; 18-19 = 14.2% vs 19.2%; 20-24 = 21%
vs 30%; 25-29 = 24.6% vs 11%; 30-34 = 20.8% vs 10%; 35-39 = 31.7% vs 7.3%;
>40=42.6% vs 7.4%.
Variation in cycle length (within -women) over 2 cycles: only 10% same. < 24 days = 1131
and 1136 — 173 same, 25-39 = 894 > 40 = 64. 25-39 = 15036, 15105 — < 24 = 894 (most
from 25-29 group. 25-39 = 13395, > 40 = 747. > 40 = 1120, 1046. < 24 = 69, 25-39 - 816,
>40=235
Monari 19987 Prospective, Menstrual cycle 1781 - 31290 women; > 6 cycles Menstruation cycle Cycle length (days) by age (mean, SD, range): 16-20 - 28.97, 3.48, 29; 21-25 - 29.3, Funding source: Not stated
cohort study length cycles recorded; no illness; length (days) 4.15,59; 26-30 - 28.83, 3.94, 73; 31-35 - 28.39, 3.92, 51; 3640 - 27.77, 3.56, 42, 4145 g1y4y summary: Study shows re-
EL=3 <100 day cycle -26.95, 4.46, 66; 46-50 — 27.55, 7.64, 82; 51-55 — 29.83, 9.29, 55; All - 28.27, 4.33, 82. education in cycle length with
UK age up until pre-menopausal
phase, when it increases.
Munster Epidemiological ~ Menstrual cycle 3743 Women; 15-44 years Menstrual cycle Regular vs Irregular menstruation by age: All - 86% vs 12.7% (1.3 missing); 15-19 - Funding source: Multiple non-
199222 survey length questionnaires Denmark length — menstrual 77.4% vs 20.8; 30-34 - 88.7 vs 10.5; 40-44 - 87.1vs 10.8. commercial funding
EL=3 sent - 2865 calendars or Menstrual cycle length by age for those with regular menstruation (irregular — no pattern or ~ Study summary: Study shows
responded - 620 retrospective recall.  reqularity over 1 year): (< 25 days; 26-31; 32>) 15-19 years old = 8.5%, 74.4%, 17.1%; that menstruation becomes less
had menstrual 20-24 = 11.2%, 78.6%, 10.3%; 25-29 = 11.2%, 79.1%, 9.8%; 30-34 = 9.6%; 83.2%, 7.3%;  variable with age, up until pre-
Ca:engafffig h?d 35-39 = 12.7%; 80.7%; 6.6%: 4044 = 18.7%, 79.2%, 2.1%. menopausal phase.
ﬁg:t"lt 17 hag Maximum cycle variation (median days): (< 3, 3-8, 914, > 15): 15-19 = 5.9, 26.6, 33.5,
made no 34;20-24=7.8,56.9, 18.6, 16.7; 25-29 = 12.9, 51.4, 23.6, 12.1; 30-34 = 18.1, 54.8, 18.1,
9;35-39=14.1,61.2, 15.4,9.3; 40-44 = 15.9, 54.4, 19.1, 10.6
calendar.
Average and percentiles:
Age 15-14 = 28.8 days (2.9), 5th-95th percentile = 23-34; Age 25-34 = 28.4 (2.6), 24-33;
Age 35-44 =27.5 (2.4), 23-31.
Oduijinrin cohort Menstrual cycle 950 Women. Aged 10 to Regularity of period; ~ Of 889 — 318 (35.8%) irregular; 481 (54.1%) regular, 90 (10.1%) unsure. Mean number of ~ Funding source: Not stated
199121 EL=3 18 years. menstruation cycle irregular months = 3.7. Study summary: Study focuses

Nigeria

length and flow; other
symptoms; factors

134 had cycle < 21 days, 129 had cycle > 29days, 70.4% between 22-29. 47 flow < 3 days,

on period immediately after

22



Evidence tables

Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
associated with 3-5 days in 699 (78.6%), and > 5 days in 143 (16.1%). 144 (16.2%) thought flow was menarche rather than across the
irregularity heavy. menstrual life-time.
Philipp 2005%6  Epidemiological ~ Testing for inherited 115 women; diagnosis of Prevalence of Haemostatic abnormalities: Funding source: Association of
study bleeding disorders menorrhagia; aged 13 inherited bleeding Platelet aggregation — for all (n = 115), < 19 (n = 25), 1044 (n = 65), > 45 (n = 25): 44%, Teachers Preventive
EL=3 to 55; primary care disorders 44%, 48%, 32% (P = 0.48). von Willebrand factor: 7%, 4%, 8%, 8%, P = 0.78. Coagulation ~ Medicine/Centres for Disease
setfing; excluded if factor: 5%, 8%, 6%, 0%, P = 0.34. Any abnormality: 47%, 48%, 52%, 32%, P = 0.32. Control and Prevention Grant
known pathology; Study summary: Study suggests
hormonal treatments bleeding disorders common in
W|th||nd2(;nonths women with menorrhagia
exclude Reviewer comment: Study had
USA no comparison group, and small
sample size.
Quinn 1920%  Epidemiology Risk factors for 106 Women; endometrial Risk factors for Of 106 women: Funding source: Not stated
EL=3 endometrial cancer cancer; pre-menopausal  endometrial cancer 11 were under 40 years of age, and 95 were 40 or over years of age.
Australia In women under 40: weighing 80 kg or more (P < 0.01), being nulliparous (P < 0.001), and
heavy or irregular bleeding (P < 0.02) were significant risk factors.
Rodeghiero epidemiology; Test for von 1218 children; both sexes; Prevalence of vWD Of 1218 children, between 7 (0.57%) and 14 (1.15%) could be classified as having vWD. Funding source: Health
198750 cohort Willebrand factors aged 11to 14; one This was based of being below 90th% confidence interval of whole group. Department of Veneto Region
EL=3 and family history of province 8 of 14 were female Study summary: Prevalence of
bleeding orders Italy 9 of 14 were in type O blood group. VWD in population may be higher
than previously thought.
Reviewer comment: Study on
general population provides a
baseline figure for prevalence of
vWD. Study appears well
conducted.
Rybo 196658 cohort Description of 344 community Women; 23-45 years MBL vs parity; MBL Nulliparous (n = 102) MBL = 38 (3.7) vs 45.5 (3.4) for parious women (n = 242), NS. By Funding source: Not stated
EL=3 menstrual cycle survey Sweden Vs age number of births: 0 =38 ml (3.7), 1 =41.7 ml (5.1), 2 =50.6 ml (7.4), 3 = 47.3 (5.8), Study summary: Study found no
length >3=40ml (6.6). significant association between
Birthweight of children: parity and MBL when age taken
2000-2499 = 38.3 ml (20.5), 2500-2999 = 46.9 (10.8), 3000-3499 = 30.3 (4.4), 3500 into account.
3999 =60.2 (15.1), 4000-4499 = 33.3 (7.9); 4500-4999 = 45.4 (13.7).
Sensky 1979  case series; Association of 215 women reported menorrhagia  History of menorrhagia = 76% in women with endometriosis Funding source: Not stated
retrospective endometriosis and UK Study summary: Study shows
EL=3 menorrhagia high prevalence of menorrhagia
with endometriosis, but does not
show prevalence of
endometriosis with menorrhagia.
Shapley Cross-sectional ~ prevalence of 2435 women menorrhagia; periods ~ Baseline: Funding source: NHS executive
200441 survey + menstrual disorders  questionnaires UK heawgr than usual. At prevalence of menorrhagia (heavy periods for last 6 months) by age: 18-24 = 46.8% of 218 West Midlands
prospective sent - 1861 baseline, 6 months, - 9534 = 4319% of 390; 35-55 = 59.9% of 479; 45-54 = 53% of 338; All = 51.6% of 1425.  Study summary: Study shows
cohort replies — 1513 12 months. Increase with age (P = 0.002) high prevalence and incidence of
EL=3 replied to Heavier periods than usual by age: 18-24 = 16.1%; 25-34 = 17.7%; 35-44 = 29.2%; 45~  HMB in general population in

baseline, 6 month
and 12 month
follow-up

54 = 23.1%; All = 22.6%.
12 month follow-up:

Cumulative incidence (excluding those with menorrhagia at baseline) of menorrhagia
(heavy periods for last 6 months) by age: 18-24 = 24.7% of 73 ; 25-34 = 22.4% of 156; 35-

UK.
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Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
55 = 25.3% of 158; 45-54 = 27.8% of 144; All = 25% of 531.
No statistically significant trend with age.
Heavier periods than usual by age: 18-24 = 15.8%; 25-34 = 16%; 35-44 = 24.4%; 45—
54 = 22.6%; All = 20.5%.
Snowden cohort Assessment of 5292 women; menstruating MBL - subjective self-  MBL estimation: ‘light’ = 870 (16.5%); moderate = 3375 (64%); heavy = 1008 (19.5%) Funding source: WHO
198312 EL=3 menstruation cycles Worldwide assessment; dura.tlon Amount of MBL by duration of menses: ‘light’ (n = 870) — 1-2 days = 17%, 3-4 days = 61%,  Study summary: Large WHO
of menses — days; 5-6 days = 17%, 7+ days = 5%; ‘moderate’ (n = 3375) - 1-2 days = 3%, 3-4 days =51%,  study shows variation in
length of cycle —days 56 days = 37%, 7+ days = 10%. ‘Heavy' (n = 1008) — 1-2 days = 1%, 3-4 days = 27%, 5-  menstrual patterns from
6 days = 42%, 7+ days = 30%. worldwide populations.
Preference and behaviour related to menses by MBL (% wanting factors by MBL class -
light, moderate, heavy): no amenorrhoea — 68%, 75%, 61%; less blood loss — 13%, 15%,
54%; more blood loss — 34%, 6%, 8%; work less during menses — 13%, 17%, 23%; rest
taken — 22%, 27%, 34%; mood change prior to menses — 34%, 33%, 44%; mood change
during menses — 42%, 43%, 57%; discomfort prior to menses — 53%, 55%, 61%; discomfort
during menses — 48%, 52%, 66%
Schmeler®! Case series Factors associated 188 Women; aged less than 73 of 188 women had history of irregular menstruation. Funding source: Not stated
EL=3 with endometrial 50; diagnosed with
cancer endometrial cancer
USA
Sulaiman non-comparative  Association of 50 women; MRI identified MBL - alkaline MBL by number of fibroids: 1 or 2 = 195 (+ 40.1) ml vs 3+ = 236 (+ 56.6) ml (NS). Funding source: Not stated
2004% refrospective fibroids and MBL fibroids; under-going haematin; fibroid size  gite of fibroid and MBL: submucosal (n = 12) = 323.5 (+ 55.82) ml; intramural Study summary: MBL correlated
case series UAE and location -MRI = 42) = 206.02 ( 43.03); subserosal (n = 5) = 495 (+ 98.9) ml. (NS) neither with size nor location of
EL=3 UK Largest fibroid and MBL: submucosal (r = -0.567, P < 0.01); intramural (r = -0.396, fibroids.
P < 0.01); subserosal (r = -0.837, P < 0.001).
Thomas Cohort Menstrual patterns 768 women; 13-14 years Length of MBL cycle  menstrual cycle length (days): 14-16 = 1%; 17-19 = 0%; 20-22 = 2.6%; 23-25 = 9.9%; Funding source: Not stated
19901 EL=3 old 26-28 = 64.3%; 29-31 = 16.6%; 32-34 = 1.8%; 35-37 = 1.5%; 38-40 = 1%; > 40 = 1%. Study summary: Study shows
Nigeria cycle length in adolescent
population in Nigeria.
Treloar 1967'  cohort description of 2700 women — Women Menstrual history Abnormal menstrual cycle length (n = 275945) = 0.97%. Funding source: Not stated
EL=3 menstrual cycle 25825 person USA Median average cycle length by age: 20 (n = 4928) = 27.8 (10-90 percentiles = 23.5 to Study summary: Study shows
length years 34.6); 25 (n = 10548) = 27.8 (24.1 to 33.6); 30 (n = 9255) = 27.2 (23.8 to 32.5); 35 variation in menstrual cycle, with
(n=9278) =26.7 (23.3 to 31.2); 40 (n = 8303) = 26.2 (22.7 to 30.1). variation in menstrual symptoms
Mean average cycle length by age: 20 (n = 452) = 36.09 days; 25 (n = 1005) =29.84; 30 decreasing and stabilising with
(n=916) = 29.3; 35 (n = 850) = 28.22; 40 (n = 730) = 27.26. increased age.
Mean duration of menstruation by age: 20 (n = 452) = 3.94 days; 25 = (n = 1005) = 3.45; 30
(n=916) = 3.16; 35 (n = 860) = 2.67; 40 (n = 730) = 2.83.
Treloar Cohort prevalence of HMB 3096 women; twins; age 46.3;  Prevalence of heavy 1266 (41.3%) of women reported menstrual problems during lifetime. 650 (or 80.2% of Funding source: University of
1999124 EL=3 Australia menstrual bleeding those that responded) reported heavy menses from 3096 (21%). 164 (31.3%) of 524 Queensland grant
women reported HMB was reason for having hysterectomy.
Utman 20023 Cohort Pathology 250 women; 12-19 years; Aetiology: DUB = 226 (90.4%); Coagulation disorder = 20 (8%); fibroids = 2 (0.8%); Non- Funding source: Not stated
EL=3 associated with excessive menstrual specific endometritis = 2 (0.8%). Study summary: Study shows
menorrhagia bleeding (> 5 pads a that pathology is low amongst
day) adolescents with HMB.
Pakistan
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Bibliographic ~ Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Vercellini epidemiological  hysteroscopy 61 women; AUB; moderate  Cause of AUB Of 61 cases: submucous myomas = 23; intramural/subserous myomas = 8; endometrial Funding source: Not stated
19933 cohort to severe anaemia polyps = 8; submucous adenomyomas = 2; DUB (anovulation) = 15; unexplained
EL=3 Italy menorrhagia = 5.
Warner Cross-sectional ~ Correlation of MBL 226 who collected ~ women; 25-49 years; MBL - alkaline Univariate analysis: MBL associated with (P < 0.05) subjective heaviness of bleeding; Funding source: Chief Scientist's
2004112 survey to clinical features ~ sanitary towels of  referred for menstrual haematin; referral for bleeding; patient believes referral is for bleeding; clot size; clot number; ferritin Office
EL=3 865 eligible in problems demographics; level; haemoglobin level; number of pads used; rate of change of pads; pads changes Study summary: Study shows
cohort of 952 UK menstrual blood clots;  during night; blood on clothing or sheets; duration of period; number of leakage onto correlation between suggestive
iron status; number of  underclothes. MBL not associated with age, deprivation, parity or volume of loss areason  4qsessment of MBL and
pad§ L_Jsed; pathway  for seeking help. objective MBL. Study highlights
to clinic Regression model: clot size, ferritin level, and frequency of pad change (P = 0.001, 0.002,  factors associated with MBL
0.006) provide best predictive model for MBL > 80 ml. levels.
Wegienka Survey Fibroid association 2384 approached ~ women; 35-49 years; menstrual flooding; Sonogram information on 878 of 910; 564 with fibroids and 314 without. Funding source: National
2003% EL=3 with menstrual - 910 suitable part of NIEHS fibroid length of menses; Mean tampon/pad use by status: no fibroid = 6.1 (SD 3.8); fibroid < 5 cm = 7 (4.2); fibroid Institute of Environmental Health
bleeding and responded.  study number of pads used > 5¢m = 10.7 (7.3). Sciences
USA Relative risks of HMB: no fibroid = 1; diffuse only = 1.5 (1.1-2); largest fibroid < 2 cm = 0.9
(0.6-1.3); Largest fibroid 2-5 cm = 1.5 (1.2-2); Largest fibroid > 5 cm = 2.4 (1.8-3.1).
Relative risk of HMB amongst women with leiomyomata:
has single or diffuse only = 1; multiple leiomyomata = 1.1; no submucosal fibroids = 1; has
at least one submucosal fibroid = 0.9.
Dilley 20015 comparative Prevalence of von 244 121 women; reproductive von Willebrand factor,  Prevalence of vVWD: menorrhagia = 11%, controls = 3.2% Funding source: Not stated
cohort study Willebrand disease ~ menorrhagia, 123  age; eitherltreated for Factor VIII, ristocetin - WD in women with menorrhagia compared with those without, OR 6.6% vs 0.8% = 8.6 Study summary: Suggests
EL=3 controls menorrhagia or not; cofactor, platelet (1.3-194.6); factor deficiencies 1.6% vs 0 = NA; platelet abnormality 2.5% vs 2.4% = 1.0 routine testing for VWD may be

average age —
menorrhagia = 35.5,
controls = 34.3

Country: USA

function

appropriate.
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Table 3.4 Impact on quality of life by HMB — comparative studies

Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and additional

information evidence level comparison measures comments

Abbott 2003*  Cohort 139 - 55 Cavaterm,  Population characteristics: Women;  ELA, Cavaterm, 12 months QolL: EQ-5D, Endometrial ablation vs general population at Funding source: Unclear. Grants for
EL=2+ 34 ELA, 13 ELITT,  menorrhagia; PBAC > 150; No ELITT, Novasure SF-12 baseline: research on ELITT and NovaSure.

37 NovaSure intrauterine pathology; normal EQ-5D index: ablation = 0.72 (SD 0.28) vs general  Study summary: Quality of life in women
biopsy; Uterine length < 12 cm; pre- population = 0.89 (SD 0.17), P < 0.0001 who have undergone ablation is
menopausal gonadotrophon level; EQ-5D VAS: 75.79 (SD 17.21) vs 85.19 (SD 15.51),  improved to normal level, equivalent to
Normal smear test; no plans for P <0.0001 the general population.
future childbearing. SF-12 PCS: 46.31 (SD 8.80) vs 52.8, P < 0.0001
Country: UK and Australia SF-12 MCS: 43.28 (SD 4.55) vs 51.9, P < 0.0001

Endometrial ablation baseline vs 12 month:

EQ-5D index: ablation = 0.72 (SD 0.28) vs general

population = 0.83 (SD 0.25), P = 0.005

EQ-5D VAS: 75.79 (SD 17.21) vs 82.49 (SD 15.28),

P <0.0001

SF-12 PCS: 46.31 (SD 8.80) vs 51.24 (SD 7.54),

P <0.0001

SF-12 MCS: 43.28 (SD 4.55) vs 49.31 (SD 10.07),

P <0.0001

Endometrial ablation 12 months results vs general

population:

EQ-5D index: ablation = 0.83 (SD 0.25 vs general

population = 0.89 (SD 0.17), P = 0.03

EQ-5D VAS: 82.49 (SD 15.28) vs 85.19 (SD 15.51),

NS

SF-12 PCS: 51.24 (SD 7.54) vs 52.8, NS

SF-12 MCS: 49.31 (SD 10.07) vs 51.9, NS

Clark 20029 Systematic review 19 studies Population characteristics: A QoL measures for Quality A total of 19 articles, 8 on instrument development Funding source: Not stated
EL = 2++ systematic review of published menorrhagia assessmentof  and 11 on application, were included in the review. Study summary: Among existing QoL
research. Papers were identified measures The generic Short Form 36 Health Survey instruments, there is good compliance
through MEDLINE (1966-April Questionnaire (SF-36) was used in 12/19 (63%) with the quality criteria for measurement
2000), EMBASE (1980-April 2000), studies. Only two studies developed new specific QoL properties but not with those for clinical
Science Citation Index (1981-April instruments for menorrhagia but they complied with face validity. There is a need to develop
2000), Social Science Citation 7117 (41%) and 10/17 (59%) of the quality criteria. methodologically sound disease specific
Index (1981-April 2000), CINAHL Quality assessment showed that only 7/19 (37%) QoL instruments in menorrhagia
(1982-1999) and PsychLIT (1966- studies complied with more than half the criteria for focussing both on face validity and
1999), and by manual searching of face validity whereas 17/19 (90%) studies complied measurement properties.
bibliographies of known primary and with more than half of the criteria for measurement
review articles. properties (P = 0.0001).
Cooper 19971 RCT 197 Population characteristics: Women; ~ Medical 3 cycles Quality of life - Baseline QoL: Funding source: Scottish Office —
EL=1+ seeking treatment for HMB from management, SF-36 Medical group (n = 93) (0 = worst, 100 = best) Department Health

specialist hysteroscopic Physical function = 78.88 Study summary: Study shows that
Country: UK management Social function = 69.06 benefits from surgery in terms of QoL

Role - physical = 54.26
Role — emotional = 57.80
Mental health = 58.32
Energy = 41.24

Pain = 53.8

have greater than with medical treatment
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome
measures

Effect size

Source of funding and additional
comments

General health = 68.02
Change in scores after treatment:

Physical function = 4.84
Social function = 7.57
Role - physical = 15.32
Role — emotional = 8.96
Mental health = 4.78
Energy =7.07

Pain = 8.84

General health = -0.25
Surgical group (n = 93) (0 = worst, 100 = best)
Physical function = 81.94
Social function = 69.06
Role - physical = 56.72
Role — emotional = 53.41
Mental health = 59.14
Energy = 41.51

Pain = 57.95

General health = 65.10

Change in surgical scores after treatment:

Physical function = 10.16
Social function = 17.44
Role - physical = 32.26
Role — emotional = 31.54
Mental health = 15.01
Energy =20.53

Pain = 21.62

General health = 10.49

All P < 0.05 compared with changes from medical
treatments

Cooper 1999102

randomised —
balanced blocks;
allocation
concealment -
sequential
envelopes; blinding
not mentioned

EL=1++

263 randomised —
129 (116 completed
follow-up) to MEA,
134 (124 completed
follow-up) to TCRE

Population characteristics: Women;
HMB - subjective; uterine size no
larger than 10 weeks pregnant; pre-
menopausal.

Average age: MEA =41.1,
TCRE =41.0

Country: UK

Microwave
endometrial ablation
(MEA);
Transcervical
resection of the
endometrium
(TCRE); pre-
treatment of
goserelin 3.6 mg

Surgery vs baseline;
surgery vs surgery

12 months

Patient
satisfaction;
patient
acceptability;
QoL - SF-36

Patient satisfaction with treatment: MEA = 89 (77%),
TCRE =93 (75%), P= 0.88

Cure or acceptable improvement in symptoms:
MEA =91 (78%), TCRE = 94 (76%), P = 0.76
Treatment acceptable: MEA = 109 (94%),

TCRE =112 (90%), P = 0.34

QoL score (SF-36) and standard deviation for MEA
and TCRE, and change from baseline to 12 months:

Physical functioning: 84.6 (SD 19.2), 82.2 (SD 23.3),
P =0.40,0.7 (SD 18.9), 2.4 (SD 16.8), P = 0.45
Social functioning: 60.1 (23.0), 60.1 (22.9), P = 0.99,
20.6 (26.5), 16.2 (24.4), P =0.18

Role - physical: 56.5 (42.2), 62.9 (41.7), P = 0.24,
23.9 (49.4), 11.3 (41.7), P = 0.03

Role — emotional: 61.8 (42.5), 62.6 (43.2), P = 0.88,
17.0,13.7,P = 0.59

Mental health: 63.6 (18.8), 63.8 (21.7), P = 0.92, 6.3,
6.0,P=0.89

Energy/fatigue: 44.3(22.6), 43.3 (24.3), P = 0.75, 12.8

Funding source: Microsulis plc
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and additional
information evidence level comparison measures comments

(21.7),12.1 (23.0), P =0.80

Pain: 55.4 (28.2), 63.7 (26.1), P = 0.02, 14.8 (31.0),

7.2(31.1),P=0.06

General Health: 69.7 (21.7), 73.0 (19.4), P = 0.22, 2.4

(20.3), -2.9 (20.0), P = 0.04.

Coulter 19956 cohort; prospective 518 recruited: Population characteristics: women; ~ NHS vs private 1 survey satisfaction Impact of menorrhagia: severity of symptoms: NHS Funding source: Department of Health,

EL=2- Paperon 209 who  referred for menorrhagia; aged 30—  healthcare questionnaire;  (n = 150) — 2 (1.3%) mild, 65 (43.3%) moderate, 83 UK
visited 49 QoL - Sf-36 (55.3%) severe. Private (n = 59) - 1 (1.7%) mild, 28
gynaecologist— 150 Country: UK (47.5%) moderate; 30 (50.8%) severe.

NHS, 59 private Social impact of periods: NHS — 12 (8%) mild; 93
(62%) moderate; 45 (30%) severe. Private - 8
(13.6%) mild, 37 (62.7%) moderate; 14 (23.7%)
severe.
Treatment preference: NHS - prefer surgery — 76
(50.7%), drug therapy — 16 (10.7%), minimal
treatment — 2 (1.3%), no preference — 56 (37.3%).
Private — surgery — 32 (54.2%), drug - 6 (10.2%),
minimal treatment - 4 (6.8%), no preference — 17
(28.8%).
Got preferred treatment: NHS - yes 71 (77.2%), no —
21 (22.8%). Private — yes — 38 (90.5), no — 4 (9.5%).
Satisfaction with treatment: NHS - satisfied - 91
(66.4%), OK — 28 (20.4%), Dissatisfied — 18 (13.2%).
Private - satisfied — 42 (76.3%), OK - 7 (12.7%),
dissatisfied - 6 (10.9%).

Hawe 2003103 blinded; 72: Cavaterm =37 Population characteristics: Women; ~ Cavaterm —thermal 6 and Amenorrhoea  Amenorrhoea rates at 12 months: Cavaterm Funding source: Not stated — Wallsten
randomised — (3 lost to follow-up ~ MBL > 100 on PBAC; pre- balloon ablation; 12 months rates; patient (n=34) =10 (29%) vs laser = 13 (39%) Medical supplied Cavaterm equipment
block; allocation by 12 months), menopausal gonatrophin levels; endometrial laser satisfaction; MBL (PBAC) at beeline and 6 months: Study summary: Cavaterm is equivalent
concealment - Endometrial laser uterine length < 12 cm; no ablation; Pre- patient Cavaterm = 354.5 (SD 130.5) to 28.8 (SD 59.6); to laser ablation.
sealed, sequential  ablation =35 (2 lost  intrauterine pathology; normal treatment of acceptability, Laser = 424.3 (SD 297.1) to 27.7 (SD 57.6)
envelopes to follow-up by endometrial biopsy; normal cervical  goserelin 3.6 mg QoL - EQ-5D Patient satisfaction at 12 months (Satisfied or greater):

EL =1+ 12 months) cytology; completed family and (used to maintain and SF-12 Cavaterm = 93 4% vs Laser = 95.9%.

using reliable contraception; no
previous caesarean section or
clotting problems; no
contraindications to surgery —
hyperplasia, pelvic infection.
Average age: Cavaterm = 41.4 vs
laser = 41.1

Parity: Cavaterm = 2.3 vs
laser = 2.6

MBL (PBAC): Cavaterm = 354.5 vs
laser = 424.3

Country: UK

blinding)
Surgery vs surgery

QoL (SF-12) at baseline, 6- and 12 months:

Cavaterm: Physical component = 46.0, 52.1, 49.9;
mental component = 45.4, 52.2, 51.0. Significant
difference except for baseline vs 12 months for
physical component

Laser: physical component = 45.1, 50.4, 50.1; medical
component = 43.0, 48.8, 48.9. Significant differences
from baseline on all measures.

QoL (EQ-5D) at baseline, 6 and 12 months:

Cavaterm =0.78, 0.81, 0.81
Laser = 0.65, 0.80, 0.82.

Cavaterm changes not significant, Laser changes
significant.

QoL (EQ-5D - VAS) at baseline, 6 and 12 months.
Cavaterm =77.3, 82.1, 84.9
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and additional
information evidence level comparison measures comments
Laser=69.4,80.9, 74.8
Cavaterm and Laser only significant change at one
time period.
Hurskainen Cross-sectional 226: split between Population characteristics: women;  Psychosocial impact psychosocial Using univariate analysis, difference between <60 ml Funding source: Not stated
200166 survey <60mland>60 ml subjective menorrhagia; scheduled  of menorrhagia; factors; QoL - and > 60 ml groups: MBL = 36.3 vs 168.8; Study summary: Psychosocial factors
EL=2- MBL (lower level for hysterectomy; uterine pathology  gybjective vs SF-36;MBL-  haemoglobin = 132.2 vs 128.3 (P < 0.001); anxiety = may account for women seeking help
used to ensure excluded. objective alkaline 33.4 vs 31.3 (P = 0.031); unemployment 17% vs 4% with MBL, as many who complain of
group difference).  Country: Finland menorrhagia haematin (P =0.001); perceived inconvenience bleeding = 16.3  menorrhagia have normal MBL, but
vs 18.2 (P = 0.01); abdominal pain = 5.7 vs 3.9 psychosocial symptoms.
(P =0.014); Ferritin = 23.4 vs 12.9 (P < 0.001); no
statistical difference between groups for: depression,
psychosomatic symptoms, social support, negative
life-events, sex life, visits to doctor, absent from work,
out-of-pocket expense, and hospitalisation.
Using multivariate analysis — unemployment, anxiety,
perceived inconvenience, abdominal pain and ferritin
were significant factors in explaining variance.
Hurskainen randomised; 236: 119 LNG-IUS  Population characteristics: women; ~ LNG-IUS; 5 years QoL -EQ-5D, QoL at 5 years: change in EQ-5D was 0.08 for IUS vs  Funding source: Government grant
2004104 allocation (57 had IUS; 10 menorrhagia; no pathology hysterectomy SF-36 0.1 for hysterectomy from baseline of 0.76 (0.7,0.8) Study summary: Study shows that at
concealed; nothing; 50 had Country: Finland treatment vs and 0.78 (0.7, 0.8). No difference between groups 5 years LNG-IUS offered effective
controlled hysterectomy by baseline; treatment (P =0.6). SF-36: change in general health = 3.6 vs 4.4 gternative to hysterectomy.
EL = 1++ 5 years), 117 vs treatment from baseline of 64 vs 65 ; physical functioning = -1.4
hysterectomy (109 vs -2 from baseline of 83 vs 84; social
had hysterectomy functioning = 8.7 vs 9.0 from baseline of 72 vs 76. No
by 5 years). 5 LNG- difference between groups (P = 0.8, 0.9, 0.9).
IUS, 7 At 5 years: 50 LNG-IUS users had hysterectomy.
hysterectomy lost to Another 10 women were without LNG-IUS in situ. 7
follow-up. Hysterectomy group had cancelled operation or had
|UD fitted.
Baseline figures:
EQ-5D (LNG-IUS, Hysterectomy) - 0.76, 0.78; SF-36
general health - 64, 65; physical functioning — 83, 84;
emotional well-being - 67, 70; social functioning - 72,
76; energy — 55, 57; pain 63, 62; role functioning —
emotional - 65, 66; emotional — 61, 66. No data for
entire population average.
Hurskainen randomised; 236: 117 LNG-IUS  Population characteristics: women; ~ LNG-IUS; 12 months QoL-EQ-5D,  Baseline QoL: Funding source: Government funded.
2001105 allocation (24 had menorrhagia; no pathology - hysterectomy SF-36 EQ-5D - 1US = 0.76 (0.7 to 0.80), 1UD provided free by Leiras.
concealed hysterectomy); 119 fibroids, cancer etc.; no previous treatment vs Hysterectomy = 0.78 (0.70 to 0.80) Study summary: Study shows LNG-IUS
EL=1++ hyzterectotmy (107 failure with LNG-IUS; no acne baseline; treatment SF-36 scores: was effective alternative to hysterectomy
underwen - Fi
operation). 3 LNG- Country: Finland vs treatment General health - IUS = 64 (60.6 too 67 4), at 12 months.
IUS and 5 Hysterectomy = 65 (61.0 to 69.0)
hysterectomy Physical functioning - IUS = 83 (79.4 to 86.6),

patients were lost to
follow-up.

Hysterectomy = 84 (80.8 to 87.2)

Emotional functioning — IUS = 67 (63.2 to 70.8),
Hysterectomy = 70 (66.6 to 73.4)

Social functioning - IUS = 72 (67.6 to 76.4),
Hysterectomy = 76 (72.2 to 79.8)
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome
measures

Effect size

Source of funding and additional
comments

Energy - IUS =55 (50.6 to 59.4), Hysterectomy = 57
(53.0t0 61.0)

Pain - 1US = 63 (58.4 to 67.4), Hysterectomy = 62
(57.6 t0 66.4)

Role functioning - physical - IUS = 65 (57.5 to 72.3),
Hysterectomy = 66 (58.9 to 73.1)

Role functioning — emotional - IUS = 61 (53.5 to 68.5),
Hysterectomy = 66 (58.7 to 73.3)

General Health questionnaire - IUS = 73 (69.4 to
76.6), Hysterectomy = 75 (71.8 to 78.2)

Anxiety — IUS = 32 930.8 to 33.2), Hysterectomy = 31
(30.0t0 32.0)

Depression - 1US =5.2 (4.2 10 6.2),
Hysterectomy = 4.2 (3.4 t0 5.0)

Sexual satisfaction - IUS = 23.6 (22.4 to 24.8),
Hysterectomy = 23.7 (22.9 to 24.5)

Sexual problems — IUS = 4.4 (4.0 to 4.8),
Hysterectomy = 4.5 (4.1 t0 4.9)

Partner satisfaction — IUS = 11.2 (10.6 to 11.8),
Hysterectomy = 11.6 (11.2 to 12.0)

QoL at 12 months (intention-to-treat): all measured
improved for both groups. EQ-5D by 0.1 in both
groups (P =0.0001) from baseline of 0.76 (0.7,0.8) for
LNG-IUS and 0.78 (0.7, 0.8) for hysterectomy. SF-36
General health — 5.5 for IUS and 6.2 for hysterectomy
from baseline of 64 vs 65; physical functioning 4.8 vs
7.1 from baseline of 83 vs 84; social functioning 11.8
vs 12.4 from baseline of 72 vs 76. No difference
between groups, except pain 11.8 vs 21.2 (P = 0.01).
At 12 months — 24 LNG-IUS group had undergone

hysterectomy. Another 10 women had had LNG-IUS
removed. 5 hysterectomy group cancelled operation.

randomised —
block; non-blinded;
concealment

EL=1+

Learman
200411

63 in total, 31 (2
lost to follow-up) to
hysterectomy and
32 (2 lost to follow-
up) to medical
treatment

Population characteristics: Women;
failed medical treatment —
medroxyprogesterone; 30 to

50 years of age; minimum of

2 months AUB; no hyperplasia on
biopsy; excluded if — wanted future
fertility desired, pregnant, or
coagulopathy; long-acting
treatments within 6 months; COC or
|UD within 3 months; pelvic
pathology for which surgery was
indicated.

Average age: hysterectomy = 42,
medicine = 40

Health insurance = 65%, 81%
< high school education = 39%,

medical treatment;
hysterectomy

treatments vs
baseline

2 years

Menstrual
bleeding; Pelvic
discomfort;
urinary
symptoms;
menopausal
symptoms

Baseline symptomology figures:

Hysterectomy group = pelvic pain 74%, pelvic or
bladder pressure 55%, low back pain 68%, hot flushes
19%, urinary symptoms — urgency 26%, frequent
urination 26%, stress incontinence 29%

Continued vaginal bleeding at 6 months was 87% for
medicine and 11% for hysterectomy (P < 0.001).

Continued vaginal bleeding at 24 months was 37% for
medicine and 7% for hysterectomy (P < 0.001).

Continued bleeding in hysterectomy group due to
cross-over between treatments.

Medicine group = pelvic pain 88%, pelvic or bladder
pressure 84%, low back pain 72%, Hot flushes 41%,
Urinary symptoms — urgency 44%, frequent urination
41%, stress incontinence 25%

Funding source: Agency of HealthCare
Research and Quality grant

Study summary: Hysterectomy was
more effective treatment than additional
medical treatment in this selected patient
group.
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and additional
information evidence level comparison measures comments
38% Change in symptom frequency fro baseline at
<$25,000 income = 42%, 53% 6 months (intention-to-treat)
Uterine fibroids = 65%, 63% Pelvic pain: hysterectomy = -2.3, medicine = -0.7,
) ' P<0.01
Previous treatment: U - hysterectomy = ~0.7 medicine = 0.0
hysterectomy = COC 39%, rinary urgency: hysterectomy = -0.7, medicine = 0.0,
A P=0.03
prostaglandin inhibitors 13%, i ) )
GnRH-a 10%, D&C 19%, Urinary incomplete emptying: hysterectomy = -0.6,
myomectomy 6%, endometrial medicine = +0.1, P = 0.03
ablation 3% Breast pain: hysterectomy = -1.3, medicine = -0.5,
Medicine = COC 50%, P=002
prostaglandin inhibitors 19%, No difference for other pelvic, urinary or menopausal
GnRH-a 6%, D&C 38%, symptoms.
myorlnectczmy 0%, endometrial Change in symptom frequency for baseline at 2 years
ablation 0% (intention-to-treat)
Country: USA Urinary incomplete emptying: hysterectomy = -0.8,
medicine = -0.3, P = 0.04
Hot flushes: hysterectomy = 0.6, medicine = 0.5,
P<0.01
No difference for other pelvic, urinary or menopausal
symptoms.
Change in symptoms for groups as treated:
Hysterectomy only groups produced significant
reduction in symptoms, except for stress incontinence
(P =0.34) and urge incontinence (P = 0.74)
Medicine then hysterectomy group produced same
results, except hot flushes not significant (P = 0.13)
Medicine only group produced significant reductions in
symptoms for pelvic pain, pelvic pressure, and stress
incontinence (P < 0.05), all other changes were non-
significant.
Shapley 200263 Case-control 943 questionnaires  Population characteristics: women;  Consultation for 1 consultation; Regression analysis of those consulting vs control Funding source: Not stated
EL =2+ sent—645 usable  consulting for HMB; consulting for ~ HMB questionnaire  MBL - group also consulting for other conditions: heaviness  gtydy summary: Study shows that
another condition; or community cases vs consulting subjective; of periods interferes with life OR = 3.26 (1.92-5.54); interference with QoL by HMB is main
controls controls; cases vs GHQ score; heavy periods OR =2.52 (1.41-4.49). Consulting Vs yeason for consultation.
Country: UK community controls HMB non-consulting controls: heaviness of period
interference on  OR = 3.25 (1.72-6.14), heavy periods OR = 2.57
lifestyle (1.35-4.88).
GHQ scores < 4 or > 4: consulting vs consulting
controls — OR = 1.26 (0.74-2.13) and consulting vs
non-consulting controls OR = 1.43 (0.85-2.38).
Shapley 200362 Cohort; case- Population 1: Population characteristics: women;  Reason for seeking QoL measures  Population 1: Reason why heaviness of bleeding Funding source: Not stated
control 186: 46 Country: UK medical attention interfered with life (case vs consulting control P value,  stugy summary: Study suggests
EL=2- menorrhagia; 79 study vs controls case vs non-consulting control P value). Performance  peychosocial impact of HMB is a reason

consulting controls;
61 non-consulting
controls reporting
heavy bleeding

at employed work — P = 0.24, 0.40; performance of
house work — P = 0.03, 0.06; days off work — P = 0.56,
0.22; life causing embarrassment — = 0.02, 0.17;
mood — P =0.53, 0.97; sex life — P = 0.12, 0.03; social

why women seek help.
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Follow-up

Outcome
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Effect size

Source of funding and additional
comments

interfered with life.

Population 2:
160 cases and
controls.

Population 3:

494 controls — not
consulted about
periods in last

6 months

life — P =0.01, 0.005.

Population 3 (n = 494): reasons for not consulting in
last 6 months. 281 (57%) normal periods; 29 (6%)
‘women’s burden’; 167 (34%) — | am coping; 53 (11%)
Observing; 25 (5%) too busy; 5 (1%) scared; 15 (3%)
embarrassed. Women could give more than one
reason
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Table 3.5 Impact of quality of life by HMB — non-comparative studies
Bibliographic ~ Study typeand  Aim of study No. of patients ~ Population characteristics ~Outcomes Results Source of funding and
information evidence level additional comments
Ballinger Cohort association of 1517 women; 20-59 MBL - self assessment;  MBL self-assessment: light = 19%; moderate = 51.3%; heavy = 24.3%; very Funding source: Not stated
198561 EL=3 menstrual and Country: UK mental health - GHG heavy = 5.4%. Study summary: Demographic
mental problems Association of GHG > 12 (moderate depression) and MBL level, chi-squared = 20.11,  factors have to be taken into
P =0.0002 account when assessing impact
of psychiatric morbidity in women
with gynaecological problems.
Byles 1997108 Qualitative; focus ~ Women’s 200 Women; 30-50 years; The main patient experience themes to emerge were: mood changes, impact on family, ~ Funding source: Not stated
groups experience of complaining of heavy, jobs and lifestyle; self-conscious; dread of menstruation, and feelings of guilt. Study summary: Interaction
EL=3 menstrual frequent or painful periods. Help-seeking themes: difficulty finding doctor that they're comfortable with; difficulties ~ between health professional and
disorders Country: Australia asking question — no knowledge; not being told enough by health professionals; patient important in the
problem dismissed — menstrual cycles differ. management of menstrual
Factors that helped women deal with problem: to feel doctor listened and understood; ~ disorders.
information provision; normalisation — self-help groups; medications — don't like taking
tablets; alternative therapies — relaxation.
Chapple Qualitative 30 women; subjective Patient experience of Women explained experience of menorrhagia. 1. Period of uncertainty — deciding if Funding source: Not stated
1999100 EL=3 menorrhagia menorrhagia MBL was abnormal. 2. Watchful waiting - seeing if symptoms go on their own. 3. Seek Study summary: Nurses may be
Country: UK help only when life is disrupted. 4. Experience of healthcare - often found difficultto get  ape to provide information and
treatment or referral for condition. education to women about
menorrhagia.
Cote 2002113 Cross-sectional 2805 from women; regular cycle work status; lost Odd ratios for risk factors of being in labour force: menstrual flow — Funding source: Not stated
survey National Health  Gountry: USA earmnings low/normal = reference, heavy = 0.72 (0.56-0.92). Study summary: Study highlights
EL=3 Interview Heavy bleeding leads to on average 3.6 weeks work lost or $1,692 earnings. the potential economic impact of
Survey HMB.
Cote 20034 cross-sectional cost of 2805 women women; 18-64 years old; Self-reported MBL; Age difference: heavy flow vs low/normal flow — 18-39 = 114 (30.6%) vs 485 (19.9%); ~ Funding source: Not stated
EL=3 menorrhagia; involved in natural menstruation in last  perception of general 40-49 = 237 (63.5%) vs 1722 (70.8%); > 49 = 22 (5.9%) vs 225 (9.3%), P < 0.00 Study summary: Study provides
factors NHIS 12 months and 3 months; health; age Ethnic group: white = 258 (69.2%) vs 1844 (75.8%); others = 115 (30.8%) vs 588 data on association between
associated of household never taken estrogen (24.2%), P = 0.01. subjective menorrhagia and
menorrhagia survey g’é‘éﬁ'gg‘?e%’r‘;%zc‘t’i’\‘feept Education level = less than high school = 68 (18.2%) vs 368 (15.1%); High school socio-demographic factors.
cancér; o recent cert. = 225 (60.3%) vs 1370 (56.3%); degree = 80 (21.4% vs 694 (28.5%), P = 0.01
hysterectomy. Perception of health: excellent = 85 (22.8%) vs 881 (36.2%); very good = 121 (32.4%)
Country: USA vs 813 (33.4%); good = 111 (29.8%) vs 556 (22.9%); fair = 40 (10.7%) vs 149 (6.1%);
' poor =16 (4.3%) vs 32 (1.3), P < 0.001.
Coulter 1994115 Cohort QoL impact of 518 recruited —  Women; subjective HVIB; QoL Baseline characteristics: duration of periods > 6 days (n = 269) — 77.3%; > 9 pads used ~ Funding source: Department of
EL=3 HMB 425 eligible and ~ 30-49 years old on heaviest day (n = 204) - 58.6%; flooding (n = 247) — 71%; Clots (n = 236) - 67.8%;  Health, UK
returned Country: UK Clothes bloodstained (n = 205) — 58.9%; Painful periods (n = 181) — 52%.
questionnaire. Social impacts: cause of anxiety or depression (n = 175) - 50.3%; cause of moodiness
348 returned or irritability (n = 238) - 68.4%: Interfere with job (n = 48) — 13.8%; Interfere with
baseline and domestic life (n = 86) — 24.7%; Interfere with relationship (n = 115) — 33%; Spoil sex life
follow-up (n = 152) - 43.7%; Interfere with social life (n = 101) - 29%; Interfere with hobbies
questionnaire. (n =119) - 34.2%; Interfere with holidays (n = 125) — 35.9%; interfere with life in
general (n = 151) - 43.4%.
Gath 1982106 Cohort; hysterectomy 174 invited: 18 women; menorrhagia — psychiatric state — Baseline PSE: 1-4 = 66 (42.3%), 5a = 37 (23.7%), 5b = 22 (14.1%), 6-8 = 31 (19.9%).  Funding source: Not stated
prospective refused, 156 benign origin; scheduled for  present state (50r>=case). Study summary: Hysterectomy
EL=3 entered study.  hysterectomy examination (PSE); Patients had higher PSE scores than general population (P < 0.001). reduces level of psychiatric

Eysenck Personality
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Bibliographic ~ Study typeand  Aim of study No. of patients  Population characteristics  Outcomes Results Source of funding and
information evidence level additional comments
Country: UK inventory; Profile of Patients vs general population: morbidity. Hysterectomy did not
Mood States. Worry = 45% vs 89% (P < 0.001), Somatic features of depression = 9% vs 85% cause psychiatric morbidity.
(P < 0.001), tension = 33% vs 77% (P < 0.001), iritability = 17% vs 62% (P <0.001), Psychiatric morbidity higher in
situational anxiety = 28% vs 55% (P < 0.001), lack of energy = 8% vs 53% (P < 0.001),  Patient group than general
simple depression = 16% vs 47% (P < 0.001), social unease = 23% vs 43% population.
(P <0.001), anxiety = 6% vs 40% (P < 0.001), loss of concentration = 12% vs 31%
(P <0.001).
Patients after vs patients before surgery (P values for after surgery figures vs general
population figures:
Worry = 61% vs 89% (P < 0.01), Somatic features of depression = 37% vs 85%,
(P <0.001), tension = 64% vs 77% (P < 0.001); irritability = 22% vs 62% (NS),
situational anxiety = 48% vs 55% (P < 0.001), lack of energy = 27% vs 53%
(P <0.001), simple depression = 24% vs 47% (NS), social unease = 28% vs 43% (NS),
anxiety = 22% vs 40% (P < 0.001), loss of concentration = 22% vs 31% (P < 0.05).
Marshall Qualitative; semi- ~ Women's 43 women; 21-53 years; Women's experience of ~ Main themes: Funding source: Wirral Health
19981 structured experience of referred for HMB HMB Menstruation: patients main concems were — amount, duration, frequency, presence of ~ Authority
interviews HMB Country: UK blood clots, unpredictability, change from ‘normal’ Study summary: Study highlights
EL=3 Symptoms: main symptoms were — anaemia, tiredness, fainting and dizziness. patient concerns with MBL and
Anxiety associated with symptoms — concerns about underlying pathology treatment. This themes should
Impact of menstrual problems — daily living effected be the focus of patient
What is ‘normal’ — no perception of ‘normal’ just not heavy. education.
Health professionals: information provision important; communication important;
treatment prior to referral.
Women concerned about seeking help, so go to doctor with other problems - such as
sore throats.
No agreement on if gender of doctor is important (JAC — perhaps trust more important)
High degree of anxiety about medical encounters — worried about treatments and what
might be found
Mikhail 19854 Survey Women's health 200 Women; 40-60 years of age QoL Menstrual and gynaecological problems: Concerned about — menstrual Funding source: Not stated
EL=3 experiences and Country: Egypt disturbances = 50%, experienced = 28.5%, premenstrual symptoms = 11.5%, 1.5%; Study summary: Study shows
concerns vaginitis/cervicitis = 20%, 12%; Family planning problems = 17.5%, 17.5%; uterine that HMB seen as serious
prolapse = 16.5%, 6.5%. symptom in this population.
Would seek medical help — heavy menstrual bleeding = 100%. Same as blood in stool
or urine.
O’Flynn 200012 qualitative; cross-  Patient definition 21 women; aged 29-57 years;  patient experience Women presented a number of themes: Funding source: Scientific
sectional survey  and experience of primary-care only; Describe heavy periods in quantitative and qualitative terms — length of cycle or colour ~ Foundation Board — RCGP
EL=3 menorrhagia subjective menorrhagia of blood.
Country: UK Describe HMB as change from usual patterns.
HMB often about mental health than purely MBL.
HMB commonly associated with passing large clots of blood.
Patients believe their personal definition of HVB are valid.
Variety of explanations for HMB — these mainly linked to biomedical descriptions.
Definitions and explanations for HMB influenced help seeking.
Reassurance of no underlying pathology. a reason for seeking help.
Women want to be taken seriously in consultation — often felt they were being ignored.
Smith 2004107 cohort UAE 80 Women; undergone UAE QoL QoL for UAE (n = 64) — baseline (SD), post-UAE (SD), change (SD), P value: Funding source: Not stated
EL=3 Baseline: Symptom severity (0 to 100): 61.61 (20.95), 26.42 (23.38), 35.19 (23.58), P < 0.0001. Study summary: Women who
Age: 45.6 Concern (0 to 100): 38.83 (30.31), 82.27 (22.48), -43.44 (31.48), P < 0.0001. undergo UAE have a significant

Activities (0 to 100): 44.81 (29.48), 84.71 (24.29), ~39.89 (30.46), P < 0.0001.

decrease in symptom severity
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Bibliographic ~ Study typeand  Aim of study No. of patients  Population characteristics  Outcomes Results Source of funding and
information evidence level additional comments
Mean BMI: 27.4 Energy/mood (0 to 100): 48.90 (31.68), 79.85 (25.67), -30.96 (29.66), P < 0.0001. and increase in HRQOL,
Mean uterine size (weeks): Control: 48.75 (31.10), 82.27 (25.85), -33.51 (30.52), P < 0.0001. associated with high levels of
14.7 Self-conscious: 47.14 (31.57), 73.31 (28.91), -26.17 (29.24), P < 0.001. satisfaction with the procedure,
Symptoms: Sexual function: 48.17 (32.87), 78.28 (26.80), -30.11 (33.15), P < 0.0001. even when subsequent therapies
. HRQL total: 44.92 (25.24), 80.58 (23.66), -35.66 (27.10), P < 0.0001. are pursued.
menorrhagia: 84%
Pain: 38.2%
Mass symptoms: 48.1%
Previous treatments:
COC; Pupron;
myomectomy; Endometrial
ablation
Uterine volume( cm3): 678.4
Country: USA
Spies 1999!"7 Cohort UAE 50 -17 women; fibroids; scheduled ~ QOL - fibroid specific QoL: (0-100, 0 — worst, 100 — best) General Health baseline (n = 50) = 71.6 (+ 24.73),  Funding source: Cardiovascular
EL=3 completed for UAE questionnaire 3 months (n = 37) = 84.46 (15.98), 6 months (n = 31) = 79.83. Comparative health: And Interventional Radiology
12 month Country: USA baseline = 42.5, 3 months = 80.41, 6 months = 77.42. Physical function: baseline =77,  Research and Education
follow-up 3 months = 93.29, 6 months = 90.59. Mental Health: baseline = 66.33, Foundation.
3 months = 80.22, 6 months = 78.97. Self-image: baseline = 53.89, 3 months =78.01,  syugy summary: UAE improves
6 months = 75. Energy: baseline = 37.44, 3 months = 64.84, 6 months = 60.97. QoL of patients with fibroids.
Pain (higher = worse, lower = better): baseline = 31.08, 3 months = 13.96,
6 months = 19.09.
Scores for symptoms:
HMB: baseline = 36.61, 3 months = 90.81 (P < 0.001), 6 months = 85.03 (P < 0.001).
Warner 20041 Cohort Relationship of 952 Women; referred for HMB MBL - alkaline Reported problems of HMB (n = 865): period pain = 33%, mood change = 32.8%, blood  Funding source: Chief Scientist's
EL=3 MBL or Country: UK haematin; menstrual loss greater than previously = 29.1%, duration of periods too long = 25.3%, Blood Office grant
symptoms symptoms — pain, loss = 24.6%, interruption of daily life = 24.2%, feel unwellftired due to period = 23.4%,  study summary: Litle difference
mood, etc. Other changes = 22.6%, blood leakage uncontrollable = 20.1%. between two groups around
Relationship between MBL and symptoms based on 4 groupings (< 50 ml, 50-79 ml, 80 ml. 80 ml definition is of
80-119 ml, > 120 ml): negative relationships — pain and MBL, P = 0.015, pain around limited clinical usefulness.
period, P = 0.003, mood change around period, P = 0.002, unpredictable onset of
periods, P = 0.012, any cyclic changes, P = 0.007. Positive relationships: accidents are
severe problem, P < 0.001; impact of daily life causes help seeking, P = 0.046; extra
laundry as a severe problem, P = 0.029. No relationship: feeling unwell/tired, volume of
bleeding, worried that something is wrong.
No correlation between MBL and factors between 50-79 ml and 80-199 ml groups.
Ruta 1995% Survey SF-36 vs Correlation between menorrhagia severity score and SF-36 scales: Study summary: Questionnaire
development menorrhagia Physical function = 0.33, social function = 0.53, role limitation physical = 0.48, role may be using in selecting
EL=3 severity score limitation emotional = 0.31, mental health = 0.38, energy and fatigue = 0.46, treatment for menorrhagia.

pain = 0.51, general health = 0.38.
15 item questionnaire for assessing severity of menstrual bleeding on quality of life.
Internal reliability (P < 0.001); validity — significant correlation on all SF-36 scales.
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Table 4.1 Estimation of menstrual blood loss and quality of life — comparative studies

Bibliographic Study type and No. of patients Patient Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level characteristics comparison measures additional comments
Hurskainen 20016 Cross-sectional 226: split between Population Psychosocial impact of psychosocial Using univariate analysis, difference between < 60 ml and Funding source: Not stated
survey <60mland>60ml characteristics: menorrhagia; factors; QoL - SF- > 60 ml groups: MBL = 36.3 vs 168.8; haemoglobin = 132.2 vs Study summary: Psychosocial
EL=2- MBL (lower level women; subjective  gypjective vs objective 36; MBL — alkaline ~ 128.3 (P < 0.001); anxiety — 33.4 vs 31.3 (P = 0.031); factors may account for women
used to ensure menorrhagia; menorrhagia haematin unemployment 17% vs 4% (P = 0.001); perceived seeking help with MBL, as many
group difference).  scheduled for inconvenience bleeding = 16.3 vs 18.2 (P = 0.01); abdominal who complain of menorrhagia
hysterectomy; pain = 5.7 vs 3.9 (P = 0.014); Ferritin = 23.4 vs 12.9 (P < 0.001);  have normal MBL, but
uterine pathology no statistical difference between groups for: depression, psychosocial symptoms.
excluded. psychosomatic symptoms, social support, negative life events,
Country: Finland sex life, visits to doctor, absent from work, out-of-pocket
expense, and hospitalisation.
Using multivariate analysis — unemployment, anxiety, perceived
inconvenience, abdominal pain and ferritin were significant
factors in explaining variance.
Rees 1991134 cohort 17 Population Informed of normal MBL 3 years Treatment use All 17 women had MBL < 80 ml over 2 cycles. 3 year follow-up Funding source: Not stated
EL=2- characteristics: showed: 14 accepted advice, 2 using mefenamic acid; 1 Study summary: Study shows that
Women; subjective hysterectomy. reassurance of normal MBL is an
menorrhagia effective intervention for women
Country: UK with normal MBL but concerns

about HMB.
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Table 4.2 Estimation of menstrual blood loss — diagnostic studies
Bibliographic ~ Study type and No. of patients and Population Type of test and Sensitivity, specificity, PPV and NPV Source of funding and additional
information evidence level prevalence characteristics reference standard comments
Barr 19991 Diagnostic 307 women PBAC; alkaline Comparison of PBAC to alkaline haematin: sensitivity = 58%; specificity = 75% at chart cut-off of Funding source: Not stated
EL=1I Country: Nigeria haematin 50 Study summary: PBAC
recommended as a useful screening
device.
Cheyne 1970'"  diagnostic 7 samples No patients — Chemical recovery of Atomic (n = 4) recovered 97.5 to 105% of iron. Chemical (n = 3) recovered 98.1 to 100.9% of iron.  Funding source: Not stated
EL=1II laboratory experiment iron. Atomic recovery of Reviewer comments: Very small
Country: UK iron study which makes any statistical
interpretation difficult.
Chimbira Diagnostic 92 Women; menorrhagia  assessment of MBL Objective vs subjective MBL assessment: 23 of 68 (34%) of cycles termed light were > 80 ml; 28 Funding source: Sterling Winthrop
19800 EL=1I - subjective of 59 periods (47%) termed heavy were < 80 ml; 32 of 57 termed medium were > 80 ml. Laboratories.
Country: UK Quantity of sanitary towels/tampons used: < 10 pads = 11 ml; 31-40 pads = 141 ml; Study summary: That menorrhagia
> 40 =113 ml; 41-50 = 58 ml (but small numbers at higher levels). was associated with a large uterus
Duration of menstruation: median = 2 to 9 days (45 to 83 ml). Small numbers mean no statistical O endometrial surface area could
analysis. not be confirmed.
Deeny 1994138 Diagnostic 53 women; 30-52 years;  alkaline haematin test; ~ Median MBL = 73 ml, median PBAC = 156. Funding source: Not stated
EL=1Il DkiJIBtE referred for PBAC Regression analysis: PBAC to ml (P = 0.001). Study summary: PBAC is useful, but
Z @ 'f”. K At PBAC > 100 — sensitivity = 88%, specificity = 52%, false positive = 59%. alkaline haematin is ‘gold standard.
ountry: ROC curve shows PBAC only has intermediate discriminatory power.
Fraser 198441 Diagnostic 69 women; menorrhagia  factors influencing MBL ~ Perception of menstrual loss (n = 60) patients able to differentiate ‘lightest’ from ‘heaviest’ periods ~ Funding source: Not stated
EL=1Il - subjective during study (P < 0.001). 45% correctly assessed order of MBL for all four periods. Study summary: Studies provides
Country: Australia Daily MBL vs patient assessment: ‘spotting’ = 2.5 ml; light = 5.7 ml; moderate = 16.1 ml; very some indication of correlation
heavy = 22 ml. Spotting to light, P < 0.001; light to moderate, P < 0.001; moderate to heavy, between patient assessment of MBL
P <0.02. and objective measures, but that
Age difference in MBL perception: < 27 years - light = 5.1 ml, moderate = 13.8 ml and alkaline haematin remains only
heavy = 11.6 ml. > 36 years - light = 10.1 ml, moderate = 20.1 ml and heavy = 20.1 ml. Difference ~ "eliable method.
between groups were: NS, < 0.5, <0.001.
Duration and MBL: lightest = 4.7 days, heaviest = 5.8 days
Fraser 2001%7  Diagnostic test 56 — 3 failed to complete ~ women; menstruating;  alkaline haematin test Correlation between blood and non-blood volumes, r = 0.74. Correlation between total fluid and Funding source: Not stated
EL=1l 2 cycles not using hormonal for blood content; total ~ blood and non-blood r = 0.93, 0.93 respectively. Study summary: Carefully measured
treatment fluid test, including clots  Regression analysis for total fluid against blood loss, r = 0.93, P < 0.001. total fluid could be inexpensive
Country: Australia For women with menorrhagia total fluid to blood loss correlation, r = 0.95, P < 0.001. method of estimating MBL.
Estimated blood loss (ml) = [(total fluid (ml))*07243)/2.9319
Pads only:
Estimated blood loss (ml) = [(total fluid (ml))"0955]/2.878
Has a 90% predictive value. Using cut-off points it can be used to classify — normal, heavy and
excessive bleeding.
Tampons only:
Estimated blood loss (ml) = {[(total fluid (ml))?.0955)/2.878} x 0.796
Gannon diagnostic 372 women; menorrhagia;  spectrophotometric Mean average MBL (n = 373) 63 ml (2-808 ml). MBL < 80 ml in 231 (62%), and > 80 ml in 146 Funding source: Yorkshire Regional
199613 EL=1l scheduled for analysis (39%). 146 repeat measures r = 0.713, P < 0.001). Health Authority

ablation; fibroids
> 5 cm excluded.

Learning of normal MBL 40 (11%) of women declined surgery.
Of 25 who replied to survey — 92% with measurement of normal MBL, 72% felt MBL was less of a

Study summary: Objective
measurement of MBL can be
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Bibliographic
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prevalence
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Type of test and
reference standard

Sensitivity, specificity, PPV and NPV

Source of funding and additional
comments

Mean average

age = 40 years (24 to
54)

Country: UK

problem than before.

undertaken in routine setting. Study
also presents data on intervention
outcome suggesting that those
treatment who had objective
menorrhagia were more satisfied
than those that did not have
menorrhagia.

Heath 1999'42  Diagnostic 32 recruited. 29 women; 18-29 years ~ Weighed menstrual Weighed menstrual loss and menstrual record, r = 0.47 (P = 0.012). 19 of 29 in same category, 2 Funding source: Health Research
EL=1II completed Country: New loss; menstrual loss of 29 were 4 categories out. Weighed menstrual loss and menstrual recall, r = 0.61 (P= 0.001). 17 Council
Zealand record diary; menstrual  of 29 in same category, and 2 were two categories out.
loss recall
Higham 1990%  diagnostic 18 women: 55 cycles. 1 Women —involved in  alkaline haematin; Patient PBAC vs alkaline haematin (n = 55) r=0.847. Sensitivity = 86%, specificity = 89%. Funding source: Winthrop
EL=I gynaecologist: 122 cycles  separate drug trial. pictorial blood loss Gynaecologist PBAC vs alkaline haematin (n = 122) r=0.872. Sensitivity = 86%, specificity = 81%.  laboratories
at clinic. Mean average assessment chart - Sanitary towel/tampon vs alkaline haematin (n = 122) r = 0.74. Study summary: PBAC could have
age = 39years. PBAC routine use.

Country: UK Variation increases at higher MBL,
perhaps due to visual change being
limited at higher values.

Higham 199942 Diagnostic 254: 207 subjective women Clinical markers of MBL  MBL ranged from 8 to 616 ml (median 79 ml) in subject menorrhagia, and 2.5 to 288 ml (median Funding source: Not stated
EL=1II menorrhagia; 47 Country: UK - pad use, duration of 36 ml) in subjective control group. Study summary: Despite some
subjective controls menses Association between pad use and MBL (n = 412): r=0.61, P < 0.005). correlation between clinical
Association between duration and MBL (n = 420): r = 0.35, P < 0.01). measures and MBL, objective
Association between number of pregnancies and MBL: P < 0.005. measurement of MBL is still
Association between age and MBL: r=0.3, P < 0.01. required.
Association between height and MBL: r = 0.2, P < 0.01.
Janssen diagnostic 288 (489 menstrual Women; alkaline haematin; 66 (56%) of women complaining of menorrhagia had ml > 80 ml. 52 (44%) of women complaining ~ Funding source: Commercially
1995131 EL=I cycles) menstruating; not pictorial blood loss chart  of menorrhagia had MBL < 80 ml. 23 (13.5%) of women who did not complain of menorrhagia had  funded — Sanofi Winthrop, Organon
pregnant. MBL > 80 ml. 147 (86.5%) who did not complain of menorrhagia had MBL < 80 ml. International, Kimberly Clark

Mean Correlation between alkaline haematin and PBAC - r = 0.56. Study summary: Show PBAC is a

age = 33.4years; PBAC sensitivity and specificity against alkaline haematin gold standard maximised at score 130; ~ Valid measure of MBL, especially if

mean parity = 1.3 sensitivity = 91% and specificity = 81.9%; PPV = 69.2% and NPV = 95.3%. PPV and NPV clots taken into account.

(40.3% nulliparous) maximised when score = 185 — 85.9%, 84.8%; sensitivity = 61.8%, specificity = 95.5%.

Country: Netherlands Alkaline haematin test showed no significant difference between first and second cycles — 44.1 vs

43.9, P> 0.25. 171 (85.1%) consistency in assessment based cut-off of 185 between women
measured over 2 cycles using PBAC. 30 (14.9%) inconsistent
In sub-group of 56 women — 91% who complained of menorrhagia reported clots, while 55% of
non-complainers reported clots. 97% of those with menorrhagia noted clots vs 52% of women with
MBL < 80 ml.
Mansfield Diagnostic 31 women; menstruating;  Mansield-Voda- Correlation between MVJ and weighed menstrual blood loss = 0.683. 26 of 31 patients had Funding source: Not stated
20049 questionnaire 35-55 years old Jorgensen (MVJ) significant correlation (0.48-0.894). 5 did not either misread instructions or used few pads. Study summary: Questionnaire
EL=1I Country: USA bleeding questionnaire offers inexpensive method of
vs weighing of estimating MBL.
menstrual pads
Pendergrass diagnostic 100 women; menstruating  measurement of MBL Direct weight methods permits recovery of 97% to 98% of menstrual sample. Funding source: Not stated
19841 EL=1Il Country: USA Study summary: Reliable method,

but includes all menstrual material,
not just blood.
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Bibliographic ~ Study type and No. of patients and Population Type of test and Sensitivity, specificity, PPV and NPV Source of funding and additional

information evidence level prevalence characteristics reference standard comments

Reid 200013 Diagnostic 103 women women; 16-47 years;  alkaline haematin test; Of 103 women: MBL range was 10.2 to 389.4 ml, 63 had MBL > 80 ml. PBAC scores ranged from  Funding source: Leiras Oy

EL=1I referred to PBAC 61 to 545, 5 women had PBAC < 100. Study summary: PBAC has not been
hmenorrhelagla clinic; no Correlation coefficient = 0.4659 (95% CI 0.3-0.6). validated, and should not be used.
ormona e I _ _
contracepives or At PBAC > 100 sensitivity was 97%, specificity = 7.5%, PPV = 62%, NPV = 60%.
|UDs Up to 10x difference in ml and PBAC scores.
Country: UK
Shaw 1972128 diagnostic 6 women measurement of MBL Alkaline haematin: accuracy 95-105% recovery. Precision: 99.5-101.5%. Funding source: Not stated.
EL=1Il Country: USA
van Eijkeren Diagnostic test 21 women; calculation of MBL Recovery rate from alkaline haematin test by added blood using existing equation (see paper): Funding source: Not stated
198612 EL=1l Country: Netherlands 10 ml (n = 4) recovered 10.9 ml (109%); 40 ml (n = 4) recovered 41.4 (104%); 80 (n = 4) Study summary: Study shows
recovered 77.1 (96%); 140 (n = 3) recovered 132.3 (95%); 200 (n = 3) recovered 181 (91%). New  gikaline haematin test is accurate
equation (see paper)10 ml (n = 4) recovered 9.8 ml (98%); 40 ml (n = 4) recovered 40.7 (102%); and precise method.
80 (n = 4) recovered 78.3 (98%); 140 (n = 3) recovered 139.1 (99%); 200 (n = 3) recovered 196.2
(98%).

Vasilenko Diagnostic 10 women; non-pregnant ~ Spectrometer Extraction efficiency of used pad vs blood alone = 96.9%. Variation between sanitary product Funding source:

19881% EL=1I Country: USA used. Study summary: Study shows
objective measurement of MBL is
accurate and precise.

Wyatt 2001133 Diagnostic 121: 62 subjective women; presenting PBAC; alkaline PBAC compared with alkaline haematin: sensitivity = 86% and specificity = 88% (assume at 80 ml  Funding source: West Midlands

EL=1I menorrhagia; 59 with menorrhagia haematin cut-off). Locally Organised Research
subjective controls. 13 Country: UK Inclusion of extraneous blood loss - during change of pads or other loss - included. No Scheme and North Staffordshire
failed to complete study. extraneous estimated: 22 of 61 presenting with menorrhagia had MBL > 80 ml. Including Medical Institute

extraneous estimation — 45 of 61 had MBL > 80 ml. Study summary: Study shows that

No correlation between extraneous blood loss and pad blood loss, r = 0.58. PBAC provides a simple alternative
to alkaline haematin. Study
highlights the need to measure
extraneous blood loss.

Shaw 1998100 Diagnostic Six domains developed with total score of 100 (best) — 0 (worst) — practical difficulties (14), social  Funding source:

EL=2- Country: life (10), psychological health (14), physical health (21), working life (18), family life (23). Study summary: Study shows

patient preferences from treatment
for menorrhagia based on individual
health beliefs. Study does not show
how to estimate MBL.
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Table 4.3 Estimation of menstrual blood loss and quality of life — non-comparative studies

Bibliographic Study typeand  Aim of study No. of patients Population Outcomes Results Source of funding and additional
information evidence level characteristics comments
Chapple 200116 Qualitative How to measure MBL 73 GPs Main themes: Funding source: Not stated
interviews in general practice Country: UK Most GPs tried to estimate MBL using duration of menses or pad use, but notsee  Study summary: Study highlights
EL=3 as accurate. disagreement within general practice
Objective measurement using alkaline haematin not practical due to workload. about assessment of HMB, and need
PBAC a more practical option. for guidance on this issue.
MBL not the important factor, that MBL is interfering with life is the important issue.
Hefnawi 19794 Physiological factors associated 812-774 Women; aged 14 -49;  MBL correlates Mean MBL = 25.6, median MBL = 20.2 Funding source: Not stated
study with MBL participated regular mensrual MBL and age: r = +0.06 (NS). MBL and parity r = +0.21. MBL and systolic blood
EL=3 bleeding pressure r = +0.18. MBL and diastolic blood pressure, r = +0.12.
Country: Egypt
Jenkinson 199697  Non-comparative  Testing reliability and 348 women; 3049 years; internal reliability ~ Of 8 scales in SF-36 two (mental health and general health perceptions) had lower  Funding source: Not stated
cohort validity of SF-36 in complaint of HMB and validity of SF-  internal reliability with menorrhagia patients compared with general population: 0.5 gtydy summary: SF-36 not specific
EL=3 menorrhagia Country: UK 36 on women vs 0.83 and 0.51 vs 0.8. Coefficients similar for all other scales. enough for a cyclical issue such as
population. with menorrhagia  SF.36 not menorrhagia or period specific enough. menorrhagia.
Santer 200522 Postal survey Examination of 4610 Women Prevalence of Reporting of menstrual symptoms: Funding source: Not stated
EL=3 association between  questionnaires Country: UK mensfrual Heavy loss = 30% Study summary: Reporting heavy or
reporting of sent out, 2833 symptoms; Very heavy loss = 5% painful periods was common but
symptoms and returned reporting of Painful period = 15% reporting problem periods was less so.
reporting of health problem periods.  Period lasting > 8 days = 7% Reporting severe pain was at least as
problem associated Reporting of periods as a problem: strongly associated with problem
with symptoms Overall = 22% periods as very heavy periods and
Of those With heavy periods : 37% severe pain arf)f/ected ¥nany more
Of those with very heavy periods = 83% :
Ofboss i g et 1%
Of those with periods lasting > 8 days = 61% . ; P P
) i ) with heavy periods does not reflect the
OR for reporting of heavy periods by: epidemiology of menstrual symptoms
age =1.11(0.91 to 1.36) or problem.
parity = 1.20 (1.00 to 1.44)
socioeconomic status = 1.17 (1.00 to 1.36)
long-standing illness = (1.66 (1.12 to 2.46)
Shapley 1995'2"  Cross-sectional MBL measurement 311-283 women; age > 40; MBL - PBAC Of 283 women 140 had PBAC score > 100 (menorrhagia). Funding source: not stated
community using PBAC completed survey invited to ‘well women’
survey clinic
EL=3 Country: UK
Snowden 198312 cohort Assessment of 5292 women; menstruating MBL - subjective ~ MBL estimation: ‘light' = 870 (16.5%); moderate = 3375 (64%); heavy = 1008 Funding source: WHO
. . 0
EL=3 menstruation cycles Country: Worldwide self-assessment,  (19.5%) Study summary: Large WHO study

duration of
menses — days;
length of cycle —
days

Amount of MBL by duration of menses: ‘light' (n = 870) — 1-2 days = 17%, 3-4
days = 61%, 5-6 days = 17%, 7+ days = 5%; ‘moderate’ (n = 3375) — 1-2

days = 3%, 3-4 days = 51%, 5-6 days = 37%, 7+ days = 10%. ‘Heavy’ (n = 1008) -
1-2 days = 1%, 3—4 days = 27%, 5-6 days = 42%, 7+ days = 30%.

Preference and behaviour related to menses by MBL (% wanting factors by MBL
class - light, moderate, heavy): no amenorrhoea — 68%, 75%, 61%; less blood loss
—13%, 15%, 54%; more blood loss — 34%, 6%, 8%; work less during menses —
13%, 17%, 23%; rest taken — 22%, 27%, 34%; mood change prior to menses —
34%, 33%, 44%; mood change during menses — 42%, 43%, 57%; discomfort prior
to menses — 53%, 55%, 61%; discomfort during menses — 48%, 52%, 66%

shows variation in menstrual patterns
from worldwide populations.
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Bibliographic Study typeand ~ Aim of study No. of patients Population Outcomes Results Source of funding and additional
information evidence level characteristics comments
Warner 2004111 Cohort Relationship of MBL 952 Women; referred for MBL - alkaline Reported problems of HMB (n = 865): period pain = 33%, mood change = 32.8%, Funding source: Chief Scientist’s
EL=3 or symptoms HMB haematin; blood loss greater than previously = 29.1%, duration of periods too long = 25.3%, Office grant
Country: UK menstrual Blood loss = 24.6%, interruption of daily life = 24.2%, feel unwell/tired due to Study summary: Little difference
symptoms —pain,  period = 23.4%, Other changes = 22.6%, blood leakage uncontrollable = 20.1%. between two groups around 80 ml.
mood, efc. Relationship between MBL and symptoms based on 4 groupings (< 50 ml, 50— 80 ml definition is of limited clinical
79 ml, 80-119 ml, > 120 ml): negative relationships — pain and MBL, P = 0.015, usefulness.
pain around period, P = 0.003, mood change around period, P = 0.002,
unpredictable onset of periods, P = 0.012, any cyclic changes, P = 0.007. Positive
relationships: accidents are severe problem, P < 0.001; impact of daily life causes
help seeking, P = 0.046; extra laundry as a severe problem, P = 0.029. No
relationship: feeling unwellftired, volume of bleeding, worried that something is
wrong.
No correlation between MBL and factors between 50-79 ml and 80-199 ml groups.
Barer 19364 Cohort Normal MBL 100 women; 15-43 years; MBL - alkaline For group (n = 100) MBL = 6.55 to 178.69 ml, mean = 50.55 (SD 25.73) (though Funding source: Eli Lilly
EL=3 estimation anaemia excluded haematin results skewed). 50% within 23.21 to 68.43 ml range. Study summary: Study shows a wide

USA

No relationship between MBL and age.

Relationship between duration and MBL; 3 days = 24.3 and 6 days = 58.66 ml. No
stats given. Relationship between number of pads and MBL. No stats given

variation in ‘normal’ menstrual blood
loss.
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Table 4.4 Tests for exclusion of underlying conditions — comparative studies

Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up ~ Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Baxter 2002'%¢  randomised; single- 96 asked to enter  Population characteristics: Women; Flexible 30 minutes  Pain levels Pain level (10 cm VAS scale): Funding source: Not stated
blind; concealed study, 83 entered  referred for hysteroscopy due to AUB;  hysteroscopy; rigid Immediately after procedure = 1.8 vs 4.0, P = 0.0001
EL=1b stugiy, 401in . > 16 years old; not pregnant. hysteroscopy 30 minutes after procedure = 1.0vs 1.7. P = 0,031
flexible and 43in  Baseline characteristics (flexible vs P ’ o '
rigid group. rigid):
Age =49 vs 47
Pre-menopausal = 26 vs 25
Reason for referral:
Menorrhagia = 17 vs 8
Post-menopausal bleeding = 9 vs 10
Post-coital bleeding = 1 vs 1
Intermenstrual bleeding = 0 vs 2
Irregular bleeding = 8 vs 13
Abnormal bleeding on HRT =5vs 7
Part of trial = 0 vs 2
Country: UK
Clark 2002155 Systematic review 3486 studies Population characteristics: Search Hysteroscopy for N/A sensitivity, Endometrial cancer: sensitivity = 86.4 (95% CI 84 to 88.4); Funding source: University of
EL = 2++ identified, 208 undertaken on Cochrane; MEDLINE;  identifying specificity, specificity = 99.2% (95% Cl 99.1 to 99.3). Birmingham Interdisciplinary
retrieved for EMBASE, and hand searching of endometrial cancer PPV, PNV Pre-test prevalence = 3.9%; pre-test likelinood ratio: positive 60.9, Research Fund and
detailed analysis, ~ existing reviews. and hyperplasia. negative 0.15. post-test probability: positive = 71.8%; post test Birmingham Women's
65 primary Country: UK negative = 0.6%. Hospital R&D fund
studies included Endometrial disease: sensitivity = 78%; specificity = 95.8%. Study summary:
In review. in RO . o hysteroscopy is good at
Pre-test prevalence = 10.6%; pre-test likelihood ratio: DA :
Lo Al L identifying endometrial
positive = 10.4 and negative = 0.24. post-test probability: but | f
ositive = 55.2%; post-test negative = 2.8%. gancer, but 16ss SO for
P ’ identifying endometrial
Biopsy or hysterectomy or D&C pathology used as reference disease.
standards.
Majority of studies use mixture of post- and pre-menopausal women
Higher quality studies show lower likelihood ratio and outcome
probability. All studies (n = 61) show pre-test likelihood ratio of
endometrial cancer: positive = 60.9 and negative = 0.15; post-test
probability — positive = 71.8, negative = 0.6. However, high quality
studies only (n = 11) show pre-test likelihood ratio: positive = 34.8,
negative = 0.21, and post-test probability: positive = 58.6, and
negative = 0.8 respectively.
For endometrial disease all studies (n = 71) show pre-test likelihood
ratio: positive = 10.4 and negative = 0.2; post-test = 55.2, 2.8, and
high quality show (n = 12) pre-test likelihood ratio: positive = 5.5,
negative = 0.31; post-test probability: positive = 39.4,
negative = 3.5.
Factors such as study setting, study population and patient
selection impact on results.
De Kroon Diagnostic; meta- 109 studies Population characteristics: Search Saline contrast No follow-  Sensitivity, Pooled results for studies were hysterectomy was the reference Funding source: Not stated
2003154 analysis ?dentified] 24 _ strategy: M_EDLINE, EMBASE, DARE, hysterosonography ~ up specificity, methqd —_2 s?udies, n= 96 - positivlel likelihood ratio = 168 Study summary: SIS is an
included in review  Cochrane library, ISI - current for AUB PPV, PNV negative likelihood ratio = 0.05, positive post-test probability = 0.93,  4ccurate method for
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up ~ Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
EL=1b contents negative post-test probability = 0.04 evaluating uterine cavity in
Studies examining saline contrast Pooled results for studies were verification bias avoided (quality women with AUB.
hysterosonography in AUB measure) — 16 studies, n = 877 - sensitivity = 0.95,
Country: Netherlands specificity = 0.88, positive likelihood ratio = 8.23, negative likelihood
ratio = 0.06, positive post-test probability = 0.91, negative post-test
probability = 0.07
Pooled results for studies for identification fibroids —
sensitivity = 0.87, specificity = 0.92, positive likelihood ratio = 11.0,
negative likelihood ratio = 0.07
Pooled results for studies for identification endometrial polyps —
sensitivity = 0.86, specificity = 0.81, positive likelihood ratio = 5.23,
negative likelihood ratio = 0.12
Success rate for SIS in 24 studies = 93%.
5 complications reported in 2278 procedures.
Dueholm Systematic review 18 papers Population characteristics: MEDLINE ~ Accuracy of No follow-  Accuracy of TVS (n = 11 studies) overall diagnostic accuracy — sensitivity = 87%  Funding source: Not stated
2002152 EL=1lb search — 1982 to 2001, English transvaginal up test — (range 24% to 96%), specificity = 82% (range = 29% to 93%).
'3”9‘139% diagnostic accuracy of ultrasound, ) sensitivity, For identification of polyps — sensitivity = 80% (range = 31% to
transvaginal ultrasound, hysterosonographic specificity 94%).
hysterosonographic examination, examination, e I
hysteroscopy, magnetic resonance hysteroscopy, Egz/m:en:gg;tmn of submucous myomas — sensitivity = 94% (range
imaging. magnetic resonance ¥ b t0 100%). ’ o L '
. imaging. ysterosonographic examination overall diagnostic accuracy —
Country: Denmark sensitivity = 94% (range 83% to 100%), specificity = 85%
(range = 72% to 99%)
For identification of polyps — sensitivity = 93% (range 67% to
100%), specificity = 96% (range 93% to 100%).
Hysteroscopy — no combined results reported.
MRI - no combined results shown.
Highlights that many studies use endometrial sampling as gold-
standard which is inappropriate.
Farquhar systematic review; 19 papers Population characteristics: MEDLINE ~ Transvaginal No follow-  Accuracy of Transvaginal ultrasound vs histopathology or hysteroscopy for Funding source: Not stated
20031 diagnostic and EMBASE 1980 to 2001. Search ultrasound; up diagnostic identification of intrauterine pathology (n = 10): Study summary: Although
EL=1Ib terms and MeSH terms used. sonohysterography; method — Sensitivity range = 48% to 100%, specificity range = 12% to 100%,  pigh degree of variation in
Standard inclusion/exclusion criteria  hysteroscopy; sensitivity, LR+ range 1.0 to 51.6, -LR range = 0.05 to 0.79. studies, all tests were
used. histopathology ~ specificity, Transvaginal ultrasound vs histopathology or hysteroscopy for moderately accurate at
Standard quality assessment used. (;petratlve SI_PI:{/E\ILT?V identification of submucous fibroids: identifying pathology.
Standard data extraction used YSIEroscopy or LR Sensitivity range = 21% to 100%, specificity range = 53% to 100%,
hysterectomy patient LR+ range 1.6 to 62.3, -LR range = 0.03 to 0.47.
Country: New Zealand discomfort

Transvaginal ultrasound vs histopathology or hysteroscopy for
identification of hyperplasia:

Sensitivity range = 33% to 100%, specificity range = 79% to 100%,
LR+ range 2.6 to 679, -LR range = 0.04 to 1.00.
Sonohysteroscopy vs histopathology or hysteroscopy for
identification of intrauterine pathology (n = 11):

Sensitivity range = 85% to 100%, specificity range = 50% to 100%,
LR+ range 2.0 to 80.3, -LR range = 0.04 to 0.38.
Sonohysteroscopy vs histopathology or hysteroscopy for
identification of submucous fibroids:
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome
measures

Effect size Source of funding and
additional comments

Sensitivity range = 57% to 100%, specificity range = 96% to 100%,
LR+ range 21.3 to 80.3, -LR range = 0.06 to 0.47.
Sonohysteroscopy vs histopathology or hysteroscopy for
identification of endometrial hyperplasia:

Sensitivity range = 29% to 80%, specificity range = 82% to 100%,
LR+ range 1.6 to 70.4, -LR range = 0.14 to 29.

Hysteroscopy vs histopathology or hysteroscopy for identification of
intrauterine pathology (n = 3):

Sensitivity range = 90% to 97%, specificity range = 62% to 93%,
LR+ range 2.55 to 14.56, -LR range = 0.03 to 0.11.

Hysteroscopy vs histopathology or hysteroscopy for identification of
submucous fibroids:

Sensitivity range = 53% to 100%, specificity range = 97% to 100%,
LR+ range 10.4 to 41.0, -LR range = 0.08 to 0.48.

Hysteroscopy vs histopathology or hysteroscopy for identification of
endometrial hyperplasia:

Sensitivity range = 90% to 100%, specificity range = 99% to 100%,
LR+ range 47.0 to 111.7, -LR range = 0.02 to 0.15.

Discomfort with transvaginal ultrasound — one study reported 2% of
people found it unpleasant, and 40% experienced some discomfort.

Discomfort with sonohysterography — study reported 13% found it
unpleasant and 53% had discomfort

Discomfort with hysteroscopy — 1.6% procedures not completed
due to intolerance, and 3.6% of people would not have procedure
again due to pain.

Safety infrequently reported in studies for any test.

Guyatt 1992150

Systematic review
EL =2++

55 articles
included

Population characteristics: MEDLINE
Two searches designed.

Inclusion/exclusion criteria
systematically applied.

Systematic quality assessment

Testing for anaemia

N/A

Likelihood of
anaemia

55 studies identified. Funding source: Not stated

Serum ferritin (n = 2579) Area under ROC curve = 0.95 (95% ClI Study summary: Serum
0.94 to 0.96). ferritin radioimmunoassay is

Likelihood ratio at serum feritin levels (ug/l): powerful test in identification
>100=0.08 of iron-deficiency anaemia

4510 100 = 0.54
35t044=1.83
251034 =2.54
241t015=28.83
<15=51.85

Red cell protoporphyrin (n = 288) Area under ROC curve = 0.77
(0.7110 0.83)

Likelihood ratio at red cell protoporphyrin levels (ug/l):
<50=0.12

51t0 150 = 0.56

151 to 250 = 2.01

25110 350 =6.05

>351=8.31

Mean cell volume (N = 436) Area under ROC curve =0.76 (0.72 to
0.80)

Likelihood ratio at mean cell volume levels (um?3):
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up ~ Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
>90=0.29
85t089=0.76
8010 84 =0.91
75t079=1.00
701074 =3.33
<70=1247
Trans-ferrin saturation (n = 764) area under ROC curve = 0.74
(0.70t0 0.78)
Likelihood ratio at transferrin saturation level (%):
>50=0.15
30t049=043
20t029=0.52
10t0 19=0.81
5t09=2.54
<5=10.46
Red cell volume distribution (n = 273) area under ROC curve = 0.62
(0.55 t0 0.69)
Likelihood ratio at red cell volume distribution level:
<15=0.61
15t0 16 =0.84
17t020=1.78
>21=272.
James 200445 systematic review; 107 articles Population characteristics: MEDLINE.  Testing for von N/A Prevalence of 5 studies showed prevalence of VWD of 5.3% to 20%. Samples Funding source: Dade-
diagnostic studies identified 1990 to 2003. Keyword search only. Willebrand disease VWD or platelet  sizes from 19 to 150. Behring
EL=2- Country: in menorrhagia abno_imletallltles; 6 studies showed sensitivity of between 79% and 100% Study summary: Inadequate
sens!f!v!ty, 4 studies showed specificity of between 80% to 95% evidence to support roufine
speciricity testing for VWD in
menorrhagia
Krassas 199452 Epidemiology 428: 214 with Population characteristics: Women; Association between  No follow-  Presence of Of the 214 patients, 168 (78.5%) had regular menstrual cycles and ~ Funding source: Not stated
EL =2+ thyroid disease;  with or without thyroid disease thyroid condition and ~ up thyroid 46 (21.5%) irregular cycles. Out of 214 normal controls, matched for  gtydy summary: These data
214 matched Country: Greece menstrual disorders condition-TT3  age and weight, 196 (91.6%) had normal menstruation and 18 demonstrate that
controls and TT4 levels;  (8.4%) irregular cycles. 2 (4.5%) and 2 (11%) of thyrotoxic and hyperthyroidism in women is
menstrual normal controls had menorrhagia. less frequently associated
disorders; No statistical difference between groups. with menstrual abnormalities
SB'&TK'”Q status; than was previously believed.
Philipp 2003%¢*  Cohort; 126: 74 Population characteristics: patient platelet functional MBL - PBAC; Of 59 PBACs returned by study group: 51 had score > 100; 37 had ~ Funding source: Association
epidemiology menorrhagia; 52 group: women; physician-diagnosed defects association platelet function ~ score > 185. of Teachers Preventative
EL =2+ controls menorrhagia; known pathology with menorrhagia test Platelet aggregation and ATP release, comparison between study ~ Medicine grant

excluded; scheduled for hysterectomy
during study period; those taking
pharmaceutical treatments asked to
stop.

Mean age — 40.4 (range 17 to 55)
Controls: women; same as above but
no menorrhagia.

Country: USA

(n'=74) and control (n = 52) groups. Platelet aggregation:
epinephrine 16 vs 2 (P = 0.005); ristocetin 20 vs 4 (P = 0.007);
collagen 9 vs 2 (P = 0.105); ADP 3 vs 1 (P = 0.5); arachidonic acid
6vs 1(P=0.13). ATP release: ADP 30 vs 7 (P = 0.0009);
arachidonic acid 16 vs 1 (P = 0.001); collagen 18 vs 5 (P = 0.04);
thrombin 1 vs 0 (N/A).

Study summary: Underlying
platelet problems in majority
of women with unexplained
menorrhagia. Suggests need
for screening for inherited
blood disorders and platelet
problems in women with
menorrhagia.
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up ~ Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Shankar 20044 Systematic review 11 studies Population characteristics: Women; VWD as risk factorin -~ N/A Prevalence of 11 studies: 988 women with menorrhagia and vWD prevalence of Funding source: Not stated
EL=2- included in review menorrhagia; screened for von menorrhagia von Willebrand 131 (13%, 95% CI 11 to 15.6%). Studies reported range from 5% to
Willebrand disease disease 24% of vWD.

Search undertaken on MEDLINE only
using keyword search.

Country:

4 studies from Europe, 5 from North America, 2 from elsewhere.

6 studies based on gynaecology outpatient clinics, 1 on coagulation
clinic, 1 on administrative database, 2 on population study, 1 not
stated.

Menorrhagia state based on history in 5 studies, PBAC in 2,
Alkaline Haematin in 2, and not stated in 2.

VWF:Ag test only one used across studies, RiCof was second most
common.

Cut-off for vWD varied between studies.

Different study designs and inclusion criteria probably account for
differences between studies.
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Table 4.5 Tests for exclusion of underlying pathology — diagnostic studies

Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and

information evidence level  and prevalence characteristics standard additional comments

Anastasiadis retrospective; 1415 women; scheduled for Transvaginal ultrasound Sensitivity, specificity, PPV, NPV for identification of hyperplasia or polyps by TVS in pre-menopausal Funding source: No stated

2000157 comparison D&C for AUB. (TVS); Sonohysterography ~ women: 74%, 91%, 62%, 91%

EL=1Il Aged 23-85 years (SH); D&C pathology - Sensitivity, specificity, PPV, NPV for identification of hyperplasia or polyps by TVS in post-menopausal
Country: Greece reference women: 94%, 96%, 94%, 96%
Sensitivity, specificity, PPV, NPV for identification of hyperplasia or polyps by SH: 95%, 96%, 90%, 98%
No assessment of acceptability of tests. Tests undertaken in different groups.

Arslan 2003'¢  diagnostic; 138 - 105 were women; AUB; HRT or Colour Doppler Results for endometrial thickness correlation with endometrial carcinoma: Funding source: Not stated
comparison postmenopausal,  tamoxifen excluded ultrasonography to Endometrial thickness > 5 mm - neoplastic = 18, non-neoplastic = 75; < 5 mm - neoplastic = 1, non-
EL=1II 33 peri- Country: Turkey determine blood flow; neoplastic = 11. Sensitivity = 95%, specificity = 37%, PPV = 19%, NPV = 97%.

menopausal endometrial thickness;
histopathology

Ash 199677 diagnostic; 310 Women; diagnosed with Pipelle endometrial biopsy Pipelle outcome: 266 (85.8%) normal, 8 (2.6) hyperplasia, 9 (2.9) complex hyperplasia, 4 (1.3%) hyperplasia  Funding source: Not stated
retrospective DUB; pre-menopausal with atypia. Study summary: All women
EL=1I sta(;us; utn.dtlargonel_ b 23 (7.4%) biopsies were insufficient for diagnosis. with irregular menstruation

giqpeolln;?\/%n?:rzn i;;lng y Logistic regression of risk factors for hyperplasia: irregular menses: OR = 73.5 (95% Cl 14.6 to 370.4), Ehould have endometrial
! = ion: = = . = I0psy.

menopause excluded E - 88221 Hypertension: OR = 4.94 (0.95 to 25.84), P = 0.58. Age > 40: OR = 3.97 (1.22 to 12.95), psy

Average age 39 years o

(17-53)

Country: Canada

Badawy diagnostic; 100 women; seen for Ultrasonography — Pathology identified: Funding source: Not stated

199615 retrospective; menstrual disorders tFSQSVQQ'f:_aLOF:fa”S‘ ~ Ultrasonography: normal = 47, fibroids = 28, thickened endometrium = 11, adnexal pathology = 4 Study summary: Study
case series, Country: UK avdominal, NYSIEIOSCODY, . teroscopy: normal = 68, fibroids = 19, polyps = 13 shows that ultrasound and
part-blinded histopathology - reference; hysteroscopy provide
EL=Il patient Histopathology: normal = 77, atrophic endometriosis = 8, polyps = 10, hyperplasia = 3, chronic complementary information

treatment/management - endometriosis = 1, endocervical polyp = 1 '
based on having ultrasound  Comparison of management strategies: no difference between management strategies based on information

results, hysteroscopy available from tests. Trend towards more surgery where both ultrasound and hysteroscopy data available.

results, or both.

Bain 2002221 Randomised; 460 eligible - 377 women; referred for hysteroscopy and biopsy; Outcomes: Funding source: Not stated
blinded; recruited, 83 did menstrual problems. endometrial biopsy alone Semantic differential scale (12 item scales of bipolar terms rated from -3 [best] to +3 [worst], e.g good-bad, ~ Study summary: Study
ggntrolleq; notdente_r t’('f'{ 370 Hysteroscopy and Biopsy to assess patient views of test). shows that hysteroscopy is

lagnostic oot T SouPage 432 ltems where P < 0.05 was for happy-sad — biopsy = -0.16 (SD 1.07), hysteroscopy = -0.045 (SD 1.19), ~ @cceptable method to

EL=1b withdraw tTrom il parity = 2, length of P =001 patients, and provide

H 1?6 recelved1 o4 menses = 7.5. For McGill pain score: immediate reassurance.
YSICIOSCOpY, Endometrial biopsy alone: ) o ) _ . However, study shows

received o age 42.8, parity = 2, mean No difference between biopsy or hysteroscopy pain scores (P = 0.62, 2.58 vs 2.54, respectively). hysteroscopy has not impact
endometrial biopsy length of menses = 7.9 Initial management of groups: on management of patients
~ 178 hysteroscopy : No difference between management strategi d on each gr compared with biopsy alone.
completed study, Country: UK o difference between management strategies used on each group.
167 endometrial Endometrial group had 9 hysterectomies vs hysteroscopy with 8 hysterectomies, relative risk = 1.14 (not
biopsies completed significant).
study

Ben-Baruch diagnostic 269-172 Pipelle  women; non-pregnant; Pipelle curette; D&C; Of 172 Pipelle’s attempted 170 (98.8%) were successful. 154 of 170 (90.6%) samples provided enough Funding source: Not stated

1994215 comparison curette, 97 had referred for investigation Hysterectomy information for histology. Study summary: Study
EL=1I D&C (45 from due to AUB 66 of 97 (68%) of D&C’s provided enough material for histology. shows Pipelle curettage is
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Pipelle group later ~ Country: Israel Difference between groups was significant (P < 0.0001) useful meted for diagnosis of
hadllh'slto)k’gy Of 45 Pipelles where D&C or hysterectomy were later performed, the diagnosis was the same in 43 (95.5%).  endometrial pathology.
available).
Ben-Yehuda diagnostic; 373 women; AUB; undergone  Hysteroscopy; D&C — Comparison of hysteroscopy and D&C for identification of hyperplasia and endometrial cancer: Funding source: Not stated
199810 comparative; D&C and hysteroscopy for  reference In 25 hysteroscopies no diagnosis made compared with 33 for D&C.
retrospective identification of T itive = 54. fal itive = 115. fal five = 50. ¢ five = 154
EL=ll hyperplasia or rue positive = 54, false positive = 115, false negative = 50, true negative = 154.
endometrial cancer
Country: USA
Bernard prospective; 163. 159 women; AUB; pre- and Saline contrast Pathology (n = 159): Funding source: Not stated
1997161 comparison completed. 3 post-menopausal; sonohysterography (SCSH);  atrophy = 10 Reviewer comments: Study
EL=1II excluded. excluded if infection or hysteroscopy or Normal = 36 included in the Farquhar
cervical abnormality hysterectomy as reference Hystertrophy = 20 review.
Country: France Polyp = 36 Study shows saline
Submucosal myoma = 30 sonography is useful method
Intramural myoma = 15 for identifying pathology.
Adenomyosis = 10
Cancer =2
All pathology:
True negative — 13; true negative - 1; false positive — 4; true positive- 91
Sensitivity (%) and specificity (%):
Hypertrophy — 88.8, 95.6
Polyp - 87.8,90.7
Submucosal myoma - 89.6, 95
Cancer - 40, 100
Bettocchi diagnostic; 399 Women; AUB; diagnostic ~ D&C; hysterectomy Accuracy of D&C compared with histopathology for identification of intrauterine abnormalities: Funding source: Not stated
2001% comparative; D&C; underwent - pathology - reference sensitivity = 46%, specificity = 100%, PPV = 100%, NPV = 7.1% Study summary: D&C is an
retrospective hysterectomy within inadequate method for
EL=I 2 months due to diagnosis in AUB.
persistent symptoms.
Country: Italy
Breitkopf Diagnostic; 206 - 6 patients women; referred for AUB;  Sonohysteroscopy; Pathology available for 97 patients. Funding source: Not stated
200472 retrospective; procedure failed. pre-menopausal histopathology —reference  gonohysteroscopy compared with histology for identification of intra-cavity masses had a sensitivity of 9%,  Study summary: Study
case series women aged 18 to specificity of 98%. shows that endometrial
EL=1u 53 years Accuracy of endometrial thickness compared with sonohysteroscopy for identification of pathology, at 5mm  thickness has limited
Country: USA cut-off: sensitivity 74%, specificity = 46%, PPV = 37%, NPV = 80%, +LR = 1.35, -LR = 0.58. correlation with pathology.
Bronz 199773 diagnostic; 139 women; referred due to transvaginal sonography; Results for pre-menopausal women: Funding source: not stated
comparative; AUB; 83 women pre- saline infusion sonography;  Benign polyps identified in 33 women by histology, TVS identified 21, SCHS identified 32. Study summary: Both TVS
prospective menopausal, 56 post- histology — reference Submucous fibroids identified in 22 women by histology, TVS identified 21, SCHS identified 21. and SCHS are highly
EL=1I menopausal Endometrial hyperplasia identified in 5 women by histology, TVS identified 5, SCHS identified 2. accurate methods at
Country: Switzerland No endometrial carcinoma reported diagnosing pathology

Reviewer calculated:
For TVS:

Sensitivity = 48/62 = 0.77
Specificity = 19/21 = 0.90
For SCHS:
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Sensitivity = 58/62 = 0.94
Specificity = 17/21 = 0.81

Cepni 2005'3  diagnostic; 240 entered study, ~ Women; referred for AUB.  transvaginal ultrasound; Al for pre-menopausal women group: Funding source: No stated
prospective; 223 completed all 165 were pre- saline infusion sonography;  Accuracy of TVS for identification of endometrial polyps compared with pathology: sensitivity = 72.0,
cohort; three tests menopausal, 58 were hysteroscopy; Biopsy or specificity = 50.8, PPV = 69.2, NPV = 54.1, LR+ = 1.46, LR- = 0.55.
comparison postmenopausal D&C - reference Accuracy of SIS for identification of endometrial polyps compared with pathology: sensitivity = 91.8,
EL=1I Country: Turkey specificity = 61.2, PPV = 77.6, NPV = 83.7, LR+ =2.37, LR- = 0.13.
Accuracy of hysteroscopy for identification of endometrial polyps compared with pathology: sensitivity = 94.4,
specificity = 58.6, PPV = 80.8, NPV = 85.0, LR+ = 2.28, LR- = 0.10.
Accuracy of TVS for identification of submucous fibroids compared with pathology: sensitivity = 58.3
specificity = 94.8, PPV = 46.7, NPV = 96.7, LR+ = 11.16, LR- = 0.44.
Accuracy of SIS for identification of submucous fibroids compared with pathology: sensitivity = 81.3,
specificity = 98.0, PPV = 81.3, NPV = 98.0, LR+ = 40.35, LR- = 0.19.
Accuracy of hysteroscopy for identification of submucous fibroids compared with pathology: sensitivity = 90.9
specificity = 95.8, PPV = 76.9, NPV = 98.6, LR+ = 21.67, LR- = 0.10.
Chittacharoen  prospective; 55 Women; AUB; previous sonohysterography; Comparison of sonohysterography and pathology: Funding source: Not stated
2000 gghort; y U”;ﬁS?U”d suggested Eaﬂt‘("(’gty - via D&C 0[. true positive = 45, false positive = 1, false negative = 1, true negative = 5
iagnostic; non- pathology ysterectomy or operative I P - _
blinded County: Thailand hysteroscopy Sensitivity = 97.82, specificity = 83.33, PPV = 97.82, NPV = 83.33%
EL =1l
Critchley diagnostic; 1767 assessed, women; referred due to hysteroscopy plus biopsy —  Randomised groups: Funding source: Health
20016° randomised — 1027 eligible, 683 AUB; excluded pregnant  Tao Brush or Pipelle, bind  High-risk group: Technology Assessment,
block; recruited — 200 women. biopsy; transvaginal . ) PR _ NHS
prospective: high risk, 326 Women divided info ultrasound; no investigation Biopsy (Ta'o and/or Pipelle) and ultrasound = 100; biopsy and hysteroscopy = 100. Study summary: Ulrasound
statistical moderate risk, 157 Moderate risk group:

analysis blinded
EL=1b

low risk

groups based on risk
factors for pathology —
age, history, pre- or post
menopausal

High risk = post-
menopausal

Moderate risk = pre-
menopausal, < 40, no risk
factors — family history
Low risk = pre-
menopausal, < 40
High-risk group:

age = 57.6, 1% with HVB,
30% on HRT, 22%
sterilised.

Moderate-risk group:
age = 45.2, 68% with
HMB, 9% on HRT, 38%
sterilised.

Low-risk group:

age = 33.9, 57% with
HMB; 0% on HRT, 28%
sterilised.

Country: UK

Biopsy = 80; Biopsy and ultrasound = 80; Hysteroscopy and biopsy= 84; (Hysteroscopy or biopsy) and
ultrasound = 82

Low-risk group

No evaluation = 62; Pipelle only = 17; Tao only = 15; Hysteroscopy or Pipelle = 17; Hysteroscopy or
Tao = 14; Ultrasound = 32

Investigations successfully undertaken:

Moderate risk group: hysteroscopy, ultrasound and biopsy = 65 (79%); Hysteroscopy and biopsy = 71 (85%);
ultrasound and biopsy = 60 (75%); biopsy = 67 (84%).

Low-risk group: Hysteroscopy and Tao Brush = 10 (71%); hysteroscopy and Pipelle = 11 (65%);

Ultrasound = 31 (97%); Tao Brush = 12 (80%); Pipelle = 14 (82%); None = 62 (100%).

NEO questionnaire: General population averages for adult women — neuroticism = 20, extraversion = 28.
openness = 27, agreeableness = 34, conscientiousness = 35

For moderate risk group — neuroticism = 21, extraversion = 28, openness = 27, agreeableness = 34,
conscientiousness = 35

For low risk group — neuroticism = 21, extraversion = 28, openness = 25, agreeableness = 33,
conscientiousness = 34

GHQ questionnaire scores:

moderate-risk group:

Somatic symptoms = 7.0, anxiety = 7.0, social dysfunction = 7.0, depression = 0.0, total = 21

low-risk group:

Somatic symptoms = 6.0, anxiety = 6.0, social dysfunction = 7.0, depression = 0.0, total = 20

Difference between groups: Somatic symptoms, P = 0.001, anxiety P = 0.001, social dysfunction P = 0.197,

provides higher visualisation
rates than hysteroscopy

(P =0.002).

Tao Brush outperforms
Pipelle in post-menopausal
women.

Polyps better identified with
hysteroscopy, and fibroids
by ultrasound.
Hysteroscopy and biopsy
more likely than ultrasound
to be classified ‘unpleasant’.
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depression P = 0.044, total P = 0.001.
Moderate-risk group:

Visualisation — hysteroscopy (n = 84): 84 subjects, 10 not possible, 74 possible, 3 not undertaken for other
reasons, 71 completed, 64 successful visualisation. Ultrasound (n = 80): 0 not possible, 80 possible, 3 not
undertaken for other reasons, 77 completed, 73 successful visualisation. Hysteroscopy and Ultrasound
(n=82): 7 and 0 not possible, 75 and 82 possible, 3 and 7 not undertaken for other reasons, 72 and 75
completed, 63 and 71 successful visualisation.

Biopsy:

Hysteroscopy and Pipelle: 84 subjects, 78 possible, 76 undertaken, 71 successful. Hysteroscopy and Tao
Brush: 84 subjects, 78 possible, 75 undertaken, 63 successful. Ultrasound then ‘blind’ Pipelle: 80 subjects,
64 possible, 64 undertaken, 59 successful. Ultrasound then ‘blind’ Tao Brush: 80 subjects, 64 possible, 64
undertaken, 55 successful.

Success of visualisation and biopsy: hysteroscopy and Pipelle = 82%, hysteroscopy and Tao Brush = 78%,
ultrasound and Pipelle = 76%, ultrasound and Tao Brush = 71%.

High- and moderate-risk groups combined:

Success of visualisation and biopsy: hysteroscopy = 77%; hysteroscopy and Pipelle = 70%, hysteroscopy
and Tao Brush = 80%, ultrasound = 88%, ultrasound and Pipelle = 60%, ultrasound and Tao Brush = 67%.

Low-risk group:
Visualisation — hysteroscopy (n = 31): 5 not possible, 26 possible, 2 not undertaken for other reasons, 24

completed, 20 successful visualisation. Ultrasound (n = 32): 0 not possible, 32 possible, 1 not undertaken for
other reasons, 31 completed, 31 successful visualisation.

Biopsy:

Hysteroscopy and Pipelle: 17 subjects, 13 possible, 12 undertaken, 10 successful. Hysteroscopy and Tao
Brush: 14 subjects, 13 possible, 12 undertaken, 12 successful. Ultrasound then ‘blind’ Pipelle: 17 subjects, 14
possible, 14 undertaken, 14 successful. Ultrasound then ‘blind’ Tao Brush: 15 subjects, 13 possible, 12
undertaken, 11 successful.

Abnormalities identified by visualisation:
Moderate group:

Endometrial/uterine polyp - hysteroscopy = 19, ultrasound = 7
Uterine fibroids — hysteroscopy = 31, ultrasound = 59.

cervix suspicious — hysteroscopy = 0, ultrasound = null.
Cervical polyp — hysteroscopy = 7, ultrasound = null

Low-risk group:

Endometrial/uterine polyp — hysteroscopy = 1, ultrasound = 2

Uterine fibroids — hysteroscopy = 1, ultrasound = 6.
Cervical polyp - hysteroscopy = 1, ultrasound = null

Abnormalities identified by biopsy:

High-risk group:

Endometrial cancer = 5. Hyperplasia = 2. Atrophic endometrium = 12. Inactive endometrium = 106. Cyclic
endometrium = 26. Other = 27

moderate-risk group:

Endometrial cancer = 3. Hyperplasia = 3. Atrophic endometrium = 0. Inactive endometrium = 19. Cyclic
endometrium = 213. Other = 59

Low-risk group:
Endometrial cancer = 0. Hyperplasia = 0. Atrophic endometrium = 0. Inactive endometrium = 2. Cyclic
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endometrium = 91. Other = 0
Sensitivity (%), specificity (%), PPV (%), PNV (%) of investigations for endometrial cancer:
Ultrasound (n = 64) = 66.7 (20.8 to 93.9), 55.7 (43.3 t0 67.5), 6.9 (1.9 to 22.0), 97.1 (85.5 t0 99.5).
Hysteroscopy (n = 254) = 20 (3.6 to 62.4), 98.8 (96.5 to 99.6), 25.0 (4.6 to 69.9), 98.4 (96.0 to 99.4)
Pipelle (n = 473) =70.0 (39.7 to 89.2), 100 (99.2 to 100), 100 (64.6 to 100), 99.4 (98.1 to 99.8)
Tao Brush (n = 478) =90.0 (59.6 to 98.2), 100 (99.2 to 100), 100 (70.1 to 100), 99.8 (98.8 to 100).
Adverse events:
Ultrasound = 0, hysteroscopy = 12, blind biopsy = 9
Investigation ‘unpleasant’:
Hysteroscopy = 27%, ultrasound = 11%, biopsy = 29%. (rates higher for low-risk group).
De Crespigny diagnostic; 60. 55 completed women; referred for Saline Infusion 55 of 60 examinations completed. Funding source: not stated
19971e comparafive; investigation; 43 Sonohysterosalpingography - pisagreement between SIS and TVS: 12 polyps identified on SIS but not TVS; 7 had endometrial polyp on
prospective menorrhagia/intermenstru  (SIS); transvaginal TVS but not on SIS.
EL=IIl al bleeding; 6 ultrasound (TVS); : ' . .
postmenopausal bleeding;  hysteroscopy — reference, 11 hysteroscopies avoided due to SIS. 15 of 16 hysteroscopies agreed with SIS.
5 infertility; 3 suspected not whole sample
Asherman syndrome; 1
tamoxifen treatment; 1
recurrent abortions; 1
exclusion of uterovesical
fistula.
Country: Australia
De Vries Diagnostic; 62 Women; pre-menopausal;  Transvaginal Sonography; Accuracy of TVS at identifying intrauterine pathology compared with hysteroscopy: sensitivity = 60% (12 of Funding source: Not stated
200016 prospective; AUB; scheduled for Saline Infusion Sonography;  20), specificity = 93% (39 of 42), +LR =8, -LR = 0.43 Study summary: SIS was
cohort hysteroscopy Hysteroscopy Accuracy of SIS at identifying intrauterine pathology compared with hysteroscopy: sensitivity = 68% (14 of more accurate test than TVS
EL=1I Country: Netherlands 16), specificity (39 of 41) = 95%, +LR = 10, -LR = 0.13 for identifying uterine
pathology.
Dijkhuizen systematic 1768 articles Search on MEDLINE. Endometrial sampling for Identification of endometrial carcinoma: Funding source: Not stated
2000222 reV'fo meta- '(192?”'9@- ?gd g Keyword search only carcinoma or hyperplasia 31 studies reported sensitivities ranging between 25% to 100%, and specificity between 93% to 100%. Study summary: Pipelle
ana_y3|s fel\Jli eﬁ/s included n Sample size-weight combined sensitivities were 68%, 78%, and 81% where hysterectomy, D&C or both biopsy is superior to other
EL=1I ' were, respectively, used as reference method. The specificities were 99.7%, 99.6% and 99.9%, respectively.  Methods in identification of
Study quality criteria — blinding, prospective — had no impact on study outcomes. endometrial cancer and
- . . hyperplasia.
Identification of atypical hyperplasia:
19 provided sensitivities, and 17 provided specificities. Sensitivity varied between 39% and 100%, and
specificity between 93% and 100%
Sample size-weight combined sensitivities for identification of hyperplasia, were 74%, 75%, and 45% where
hysterectomy, D&C or both were, respectively, used as reference method. The specificities were 100%,
99.1% and 100%, respectively.
Studies show statistically significant (P = 0.01) differences between Pipelle method and others in terms of
sensitivity and specificity for identification of hyperplasia.
Dijkhuizen diagnostic; 136 women; metrorrhagia or transvaginal Hysteroscopic pathology for pre-menopausal: insufficient sample = 1, atrophy =3, Funding source: Not stated
1996166 blinded postmenopausal bleeding  ultrasonography; proliferative/secretory = 30, polyp = 17, submucous myoma = 10, hyperplasia = 6, carcinoma = 0. Study summary: Limited use
EL=1l Country: Netherlands hysteroscopy Ultrasound: sensitivity = 88%, specificity = 68%, PPV = 73%, NPV = 85%, PLR = 2.8, NLR = 0.18 in women with irregular

menstrual bleeding
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Dijkhuizen diagnostic; 50 - received both  women; scheduled for transvaginal ultrasound; Transvaginal ultrasound: Funding source: Not stated
20007 prospective; transvaginal hysterectomy. saline infusion sonography;  Accuracy of TVS compared with histopathology for identification of pathology: sensitivity = 61%, Study summary: The
cohort uIt[aso_ur;d and Age range 35 to 59. E'Sttopatflology fro;n specificity = 96%, +LR = 16, -LR = 0.41 diagnostic accuracy of SIS s
EL=1I 22:]23:2;:]8;0'1 26 had menorrhagia, 24 ystereclomy —IEIETeNC®  saline infusion sonography: higher than TVS.
had metrorrhagia Accuracy of SIS compared with histopathology for identification of pathology: sensitivity = 100%,
Country: Netherlands specificity = 85%, +LR = 6.8, -LR = 0.0.
In 2 patients SIS could not be performed.
Dueholm diagnostic; 470 women women,; referred for Transvaginal sonography; Diagnostic accuracy of transvaginal ultrasound compared with pathology for identification of polyps or Funding source: Not stated
2001168 prospective; referred for bleeding disorders; pre- saline contrast submucous myomas: sensitivity = 92%, specificity = 62%, PPV = 80%, NPV = 82%
cohort; bleeding disorders.  menopausal; aged less sonohysteroscopy; Diagnostic accuracy of transvaginal ultrasound compared with pathology for identification of any abnormality
comparative ;89thad operative  than 55 years. er}dometnal sample - (including hyperplasia at > 12 mm cut-off): sensitivity = 93%, specificity = 54%, PPV = 79%, NPV = 82%
EL=1I hy:tz;zzfc?nﬁy g;ter Country: Denmark reterence Diagnostic accuracy of saline contrast sonohysteroscopy compared with pathology for identification of polyps
y y or submucous myomas: sensitivity = 99%, specificity = 72%, PPV = 85%, NPV = 98%
tests
Diagnostic accuracy of saline contrast sonohysteroscopy compared with pathology for identification of any
abnormality (including hyperplasia at > 12 mm cut-off): sensitivity = 99%, specificity = 57%, PPV = 81%,
NPV = 97%
In 18 cases saline contrast sonohysteroscopy could not be performed. In 28 cases the visualisation was use-
optimal.
There were no complaints of pain by any patients, but 42 reported discomfort.
Dueholm Diagnostic; 355 Women; referred for AUB;  Transvaginal ultrasound; Mean average endometrial thickness by pathology outcome: Funding source: Not stated
20011 prospectitye; prgémenopaushal;dA?zdf hi?tological findings - Hyperplasia = 11.52 (SD 4.97), P = 0.005 (from normal) Study summary: Study
comparative < 55 years; scheduled for  reference _ _ shows that endometrial
Polyp = 11.75 (5.08), P = < 0.001 (from normal
EL=1I hysteroscopy, v (5.08) ( ) thickness does correlate

hysterectomy, or
endometrial sampling

Country: Denmark

Submucous myomas = 7.08 (SD 3.41) P = 0.01 (from normal)
Normal = 8.37 (SD 3.85)

Pre-test probability of hyperplasia or polyps = 0.20 (0.16 to 0.25) (66 of 329). Post-test probability of
hyperplasia or polyps = 0.084 where endometrial thickness < 4 mm and 0.077 where < 7 mm.

Pre-test probability of any abnormal finding (n = 173) = 0.42 (0.37 to 0.48). Post-test probability of abnormal
finding = 0.16 (0.11 to 0.23) with normal sonogram (excluding endometrial thickness)

with presence of polyps and
hyperplasia, but using cut-
offs does not exclude
pathology.

Eldred 1994143

Epidemiology; 42
case—control

women; presenting with
subjective menorrhagia;

Pituitary and ovarian
hormone levels association

20 patients had MBL > 80 ml, 22 had MBL < 80 ml.
No difference between groups in hormone levels — FSH, LH-FSH and E2

Funding source: Not stated
Study summary: No

EL=1l no pathology or with menorrhagia . association between
coagulation disease. No correlation between MBL and hormone levels. hormone levels and
Country: UK menstrual blood loss
Emanuel Diagnostic; 131 women; referred for AUB;  D&C; hysteroscopy — Comparison of D&C and hysteroscopy for identification of uterine pathology: Funding source: Not stated
1997170 compara:pve; U”geég(l’”ng&Q reference True positive = 17, false positive = 11, false negative = 47, true negative = 56. Study summary: D&C is an
prospeciive b etaroscony Pre-test probability = 0.49, post-test probability + = 0.61, post-test probability - = 0.46, +LR = 1.69, obsolete method for
EL=IIl ysteroscopy -LR = 0.87 diagnosing intrauterine
Country: Netherlands disorders.
Emanuel diagnostic 279 -19 not women; referred by GP Transvaginal Patient population (n = 260): menorrhagia = 109; metrorrhagia = 104; postmenopausal bleeding = 47 Funding source: Not stated
1995 comparison; evaluable due to AUB ultrasonography; Sonogram results by hysteroscopy: 135 were true negative, 4 were false negative; intrauterine structure — 76 Study summary:
prospective Country: Netherlands hysteroscopy - reference true positive, 9 false positive; endometrium — 14 true positive, 1 false positive; both - true positive = 2, false ~ Transvaginal sonography
EL=1I positive = 6; inconclusive — 13 = true positive, 6 = false positive. effective at excluding

Sensitivity of sonogram = 0.96 (95% CI 0.91 to 0.99); specificity = 0.89 (0.83 to 0.94; pre-test
probability = 0.42, post-test probability normal = 0.03, post-test probability abnormal = 0.87; likelihood ratio
normal result = 0.04, likelihood ratio abnormal result = 9.09.

pathology in AUB
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Fedele 199278 diagnostic; pre- 43 women; recurrent transvaginal ultrasound; Ultrasonography results: 22 of 43 had adenomyosis, 4 had leiomyomas > 10 cm. Funding source: Not stated
?ndtpOStt rT;enorrhag|a;I§nIarge? Elst?pathtology poit- Pathologist: 20 had adenomyosis, confirming 16 US findings, 6 were excluded, 4 new cases.
reatmen uterus; no evidence o ysterectomy - reference L o _
EL=| leiomyomas on US sensitivity = 80%, specificity = 74%, PPV 73%, PNV = 81%.
examination; scheduled
for hysterectomy; .
Country: Italy
Fedele 1991172 diagnostic; 7 women; scheduled for transvaginal sonography; 65 of 71 sonographs successful. 6 unsuccessful due to enlargement of uterus. Funding source: not stated
comparative hysterectomy due to hysteroscopy ‘Success’ of sonography at identifying submucous fibroids: sensitivity = 100%, specificity = 94%, PPV = 81%  Study summary:
EL=1Ib fibroids; aged 37 to 54 PNV = 100% Sonography offers
Country: Italy alternative to sonography for
identifying pathology, but
cannot differentiate between
type of pathology.
Ferry 1993218 diagnostic; 37 women; scheduled for Pipelle endometrial biopsy 25 (67%) of 37 biopsy samples were positive for endometrial cancer Funding source: Not stated
comparative hysterectomy; confirmed Study summary: Study
EL=1I diagnosis of endometrial shows poor results when
cancer using Pipelle biopsy to
Country: Australia diagnose endometrial
cancer.
Fothergill Diagnostic; 187 women; scheduled for Pipelle biopsy; D&C 164 of 187 results were the same. All carcinomas were identified Funding source: Not stated
1992173 comparison D&C
EL=1I Country: UK
Fukuda 1993'  diagnostic; 36 women; hypomenorrhoea, ~ Transvaginal sonography TVS identified — 22 submucous myomas, 10 intramural myomas, 4 endometrial polyps. TVHS identified =20  Funding source: Not stated
comparative dysmenorrhoea, anaemia;  (TVS); endometrial balloon  submucous myomas, 12 intramural myomas, 4 endometrial polyps. Study summary: TVHS
EL=1I attending women's clinic  catheter and saline (TVHS),  Hysterectomy/hysteroscopy identified — 13 misdiagnoses with TVS: 7 submucous myomas were intramural ~ better than TVS for
Country: Japan hysterectomy or myomas, 5 intramural myomas were submucous myomas, 1 myomas was adenomyosis. 1 misdiagnoses diagnosis of fibroids.
htystzrozcopy - reference with TVHS - 1 submucous myomas was adenomyosis.
standar Misdiagnosis rates were: 36% for TVS, an 2.8% for TVHS.
Sensitivity: TVS = 73.7%, TVHS = 100%
Specificity: TVS = 52.9%, TVHS = 93.8%
PPV: TVS =63.6%, TVHS = 95%
PNV: TVS = 64.3%, TVHS = 100%
Garuti 2001175 diagnostic; 1500 Women; referred due hysteroscopy; 128 cases hysteroscopy were unsatisfactory or incomplete. 43 cases of biopsy inadequate tissue. Funding source: Not stated
comparison; suspected endometrial histopathology —reference  Hysteroscopy compared with histopathology:
retrospective pathology. (when available) . ) .
False negative hysteroscopy in 30 cases (16.2%) of 185 hyperplasia.
EL=1I 694 post-menopausal, False negative hysteroscopy in 1 of 102 endometrial carcinomas
806 pre-menopausal. 116 false positive results in 927 women with normal histopathology.
310 with menorrhagia Sensitivity, specificity, NPV and PPV for distinguishing normal from abnormal endometrium: 94.2%, 88.8%,
Country: Italy 96.3%, and 83.1%.
Sensitivity, specificity, NPV and PPV for distinguishing endometritis: 77.7%, 99.3%, 99.5%, 67.7%
Sensitivity, specificity, NPV and PPV for distinguishing endometrial polyps: 95.3%, 95.4%, 98.9%, 81.7%
Sensitivity, specificity, NPV and PPV for distinguishing endometrial hyperplasia: 70.0%, 91.6%, 9.3%, 60.6%
Sensitivity, specificity, NPV and PPV for distinguishing endometrial cancer: 85.7%, 99.5%, 98.7%, 93.5%
Gimpelson diagnostic; 276 women; referred for hysteroscopy direct biopsy; 220 of 265 the biopsy and D&C results were the same. Funding source: Not stated
198827 comparative; investigation due to AUB,  D&C 44 cases (16%) biopsy provided improved results. Study summary: Study
retrospective postmenopausal bleeding, shows direct biopsy better

Endometrial polyp = 15, submucous myoma= 13, endometrium = 7, adenomatous hyperplasia = 2, atypical
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EL=1Il suspected myoma; hyperplasia = 1, other = 6 than D&C at identifying
infertility 9 cases (3%) biopsy provided reduced results. pathology.

Country: USA In 8 cases D&C missed diagnosis.
Goldchmit Diagnostic; 176 - 41 women; scheduled for Pipelle biopsy; D&C; Sensitivity, specificity, PPV, NPV for Pipelle biopsy compared with histology for identifying pathology: 82%, Funding source: Not stated
1993568 comparison postmenopausal, D&C sonography 99%, 93%, 98% Study summary: Study
EL=1l 135 pre- Country: Israel Sensitivity, specificity, PPV, NPV for Pipelle biopsy and endometrial thickness > 5 mm compared with shows Pipelle biopsy alone
menopausal histology for identifying pathology: 92%, 96%, 92%, 96% is accurate method of
Pipelle vs curettage (reference): identifying pathology.
True positive = 57, false positive = 15, true negative = 102, false negative = 2.
Goldstein, Diagnostic; 433 women; referred for Endovaginal ultrasound Results of Ultrasound: 280 (65%) had thin, distinct, symmetric endometrial echo < 5 mm = diagnosed with Funding source: Not stated
1997176 screening assessment due to AUB - DUB. Study summary: Imaging
EL=1Il menorrhagia, ) 153 (35%) had saline sonohysterography — 44 due to inadequate ultrasound, 109 due to endometrium allows for identification of
metrorrhagl?, 913%? pert- >5mm. pathology that is potentially
s i ;
(r)r}eangoepauljssis g years Sonohysteroscopy results: missed by biopsy alone.
contraé:eptives or 61 (40%) endometrium < 3 mm, 58 (38%) polyps, 22 (7%) submucous myomas, 10 (7%) thick symmetric
pregnant excluded endometrium > 3 mm; 2 (1%) inadequate scan.
Country: USA
Guven 200477 diagnostic; 197 - 139 pre- Women; presenting with Transvaginal Diagnostic accuracy of transvaginal sonography: sensitivity = 56%, specificity = 68%, PPV = 75%, Funding source: No stated
randomised; menopausal, 67 history of AUB ultrasonography; NPV = 48% Study summary:
non-blinded postmenopausal  Country: Turkey E,yfirf’s(t’ﬂolgfaphy; ?Ufglcal Diagnostic accuracy of hydrosonography: sensitivity = 81%, specificity = 73%, PPV = 83%, NPV = 70% Hydrosonography is more
EL=1b istopathology —TE1erence:  \s data on acceptability or success of methods accurate than TVS in
detection of uterine
pathology.
Harmanli Comparative 333 Women scheduled who Ultrasound; histopathology ~ Ultrasound vs histopathology. Funding source: Not stated
20057 diagnostic study had undergone ultrasound  (after hysterectomy) Of 333 women. 24 false positive for fibroids, 12 false negative for fibroids, true positive and true negative not ~ Study summary:

EL=1I dulelto mgnorr(t;agm, ed given. Adenomyosis is the most
pelvic pain and suspecte . common final diagnosis in
uterine fibroids; scheduled Any type of ultrasound: women with inacfurate
for hysterectomy. gensthy = 95'9;" ultrasound reports for

. pecificity = 42.5% S
Country: USA PPV = 92 4% uterine leiomyomas
NPV = 58.6%
Adenomyosis was present in 70.8% of false positive and 83.3% of false negative results.
Hunter 2001570 Diagnostic; 100 women; referred for D&C;  Ultrasound and biopsy; Comparing ultrasound and biopsy with hysteroscopy and biopsy for identification of any uterine pathology: Funding source: Not stated

comparative; not pregnant or have hysteroscopy and biopsy — sensitivity = 75%, specificity = 90%, PPV = 40%, NPV = 98%

prospective cancer. reference

EL=1Il Average age:48.5
Country: UK

Indman 1995'  diagnostic; 238 women,; referred for transvaginal ultrasound; Hysteroscopy vs ultrasound: Funding source: not stated
comparative evaluation of AUB; aged  hysteroscopy; curettage For all findings: hysteroscopy = 97 normal vs ultrasound 51 normal, 33 equivocal, 13 abnormal. Study summary:

EL=1I 251075 Hysteroscopy = 141 abnormal vs ultrasound = 6 normal, 45 equivocal, 90 abnormal. Transvaginal ultrasound

Country: USA

For abnormal findings: myoma = 74 abnormal vs 1 normal; polyps = 42 abnormal vs 5 abnormal; myoma and
polyps = 8 abnormal vs 0 normal; thickened endometrium = 5 abnormal vs 0 normal; septum = 4 abnormal
vs 0 normal; cancer = 2 abnormal vs 0 normal; total = 135 abnormal vs 6 normal.

Ultrasound sensitivity = 94%, specificity = 89%, PPV = 87%, NPV = 89%.

provides excellent diagnostic
outcome.




Evidence tables

Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level  and prevalence characteristics standard additional comments
Kavak 19968 diagnostic; 78 women; referred for D&C  vaginal ultrasonography; Sonography results: Funding source: Not stated
comparative; Aged 35 to 71, Mean Pipelle biopsy; D&C Endometrial thickness ranged from 0 mm to 18 mm, mean = 6.99 (+ 3.4 mm).
cohort 50.8. Parity = 2.5. 43.6% No disease group, mean = 7.04 (+ 2.9 mm)
EL=1I pre-menopausal, 56.4% Benign disease group, mean = 7.45 (+ 3.4 mm)
post-menopausal Carcinoma group, mean = 15 (+ 1.4 mm) (P < 0.01 for carcinoma group vs others).
Country: Turkey Sensitivity for endometrial disease = 88.5% based on 5 mm cut-off.
Pipelle results:
68 of 78 (87.1%) agreement between D&C and Pipelle results. 9 cases Pipelle did not provide enough
material. 8 cases both Pipelle and D&C did not provide enough material.
Reviewer Calculated:
For Pipelle compared with histology:
sensitivity = 22/23
specificity = 38/38
PPV =22/22
PNV = 38/39
excluding insufficient material
Kelekei 2005%!  Randomised; 50 enrolled Included if - Women Transvaginal Ultrasound TVS vs SIS vs OHS Funding source: Not stated
douli!e b'"f‘d? no ;chteduletd for i and gVS)i Sa::”e(s”l‘éu)s'g;f_ Identification of correct final diagnosis (outcome (95% CI)): Study summary: The
mention of ysterectomy; with an onography ; Office . diagnostic accuracy of SIS
concealment without AUB: not hysteroscopy (OHS); Sens!t!v!ty. 56.3 (41t 71.9) vs 81.3 (69 to 93) vs 87.5 (77 to 97 wag equal o that 0¥ oHS n
EL=1I pregnant; normal cervical ~ Reference = Histopathology ~ Specificity: 72.0 (58 to 85) vs 100 vs 100 diagnosing intra-cavity
pathology; aged (after hysterectomy) PPV:56.3 (41 to 71.9) vs 100 vs 100 abnormalities. Moreover,
> 35 years. NPV: 72.0 (58 to 85) vs 88.9 (79 to 97) vs 92.6 (84 to 100) SIS was less painful than
Excluded if - Previous OHS for patients.
cervical surgery, previous
problems with
investigations, post-
menopausal, received
hormonal treatment within
1 month.
Country: Turkey
Kent 199812 Diagnostic; 1022 with AUB, Women; AUB Undirected biopsy; 30% of pathology results differed from blind biopsy results. Funding source: Not stated
compar;:.tlve; 177 had | Country: UK tranhscierwcal relsecnon For any pathology: Reviewer comments: Study
prospecive transtigrvwa paft ology results - True positive = 4, false positive = 4, false negative = 50 (2 from insufficient material but abnormal), true used other diagnostic
EL=1I resection reference negative = 119 techniques in addition to
Sensitivity = 7.4%, specificity = 96.4% those study, as patient
F b fibroids: safety and outcome were
or submucous fibroids: paramount.
True positive = 3, false positive = 2, false negative = 12 (2 from insufficient material but abnormal), true
negative = 41
Sensitivity = 20%, specificity = 95%
Reviewer calculated
Khanna 200183 diagnostic; 70 women; AUB; excluded if ~ Transvaginal ultrasound, Transvaginal ultrasound compared with histopathology for identification pathology at 5 mm cut-off in pre- Funding source: Not stated
cohort; pregnant; unmarried with  saline infusion sonography; ~ menopausal women: true positive = 11, false positive = 2, true negative = 43 (15 with atrophy), false
comparative pelvic infection, endocrine  hysteroscopy — reference negative = 9 — reviewer calculated
EL=1Il problems or coagulation Sensitivity = 55%, specificity = 95.5%

disorder.
Women aged 20> years;

Saline infusion sonography compared with histopathology for identification of pathology: true positive = 19,
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Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level  and prevalence characteristics standard additional comments
9 of 70 had menorrhagia false positive = 6, true negative = 43, false negative = 2 (15 with atrophy) — reviewer calculated
Country: India Sensitivity = 90.4%, specificity = 87.5%
Hysteroscopy compared with histopathology for identification of pathology:
sensitivity = 97.2%,specificity = 90.6%, PPV = 92.1%, NPV = 96.6%
Koonings Diagnostic; 149 - 74 Pipelle, women; scheduled for Pipelle biopsy; Tis-u-trap Pipelle biopsy: 9 of 74 inadequate tissue (12.2%). 45 of 74 samples good to excellent. Funding source: Not stated
19901%4 comparison; 75 Tis-U-trap hysterectomy biopsy; hysterectomy Tis-u-trap: 12 of 75 (16%) inadequate tissue. 49 of 75 had good to excellent samples. Study summary: Pipelle
RCT Country: USA histology equivalent to Tis-u-trap in
EL=1b effectiveness and cheaper.
Koss 1984219 Epidemiological ~ 2586. 1567 re- women; > 45 years of Endometrial sampling — Mi-  Success of device: Funding source: National
study ﬁfxam'”ed at age? 'ntactfuteﬂ{ts;l vt Mark or Isaac devices Mi-Mark successful in 1117 (86.39%) of cases. Isaac successful in 1194 (92.34%) of cases (P < 0.001) Cancer Insfitute
EL=1I year. : ;(:)r:g;g \?Vﬁmsn;:g to Acceptability of devices: moderate to severe discomfort — upon insertion = 21.37% for Mi-Mark vs 16.76% for  Study summary: Study
yn- inate Isaacs. During procedure: Mi-Mark = 21.18% vs 12.05% for Isaacs After procedure: Mi-Mark = 7.36% vs shows the risk factors for
participate 0 endometrial cancer.
Countrv: USA 4.31% for Isaacs.
ounty: Prevalence of carcinoma: 16 occult carcinomas, 2 missed carcinomas from 2586 women. 6.96 per 1000.
Prevalence of Hyperplasia: 17 hyperplasia, 4 polyps with hyperplasia fro 2586. 8.12 per 1000.
Incidence of carcinoma = 1.71 per 1000.
Incidence of hyperplasia = 1.71 per 1000.
Risk-factors: White vs non-white OR = 1.65:1 (NS). Parity OR = 1.07:1 (NS). Onset of menopause:
<49 =15.1 per 1000, > 56 = 32.3 per 1000. (P < 0.04). Obesity OR = 1.26:1 (NS). Estrogen OR = 1.31:1
(NS).
Krampl 1997185 Diagnostic 324 women; undergone Pipelle biopsy; histology via  Pipelle vs TCRE (n = 249), average age = 46.59 + 5.83. Funding source: Not stated
EL=1I 'I?(?Slllze bl?]ps¥ followed by TCRE or hysterectomy. Pipelle vs hysterectomy (n = 75), average age = 52.75 + 8.43. Study summary: Adequate
or hysterectomy. PPV for Pipelle identifying endometrial malignancy = 100% (95% CI 73.5 to 100%) preoperative histological
Mean age = 48.02 H lasia identified in 38 14 found b 92 endometti functional and 2 it assessment is possible
(+7.01), 287 were pre- yperplasia identified in 38 women. 14 found by surgery, 22 endometrium was functional and 2 it was using Pipelle biopsy.
menopausal. atrophic.
Country: Norway Functional endometrium identified in 261. 232 found by surgery, 21 showed hyperplasia, 8 showed atrophy.
Insufficient material collected in 5 cases. All shown to be benign by surgery
Krampl 20011 diagnostic; 100 Women referred for AUB;  transvaginal Sensitivity, specificity, PPV, PNV (all %) for identification of abnormal endometrium (benign and atypical Funding source: Not stated
prospective; excluded if had biopsy ultrasonography; hyperplasia): Study summary:
comparative; within 12 months, sonohysteroscopy; TVS = 33.3%, 88.6%, 25.0%, 92.1% Sonohysteroscopy has
blind multiple, large fibroids operative hysteroscopy; SH = 33.3%, 92.4%, 33.3%, 92.4% considerably better results
assessment causing discomfort histology - reference HSC = 22.2%, 87.3%, 16.7%, 90.1% than transvaginal
EL=1b Country: Norway Sensitivity, specificity, PPV, PNV (all %) for identification of focal pathology (polyps/fibroids): ultrasound.
TVS =23.5%, 93.0%, 44.4%, 83.5%
SH =94.1%, 84.5%, 59.3%, 98.4%
HSC = 100%, 87.3%, 65.4%, 100%
Laughead diagnostic 124 - 114 women; attending for AUB  Saline infusion Saline solution sonohysterography: 56 uterine leiomyomas (1 to 13.7 cm); 48 intramural and 8 submucous. Funding source: Not stated
1997187 EL=I underwent saline  aqed 36 to 70 sonohysterography; . In patients with thickened endometrium, 18 people with polyps identified - all hysteroscopic confirmed. 19 Study summary: Saline
solution infusion Country: USA endometrial biopsies; patients with thickened endometrium had no polyps. Pathology showed 2 simple hyperplasia, 12 disordered inysion sonohysterography
sonohysterography histological evaluation endometrium and 2 atypical adenomatous. is useful in management of
. 10 with thin AUB
endometrium

(< 4 mm) not given
saline infusion

56



Evidence tables

Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and

information evidence level  and prevalence characteristics standard additional comments

Law 1993188 Diagnostic 191 women; pre- and post- Pipelle biopsy; D&C In 118 of 191 Pipelle and D&C provided same result. In 15 cases Pipelle did not provide sufficient material. Funding source: Not stated
EL=1l menopausal In 5 cases D&C did not provided enough material. In 53 cases neither provided enough material.

Country: UK

Lipscomb Diagnostic; 248 - Pipelle =85,  Women; AUB; referred for  Pipelle; Accurette; Explora—  In pre-menopausal women: Pipelle — failed on 4 (4.7%), insufficient material on 12 (14.8%). Accurette — Funding source: Not stated

1994189 comparison; Accurette = 81, biopsy biopsies failed on 15 (18.5%), insufficient material on 19 (27.5%). Explora - failed on 2 (2.4), insufficient material on Study summary: Pipelle and
randomised; Explora = 82 Country: USA 12 (14.6%). Explora can be
blind recommended.

EL=1b

Litta 199610 diagnostic 629 women; persistent AUB. Hysteroscopy; targeted Accuracy not calculated by authors, so done by reviewer (atrophic counted as normal; all based on Funding source: Not stated

EL=1Il 60.4% were pre- biopsy - reference pathology vs no pathology, rather than correct diagnosis, so likely to over-estimate accuracy).
menopausal, 39.6% were In pre-menopausal women (n = 378):
postmenopausal True positive = 144, true negative = 164, false positive = 52, false negative = 18
Country: Italy Sensitivity = 89%, specificity = 76%, PPV = 73.5%, NPV = 90%

Loffer 198984 Diagnostic; 187 women; AUB — 47 post- D&C; hysteroscopy Pathology identified: Funding source: Not stated
comparison menopﬂusgl, 12%2 Menorrhagia = 68 normal, 13 polyps, 16 fibroids, 3 hyperplasia, 0 cancer, 2 endometriosis. Study summary: Study
EL=1I menorr ?g|a,h ia 18 Sensitivity, specificity, PPV, NPV of D&C compared with histology: shows value of hysteroscopy

enometrormagia, o ) . 0 for identification of uterine

metrorrhagia 65% (32/49), 100% (102/102), 100% (32/32), 17% (17/102) pathology.
Country: USA Sensitivity, specificity, PPV, NPV of hysteroscopy with tissue sample compared with histology:

98% (48/49), 100% (102/102), 100% (48/48), 1% (1/102)

In 91 patients with negative hysteroscopy only 1 had pathology identified by biopsy.

MacKenzie Diagnostic 1029 Women; undergoing D&C;  D&C Histopathology results: Funding source: Not stated
19787 EL=1I excluded if for evacuation Proliferative phase = 310 (30.1%) Study summary: improved

of retained products of Secretory phase = 274 (26.6%) selection of patients for D&C
conception or for . Mixed = 8 (0.8%) could greatly reduce number
hysterectomy or vaginal Menstrual = 35 (3.4%) of unnecessary procedures.
repair. Hyperplastic = 57 (5.5%)
Country: UK Decidua = 12 (1.2%)

Atrophic endometrium = 8 (0.8%)

Endometritis = 8 (0.8%)

Endometrial polyps = 21 (2.0%)

Endometrial carcinoma = 15 (1.4%)

Inadequate sample = 85 (8.3%)

No curettings = 153 (14.9%)

No report = 43 (4.2%)

Figures varying by indication for D&C.

Mean stay in hospital = 1.8 days.

Mancini 2002'¢!  Diagnostic; 216 - 106 sterile Women; previous Sonohysteroscopy; Accuracy of sonohysteroscopy for identifying any pathology: sensitivity = 99.3%, specificity = 98.6%, Funding source: Not stated
comparative; women, 53 AUB, transvaginal ultrasound hysteroscopy - reference PPV =99.3%, NPV = 98.6%. Study summary:
non-blinded 57 post- | resdults Sth'ovlvlﬂ'g ll(ncreased Pain was described as ‘mild’ by 32 and ‘intense’ by 19 women undergoing hysteroscopy. Sonohysteroscopy is an
EL=1I Qgggi;;ausa endometrial fhickness. Pain was described as ‘mild’ by 15 and ‘intense’ by 6 women undergoing Sonohysteroscopy. Difference accurate method for

9 Country: ltaly between groups (P < 0.05) diagnosis.
8 hysteroscopy and 1 sonohysteroscopy patient had adverse reactions to tests.

Mathew 2000'%2  Diagnostic; 110 Women; presenting with Transvaginal ultrasound; Accuracy of TVS against hysteroscopy for identifying pathology: sensitivity = 54%, specificity = 100%, Funding source: Not stated
prospective; AUB hysteroscopy - reference PPV =100%, NPV = 81.1%.
cohort

70 with menorrhagia, 29
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EL=1I with metrorrhagia, 11
were post-menopausal
bleeding
Country: Oman
Mihm 20021¢2 diagnostic; 143 underwent SIS~ Women; aged 25 to 69; Saline sonohysterography SIS and biopsy compared with histopathology (n = 113): Funding source: R&D grant
comparison; and biopsy, 113 AUB; failed medical and biopsy; surgery - D&C,  Trye positive = 64, false positive = 14, false negative = 2, true negative = 33 from University of Virginia

cohort; blinded  also underwent treatment hysteroscopy, hysterectomy - o Stud - SIS and
: . Sensitivity = 97%, ficity = 70%, PPV = 82.1%, NPV = 94.3% udy summary: Slo an
EL=1b surgical from which  Coyntry: USA (reference) CrSIVEY = 5%, Speciicfy = 770 ’ ’ biopsy is an accurate
pathology could be method for identification of
determined pathology.

Miller 2001564 Epidemiological ~ 246: 123 cases — women; treated for test for von Willebrand African-Americans had higher vWF:Ag (P = 0.001), FVIII (P = 0.008) and VWF:Act (P = 0.006) than Funding source: not stated
cohort 51 Caucasian; 70 menorrhagia disease Caucasian population. vVWF:RiCof, bleeding time and partial thromboplastin did not differ between racial Study summary: Study
EL=1Il African-American,  Country: USA groups. shows higher levels of VWF

123 controls — 45 In Caucasian group 0 control and 7 cases had VWD, in African-American group 1 control and 1 case had factors in African-American
gfa}icasiz“? 76 vWD. population compared with
fleam-Amerian In both racial groups those with type O blood differed from those with ABO blood type. Caucasian population. This
suggest tests should take
account of these differences

Nagele 19967*  Diagnostic 2500 Women referred for hysteroscopy Hysteroscopy successful in 96.4%. 89% completed, 7.4% incomplete, and 3.6% failed. Funding source: Not stated
EL=1Il outpatient hysteroscopy Diagnostic outcomes: menorrhagia (n = 1120) 583 (52.1%) normal, 334 (29.8%) fibroids, 112 (10%) polyps,  Study summary:

Country: UK 8 (0.7%) atrophy, 29 (2.6%) irregular endometrium, 3 (0.3%) endometrial carcinoma, 51 (4.6%) Hysteroscopy, unlike
miscellaneous. Total (n = 2409) 1172 (48.6%) normal, 585 (24.3%) fibroids, 272 (11.3%) polyps, 87 (3.6%) ultrasound, allows optimum
atrophy, 64 (2.7%) irregular endometrium, 11 (0.5%) endometrial carcinoma, 218 (9%) miscellaneous. assessment of patient prior

to potential surgery.

Nagele 1996'%  diagnostic; 157 women; referred for hysteroscopy with either Mean age of groups: saline = 43.4 vs 42.3 for CO» Funding source: Not stated
randomised investigation for AUB —all  saline or carbon dioxide Requiring cervical dilation for hysteroscopy: saline = 17.9% vs 35.4% for CO. Study summary: Saline is
(alternate) had previous examination  distension. Visualisation: OR of poor or very poor = 1.94 (95% C1 0.61 to 6.74) equivalent to COz in terms of
EL=1I and ultrasound Hysteroscopy unsuccessful in 2 saline and 4 CO; patients. use for distension for

Country: UK Pain during procedure was: 4 for saline group and 11 for CO2 group (OR = 0.33, 95% Cl 0.08 to 1.20) hysteroscopy.

Nanda 20025 diagnostic; 50 women; referred for saline infusion sonography ~ Sensitivity, specificity, LR+, LR~ for identification of submucous fibroids by TVS: 70.0%, 96.7%, 21.2%, 0.3%  Funding source: Not stated
prospective; hysterectomy — 23 for (SIS); transvaginal Sensitivity, specificity, LR+, LR- for identification of submucous fibroids by SIS: 89.5%, 100%, N/A, 0.1% Study summary: SIS is more
comparative DUB and 27 for fibroids ultrasound (TVS); histology  Sensitivity, specificity, LR+, LR- for identification of endometrial polyps for TVS: 66.7%, 100, N/A, 0.3% accurate than TVS at
EL=1I Country: India Sensitivity, specificity, LR+, LR~ for identification of endometrial polyps for SIS: 100%, 97.8%, 45.4%, 0.0% igentifying fibroids and

No assessment of acceptability of methods. polyps.

Ossola 19991%  Diagnostic; 55-33 pre- Women; referred with Transvaginal ultrasound; TVS: Sensitivity, specificity, PPV, NPV of TVS for identifying all pathology: 91%, 12%, 86%, 20%. Polyps: Funding source: Not stated
comparative; menopausal, 22 AUB; aged between 28 Saline infusion sonography; ~ 35%, 70%, 61%, 45%. Myomas: 21%, 100%, 100%, 76% Study summary: SIS is
prospective postmenopausal  and 73 (average 49) hysteroscopy; endometrial s Sensitivity, specificity, PPV, NPV of SIS for identifying all pathology: 97%, 50%, 92%, 80%. Polyps: accurate method for
EL=1I Country: Italy biopsy or operative 96%, 56%, 75%, 92%. Myomas: 57%, 100%, 100%, 85% diagnosis, being similar to

hysteroscopy - reference

Hysteroscopy: Sensitivity, specificity, PPV, NPV of hysteroscopy for identifying all pathology: 95%, 62%,
93%, 71%. Polyps: 96%, 70%, 81%, 94%. Myomas: 53%, 97%, 88%, 84%

No problems or adverse events report with any method.

hysteroscopy.
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Paschopoulos  diagnostic; 397 - 164 women; referred with AUB  Transvaginal ultrasound Transvaginal sonography: sensitivity = 67%, specificity = 87%, pre-test probability = 0.5, Likelihood ratio of Funding source: Not stated
200117 retrospective; menorrhagia; 152 Country: Greece (TVS); vaginoscopic abnormal result = 5.15, likelihood ratio of normal results = 0.38
case series metrorrhagia, 81 hysteroscopy; Vaginscopic hysteroscopy: sensitivity = 92%, specificity = 95%, pre-test probability = 0.5, Likelihood ratio of
EL=1Il postmenopausal histopathology —reference  apnormal result = 18.4, likelihood ratio of normal results = 0.08
bleeding . . .
Vaginoscopic hysteroscopy was unsuccessful in 18 women (4.3%)
No data on acceptability of methods.
Pascual Prospective; 272 Women; referred for Colour Doppler transvaginal ~ Table for CDTU vs hysteroscopy: Funding source: Not stated
2005 cohort assessment due to AUB  ultrasound hysteroscopy Figures presented are the hysteroscopy findings for normal, polyp, myoma, hyperplasia, synechia,
EL=1I (metrorrhagia or (reference) neoplasia, total.
menorhaga). Normal = 106, 11,6, 4, 3, 0, 130
Mean age: 44 years. Polyp = 12’ 59’ 0 9, A|Y 11 82
Country: Spain Myoma =2, 3, 36, 0, 0, 0, 41
Hypertrophy =2,7,0, 7,0, 0, 16
Neoplasia=1,1,0,1,0,0,3
Total =123, 81,42, 21,4, 1, 272
Outcomes for any pathology:
Sensitivity = 83.9% (95% CI 76.2 to 89.2)
specificity = 86.2% (95% CI 78.5 to 91.5)
PPV =88.0% (95% CI 81.3 to 92.7)
NPV = 81.5% (95% Cl 73.6 to 87.6)
Pasqualotto Retrospective; 375 Women; referred with Office hysteroscopy; Sensitivity of diagnostic tool for identifying polyps or submucosal myomas: TVS (n = 236) = 39%, SIS Funding source: Not stated
2000198 diagnostic AUB. Transvaginal Ultrasound; (n =94) = 96%, Hysteroscopy (n = 273) = 99%, Pipelle biopsy (n = 171) = 10%
EL=1Il Patient characteristics: Saline Infusion Sonography;  sensitivity of diagnostic tool for identifying hyperplasia: TVS = 90%, SIS = 13%, Hysteroscopy = 27%,
average age = 49.4 ﬁndometnal Pipelle biopsy;  pipglle biopsy = 33%
gf ;31)5)2'13:\/” =285 rg’fztgr?sgoplc surgery = Different methods used in different patients
+8.1); 211 pre- -
menopausal, 164 post- No assessment of acceptability or success of methods.
menopausal: pathology —
105 had myoma, 172 had
polyps, 21 had
hyperplasia, 4 had cancer
and 71 had normal
endometrium
Country: USA
Pasrija 200420 diagnostic; 58 women; AUB; > 40 years;  transvaginal ultrasound; Transvaginal ultrasound accuracy compared with histopathology: Funding source: Not stated
cohort not treatment for AUB saline infusion sensitivity = 84.8%, specificity = 79%, PPV = 82.4%, NPV = 82%.
EL=1I within 3 months; normal sonohystography; Saline infusion sonohysteroscopy compared with histopathology:
uterus. endometrial sampling o " :
52 pre-menopausal, 6 (reference) sensitivity = 94.1%, specificity = 88.5%, PPV = 91.4%, NPV = 92%
post-menopausal
Country: India
Philipp 20055 diagnostic 81 women; subjective Haemostatic testing; platelet ~ Sensitivity, specificity, PPV and NPV of PFA-100 compared with haematology for identifying vWD = 80%, Funding source: Association
comparison menorrhagia (> 7 days function analyser (PFA- 89%, 33%, 98% of Teachers Preventative
EL=1I bleeding); pathology or 100); bleeding time (BT) Sensitivity, specificity, PPV and NPV of BT compared with haematology for identifying vWD = 60%, 68%, Medicine

IUD excluded. Non-
pregnant. NSAIDs or anti-
platelet treatments

12%, 96%
Based on vVWF = vVWF/RiCcof and/or vVWF:Ag below ABO type specific range.

Study summary: Neither
PFA-100 or BT are accurate
methods of classifying VWD
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discontinued for 14 days.
Age 13 t0 55
Race: 57 white, 15 black,
9 other
Blood group: 43 O-group,
38 non-O group
PBAC = 306, 47 were
>100
Country: USA

Pungetti Diagnostic, non- 150 Women; referred for Hysteroscopy; D&C No assessment of myoma or polyps. Funding source: Not stated

199021 comparative investigation for various Concordance:

EL=1u gynaecological isstes. Functional endometrium = 88.5%

lIndlcaltlonls for Hypo/atrophic endometrium = 95%
investigation: Dysfunctional endometrium = 66.6%
AUB =71 Low-risk hyperplasia = 66.6%
Peri/postmenopausal High-risk hyperplasia = 33.3%
bleeding = 34 Sensitivity and specificity could not be calculated due lack of data.
Infertility = 17
Suspected myoma =7
Suspected polyp =2
Other=19
Country: Italy

Reinhold diagnostic; 147 - 28 excluded ~ Women; aged 29 to 83; Endovaginal Ultrasound; Of 119 women - histopatholic found 28 (24%) had adenomyosis. Funding source: Canadian

1996202 comparison; due to protocol 64 pre-menopausal and Magnetic Resonance Endovaginal US found 25 cases and absence in 81. 10 false positives and 3 false negatives. Association of Radiologists
prospective; violations. 119 55 post-menopausal; Imaging; Histopathology Sensitivity = 89%, specificity = 89%, PPV = 71%, PNV = 96%. fellowship
blinded included in analysis EChte du'id forl Universit examination - reference MRI found 24 cases and excluded 73. 13 false positive and 4 false negative. Sensitivity = 86%, Study summary:

EL=1b ysterectomy; University specificity = 86%, PPV = 65%, PNV = 95% Endovaginal US was as
Hospia Diff betw fvities (P = 0.65) and specifcies (P = 0.75 acaurate as MR at
Country: Canada ifferences between sensitivities (P = 0.65) and specificities (P = 0.75). identifying adenomyosis.
Primary pathology by histopathology: 42 leiomyomas, 26 endometrial carcinoma 26, 11 endometrial polyps,
9 ovarian carcinoma, 8 cervical carcinoma, 6 adenomyosis (usually a secondary diagnosis, hence 28 in total
but 6 here), 7 miscellaneous, 10 no major pathology.

Ryu 2004203 comparative; 414 patients seen ~ Women,; referred for AUB;  Transvaginal ultrasound; Accuracy of transvaginal ultrasound compared with pathology for identification uterine pathology: Funding source: Not stated
diagnostic; for AUB; 105had  Age range from 27to 73,  Nysterosonography; D&C, sensitivity = 0.79, specificity = 0.46, PPV = 0.83, NPV = 0.39 Study summary:
retrospective TVS or HS average 44.3 hysterectomy and biopsy, Accuracy of hysterosonography compared with pathology for identification uterine pathology: hysterosonography provide
EL=I 47 were post- hysterectomy (reference)  sensitivity = 0.95, specificity = 0.83, PPV = 0.95, NPV = 0.83 better information to

menopausal, 58 were pre- physician than transvaginal
menopausal. ultrasound.
Country: Korea

Saidi 1997204 Diagnostic; 68 -34 Women; referred for AUB  Transvaginal ultrasound; Sonohysterography — sensitivity = 90.0%, specificity = 83.3%, PPV = 16.7%, NPV = 90.9% Funding source: Not stated
tré}nldomlsed; "ﬁnsvaglzalm Patient characteristics: 39n°hyst?err?9rfphw Ultrasound — sensitivity = 95.7%, specificity = 63.6%, PPV = 12.5%, NPV = 84.6%
rial; non- ultrasound; . iagnostic hysteroscopy; . . e e _ _
blinded sonohysterography Group A: operative hysteroscopy — Diagnostic hysteroscopy — sensitivity = 82.2%, specificity = 65.2%, PPV = 45.5%, NPV = 78.3%

EL=1l age =49.35 reference
parity = 1.97
gravidity = 2.44
Group B:
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age =53.2
parity = 1.70
gravidity = 1.97
Country: USA
Salim 200525 Diagnostic; 49 women; referred due to 3D saline infusion 3D SIS identified 61 fibroids, hysteroscopy identified 61 fibroids. Funding source: Not stated
double-blind menorrhagia; sonohysterography (3D Agreement between methods on classification = 89%, kappa = 0.8 Study summary: Study show
EL=la symptomatic submucous  SIS); hysteroscopy - good agreement between
fibroids; average reference 3D SIS and hysteroscopy.
age = 39; 21 women were
nulliparous
Country: UK
Scarpellini diagnostic; 157 women; referred for transvaginal ultrasound; 40 of 157 had endometrial hyperplasia after histological test. Funding source: not stated
1994208 comparative investigation for menstrual histology Ultrasound identified 29 hyperplasia, which was confirmed in 19 cases (67.85%).
EL=1 problems
Country: Italy
Schwarzler Diagnostic; 104 - 6 unable to Women; post- and pre- Transvaginal ultrasound; Sensitivity, specificity, PPV, NPV of TVS for identification of any pathology compared with operative Funding source: Austrian
1998207 comparison; complete, 98 menopausal; diagnosed sonohysterography; hysteroscopy: 67%, 89%, 88%, 71%. Polyps: 56%, 97%, 86%, 87%. Fibroids: 82%, 98%, 82%, 96% FWF Foundation
prospective; assessed with irregular or excessive  diagnostic hysteroscopy; Sensitivity, specificity, PPV, NPV of sonohysteroscopy for identification of any pathology compared with Study summary: Study
partial-blinded uterine bleeding; resistant  operative hysteroscopy - gperative hysteroscopy: 87%, 91%, 92%, 86%. Polyps: 84%, 97%, 91%, 85%. Fibroids: 94%, 98%, 89%, shows that
EL=I to medical treatment reference_;_d|scomfort and 99% sonohysteroscopy is an
Country: UK acceptabiliy of tests Sensitivity, specificity, PPV, NPV of diagnostic hysteroscopy for identification of any pathology compared alternative to hysteroscopy,
with operative hysteroscopy: 90%, 91%, 92%, 89%. Polyps: 92%, 100%, 100%, 97%. Fibroids: 88%, 100%, ~ and better than transvaginal
100%, 98%. ultrasound.
Discomfort with TVS — 58% had no discomfort, 40% had slight discomfort and 2% found treatment
unpleasant.
Discomfort with sonohysteroscopy — 34% had no discomfort, 53% had slight discomfort, 13% found the test
unpleasant. This resulted in 1% of sonohysteroscopies being halted.
No data on hysteroscopy.
Smith 1991208 diagnostic; 45 women; postmenopausal  Transvaginal ultrasound; Ultrasound compared with histopathology: normal-normal = 22, normal-abnormal = 0, abnormal-normal — 14,  Funding source: Not stated
comparative bleeding Histopathology abnormal-abnormal = 9 Study summary: Ultrasound
EL=1Il Country: USA may be a useful initial
diagnostic method for
assessing endometrial
pathology
Stovall 199176 randomised; 275 - 126 Novak women; referred for AUB;  Novak curette; Pipelle Patient pain: for Novak group mean pain score was 4.36 vs 3.21 for Pipelle group (P < 0.05). Funding source: Not stated
comparative; biopsy, 149 Pipelle  excluded if pregnant. endometrial sampling; Failure of test: insufficient sample — Novak group = 12 (9.5%) vs 19 (12.8) for Pipelle group (NS) Study summary: Study
blind biopsy Novak group: aged 44, Histology from subsequent Sampling outcomes: suggests that Pipelle is as
EL=la parity 4, indication for hysterectomy effective as Novak.

biopsy — AUB = 83.3%,
postmenopausal
bleeding = 16.7%
Pipelle group: aged 40,
parity = 4, indication for
biopsy — AUB = 89.9%,
postmenopausal
bleeding = 10.1%

Country: USA

Endometriosis: Novak = 23 (18.3%) vs 23 (15.4%) in Pipelle
Hyperplasia: Novak = 15 (11.9%) vs 11 (7.4%) in Pipelle.

Proliferative or secretory: Novak = 76 (60.3%) vs 96 (64.4%) for Pipelle
Histology confirmed results in 48 of 50 (96%) of patients.
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Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level  and prevalence characteristics standard additional comments
Tahir 1999220 diagnostic; 411-11declined  women; > 35 years old; inpatient — hysteroscopy Patient population: menorrhagia — inpatient = 75 and outpatient = 88, total = 163 (40.75%) Funding source: Not stated
randomised randomisation; 200 referred for AUB and curettage; outpatient - Hysteroscopy findings (all patients): inpatients — normal = 104, fibroids = 46, polyp = 31, atrophy = 15, Study summary: Combined
EL=1b Inptatltt%_nt;tZOO in (metnorrhagla, L ireau Va?'”i’_' ulttrre]isotund, carcinoma = 4; outpatients — normal = 100, fibroid = 52, polyp = 26, atrophy = 11, carcinoma = 4. Pipelle and transvaginal
oufpatient group postmenopausal, lireguiar  ou'patient nysieroscopy - Endometrial biopsy results: inpatient (curettage) — normal = 131, atrophic = 17, benign polyp = 31, should be used as initial
bleeding, etc.) reference, Pipelle o : R . - Had = - : ; - investigation for AUB in over
i endometrial biopsy hyperplasia = 1, Adenocarcinoma = 6, inadequate tissue = 14, failed = 0; outpatient (Pipelle) — normal = 134, 9
Country: UK : atrophic = 15, benign polyp = 0 (26 with hysteroscopy), hyperplasia = 2, Adenocarcinoma = 5, inadequate 35s
tissue = 16, failed = 2
Outpatient vs inpatient results:
Inpatient — normal = 99, fibroid = 46, polyp = 31, atrophy = 17, endometrium — hyperplasia = 1,
carcinoma = 6. Outpatient: normal — 100, fibroid = 52, polyp = 26, atrophy = 15, endometrium —
hyperplasia = 2, carcinoma = 5.
TVS and Pipelle alone (no hysteroscopy) missed 14 benign lesions (18%) (McNemar chi-squared,
P =0.0076), but detected 2 hyperplasia and 1 carcinoma not found on hysteroscopy.
Patient pain (VAS) = inpatient median score = 1.5, outpatient = 3.5 (P < 0.0001)
Patient anxiety (VAS) = inpatient median score = 4, outpatient = 4.
patient acceptability (VAS) = inpatient median score = 5, outpatient = 5.

Taylor 2001209 diagnostic; 264 women; pre-menopausal;  Ultrasound — abdominal or ~ Comparison of ultrasound with hysteroscopy for identification of pathology: true positive = 15, false Funding source: Not stated
health service AuB vaginal; hysteroscopy — positive = 16, true negative = 140, false negative = 25 Study summary: Ultrasound
research; cohort Country: UK reference; bleeding pattern  gensitivity = 37.5%, specificity = 89.7% had no additional impact on
EL=1Il patient management, in

those with normal findings.

Teal 1998216 Diagnostic 114 women; referred for Pipelle endometrial suction ~ Of 114 patients: Funding source: Not stated
EL=1Il investigation — 44% for curette 112 procedures attempted Study summary: Successful

poostmenopausa[! bleeding, 95 successful entry to endometrial cavity (83%) Pipelle curette is a useful
39% for DUB(,) 6% for HRT 9 no sample obtained (8%) diagnostic tool, but when
problems, 11% for other 17 Unsuccessful entry to endometrial cavity (15%) unsuccessful or ambiguous
reasons. 62 Adequate material for histology (54.4%) then a more definitive
Country: UK 24 material inadequate for histology (21%) method must be used.

Of which 2 were later found to have cancer (1.8%)

Subsequent D&C/H&C 40 (35%)

Torrejon Comparative; 1398 selected Women; referred for AUB  hysteroscopy; D&C - In pre-menopausal women the accuracy of hysteroscopy compared with D&C for identification of pathology ~ Funding source: Not stated

1997210 case series; patients who underwent reference was: sensitivity = 71.8%, specificity = 96.4%, PPV = 79.3%, NPV = 94.7% Study summary: In AUB
retrospective hysteroscopy then later population, hysteroscopic is
EL=1I D&C. ashould be a basic

Country: Spain diagnostic tool.
Towbin, 19962'"  diagnostic 149 women; referred for transvaginal 140 of 149 underwent endometrial biopsy; 124 of 149 underwent ultrasonography; 149 of 149 underwent Funding source: not stated
EL=1l excessive menstrual ultrasonography; office hysteroscopy. Study summary: Study
bleeding; hysteroscopy; inpatient Hysteroscopy identified: 42 as normal; 53 myoma; 36 endometrial polyps; 6 hyperplasia; 17 adenomyosis; 2 shows office hysteroscopy is
Country: USA hystferoscopy/ hysterectomy  atrophic endometrium. a suitable method for
- reference Ultrasonography identified: 59 as normal; 52 with leiomyoma; 11 with thickened uterine wall; 2 polypoid investigating excessive
lesions. menstrual bleeding
Hysteroscopy: sensitivity = 79%, specificity = 93%
Ultrasonography: sensitivity = 54%, specificity = 90%

Valle 198174 Diagnostic 553 women; AUB; Hysteroscopy; Pre-menopausal women (n = 419): Funding source: Not stated

EL=1I Age range from 20to 75 Hysteroscopic biopsy; D&C  Nymber of pathologies identified via hysteroscopy; hysteroscopic biopsy: curettage histology. Study summary:
Endometrial polyps = 165, 150, 15 Hysteroscopy provides a
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Bibliographic ~ Study type and  No. of patients Population Type of test and reference  Sensitivity, specificity, PPV and NPV Source of funding and
information evidence level  and prevalence characteristics standard additional comments
Country: USA Submucous leiomyoma = 68, 8, 0 useful method for identifying
Adenomatous hyperplasia = 16, 10, 4 intrauterine pathology not
Intrauterine adhesions = 9, 2, 0 available using ‘blind’ D&C
Intrauterine foreign body =7, 7,0
Uterine septum =7, 0,0
Caesarean section scar defect =5, 0, 0.
Post-menopausal women (n =134)
Number of pathologies identified via hysteroscopy; hysteroscopic biopsy; curettage histology:
Endometrial polyps = 37, 29, 5
Submucous leiomyoma =12, 2, 0
Atrophic endometrium = 17, 15, 12
Adenomatous hyperplasia = 6, 5, 1
Adenocarcinoma = 3, 3, 1
Vercellini Diagnostic 793 women; referred for AUB  Ultrasonography; Ultrasonography: 300 normal, 417 abnormal, 53 doubtful. Funding source: Not stated
199770 EL=1I to Centre for Menorrhagia; ~ hysteroscopy; ) Hysteroscopy: 325 normal, 445 abnormal (234 submucous myomas, 155 endometrial polyps, 76 endometrial ~ Study summary:
EBAC > ??0? tthoseton hyfsterectomy/ resection — hyperplasia, 2 endometrial carcinoma). Considering good specificity
or:ngnzl trr?a mer;] had relerence Sensitivity, specificity, PPV, PNV of ultrasonography compared with hysteroscopy = 96%, 86%, 91%, 94%  and NPV of transvaginal
excluded; those who ha e g . O ultrasonography, it should
DA&C or hysteroscopy Sensitivity, specificity, PPV, PNV of hysteroscopy compared with hysterectomy (n = 234): submucous be considered for initial
within 3 months excluded myomas — 95%, 81%, 85%, 93%; endometrial polyps = 86%, 94%, 91%, 90%; endometrial investigation of pre-
N = 0, 0, 0, 0,
Country: Italy hyperplasia = 45%, 99%, 38%, 94%. menopausal women.
Vercellini diagnostic study 115 - 13 excluded, ~ women; undergoing transvaginal Biopsy: 29 cases of adenomyosis identified (28%) Funding source: Not stated
19987 EL=1b 102||ng|uded in hystereﬁtomy dl:; to uItradsloangraphy; mtyometrlal Sonography: 48 cases of adenomyosis; 24 confirmed; 5 missed Study summary: Both tests
analysis menorrhagia and/or needle biopsy; post- e e - roduced subontimal test
dysmenorthoea: women  hysterectomy pathology Sensitivity, specificity, PPY, PNV 82:7%, 67.1%, 50%, 90.7% fesults, > cor%bined o
with known pathology assessment - reference Needle: 16 cases; 13 confirmed; 16 missed. not improve results.
excluded. Sensitivity, specificity, PPV, PNV = 44.8%, 95.9%, 81.2%, 81.4%
Country: Italy
Widrich 199622 Diagnostic; 130 - 113 both women; referred for Saline infusion sonography; SIS compared with hysteroscopy (n = 113): abnormalities, sensitivity, specificity, PPV, NPV. Polyps =34 vs  Funding source: Not stated
prospective; diagnostic investigation hysteroscopy; pathology — 30, 0.87, 0.9, 0.76, 0.95. myoma = 25 vs 26, 0.93, 0.99, 0.96, 0.98. Hyperplasia = 9 vs 4, 1.00, 0.95, 0.44, Study summary: SIS was
blinded procedures — 64 Country: USA reference 1.00. All findings = 61 vs 56, 0.96, 0.88, 0.89, 0.96. well tolerated method. Both
EL=1b pathology results SIS vs pathology (n = 64): abnormalities, sensitivity, specificity, PPV, NPV. Polyp = 25 vs 16, 1.00, 0.81, hysteroscopy and SIS had
0.64, 1.00. Myoma = 13 vs 13, 0.92, 0.98, 0.92, 0.98. Hyperplasia = 8 vs 7, 0.86, 0.97, 0.75, 0.98. Al advantages and
findings = 40 vs 34, 1.00, 0.80, 0.85, 1.00. disadvantages in terms of
Hysteroscopy vs pathology (n = 64): abnomalities, sensitivity, specificity, PPV, NPV. Polyp = 20 vs 16,0.94,  diagnosis power.
0.90, 0.75, 0.98. Myoma = 15 vs 13, 1.00, 0.96, 0.87, 1.00. Hyperplasia = 3 vs 7, 0.43, 1.00, 1.00, 0.93. All
findings = 35 vs 34, 0.97, 0.93, 0.94, 0.97.
Wood, 19932%*  diagnostic 97 women; menorrhagia; vaginal ultrasound; surgical ~ Transvaginal ultrasound: normal 33, bulky uterus 4, bicornuate uterus 2, adenomyosis 13, intracavity Funding source: not stated
EL=1l non-responsive to medical  assessment of uterus fibroid/polyp 9, intramural or subserous fibroid 36. Surgical diagnosis: normal 42, bulky uterus 4, bicornuate  gtydy summary: Routine

treatment
Country: Australia

uterus 2, adenomyosis 7, intracavity fibroid/polyp 8, intramural or subserous fibroid 34
Reviewer calculation:

PPV =31/33=0.94

NPV = 53/64 = 0.83

Sensitivity = 31/42 = 0.74

Specificity = 53/55 = 0.96

use of ultrasound in
menorrhagia recommended
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Table 4.6 Tests for exclusion of underlying conditions — non-comparative studies

Bibliographic ~ Study type and Aim of study No. of patients ~ Population characteristics ~Outcomes Results Source of funding and
information evidence level additional comments
ACOG 200124 Recommendations Recommendations Country: USA vWD screening recommended amongst women with menorrhagia but no pathology
of ACOG for vWD testing in prior to any surgical intervention.
EL=4 women with
menorrhagia
Andrade cohort haematological 309 women; aged 15-48 years — haematological assay ~ Haematological results by MBL (MBL — haemoglobin, serum iron, serum ferritin): Funding source: Not stated
1991146 EL=3 against total MBL average 29.4; parity = 2.4, —haemoglobin, <20 ml (n =130)- 13.3, 78.8, 28.5; 21-40 (n = 95) - 13.5, 75.6, 23.4; 41-60 Study summary: Women become
suitable for entry into IUS serum iron, and (n=50)=12.8, 57.3, 18.6; 61-80 (n = 24) - 13, 75.9, 14.5;>80 (N =10) =12,47.3,  znaemic when MBL reaches 80 ml
study serum ferritin, MBL - 10.6; All (n = 309) - 13.2, 72.2, 23. not 60 m.
Country: Brazil alkaline haematin Normal (< 60 ml) vs Heavy (> 60 ml). Age = 29.2 (SD 6.5) vs 30.6 (SD 6.4);
weight = 55.9 (SD 9.7) vs 42 (SD 8.8); height = 155.3 (SD 6) vs 157 (SD 6.8);
parity = 2.4 (SD 1.9) vs 3.6 (SD 2.8) P < 0.05.
Claessens Epidemiology Testing for 83-59 women; hospitalised for Prevalence of 44 of 59 (74%) were found to have DUB. Funding source: Not stated
19811 EL=3 coagulation included, 24 menorrhagia at Hospital for  coagulation disorders 11 of 59 (19%) were found to have coagulation disorder — 4 had idiopathic Study summary: Suggested that
disorders excluded as Sick Children (assume thrombocytopenic disorders, 3 had VWD, 2 had Glanzmann's disease, 1 had girls referred for HMB have in-
mengrrhag}a young adults). thalassaemia, 1 had Fanconi's anaemia. depth history and blood test.
not Sing " Study undertaken between 9 (15%) of 59, but 5 (45%) of 11 with coagulation disorders had life-threatening
presetn ng 197110 1980. uterine blood loss.
symplom Country: Canada
Decloedt diagnostic; hysteroscopy 673 women; AUB - Pathology Failure rate of 6% for hysteroscopies. Funding source: Not stated
199985 eptldemloltqu; hyzt(;esrosctwl?s menorrhagl?bﬁ)osg N 'dﬁntlﬂcatlon: failure 336 (50%) women had menorthagia — 128 (19%) < 40 and 208 (31%) > 40. Study summary: High level of
retrospeciive 0 000 paflents - menopausa 4$e g elc,  rale Normal cavity: Menorrhagia < 40 years = 79% (96); menorrhagia > 40 years = 68%  Pathology suggests need for
EL=3 average age 47 years (138). Whole population = 68% (431) hysteroscopies in AUB patients,
Country: Belgium Fibroids and polyps: menorrhagia < 40 — submucosal fibroids = 11% (13), endometrial g;(dc:pt menoragia in < 30 year
polyps = 7% (9). Menorrhagia > 40 — submucosal fibroids = 21% (43), endometrial '
polyps = 20% (10). Whole population = 12% and 17%, respectively.
Gao 198714 epidemiological Epidemiology of 421 Women; 18 to 44 years; MBL levels; MBL (ml): range 4.1 to 273.6 ml, mean 54.2 (SD 37). 5th and 95th percentiles = 14.2  Funding source: United Nations
cohort MBL and blood regular menstruation; haematology levels and 124.1. 2SD range = 11.3 to 169. Fund for Population Activities
EL=3 haematology - normal pelvic examinations; Haemoglobin (g/dl): range = 8.3 to 16.7, mean 13.2 (SD 1.1). 5th and 95th Study summary: Study shows
alk?r':ng haematin no Tstofyt@‘ hormonal percentiles = 11.5, 14.9. 25D = 11. o 15.4 higher average MBL than with
methods CONiracepuves. Ferritin (ng/ml): range 1.2 to 180. Mean = 22.8 (SD 18.3). 5th to 95th percentile = 3.6 European and US populations
Country: China 055.8. 25D = 3.49 0 83.8.
Results by MBL: MBL, % haemoglobin < 12 g/dl, % ferritin < 16 ng/ml, % with both.
<20 ml (n =48) 0%, 16.7%, 0%
20 to 40 (n = 1445) 4.1%, 27.6%, 2.1%
40 t0 60 (n = 92) 9.8%, 33.7%, 3.3%
60 to 80 (n = 53) 18.9%, 54.7%, 17%
80 to 100 (n = 37) 13.5%, 70.3%, 13.5%
>100 (n = 46) 30.4%, 82.6%, 26.1%.
Hallberg 196625  Cross-sectional Menstrual patterns 748 women; age stratified 15— MBL - alkaline MBL (ml) by age: (mean, SD, 90th percentile) 15 = 33.8, 2.4, 65.1; 23 = 38.9, 3.7, Funding source: Swedish Medical
survey approached—  50; menstruating haematin; blood tests ~ 77.8;30=49.7, 86.3;40=44.5,5.7,87.1; 45=42.7, 4.5, 88.1; 50 = 62.4, 13.2, Council
EL=3 data available — Goyntry: Sweden 1331, All =434, 2.3, 83.9. Study summary: MBL > 80 ml is

on 476. Women
either refused
or were

MBL (ml) by age of ‘series B’ — subjective assessment of ‘normal’, haemoglobin > 12
g/100 ml, plasma iron > 80 pg/100 ml, MCHC > 30%: (mean, SD) 15 = 32.9, 2.6;
23=38.8,4.8;30=29.7,3.9;40=29.8,3.0;45=31.7, 3.7, 50 = 52, 7.5; All = 33.2,

seen as abnormal based on
average MBL and change in blood
counts.




Evidence tables

Bibliographic ~ Study type and Aim of study No. of patients  Population characteristics  Outcomes Results Source of funding and
information evidence level additional comments
excluded. 1.6.
All subjects: Haemoglobin concentration decrease (P < 0.01) at > 80 ml MBL. MHC
decrease (P < 0.01) at > 80 ml. Iron concentration decrease (P < 0.01) at > 80 ml.
Series B — 95th percentile = 76.4 ml
Haynes 1979'%  cohort pattern of MBL 50 women Women; MBL > 80 ml Description of MBL Daily MBL (n = 11) - 70% by 2nd day and 92% by 3rd. Funding source: Not stated
EL=3 Country: UK Duration of menses and MBL: no association between duration and total MBL. Study summary: No association
between length of menses or
distribution of MBL and having
menorrhagia. No gross ovarian
pituitary pathology in majority of
patients.
Janssen 1998%  Epidemiological; measurement of 313 Women; aged 18-50; no MBL - alkaline Haemoglobin significantly decreased (P < 0.05) at 60MBL. Anaemia increased rapidly ~ Funding source: Not stated
Cohort MBL amenorrhea. haematin; at 60 ml and then again at 120 ml. Ferritin decreased at 20 ml. Low ferritin at 40 ml. Study summary: Risk of
EL=3 Country: Netherlands haemoglobin; Anaemia levels with MBL: 1-20 = 1.5%, 21-40 = 5.9%, 41-60 = 5.3%, 61- developing anaemia increases
anaemia, ferritin; 80 = 10.3%, 81-100 = 18.8%, 101-120 = 16.7%, 121-160 = 37.5%, 161-240 = 50%,  substantially at 120 ml, not 80 ml.
subjective >240=93.8 Suggests that 80 ml definition of
assessment of heavy menorrhagia needs to be revised
bleeding upwards.
Kadir 19984 Cohort; testing for inherited 208 assessed. ~ Women; PBAC score > 100;  MBL - PBAC; Of 150 — 123 had no inherited disorder, 20 had vWD, 6 had FXI deficiency. Funding source: Not stated
epidemiology blood disorders 58 with PBAC ~ regular bleeding; known inherited blood Menorrhagia since menarche in 11, 13 (P = 0.001), and 4 (P < 0.001) respectively. Study summary: Routine testing
EL=3 <100 blood or endocrine disorders  disorder presence. for inherited bleeding disorders
excluded. 150 excluded; use of hormonal suggested in women presenting
included treatment within 2 months with menorrhagia.
excluded; identified
pathology excluded.
Country: UK
Looker 199747 Epidemiology Blood test — 24894 Men and women; Part of Prevalence of iron Prevalence of iron deficiency and iron deficiency anaemia by age and sex: Funding source: Not stated
EL=3 haemoglobin National Health and deficiency by risk Females: Study summary: Study shows a
:eve:s: serum iron Nutrition Survey; > 1 year of ~ factors 1215 (n = 786) - 9%, 2% high prevalence Qf iron deficiency
evels, age 19 (n = ~11%. 39 amongst women in USA.
16-19 (n = 700) -11%, 3%
questionnaire — Country: USA _ o o . !
. ; Ty 20-49 (n = 4495) - 11%, 5% Reviewer comment: Large
socio-economic- - o o ARG
cultural variables 50-69 (n = 2034) - 5%, 2% epidemiological study shows that
>70 (n=1630) - 7%, 2% anaemia is significant problem in
Males : USA, and this is likely to be higher
1215 (n = 691) = 1%, < 1% in women with menorrhagia.
16-19 (n = 658) - < 1%, < 1%
2049 (n = 4048) - < 1%, 1%
50-69 (n = 1929) - 2%, 1%
>70 (n=1437) - 4%, 2%
Univariate analysis showed racial minorities, poor, lower educated, and higher parity.
Multivariate analysis showed racial group and parity were significant risk factors, but
poverty and education did not.
Rodeghiero epidemiology; Test for von 1218 children; both sexes; aged Prevalence of WD 0Of 1218 children, between 7 (0.57%) and 14 (1.15%) could be classified as having Funding source: Health
198750 cohort Willebrand factors 11 to 14; one province vWD. This was based of being below 90th% confidence interval of whole group. Department of Veneto Region
EL=3 and family history Country: Italy 8 of 14 were female Study summary: Prevalence of

of bleeding orders

9 of 14 were in type O blood group.

VWD in population may be higher
than previously thought.
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Table 5.1 Patient education — comparative studies
Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Cheung 200322  randomised 96 -48in Population characteristics: Cognitive training—  N/A Anxiety; pain scores;  Anxiety, pain scores, and patient satisfaction all better in cognitive Funding source: Not
EL=1- cognitive group, Women; scheduled for distraction and analgesic use; group (P < 0.05). No difference in analgesic use. stated
48 ininformation  hysterectomy reappraigal; patient satisfaction Anxiety scores: cognitive = 60.17 (SD 6.56) vs 62.77 (SD 5.77),
only group Groups comparable at baseline information booklet P <0.05
Country: China Pain score (VAS): cognitive = 7.10 (SD 0.72) vs information = 7.35
(SD 0.56), P <0.05
Patient satisfaction: cognitive = 47.38 (SD 3.89) vs
information = 45.75 (SD 3.52), P < 0.05
Garrud 2001240 randomised 40-20old Population characteristics: Women  Provision of risk N/A Anxiety; knowledge;  No difference between groups for anxiety, but significant difference for ~ Funding source: Not
EL=1- leaflet, 20 risk scheduled for laparoscopy; aged information satisfaction knowledge (P = 0.002) and satisfaction (P < 0.001) stated
information 231041 Study summary: Providing
Country: UK detailed information
improves patient
satisfaction
Kennedy Randomised - 1301 invited to Population characteristics: control - no 24 months QoL - SF-36, EQ- Baseline results: Funding source: HTA
20032 b:lock;tf:oqcealed joifn stL(dey, 407 Women h referred for non-urgent ?n;orma:@on; 5Dt" ;;atitgnt. ot Patient preferences: programme
aocaon; no relused. menormagia. miormation = sallslaction, patien Control (n = 285) - 130 stated a preference. 59 wanted hysterectomy, ~ Study summary: -
blinding randomisation, Average age: control = 40.0 received preferences; patient : . Information provision and
Average age. Y ; ! , 6 wanted ablation, 2 wanted unspecified surgery, 13 wanted drug : p
EL=1+ 894 were information = 40.0, information booklet; knowledge patient preference

randomised. 298
to control, 296 to
information, 300
to information
with interview.
204, 206 and 215
available long-
term, respectively

interview = 41.0

Knowledge of available treatments
(0to 100): 68, 66, 65, respectively
Menorrhagia severity score: 47,
47, 48, respectively

Country: UK

interview - received
information booklet
and had interview
to elicit and discuss
treatment
preferences

intervention vs
intervention

therapy, 7 wanted other treatment, 2 wanted no treatment.

Information (n = 285) — 117 stated a preference. 49 wanted
hysterectomy, 9 wanted ablation, 2 wanted unspecified surgery, 6
wanted drug therapy, 5 wanted other treatment, 2 wanted no
treatment.

Interview (n = 292) — 139 stated a preference. 46 wanted
hysterectomy, 6 wanted ablation, 4 wanted unspecified surgery, 5
wanted drug therapy,6 wanted other treatment, 1 wanted no
treatment.

Post-consultation preference:

Control (n = 235) - 113 had a preference. 56 wanted hysterectomy, 2
wanted ablation, 1 wanted unspecified surgery, 8 wanted drug
therapy, 7 wanted other treatment, 3 wanted no treatment.

Information (n = 240) - 145 had a preference. 46 wanted
hysterectomy, 12 wanted ablation, 2 wanted unspecified surgery, 23
wanted drug therapy, 10 wanted other treatment, 4 wanted no
treatment.

Trend for information group not to want treatments compared with
control group.

Interview (n = 233) — 160 had a preference. 50 wanted hysterectomy,
22 wanted ablation, 3 wanted unspecified surgery, 19 wanted drug
therapy, 8 wanted other treatment, 5 wanted no treatment.

Interview group were less likely to want hysterectomy (OR 95% Cl
0.35 t0 0.85) or drug therapy (OR 95% Cl0.24 to 0.82) than control
group. Trend towards wanting ablation more than control group.

Information (OR 95% CI 1.46 to 4.20) and interview (OR 95% Cl 1.72

interview do not improve
outcomes, but do improve

patient satisfaction,

knowledge and receiving

preferred treatment.
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments

to 5.13) groups more likely to have treatment preference after
consultation than control group.

Trend towards those in information and interview groups to change
preference.

Knowledge and satisfaction:

Trends towards those in information (OR 95% CI 1.08 to 1.84) and

interview (OR 95% Cl 0.97 to 2.00) groups having greater perceived
knowledge. than control group.

No difference between groups in terms of perceived involvement in
treatment choice.

Trend towards information (OR 95% Cl 0.42 to 1.01) and interview
(OR 95% CI 0.49 to 1.23) groups being less satisfied that their
opinions important in decision-making, than the control group.
Short-term follow-up:

Quality of life outcomes:

No difference between groups on SF-36 scores or EQ-5D scores or
menorrhagia outcome scores

Likelihood that treatment undergone matched stated preference:
Trend towards information (OR 95% Cl 1.20 to 2.97) and interviews
(OR 95% CI0.62 to 2.01) getting their preferred treatments compared
with control group.

Patient satisfaction:

Trend towards those in information (OR 95% CI 1.04 to 1.86) and
interviews (OR 95% CI 0.99 to 2.25) to feel more involved in treatment
decision than control group.

No difference between groups in satisfaction with treatment outcome.
Long-term follow-up:

Quality of life outcomes:

No difference between groups on SF-36 scores or EQ-5D scores or
menorrhagia outcome scores.

Likelihood that treatment undergone matched stated preference:
Trend towards information (OR 95% CI 0.99 to 2.28) and interviews
(OR 95% CI 0.69 to 2.36) getting their preferred treatments compared
with control group.

Patient satisfaction:

Trend towards those in information (OR 95% CI 0.91 to 1.69) and

interviews (OR 95% Cl 1.11 to 2.01) to feel more involved in treatment
decision than control group.

Those in interview group were more satisfied with their treatment than

those in the control group (1.03 to 2.01). No difference between
information and control groups.

O’Connor Systematic 11995 articles Population characteristics: 1) Decision aids in N/A Decision regret; Among the trials comparing decision aids to usual care, decision aids ~ Funding source: Canadian
200225 review identified, 35 searching electronic medicaland ~ healthcare anxiety; persistence  performed better in terms of: Institute of Health
EL=1+ studies included.  social science databases; with choice; general ) greater knowledge 18.75 [ 13.14, 24.35 | Research (formally MRC)
2) scanning the tables of contents health outcome; b listi tations (RR 1.4 95%Cl 1.1 to 1.9): CANADA
satisfaction with ) more realistic expectations ( 4,95%Cl 1.110 1.9);
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
in publications that have decision; disease c) lower decisional conflict related to feeling informed (WMD -9.1 of Study summary: Trials
frequently reported decision aid specific symptom 100, 95%Cl -12 to -6); indicate that decision
studies (Health Expectations; outcomes d) increased proportion of patient that controlled decision making (RR  aids improve knowledge
Medical Decision Making; and 1.4995% C10.99,2.25); and realisticlexpectations;
Patient Education and e) reduced practitioner controlled decision making (RR = 0.68[0.53, ~ enhance active
. . , 0.89])and participation in decision
Counselling) from the journal’s : o s
) > . . . . making; lower decisional
inception date up to August 2002; f) reduced proportion of people who remained undecided post conflict: decrease the
3) searching personal files; and intervention RR = 0.43[0.27,0.70 ] proportion of people
4) contacting known developers Wheln si.mpler were compargd yvith more detailed decision aids, the remaining undecided, and
and evaluators through a shared relative improvement was significant in: improve agreement
decision making list-serve and e- a) knowledge (WMD 4 out of 100, 95% CI 3 to 6); between values and
mail contacts in May 2002. b) more realistic expectations (RR 1.5, 95% CI 1.3 to 1.7); and CZ‘r’;fsetem: ;ﬁﬁcéi o
We searched the following ¢) greater agreement between values and choice. persis )
. therapies and cost
electronic databases: MEDLINE . . . ) - i
_ Decision aids appeared to do no better than comparisons in affecting  effectiveness require
(1966-August 2092)' EMBASE satisfaction with decision making, anxiety, and health outcomes. further evaluation. Finally,
(1980-April 2001); PsycINFO Decision aids had a variable effect on which healthcare options were  optimal strategies for
(1979-August 2002); CINAHL selected. dissemination need to be
(1983-August 2002); Aidsline explored.
(1980-December 2000); CancerLit
(1983-August 2002); and
the Cochrane Controlled Trials
Register (2002, Issue 3). As of
2001, MEDLINE is expanded to
include unique citations from
AIDSLINE, BIOETHICS,
HealthSTAR, HISTLINE,
POPLINE, and SPACELINE).
Redman prospective; 43-19in Population characteristics: Information booklet ~ N/A Patient satisfaction Patient satisfaction: no difference between groups Funding source: Not
1986572 cohort information Women; schedule for abdominal about hysterectomy with operation; Satisfaction with communication: P < 0.01 in favour of information stated
EL=2- group, 24 in hysterectomy. patient satisfaction  groyp.
control group Country: UK with communication; . . . !
Ty patient knowledge of Knowledge of hysterectomy: P < 0.01 in favour of information group.
hysterectomy
Ridgeway randomised 60 - 20 to Population characteristics: Cognitive 4 post- Pre-operative Pre-operative symptoms: Funding source: Not
1982241 EL=1- information, 20to  Women; scheduled for abdominal ~ assessment - operation symptoms; post- Cognitive group had less worries, but less knowledge than information ~ Stated
cognitive help, 20 hysterectomy reassurance and interviews operafive symptoms  group, Both groups had less anxiety, less worries and better
fo control. Plus 10 coyntry: UK positive atitude; knowledge than control group.
who had no information booklet Post i s:
information. ost-operative results:
Cognitive group had fewer symptoms, and fewer days of pain than
information group, same total activities.
Vuorma 200327  randomised 569 - 206 in pre-  Population characteristics: Information booklet; 12 months Treatment Treatment preference at baseline: Funding source: Not
EL=1- treatment cohort ~ Women; subjective menorrhagia. ~ no information preference; Information group (n = 184): 49% wanted hysterectomy, 32 wanted stated
(178 at Groups were comparable at treatment received.  conservative treatment, 19% had no clear preference. Study summary: More

12 months), 184
(156 at

12 months) in
randomised

baseline.
Country: Finland

Control group (n = 179): 45% wanted hysterectomy, 37% wanted
conservative medical treatment, 18% had no clear preference.

Treatment plan at 3 months:

women had clear
preference after being
given information.
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and

information evidence level comparison additional comments

information, 179 Intervention group (n = 184): 54% hysterectomy, 21% minor surgery

(159 at or LNG, 2% change in birth control, 18% oral medication, 4% no

12 months) in decision, 1% no clinic visit.

control group Control group (n = 179): 49% hysterectomy, 29% minor surgery or
LNG, 2% change in birth control, 8% oral medication, 11% no
decision, 2% no clinic visit.
Significantly less minor surgery, more oral medication, and fewer
undecided in information group (P < 0.05)
No difference between information and control groups for knowledge,
satisfaction with clinic or anxiety.

Vuorma 20042%  randomised; 1880 Population characteristics: Decision aid 12 months SF-36; VAS Differences between groups on SF-36 scores, VAS perceived health, ~ Funding source:
concealed; approached, 962 Women; aged 35 to 54 years; booklet (about perceived health, anxiety and psychosomatic symptoms; menstrual symptoms, Study summary: Study
blinding not willing to referred due to menorrhagia or menorrhagia and anxiety and Sexuality; satisfaction with treatment. shows that patient
possible participate, 569 fibroids. treatments); no psychosomatic No statistical difference between intervention and control group, information booklet had
EL=1- eligible 20610 Average age = 44.4, 47% treatment symptoms; except for emotional role (P = 0.01), where intervention group not impact on treatment

%Tt”al group, sterilised, 63% had heavy flow, mensttrual improved more. outcome.
jorto 24% had irregular periods, 46% Symptoms, Both groups significantly improved from baseline for all outcomes,

intervention had pelvic pain. Sexuality; ¢ it

group, 179 to - satisfaction with except sexually scores.

control group Country: Finland treatment. No statistically significant differences between groups in terms of

health service use or cost.
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Table 5.2 Patient education — non-comparative studies
Bibliographic ~ Study typeand ~ Aim of study  No. of Population Outcomes Results Source of funding and additional
information evidence level patients characteristics comments
Augustus Qualitative; Patient beliefs 30 women; African- Patient beliefs ~ 64.3% of women did not get a second opinion prior to surgery. Funding source: Not stated
20022 interviews ﬁbot“t \ An:’encan; had ﬁbot”t t 96.7% of women would recommend operation to friends
EL=3 ysterectomy undergone ysterectomy . ) )
hysterectomy Main themes relating to hysteref:tomy were: - o
Average age = 49 years M_yths, fears and sexual symbolism related to hysterectomy — fear for sexual identity and relationship
60% had up to high Wit partners
sch;ol edurc)ationg Freedom from pain and embarrassment — women no longer had to plan lives around vaginal bleeding
60% of women were Improved sexu_ality and self-esteem — women surprised and relieved after surgery than sexuality was
: unchanged or improved.
single
Country: USA
Groff 200023 Qualitative; focus  Women's 148 Women; aged 30 to 65;  Themes related  Three main themes: Outcome of hysterectomy; decision to have hysterectomy; opinions of healthcare Funding source: Not stated
groups views on had not had to hysterectomy  providers.
EL=3 hysterectomy hysterectomy; four Outcomes of hysterectomy: Women identified benefit of symptoms relief. Women also want minimally
groups of women — invasive surgery, and quick recovery in order to return to work and family duties. Women concerned
African-American, about side effects of surgery, both physical and mental.
Hispanic, non-Hispanic - ) . - . .
; ; Decision to have surgery — women consulted friends and family about decision. Using others experience
white and lesbian. . . ) A
as a guide. Women wanted clear rationale for having surgery from health professionals.
Country: USA )
Women also concerned about loss of sexuality and male response to hysterectomy.
Opinions on healthcare — women felt health professional only interested in financial gain. Women
wanted female doctors as thought they were less likely to suggest hysterectomy.
There were differences between sub-groups about above theme.
O'Connor Decision support  Decision Country: Canada Decision Assess needs of woman: Funding source: Not stated
20027 strategy support support factors  pereeptions of decision — knowledge, expectations, values, decisional conflicts, stage of decision
EL=4 system making, predisposition towards options.

Perceptions of others — perceptions of others, support, pressures, roles in decision making

Resources to make decision — personal (skills, motivation, self-confidence, previous experience),
external support networks.

Demographic characteristics: client, practitioner.

Provide decision support:

provide information - health situation, options, outcomes, other opinions and choices.
Re-align expectations of outcomes

Clarify personal values for outcomes

Provide guidance and coaching - steps in decision making, communicating with others, handling
pressure, accessing support and resources.

Evaluate:

Decision making - reduce decisional conflict, improved knowledge, realistic expectations, clear values,
agreement between values and choice, implementation of chosen option, self-confidence and
satisfaction with decision making

Outcomes of decision:

Persistence with others, improved quality of life, reduced distress, reduced regret, informed use of
resources.
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Bibliographic
information

Study type and
evidence level

Aim of study  No. of
patients

Population
characteristics

Outcomes

Results Source of funding and additional

comments

Scriven 199726 Survey
EL=3

Written
information
provision

Hospitals in England
ask to send written
information that they
give to patient relating
to hysterectomy

Country: UK

Quality of
information
provision

Written information produced by a variety of health professionals.
33% produced based on existing literature.
37% give information prior to admission, 36% on admission, 11 post-op, 16% no policy

Most leaflets mention activities of daily living, but often imply health professional control over resumption
of these activities.

Variation in highlighting the main side effects of hysterectomy.
Suggest strategy:

1. professional design and layout

2. get patient to help with piloting

3. realistic advise on potential side effects

4. evaluation of information

5. co-ordinated dissemination of information

6. Authors should critically assess their work

7. Information should empower patient

8. Information about why advice is important should be given — why lifting can be harmful.

Funding source: Not stated

Skea 2004232 Survey
EL=3

Patient views 104
on information
provision

Women; undergone
hysterectomy for benign
conditions.

Country: UK

Patient
opinions on
information
provision

Five factors relating to information provision examined:

Advantages of hysterectomy

Possible risks and side effects of hysterectomy
Treatments other than hysterectomy

Advantages of treatments other than hysterectomy
Disadvantages of treatments other than hysterectomy.

Patients felt not enough information about risks and disadvantages of surgery.
Women sought information in addition to that provided for a number of reasons:

About what hysterectomy involves

What effect hysterectomy has on menstrual system

Other effects of hysterectomy

What other treatment options would involve

What effect other treatments would have on period problems
What may need to take after hysterectomy

Reasons for finding additional information were:

Help discuss and make decision

Prepare for hysterectomy

Discuss and understand other treatments
Check right decision had been made
Just wanted to know

When asked questions about if doctor had been supportive during decision making between 15% to
30% were neutral or dissatisfied.

When asked various questions about if hysterectomy was the right decision about 10% of women were
neutral or disagreed.

Funding source: Not stated

Uskul 2003228

EL=3

qualitative;
interviews

Women'’s 29
experience of
hysterectomy

Women; scheduled for
hysterectomy

Country: Canada

Factors
important to
women in
relation to
hysterectomy

Most women delayed seeking formal medical help for as long as possible, often using complementary Funding source: Not stated

therapy
Women often tried to get information about condition as early as possible from various sources.

Women received a lot of information about hysterectomy from health professional but little information
on alternatives.

A number of social and psychological factors account for women accepting hysterectomy.
Women had hysterectomy on advise of gynaecologist, but often told to think about impact and wait to
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Bibliographic ~ Study typeand  Aim of study  No. of Population Outcomes Results Source of funding and additional
information evidence level patients characteristics comments
have operation if social or psychological issues with operation.
Women often still in decision-making process after they agreed to surgery.
Women told to talk to family and friends about procedure before making decision.
Vuorma 2003%¢  Comparative; Correlates 474-185  Women; aged 35t0 54;  Logistic Items correlated with choosing hysterectomy over conservative treatment: Funding source: Not stated
cohort with treatment  had referred for HMB regression Age, OR =95% Cl 1.00t0 1.16
EL=3 choice hysterecto  Country: Finland correlates with  yish for further pregnancies, 95% CI OR = 0.09 to 0.60
my, 113 treatment Menstrual pain, OR = 95% CI 1.02 to 1.21
had choice Irregular periods, OR = 95% Cl 1.07 o 3.96
conservativ Education less than 12 years, OR = 95% CI 1.47 to 4.62
e Unemployed, OR =95% CI 1.10 to 11.7
treatment, Number of visits to gynaecologist for HMB, OR = 95% Cl 1.21 to 2.47
69 had no Factors, such as | i d by HVB t significant
treatment, actors, such as inconvenience caused by were not significant.
107 unclear
what
treatment
received
Wade 200020 Case series; Patient 102 Women; undergone Themes related ~ Seven major themes were identified: Funding source: Not stated
survey opinions hysterectomy within to hysterectomy  positive aspects - 61 of 102 outlined positive aspects of hysterectomy, including refief from symptoms,
EL=3 ﬂbOtUt . past 2 years. éxperience accurate information, supportive physician, involvement in decision making.
ystereclomy Average age = 34.1 HRT - fears and concerns about using HRT based on lack of information.
Average fime since Insufficient information — 38 of 102 thought insufficient information had been given about hysterectomy
hysti:ectomy =121 and physical impact.
monu S Sexual concerns — 28 of 102 were concerned about changes caused by hysterectomy and lack of
ﬁo-l o h?d § information about this.
o(y);ﬁgfgc?gnrz an Structure of emotional support — 20 of 102 outlined need for systems to provide emotional and
Country: US/:/. information support for women.
ountry: Psychological sequelae — 17 of 102 talked about psychological distress caused by hysterectomy,
including mood swings etc.
Feelings of loss — 5 of 102 wrote about loss of femininity caused by hysterectomy, and the feeling of
grief this caused.
Webb 1986%2¢  Qualitative Experience of 50 women; scheduled for Patient Lack of information provision about nature and implications of hysterectomy. Funding source: not stated
interviews hysterectomy hysterectomy experience Most women were afraid of having major surgery.
EL=3 Country: UK factors Women highlighted need for support networks.
Most women had only general expectations about surgery
Lack of information during recovery period.
Women had a deficit between expected support and help, and what they actually received.
Williams Cohort Experience of 38 Women; aged 30 to 76;  Themes related  Three main themes: decision making about hysterectomy; outcome of hysterectomy; perceptions of Funding source: not stated
20002 EL=3 hysterectomy hysterectomy within to hysterectomy  male response.

past 3 years for benign
condition.

Country: USA

Decision making: had biophysical — pain and bleeding. Most women had had symptoms for a number of
years and used variety of treatments to help symptoms and avoid surgery. Psychological — mood swing,
depression. After years of symptoms women want relief, but fear about deciding to have operation and
not having operation (fear of developing cancer)

Sociological factors — advice from friends, family and health professionals. Advice on alternatives to
hysterectomy.

Spiritual domain — women used prayer and meditation to help them make a decision.
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Bibliographic ~ Study typeand  Aim of study  No. of Population Outcomes Results Source of funding and additional
information evidence level patients characteristics comments
Outcome factors - range of responses depending on symptoms were relieved or not, but also about loss
of fertility, loss of sexuality, and having to use HRT.
Male response to hysterectomy — sub-set of women were concerned about male reaction to
hysterectomy.
Wade 200020 Case series; Patient 102 Women; undergone Themes related ~ Seven major themes were identified: Funding source: Not stated
survey opinions hysterectomy within to hysterectomy  poitive aspects — 61 of 102 outlined positive aspects of hysterectomy, including relief from symptoms,
EL=3 about past 2 years. experience accurate information, supportive physician, involvement in decision making.
hysterectomy Average age = 34.1

Average time since
hysterectomy = 12.1
months

80.1% had
hysterectomy and
oophorectomy.

Country: USA

HRT - fears and concerns about using HRT based on lack of information.

Insufficient information — 38 of 102 thought insufficient information had been given about hysterectomy
and physical impact.

Sexual concerns — 28 of 102 were concerned about changes caused by hysterectomy and lack of
information about this.

Structure of emotional support — 20 of 102 outlined need for systems to provide emotional and
information support for women.

Psychological sequelae — 17 of 102 talked about psychological distress caused by hysterectomy,
including mood swings etc.

Feelings of loss - 5 of 102 wrote about loss of femininity caused by hysterectomy, and the feeling of
grief this caused.
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Table 5.3 Patient choice — comparative studies
Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome Effect size Source of funding and additional comments
information evidence level comparison measures
Longo 2006%'  Randomised at 2585 approached, Population characteristics: ~ Shared decision Factors associate Funding source: Not stated
practice level 1135 recruited, 1082 People with menorrhagia,  making; risk with ease of choice Study summary: Shared treatment decisions were
EL=1+ invited for consultation,  atrial fibrillation, communication valued less than some other attributes of a
74T attended, 584 menopausal symptoms, consultation. However, patient utilities for such
completed prostatism. involvement appeared responsive to changes in
questionnaire Country: UK experiences of consultations. This suggests that SDM
may gain greater value among patients once they
have experienced it.
Cooper Randomised; 272 eligible, 187 Population characteristics: ~ Medical treatment; 2 years QoL (SF-36); Outcomes for medical vs TCRE. Funding source: Scottish Office Department of Health
1999243 concealed recruited, 94 Women; referred dueto ~ TCRE patient satisfaction; ol (SF-36): Study summary: The results at 2 years consolidate
EL = 1++ randomised to medical  HMB; completed family; menstrual status; Baseline: the findings and conclusions based on the four-month

treatment, 93 to
TCRE. By 2 years 86
medical and 87 TCRE
patients remained in
the study.

< 10 weeks size uterus;
normal uterine pathology;
referred for surgery.

Baseline characteristics
(medical vs TCRE):

Age=414vs419

Haemoglobin

(g/dl) =12.79 vs 12.61
Menstrual symptom
rating:

mild/moderate = 6 vs 4
Severe = 54 vs 52
Very severe = 26 vs 32

Bleeding score = 24.7 vs
24.8

Country: UK

bleeding score

Physical functioning = 78.67 vs 82.33
Social functioning = 68.35 vs 70.03
Role: physical = 53.01 vs 56.98

Role: emotional = 57.43 vs 55.03
Mental health = 58.20 vs 59.43
Energy/fatigue = 40.36 vs 41.49

Pain = 53.55 vs 58.14

General health = 68.17 vs 65.90

Change by 2 years:

Physical functioning = 3.73 vs 5.00
Social functioning = 3.94 vs 10.59
Role: physical = 12.95 vs 18.60
Role: emotional = 11.25 vs 22.48
Mental health = 7.17 vs 9.98
Energy/fatigue = 10.06 vs 14.58
Pain = 11.38 vs 12.34

General health = -0.67 vs 1.69

No significant difference between groups.
Patient satisfaction:

Totally or generally satisfied with treatment = 48
(57%) vs 68 (79%), P = 0.002

Cure or acceptable improvement = 53 (61%) vs
69 (81%), P=0.017

Treatment acceptable = 65 (77%) vs 79 (93%),

P =0.004

Menstrual status:

No bleeding or light = 36 (42%) vs 50 (58%),

P =0.04

Unchanged or heavier = 16 (18%) vs 5 (6%),
P=0.02

Bleeding score = 6.8 (SD 9.9) vs 5.4 (SD 8.1)

follow up data. A policy of early TCRE is effective and
safe and does not result in an increase in
hysterectomies. It should not be routinely withheld in
an effort to try alternative medical therapies.

Reviewer comments: LNG-IUS not available as a
medical treatment.
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Evidence tables

Bibliographic ~ Study typeand  Aim of study  No. of Population Outcomes Results Source of funding and
information evidence level patients characteristics additional comments
Augustus Qualitative; Patient beliefs 30 women; African-American;  Patient beliefs 64.3% of women did not get a second opinion prior to surgery. Funding source: Not stated
200227 interviews about had undergone about hysterectomy g6 79 of women would recommend operation to friends
EL=3 hysterectomy Zysterectomy_ 49 Main themes relating to hysterectomy were:
verage age = ) years myths, fears and sexual symbolism related to hysterectomy — fear for sexual identity and relationship
60% had up to high with partners
school education Freedom from pain and embarrassment — women no longer had to plan lives around vaginal bleeding
60% of women were . . : ) .
single improved sexu_allty and self-esteem — women surprised and relieved after surgery than sexuality was
unchanged or improved.
Country: USA
ourdrez rospective; atien omen; ; schedule mportance o was most serious symptom for 74% o group, 77% of ablation group an b of hysterectomy  Funding source: Not state
Bourd P ti Patient 96 Wi DUB; scheduled  Import; f HVB t seri tom for 74% of IUD 77% of ablati d 84% of hysterect Fundi Not stated
200424 cohort preferences for either hysterectomy, symptoms; reasons  group. Study summary: Study
EL=3 for treatments m‘g”r{%"a ablation and f‘:\’ t.reaTtme;_nt t Main reasons to choose treatment: shows that the majority of
e ¢ of|ce, pa |:an iq  1UD~ Short or no admittance, fast recovery, no general anaesthetics, no hysterectomy, no oral women are willing to take a
No statistical difference ~ Prelerence loavold o onive. 50:50 chance of treatment
between groups for age or hysterectomy Ablation — No 1UD. No hysterectomv. No oral contraceptive. Advice f lodist Short success to avoid
symptoms. AL n?i tlt(;r; ;e o 1UD, No hysterectomy, No oral contraceptive, Advice from gynaecologist, Short or no hysterectomy.
Country: Netheriands Hysterectomy — no complaints anymore, no oral contraceptive, No IUD, Advice of gynaecologist.
Patient preference:
70% of women undergoing ablation preferred this to hysterectomy when success rate was presumed to
be 50%. 95% of LNG-IUS patients preferred this to hysterectomy when success was presumed to be
50%
Coulter Survey Correlation 129GPsand  Women; consulting due to Patient had preference: Funding source: Not stated
1994246 EL=3 between 4f§5W°tme“ . menstrual disorders. Age at completion of full time-education: < 16 OR = 1, 17-18 OR = 1.02, > 19 OR = 3.35 (1.9510 5.76)  Study summary: Study
soclo- (425 retume Country: UK Previous consultation for menstrual problems: none OR = 1.00, 1> OR = 2.22 (1.38 to 3.60) shows a mismatch between
demographic  questionnaire). Speciali lodical Kation within 1 vear: =100, 1>= 194 (106 o 3.53 patient preferences and the
faqors and pecialist gynaecological consultation within 1 year: none = 1.00, 1> = 1.94 (1.06 to 3.53) management they receive.
patient Preference for surgery: symptoms mild or moderate = 1.00, sever OR =2.59 (1.21 to 5.76)
?Jf{reégzﬁgit GPs aware of patient preference in 34.4%
Factors associated with referral for surgery (P < 0.05) were: GPs prediction of treatment, patient's
preference, what GP thought patient wanted, previous surgery, age of patient, and sex of GP.
Entwistle Qualitative; Women's 37 Women; scheduled for Factors that Women can be either passive, collaborative or active in decision making about hysterectomy, so difficult ~ Funding source: Not stated
200128 interviews decision hysterectomy influence patient to provide single strategy to help women.
EL=3 making about Country: UK decision making
hysterectomy
Entwistle, Survey and Patient 157 Women; scheduled for Recollection of Information provision about hysterectomy: Funding source: Not stated
200622 interviews experience of  questionnaires  hysterectomy for information Different kinds of hysterectomy = 68%
EL=3 involvementin , 20 interviews ~ menstrual problems provision; Advantages of different types of hysterectomy = 40%
decision Country: UK recollection of Disadvantages of different types of hysterectomy = 32%
making involvement in Types of hysterectomy being undertaken = 75%

decision making

Advantages of removing cervix = 28%
Disadvantages of removing cervix = 24%
Whether cervix is being removed = 46%
Too little information provided:

Different kinds of hysterectomy = 26%
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Bibliographic ~ Study typeand ~ Aim of study  No. of Population Outcomes Results Source of funding and
information evidence level patients characteristics additional comments
Advantages of different types of hysterectomy = 36%
Disadvantages of different types of hysterectomy = 44%
Types of hysterectomy being undertaken = 26%
Advantages of removing cervix = 60%
Disadvantages of removing cervix = 65%
Whether cervix is being removed = 41%
Interviews:
Most women reported having little input into decision about type of hysterectomy undertaken.
Fry 2001253 Survey Factors 58 — 30 having  women Factors related to Frequency of item being rated high or extremely important: Funding source: Not stated
EL=3 influencing oophorectomy,  Country: UK oophorectomy Reducing risk of ovarian cancer, reducing cancer worry, Age, worries about effectiveness of screening,
gemswn to 28 ovarian partner's attitude, loss of periods. All at P < 0.05
ave screening ) ) ) . .
oophorectomy No difference for other factors — need for HRT, risks of surgery, recovery time, desire for children, etc.
Groff 20002"  Qualitative; Women's 148 Women; aged 30 to 65; Themes related to  Three main themes: Outcome of hysterectomy; decision to have hysterectomy; opinions of healthcare Funding source: Not stated
focus groups views on had not had hysterectomy providers.
EL=3 hysterectomy hysterectomy; four groups Outcomes of hysterectomy: Women identified benefit of symptoms relief. Women also want minimally
of women — African- invasive surgery, and quick recovery in order to return to work and family duties. Women concerned
American, Hispanic, non- about side effects of surgery, both physical and mental.
Hispanic white and - . . - . .
lesbian. Demsmp to have surgery — women gonsulted fnequ and family about decision. QS|ng others experience
as a guide. Women wanted clear rationale for having surgery from health professionals.
Country: USA .
Women also concermned about loss of sexuality and male response to hysterectomy.
Opinions on healthcare — women felt health professional only interested in financial gain. Women
wanted female doctors as thought they were less likely to suggest hysterectomy.
There were differences between sub-groups about above theme.
Leung 2005%¢  Survey Patient 324 Women; menorrhagia; Patient preferences  Of respondents: Funding source: Not stated
EL=3 preferences  questionnaires ~ Chinese and knowledge 70.5% knew of drug therapies, 7,5% of LNG-IUS, 4.5% of ablation, 28% of hysterectomy.
;200 retumed  Coyntry: Hong Kong 6% wanted amenorrhoea, 7.5% wanted oligomenorrhoea, 86.5% wanted eumenorrhoea.
87% wanted drug treatment as first line treatment, 3% LNG-IUS, 3% ablation, 7% no treatment.
45% wanted LNG-IUS if drug treatment failed, 16% ablation, 4.5% hysterectomy, 34.5% no treatment
Main reason for not choosing a treatment was not knowing about it.
Lindberg Qualitative; Patient 10 Women; pre-menopausal  Decision-making Women go through four phases in decision making: Funding source: Not stated
200129 interviews decision- prior to hysterectomy process Seeking solutions - finding information on symptoms that occur via friends and family, health Study summary:
EL=3 making Country: USA professionals etc. Understanding of decision-
process Hold on - changing lifestyle in order to cope with symptoms making process can help
These factors act in a circular iterative process. health professionals aide
Changing course - single event usually triggers women to seek solution to problem. This may result in patients.
rapid decision to have surgery.
Taking charge - is period when women organises and prepares for hysterectomy.
Marsh 200225 Cross-sectional ~ Outpatient 250 Women; referred for Patient preference  52% wanted outpatient procedure, 26% wanted day-case, 17% wanted doctor to decide and 5% wanted ~ Funding source: Not stated
survey hysteroscopy;  questionnaires  hysteroscopic further information.
EL=3 gayt-case sent,tj89 . investigation. Reasons for preferring day case:
ysteroscopy  questionnaires  Gountry: UK L
completed Ty No pain during procedure

Likely not to need for repeat procedure
Do not want to see procedure happening

Reasons for not preferring day case:
Fasting
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Bibliographic ~ Study typeand  Aim of study  No. of Population Outcomes Results Source of funding and
information evidence level patients characteristics additional comments

Pre-assessment clinic visit needed

Waiting for procedure in hospital

Reasons for preferring outpatient:

Quick process

Able to see what is happening

Able to see inside womb

Reasons for not preferring outpatient:

Procedure could be uncomfortable

Procedure may have to be repeated
Sitting in examination chair for 10 to 15 minutes

Nevadunsky Survey Patient 84 Women; referred for UAE;  sources of Sources of information: Funding source: not stated
20012 EL=3 reasons for uterine fibroids information; Internet = 67%. Primary information source: literature = 40%, physician = 25%, television = 15%,

wanting Country: USA symptoms; impact  intemet = 13%, friend = 5%, other = 1%

surgery of fibroids; reason

Knowledge of fibroids: well informed = 94%
Knowledge of treatment options = 98%
Symptoms related to fibroids:

Bleeding = 73%

Reason for wanting UAE:

Avoid fibroid symptoms = 95%

Avoid adverse events of other treatments = 90%
Avoid prolonged recovery = 83%

Avoid surgery = 78%

Maintain self-image = 58%

Maintain sexual image = 58%

Uterus is source of femininity = 47%
Maintain fertility = 30%

Family advice = 29%

Other medical condition = 28%

Want children = 20%

Religious beliefs = 15%

for wanting surgery

O’Connor Decision support  Decision Country: Canada Decision support Assess needs of woman: Funding source: Not stated
20027 strategy support factors Perceptions of decision — knowledge, expectations, values, decisional conflicts, stage of decision
EL=4 system making, predisposition towards options.

Perceptions of others — perceptions of others, support, pressures, roles in decision making

Resources to make decision — personal (skills, motivation, self-confidence, previous experience),
external support networks.

Demographic characteristics: client, practitioner.

Provide decision support:

provide information — health situation, options, outcomes, other opinions and choices.

Re-align expectations of outcomes

Clarify personal values for outcomes

Provide guidance and coaching - steps in decision making, communicating with others, handling
pressure, accessing support and resources.

Evaluate:

Decision making — reduce decisional conflict, improved knowledge, realistic expectations, clear values,
agreement between values and choice, implementation of chosen option, self-confidence and
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No. of
patients

Bibliographic
information

Study type and
evidence level

Aim of study

Population
characteristics

Outcomes

Results

Source of funding and
additional comments

satisfaction with decision making
Outcomes of decision:

Persistence with others, improved quality of life, reduced distress, reduced regret, informed use of
resources.

Cohort
EL=3

Patient 221
preferences
for surgery

Sculpher
1998245

Women,; referred to
specialist care with
menorrhagia.

Average age: 40.94

Duration of
menorrhagia = 18 months

Country: UK

Importance scores
for patient
outcomes

Mean importance scores:

Stops periods for good = 1.18

Not removing womb = 0.71

Back to usual activities as soon as possible = 1.07
Removing womb = 0.47

Least pain and discomfort = 0.68

Hospital stay as short as possible = 0.59

Reduce periods = 0.42

Resume sex life as soon as possible = 0.59

No worry about contraception = 0.14

Not leaving scar = 0.14

Patient preferences based on descriptions of surgery:
abdominal hysterectomy = 43%

endometrial resection = 41%

Neither = 4%

Unable to choose = 11%

Funding source: Not stated

Study summary: Many
women referred for surgery
for menorrhagia have
conflicting objectives from
treatment.

Uskul 2003228 Women’s 29
experience of

hysterectomy

qualitative;
interviews

EL=3

Women; scheduled for
hysterectomy

Country: Canada

Factors important to
women in relation
to hysterectomy

Most women delayed seeking formal medical help for as long as possible, often using complementary
therapy

Women often tried to get information about condition as early as possible from various sources.

Women received a lot of information about hysterectomy from health professional but little information
on alternatives.

A number of social and psychological factors account for women accepting hysterectomy.

Women had hysterectomy on advise of gynaecologist, but often told to think about impact and wait to
have operation if social or psychological issues with operation.

Women often still in decision-making process after they agreed to surgery.
Women told to talk to family and friends about procedure before making decision.

Funding source: Not stated

474 - 185 had
hysterectomy,
113 had
conservative
treatment, 69
had no
treatment, 107
unclear what
treatment
received

Correlates
with treatment
choice

Vuorma
200323

Comparative;
cohort

EL=3

Women; aged 35 to 54;
referred for HMB

Country: Finland

Logistic regression
correlates with
treatment choice

Items correlated with choosing hysterectomy over conservative treatment:

Age, OR=95% CI1.00 to 1.16

Wish for further pregnancies, 95% CI OR =0.09 to 0.60

Menstrual pain, OR = 95% CI 1.02 to 1.21

Irregular periods, OR =95% CI 1.07 to 3.96

Education less than 12 years, OR = 95% Cl 1.47 to 4.62
Unemployed, OR =95% Cl 1.10to 11.7

Number of visits to gynaecologist for HMB, OR = 95% CI 1.21 to 2.47

Factors, such as inconvenience caused by HMB were not significant.

Funding source: Not stated

Wade 200020 Patient 102
opinions
about

hysterectomy

Case series;
survey

EL=3

Women; undergone
hysterectomy within past
2 years.

Average age = 34.1

Average time since
hysterectomy = 12.1 mont
hs

Themes related to
hysterectomy
experience

Seven major themes were identified:

Positive aspects — 61 of 102 outlined positive aspects of hysterectomy, including relief from symptoms,
accurate information, supportive physician, involvement in decision making.

HRT - fears and concerns about using HRT based on lack of information.

Insufficient information — 38 of 102 thought insufficient information had been given about hysterectomy
and physical impact.

Funding source: Not stated
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Bibliographic ~ Study typeand  Aim of study  No. of Population Outcomes Results Source of funding and
information evidence level patients characteristics additional comments
80.1% had hysterectomy Sexual concerns — 28 of 102 were concerned about changes caused by hysterectomy and lack of
and oophorectomy. information about this.
Country: USA Structure of emotional support — 20 of 102 outlined need for systems to provide emotional and
information support for women.
Psychological sequelae — 17 of 102 talked about psychological distress caused by hysterectomy,
including mood swings etc.
Feelings of loss — 5 of 102 wrote about loss of femininity caused by hysterectomy, and the feeling of
grief this caused.
Webb 19862°  Qualitative Experience of 50 women; scheduled for Patient experience  Lack of information provision about nature and implications of hysterectomy. Funding source: not stated
interviews hysterectomy hysterectomy factors Most women were afraid of having major surgery.
EL=3 Country: UK Women highlighted need for support networks.
Most women had only general expectations about surgery
Lack of information during recovery period.
Women had a deficit between expected support and help, and what they actually received.
Williams Cohort Experience of 38 Women; aged 30 to 76; Themes related to  Three main themes: decision making about hysterectomy; outcome of hysterectomy; perceptions of Funding source: not stated
20002 EL=3 hysterectomy hysterectomy within past  hysterectomy male response.
3 years for benign Decision making: had biophysical — pain and bleeding. Most women had had symptoms for a number of
condition. years and used variety of treatments to help symptoms and avoid surgery. Psychological — mood swing,
Country: USA depression. After years of symptoms women want relief, but fear about deciding to have operation and
not having operation (fear of developing cancer)
Sociological factors — advice from friends, family and health professionals. Advice on alternatives to
hysterectomy.
Spiritual domain — women used prayer and meditation to help them make a decision.
Outcome factors — range of responses depending on symptoms were relieved or not, but also about loss
of fertility, loss of sexuality, and having to use HRT.
Male response to hysterectomy — sub-set of women were concerned about male reaction to
hysterectomy.
Wu 2005250 Decision-tree Decision aide  32womenin2  Women; pre-menopausal;  Decision tree 13 factors identified and combined in decision tree: Funding source: not stated
EL=4 for phases fibroids Is condition immediately fatal?
hysterectomy Country: Taiwan Immediate relief from physical symptoms?

Overcome ‘fear’ of benign tumour becoming malignant?
Fear negative outcome of operation?

Worry about consequences of operation?
Disadvantages of hysterectomy outweigh advantages?
Hysterectomy is only choice?

Overcome psychological obstacles to having operation?
Sufficient faith in surgery?

Willing to undergo myomectomy?

Willing to use medical treatment only?

Willing to wait until menopause to improve fibroids
Tried non-medical methods to reduce fibroid?
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Table 8.1 LNG-IUS for treatment of HMB — comparative studies
Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Barrington randomised 50: 25 LNG-IUS; 25  Population characteristics: women; LNG-IUS; thermal 6 months MBL - PBAC MBL (mean): IUS pre-treatment = 107 ml vs 31 ml post- Funding source: not
200320 EL=1+ Thermal balloon menorrhagia; no pathology; cervical  balloon ablation insertion (~71%); Ablation pre-treatment = 122 ml vs 61 ml stated
ablatign. 2 ITNG- cavity > 12 cm treatment vs baseline post-surgery (-50%). No difference between groups Study summary: Study
IUS discontinued, 2 Gountry: UK (P=0.689). shows LNG-IUS and
were lost to follow- MBL (median): IUS pre-treatment = 75 ml vs 19 ml post- thermal ablation are
up. 2 TBA lost to insertion; Ablation pre-treatment = 101 ml vs 27 ml post- equivalent.
follow-up. surgery.
Busfield randomised; non- 177 screened, 83 Population characteristics: Women; ~ LNG-IUS; Thermal 24 months. PBAC; PBAC (Mean (SD)): Funding source: Not
2006261 blinded; randomised, 42to  subjective HMB; aged 25 to 50; Balloon Ablation (TBA) Amenorrhoea; QoL | NG-IUS vs TBA: P value. stated
confealed IW._II;IS I3U7S|n4|_11\jtg regular cy.cles. E}So;?)(lj‘i)éations 3 months = 125.0 (SD 198.5) vs 220.8 (438.5); P = 0.452 Study summary: At 12
EL=1+ S and 31inTes  XCuded If - ultrasound 6 months = 72.1 (SD 118.6) vs 107.5 (SD 135.4); P=0.080 and 24 months of follow
abngrmalltles (mclu_dlng intramural 12 months = 41.1 (SD 86.5) vs 94.7 (SD 112.0); P = 0.002 up, women with _heavy
completed fibroids > 3 cm in diameter), 24 months = 20.6 (SD 28.8) vs 75.4 (SD 75.4); P = 0.002 menstrual bleeding
24 months follow-  |aporatory abnormalities, o ' ' e ' treated with the LNG-
up hysteroscopic abnormalities Amenarhoea: IUS have significantly
(endometrial polyps), irregular LNG-IUS vs TBA; P value. lower PBAC scores than
bleeding, chronic pelvic pain, sever 3 months =2 vs 5; P = 0.236 women treated with
dysmenorrhoea, medical 6 months = 3 vs 1; P = 0.613 thermal balloon ablation.
contraindications to procedures, 12 months = 6 vs 2; P = 0.254 Both the treatments
untreated abnormal cervical 24 months =9 vs 1; P =0.025 resulted in a significant
cytology. QoL (SF-36): increase in overall
Baseline characteristics (LNG-IUS LNG-IUS vs TBA: quality of life, but there
vs TBA): . : were no significant
_ Baseline = 63.7 (SD 22.7) vs 63.7 (SD 14.4) differences between
Age<40=17vs 13 3 months = 77.7 (SD 17.0) vs 78.2 (SD 13.7) ither treatment in
Age 401044 =21 s 16 12 months = 79.3 (SD 16.5) vs 76.9 (SD 16.8) quality of e, patient
Age 451049 = 14 vs 12 24 months = 77.5 (SD 20.1) vs 74.9 (SD 18.8) satisfaction o the
BMI =288 vs 29.7 o
' - Complications: number of women
Nulliparous =1 vs 0 requesting an alternative
PBAC score = 490 (SD 419) vs 502 No major complications reported in either group. treatment durin
SD 422) 9
( 24 months of follow up.
Country: New Zealand
Cameron randomised 30in total: 6 in Population characteristics: Women; ~ Danazol (200 mg); 4 consecutive MBL - alkaline In the mefenamic acid group MBL changed from 85 (range Funding source: Not
1987262 EL=1- danazol group; 8in ~ MBL >50 ml mefenamic acid cycles—2with  haematin; length of ~ 68-169) in no treatment period to 47 (39-210) in the stated
mefenamic acid Age: danazol = 42, mefenamic (500 mg x 3); no treatment cycle; PGE; PGF; treatment periods (P = 0.05); a — 44.5% change. danazol: pre- Study summary: Al
group; 8 in acid = 40, norethisterone = 39, norethisterone (5mg x  and 2 with PG concentrations  treatment = 203 ml, treatment = 51 ml; a -75% change. treatments except
norethisterone progesterone coil = 40 2); progesterone coil treatment Progesterone coil: pre-treatment = 64 ml (P < 0.05), norethisterone reduce
group; and 8 in coil Paritv: danazol = 2. mefenami treatment vs no treatment = 45 ml; a 30% change. Norethisterone: pre- MBL.
group a;dti j?ngre?histéronii 21 ¢ treatment period trgatment = 131, treatment = 110; a -16% change.
progesterone coil = 2 Side effects not reported.
Country: UK
Coulter 199523 Systematic Population characteristics: Searches ~ Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % reduction  Funding source: Not
review; meta- undertaken on MEDLINE treatment of HMB in MBL of 46.7 (95% Cl 47.9-51.6). stated
analysis Reports on 4 RCT of etamsylate. Meta-analysis identifies a %  Study summary: Studies
EL=1+ blood loss reduction of 13.1 (95% CI 10.9-15.3). of this preparation report

Norethisterone: 4 RCTs showed a reduction change in MBL of

greater reductions in
blood loss but slightly
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
-3.6% (-6.1,1.1) more side effects than
Danazol: 5 RCTs showed a combined reduction in MBL of mefenamic acid.
49.7% (47.9, 51.6)
|UDs: 4 RCTS showed a combined reduction in MBL of 58.6
(56.7, 60.6)
Mefenamic acid: Pooled results for 10 studies = -29% (95%
Cl27.9-30.2). Diclofenac: 2 studies = -26.9% (23.3-30.6).
Naproxen: 5 studies = — 26.4% (24.6-28.3). Ibuprofen: 3
studies = -16.2% (13.6-18.7).
OCP: 1 RCT — MBL reduction = 43%
Side effects not reported.
Crosignani randomised; 97 assessed. 27 Population characteristics: women; LNG-IUS; endometrial 12months -6  MBL-PBAC; SF-  MBL outcome: LNG-IUS (n = 30) baseline = 184.8 ml Funding source:
1997263 open; prospective  refused entry. 70 38 years or older; referred for resection and 12 months 36 (SD 62.2), 12 months = 38.8 (SD 37.1) (P < 0.001). National Research
EL =1+ accepted entry to hysterectomy; confirmed Endometrial resection (n = 30) baseline = 203.2 (SD 77.4), Council (Rome)
study—-35inlUD  menorrhagia — PBAC > 100; 12 months = 23.5 (SD 32.6) (P < 0.001). Study summary: LNG-
QFOdUFL 3t5_”; prggn?‘nt or breﬁSt ffed'ntg. e>|<cltt1ded; Difference between LNG-IUS and resection P = 0.015. IUS produces slightly
endometria using hormonal treatment in lasf . . less satisfactory results
resection group. 3 months; serious concomitant Patient satisfaction: than resectionnét
condition excluded. LNG-IUS: 29 (85%) satisfied. Endometrial resection: 33 (94%) 12 months
IUD group — age 43.8, parity = 1.8, satisfied.
BMI = 25.3 Mean SF-36 scores at 12 months (LNG-IUS vs Resection):
Endometrial resection group — Physical functioning =78.0vs 79.2.
age = 45.4, parity = 1.6, BMI = 24.0 Role limitation = 72.5 vs 74.2
. Bodily pain = 58.9 vs 70.3
Country: ftaly General health = 64.1vs 703
Vitality = 56.3 vs 54.8
Social functioning = 69.8 vs 69.7
Role limitation = 61.3 vs 72.4
Mental health = 60.1 vs 59.6
Side effects reported by 19 of 34 in IUS group and 9 of 35 in
resection group.
1 LNG-IUS patient lost to follow-up.
4 LNG and 3 resection patients had persistent menorrhagia
after treatment and sought other treatment.
Halmesmaki randomised; 119 LNG-IUS vs Population characteristics: Women; ~ LNG-IUS; Hysterectomy 12 months FSH serum levels;  FSH levels increased from 8.4 iu/ml at baseline to 13.8 iu/ml Funding source: Not
200424 prospective 117 hysterectomy. ~ 35-49; menstruating; completed Treatment vs baseline: Kupperman index - at 12 months vs 8.7 to 9.2 in LNG-IUS groups. (P = 0.005). stated
EL=1+ 811UDs at family. No fibroids, endometrial treatment vs treatment menopausal No difference between or within groups on Kupperman index  Study summary:
12 months — 24 polyps, urinary or bowel symptoms, symptoms — hot at 12 months (based on treatment use not intention-to-treat).  Hysterectomy may
hysterectomy, 10 ovarian pathology. flushes, etc. Hot flushes increased in hysterectomy (P = 0.02) but not IUD;  impair ovarian function.
removed, 5 used Hysterectomy: age 43.1, parity = 2.1, no difference between groups.
ERT. 107 BMI = 26.6.
hysterectomies LNG-IUS: age = 43.0, parity = 2.1,
undertaken at BMI = 25 1
12 months. e
Country: Finland
Hurskainen randomised; 236: 119 LNG-IUS  Population characteristics: women; LNG-IUS; hysterectomy 5 years QoL -EQ-5D, SF- QoL at 5 years: change in EQ-5D was 0.08 for [US vs 0.1 for ~ Funding source:
2004104 allocation (57 had IUS; 10 menorrhagia; no pathology treatment vs baseline; 36 hysterectomy from baseline of 0.76 (0.7,0.8) and 0.78 (0.7, Government grant
concealed; nothing; 50 had treatment vs treatment 0.8). No difference between groups (P = 0.6). SF-36: change

Country: Finland

Study summary: Study
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
controlled hysterectomy by in general health = 3.6 vs 4.4 from baseline of 64 vs 65 ; shows that at 5 years
EL = 14+ 5 years); 117 physical functioning = -1.4 vs -2 from baseline of 83 vs 84; LNG-IUS offered
hysterectomy (109 social functioning = 8.7 vs 9.0 from baseline of 72 vs 76. No effective alternative to
had hysterectomy difference between groups (P = 0.8, 0.9, 0.9). hysterectomy.
by 5 years). 5 LNG- At 5 years: 50 LNG-IUS users had hysterectomy. Another 10
Ius, 7 women were without LNG-IUS in situ. 7 Hysterectomy group
hysterectomy lost had cancelled operation or had IUD fitted.
to follow-up.

Baseline figures:

EQ-5D (LNG-IUS, Hysterectomy) - 0.76, 0.78; SF-36 general
health - 64, 65; physical functioning — 83, 84; emotional well-
being - 67, 70; social functioning — 72, 76; energy — 55, 57;
pain 63, 62; role functioning — emotional - 65, 66; emotional —
61, 66. No data for entire population average.

Hurskainen randomised; 236: 117 LNG-IUS  Population characteristics: women; LNG-IUS; hysterectomy 12 months QoL -EQ-5D, SF-  Baseline QoL: Funding source:
20011 allocation (24 had menorrhagia; no pathology - treatment vs baseline; 36 EQ-5D: IUS = 0.76 (0.7 to 0.80), Hysterectomy = 0.78 (0.70to  Govemment funded.
concealed hysterectomy); 119 fibroids, cancer etc.; no previous treatment vs treatment 0.80) IUD provided free by
EL = 14+ hysterectomy (107 failure with LNG-IUS; no acne SF-36 scores: Leiras.
underwent Country: Finland ' Study summary: Study
operation). 3 LNG- General health — IUS = 64 (60.6 too 67.4), Hysterectomy = 65 shows LNG-IUS was
IUS and 5 (61.00 69.0). effective alternative to
hysterectomy Physical functioning — IUS = 83 (79.4 to 86.6), hysterectomy at
patients were lost Hysterectomy = 84 (80.8 to 87.2). 12 months
to follow-up. Emotional functioning — IUS = 67 (63.2 to 70.8), '

Hysterectomy = 70 (66.6 to 73.4).

Social functioning - IUS = 72 (67.6 to 76.4),

Hysterectomy = 76 (72.2 to 79.8).

Energy - IUS = 55 (50.6 to 59.4), Hysterectomy = 57 (53.0 to
61.0).

Pain - 1US = 63 (58.4 to 67.4), Hysterectomy = 62 (57.6 to
66.4).

Role functioning — physical - IUS = 65 (57.5 to 72.3),
Hysterectomy = 66 (58.9 to 73.1).

Role functioning — emotional - IUS = 61 (53.5 to 68.5),
Hysterectomy = 66 (58.7 to 73.3).

General Health questionnaire — IUS = 73 (69.4 to 76.6),
Hysterectomy = 75 (71.8 to 78.2).

Anxiety — IUS = 32 930.8 to 33.2), Hysterectomy = 31 (30.0 to
32.0).

Depression — IUS = 5.2 (4.2 to 6.2), Hysterectomy = 4.2 (3.4
to 5.0).

Sexual satisfaction — IUS = 23.6 (22.4 to 24.8),
Hysterectomy = 23.7 (22.9 to 24.5).

Sexual problems — IUS = 4.4 (4.0 to 4.8), Hysterectomy = 4.5
(4.1104.9).

Partner satisfaction — IUS = 11.2 (10.6 to 11.8),
Hysterectomy = 11.6 (11.2 to 12.0).

QoL at 12 months (intention-to-treat): all measured improved
for both groups. EQ-5D by 0.1 in both groups (P = 0.0001)
from baseline of 0.76 (0.7,0.8) for LNG-IUS and 0.78 (0.7, 0.8)
for hysterectomy. SF-36 General health — 5.5 for IUS and 6.2
for hysterectomy from baseline of 64 vs 65; physical
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
functioning 4.8 vs 7.1 from baseline of 83 vs 84; social
functioning 11.8 vs 12.4 from baseline of 72 vs 76. No
difference between groups, except pain 11.8 vs 21.2
(P=0.01).
At 12 months — 24 LNG-IUS group had undergone
hysterectomy. Another 10 women had had LNG-IUS removed.
5 hysterectomy group cancelled operation.
Irvine 199825 randomised, 44:22 LNG-IUS, 22  Population characteristics: women; LNG-IUS; 3 consecutive MBL; satisfaction; LNG IUS: median MBL changed from pre-treatment = 105to 6  Funding source: Not
allocation norethisterone. 8 1845 years; no pathology; no norethisterone (5 mg cycles adverse events a 3rd cycle. (P < 0.001) (-94%0 Norethisterone: median MBL ~ sated
concealed did not complete = hormonal 3 months or injected from day 5-26 of cycle) changed from pre-treatment = 120 to 20 ml at 3rd cycle Study summary: LNG-
EL = 1+ 6 norethisterone, 2 contraceptives in 12 months. treatment vs baseline; (P <0.001) (-83%). Difference between groups P = 0.56. IUS is an alternative to
US. LNG-IUS group: av. 38.5 yr, treatment vs treatment Satisfaction: 64% of LNG-IUS vs 22% of norethisterone were  hysterectomy and
158.5 cm height, 69.9 kg weight. satisfied with treatment. ablation.
Norethisterone: 39 years, 159.5 cm, Continuation of treatment: 77% LNG-IUS vs 22% of
T14kg. norethisterone.
Country: UK Period interfered with daily life: 90% (20/22) reduced to 31%
(6/19) at 3 months for LNG-IUS vs 82% (18/22) reduced to
17% (2/12) for norethisterone.
Mood swings, intermenstrual bleeding and breast tendermess
all reduced more by norethisterone.
Side effects: No difference between groups — weight gain
Istre 2001266 Randomised 60: 30 LNG-IUS; 30  Population characteristics: women; LNG-IUS; endometrial 12 months MBL = PBAC; MBL (mean) - PBAC: LNG-IUS - baseline = 420 (SD 352), Funding source: Leiras
EL =1+ resection — 6 menorrhagia (PBAC > 75); pre- resection duration of 12 months = 42 (SD 99) (-90%). TCRE - baseline = 404 Oy
discontinued menopausal; 3049 years; regular treatment vs baseline; menstruation; (SD 480), 12 months = 7 (SD 15) (-98%). Study summary:
treatment by uterine cavity <10 cm; no pregnant  treatment vs treatment haematological test;  pBAC < 75 in 67% of LNG-IUS and 90% of TCRE patients at  Resection reduces MBL
12 months. or wanting to become so, breast side effects 12 months. (P = 0.005) more than IUS-LNG but
feeding; large fibroid > 40 cm; pelvic . ) . only marginally.
disease; DVT; cancer; endometritis; SL(LG effeclts. lTNGb‘|USt113 rgported et\: enctjs —hbleedlng, h y marginaty
liver disease; hormone therapy in abdominal pain, breast tenderness, headache, mood change.
3 months 6 discontinued treatment due to irregular bleeding, pain and
Country: Norway acne.
Lahteenmaki randomised, 56: 28 LNG-IUS, 28  Population characteristics: women; LNG-IUS; standard 6 months decision to undergo  64.3% (Cl - 44.1, 81.4) of IUS vs 14.3% (Cl - 4, 32.7) of Funding source: Leiras
1998267 open, allocation control (standard menorrhagia; excluded if pathology;  treatment hysterectomy control cancelled hysterectomy (P < 0.001) at 6 months. Oy pharmaceutical
concealed medical treatment)  waiting for hysterectomy. treatment vs control Menstrual effect on general well-being (VAS): control - Study summary: LNG-
EL =1++ from waiting listfor  Gountry: Finland baseline = 87 mm (77, 92) vs 79 mm (64, 87) at 6 months. IUS group more likely to
hysterectomy LNG-IUS - 90 (74, 94) to 24 (14, 40). Difference at baseline ~ cancel operation than
(NS), at 6 months (P < 0.001). those in control group.
12 ING-IUS discontinued use by 12 months, all for
hysterectomy.
Lethaby Systematic 10 RCTs Population characteristics: (1) LNG-IUS MBL (objective and  LNG-IUS vs placebo: Funding source: No
2004258 review; meta- Electronic data bases subjective); patient o studies funding
analysis Cochrane Menstrual Disorders and satisfaction; i .
LNG-IUS vs any other medical treatment:
EL=1++ Subfertility Group Trials Register Adverse events Y

(see Review Group details for more
information); this register is updated
regularly by the trials search
coordinator

Cochrane Central Register of

Amenorrhoea (greater than three months) (1 RCT, n = 35) OR
8.67 [1.52, 49.35] favours LNG-IUS.

Proportion of women satisfied with treatment (1 RCT, n = 40)
OR 2.13[0.62, 7.33].

Side effects — mood swings (n = 31, 1 RCT) OR 1.22[0.28,
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Controlled Trials (CENTRAL) 5.24].
(The Cochrane Library Issue 2, Side effects — menstrual pelvic pain (n = 51) OR 4.53 [1.15,
2005) Siie I bleeding and |
ide effects — intermenstrual bleeding and menstrua
MEDLINE (1966 to July 2005) imegularity (n = 31) OR 4.34 [1.01, 18.66].
EMBASE (1980 to July 2005) Side effects — breast tenderness (n = 82) OR 5.66 [2.02,
Current Contents (1995 to July 15.87].
2005) Side effects — nausea (n = 51) OR 0.50 [0.09, 2.69].
; ; Side effects — diarrhoea (n = 51) OR 0.28 [0.05, 1.76].
mg%agopez;gf?f:gi;%liﬁ; Side effects — upper respiratory infection (n = 51) OR 1.05
f . [0.27,4.12).
;ggiggﬂg?rﬂpﬁéﬁgéeéizggrﬁrs()]eds Side effects — ovarian cysts (n = 51) OR 2.32 [0.56, 9.65].
National Health Service (issue 2 Side effects — headache (n = 51) OR 1.07 [0.35, 3.24].
2005) ' Withdrawal from treatment because of adverse events (n = 44
. - ) OR 0.37[0.07, 1.82].
g\iﬂg’gégg?ﬁ;‘i{g'?ésa;?ambggg2? Proportion unwilling to continue with treatment (n = 91) OR
0.27 [0.10, 0.67] in favour of LNG-IUS
randomised controlled trials with an NG [IUS Ab|] I. _V v
International Standard Randomised -IUS vs Ablation:
Controlled Trial Number) (July 2005 Success of treatment (PBAC score < 75) at 12 months
n=210)OR0.28[0.14,0.58 ].
)
MetaRegister of Controlled Trials (an An;enorrhofea Up to 12 months (n = 223) OR 0.75[0.36, 1.54]
; ional dat . in favour of surgery.
Irr;;rsr::?sog? oﬁ:cﬁggsr(:r?ggnr:igzg Proportion of women satisfied with treatment (n = 136) OR
controlled trials in all areas of 0.61[0.26, 1'.46]‘ . _
healthcare) (searched July 2005) il;o;afsl psrapzr;r_tlop of wor?en with side effects (n =201) OR 3.09
A .76, 5.42] in favour of surgery.
The NHS Centre for Reviews and No difference between groups for Endometritis, PID, Partial
Dissemination databases expulsion, Adenomyosis, Myometritis, Abnormal PAP,
Oedema, Mastalgia, Headache, Leg pain, Dysmenorrhoea,
Lower abdominal pain, Decreased libido, Hair loss, Anxiety or
depression, Hypertension, or Pain before period.
Difference between groups in favour of surgery for Weight
gain (OR 2.92 [1.24, 6.90], Bloating (OR 4.52[1.83, 11.17],
Acne or greasy skin (OR 8.63 [2.23, 33.43], Nausea (OR 8.07
[1.09, 59.80], and Breast pain (OR 1.03 [0.14, 7.65).
Need for further surgical treatment (n = 110) OR 1.33 [0.47,
3.81].
LNG-IUS vs hysterectomy:
Requirement for further surgery (n = 232) OR 12.56 [ 6.76,
23.35].
Satisfaction with treatment (n = 232) OR 1.17 [ 0.41, 3.34 ]
Rauramo randomised; 60: 30 LNG-IUS; 29  Population characteristics: women; LNG-IUS; endometrial 3 years MBL = PBAC; MBL: Funding source:
2004268 open; endometrial menorrhagia; not pregnant or resection duration of LNG-IUS (median)- baseline (n = 30) = 261.5 (60-1503), Schering AG
equivalence resection - 1not  lactating; finished family; normal treatment vs treatment; menstruation; 1 year (n = 24) = 12, 2 years (n = 20) = 8.5, 3 years Study summary: Both
EL=1+ randomised. uterine cavity; abnormal uterine treatment vs baseline haematological test;, (4= 19)=7. treatments effectively
12 months -6 LNG  bleeding; pathology. side effects

IUS vs 1 ablation
discontinued or

treatment failure.
36 months 5vs 7

LNG-IUS: 41.4 years, 73.4 kg.
TCRE: 42.1 years, 70.4 kg.

Country: Norway

Analysis based on
intention-to-treat.

Resection — baseline (n = 29) = 311 (81-2506), 1 year
(n=28)=8.5,2years (n=24)=10, 3 years (n=22) = 4.
Difference between groups not significant.

Adverse events: 1 oedema from LNG, plus 3 endometriosis, 2
PID, 1 expulsion. 1 endometritis, 1 bleeding and pain from

reduced MBL.
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Bibliographic ~ Study type and No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
discontinued or resection, plus 1 stroke
treatment failure.
19 vs 22 at
36 months.
Reid 200529 randomised; non- 391 assessed, 51 Population characteristics: Women; ~ LNG-IUS 6 cycles MBL (alkaline MBL (alkaline haematin[ml]: median (range)): Funding source:

blinded;
concealed

EL=1+

randomised, 25 to
LNG-IUS, 26 to
mefenamic acid. 4
in LNG-lUS and 5
in mefenamic acid
group were lost to
follow-
up/discontinued.

aged 18 to 47 years; regular,
ovulatory, menstrual cycles;
idiopathic menorrhagia. Excluded if -
AUB, abnormal test results, uterine
fibroids > 5 cm?, hypertension,
abnormal thyroid or lover test
function, asthma, IUCD in situ,
treated for menorrhagia or used
hormonal treatments within

4 months.

Baseline characteristics not
described.

Country: UK.

(levonorgestrel 52 mg);

mefenamic acid 9
(500 mg t.i.d.)

haematin); total
fluid loss; PBAC
score; adverse
events

LNG-IUS:

Baseline = 122 (81 to 375)

Cycle 3 =12 (0 to 240)

Cycle 6 =5 (0 to 45)

(P < 0.005 for change between measurements)
Mefenamic acid:

Baseline = 121 (85 to 389)

Cycle 3 =94 (29 to 219) (P < 0.001 in favour of LNG-IUS)
Cycle 6 =100 (46 to 168) (P < 0.001 in favour of LNG-IUS)
(P <0.005 for change between measurements)

Total fluid loss (ml; median (range)):

LNG-IUS:

Baseline = 183 (103 to 527)

Cycle 3 =53 (0 to 459)

Cycle 6 = 27 (0 to 156)

(P <0.005 for change between measurements)
Mefenamic acid:

Baseline =211 (91 to 491)

Cycle 3 =151 (57 to 280) (P < 0.001 in favour of LNG-IUS)
Cycle 6 = 157 (76 to 319) (P < 0.001 in favour of LNG-IUS)
(P < 0.005 for change between measurements)

PBAC score (median (range)):

LNG-IUS:

Baseline = 240 (91 to 545)

Cycle 3 =49 (0 to 286)

Cycle 6 = 25 (0 to 402)

(P < 0.005 for change between measurements)
Mefenamic acid:

Baseline = 233 (77 to 469)

Cycle 3 =161 (77 to 262) (P < 0.001 in favour of LNG-IUS)
Cycle 6 = 159 (50 to 307) (P < 0.001 in favour of LNG-IUS)
(P < 0.005 for change between measurements)

Adverse events:

LNG-IUS:

Headache = 10

Abdominal pain = 8

Ovarian cyst =6

Breast pain = 6

Nausea = 2

Diarrhoea = 1

Upper respiratory infection = 5

Schering Oy

Study summary: Both
treatments reduce MBL,
but LNG-IUS does this
to a greater degree.
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome
measures

Effect size

Source of funding and
additional comments

Mefenamic acid:

Headache = 10

Abdominal pain = 2

Ovarian cyst =3

Breast pain = 2

Nausea = 4

Diarrhoea = 4

Upper respiratory infection = 5

Soysal 2002270 72: 36 ablation vs

36 1UD. 1 ablation

randomised; blind

Population characteristics: Women;

Thermal balloon 12 months

MBL - PBAC; QoL;
Side effects

MBL: TBA - baseline PBAC = 417 (SD 81.4), 12 month

Funding source: Not
stated

EL =1+ > 40 years; completed family; ablation after GnRH-a; PBAC =21.8 (SD 14) (P < 0.0001). LNG-IUD - baseline
and 5 IUD not menorrhagia; no pathology; no LNG IUD (20 pg daily) PBAC =408 (SD 101), 12 month PBAC = 55 (SD 11) Study summary: Study
included in analysis  cancer. Treatment vs baseline; (P <0.001). TBA vs LNG = 388.2 vs 343 reduction shows that LNG-IUS
due to treatment LNG-IUS: 44.1 years. TBA: treatment vs treatment (P <0.001). and TBA are equivalent.
failure. 43.8 years. QoL: SF-36 and HADs no difference between groups, except
Country: Turkey on role limitation where TBA better. No baseline data shown.
Patient satisfaction: would recommend treatment = 70% for
TBA vs 96% for LNG-IUD.
Side effects: 21 of 36 LNG patients reported 1 or more side
effects vs 8 of 36 in TBA group. (P < 0.05).
Discontinuation: 5 LNG-IUS vs 1 TBA discontinued due to
treatment failure.
Stewart 200125 Systematic review Population characteristics: RCT; case series MBL 10 studies included in review: 5 RCTs, 5 Case series. MBL Study summary: LNG-
EL=1+ Country: reduction: RCT 1 (n =30 in arm) = 79%; RCT 2 ( IUS is effective at

n = 20) = 94%; RCT 3 (n = 24) = 90%; RCT 4 (n = 16) = 96%.

One RCT did not report change in MBL. Case series ranged
from 79% to 97% reduction.

reducing MBL
associated with
menorrhagia.
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Table 8.2 LNG-IUS for treatment of HMB — non-comparative studies

Evidence tables

Bibliographic Study type and Aim of study No. of patients Population Outcomes Results Source of funding and
information evidence level characteristics additional comments
Hurskainen 2004463 randomised LNG-IUS; hysterectomy 236119 (116 available ~ women; menstruating; Predictors of Presence of fibroids nor age were predictors of outcome at Funding source: Not stated
EL=3 at 12 months) to LNG- subjective menorrhagia; outcome 12 months for LNG-IUS or hysterectomy. Study summary: Success or
IUS, 117 (112 available  aged 35 to 49; completed Multiple regression analysis showed that MBL was the most failure of treatment of
at 12 months) to families; Excluded if - significant factor predicting outcome. menorrhagia is multi-
hysterectomy submucous fibroids, factorial, so difficult to

endometrial polyps, urinary
or bowel symptoms due to
large fibroid, or ovarian
pathology.

Country: Finland

Comparison of women with and without objective menorrhagia
(>80 ml MBL).

For women in LNG-IUS group women without menorrhagia had
better QoL outcomes than women with menorrhagia on: anxiety (P
=0.04), EQ-5D ( P = 0.05). In the hysterectomy group, women
without menorrhagia had better outcomes than those with
menorrhagia on: anxiety (P = 0.007), emotional well-being (P = 0.01)
and energy (P = 0.0002).

Women without menorrhagia had better outcomes with LNG-IUS
than women with menorrhagia on EQ-5D (P = 0.03).

Women with menorrhagia had better outcomes with hysterectomy
than LNG-OUS for: anxiety (P = 0.003), general health (P = 0.04),
energy (P = 0.05), and pain relief (P = 0.04).

predict in individual cases.
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Table 8.3 Combined oral contraceptives for treatment of HMB — comparative studies

Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and

information evidence level comparison measures additional comments

Coulter 199523 Systematic Population characteristics: Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % reduction in MBL of 46.7  Funding source: Not
review; meta- Searches undertaken on treatment of HMB (95% Cl 47.9-51.6). stated

analysis MEDLINE Reports on 4 RCT of etamsylate. Meta-analysis identifies a % blood loss Study summary: Studies

EL=1+ Country: reduction of 13.1 (95% CI 10.9-15.3). of this preparation report

Norethisterone: 4 RCTs showed a reduction change in MBL of -3.6% (~6.1, ~ greater reductions in
1.1) blood loss but slightly
) . L more side effects than

g)fré?zol. 5 RCTs showed a combined reduction in MBL of 49.7% (47.9, mefenamic acid.
IUDs: 4 RCTS showed a combined reduction in MBL of 58.6 (56.7, 60.6)
Mefenamic acid: Pooled results for 10 studies = -29% (95% CI 27.9-30.2).
Diclofenac: 2 studies = -26.9% (23.3-30.6). Naproxen: 5 studies = — 26.4%
(24.6-28.3). Ibuprofen: 3 studies = -16.2% (13.6-18.7).
OCP: 1 RCT — MBL reduction = 43%
Side effects not reported.

Fraser 199124 randomised 45in total. 7 Population characteristics: Mefenamic acid 8 consecutive MBL - alkaline ~ Mefenamic acid — group 1 - control = 131.1 ml (SD 80.8) treatment = 105.1 Funding source:

EL =1+ dropped out. 38 Women; menorrhagia - (500 mg x 3); naproxen;  cycles: 2 no haematin (SD 88.6) (P = 0.198) (-20%); Commercial funding
assessed: 19in  ovulatory DUB; no low dose monophasic  treatment; 2 group 2 - control = 101 (SD 52.5), treatment = 62.9 (SD 27.7) (P=0.002)  Study summary: All
mefenamic pathology; no hormonal oral contraceptive — treatment; 2 no (-38%); treatments reduce MBL.
(across 3 groups);  therapy within 3 months ethinyl estradiol 30 pg treatment; 2 _ B _ .

7 naproxen; 6 Country: Australia and levonorhestrel treatment group 3 — control = 90.3 (50.2), treatment = 55.3 (34) (P < 0.001) (=39%);
OCP; 6 danazol ' 150 g for 21 days; Naproxen — control = 131.1 ml vs treatment = 115.6 (SD 113) ml (P = 0.079)
danazol (200 mg) daily (-12%);
Treatment vs baseline Oral contraceptive — 101 vs 57.8, P < 0.001, -43%;
Danazol - 90.3 vs 45.5 (av), P < 0.001, -49%.
Differences between Mefanamic vs naproxen P = 0.129; vs oral
contraceptive P = 0.154; vs danazol P = 0.079.
Side effects not reported.
lyer 2000272 Systematic 1 study included in  Population characteristics: RCT - Oral MBL; side One study included in review (17 rejected). OCP vs Naproxen (n = 12) - Funding source: No
review review Search strategy based on Contraceptive pill effects; QoL MBL = 66.77 vs 58.4, difference = 8.37 [95% CI -27.31, 44.05](-12.5%). funding
EL = 1++ key words and MeSH OCP vs danazol (n = 12) - MBL = 66.77 vs 47.5, difference = 19.27 [-24.47,
headings 63.01] (-29%). OCP vs mefenamic acid (n = 12) - MBL = 66.77 vs 84.26,

Search on MEDLINE,
EMBASE, Cochrane library,
CINAHL, PsycINFO.

Hand searching of 20
journal and conferences
proceedings

difference = -17.49 [-62.77, 27.79)]. (+26%).
Side effects and QoL not reported.
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Table 8.4 Oral progestogens for treatment of HMB — comparative studies

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and

information evidence level comparison measures additional comments

Bonduelle randomised; 30: 15 danazol; 15 Population characteristics: women; Danazol 200 mg daily fro 3 months MBL - bleeding MBL: danazol (mean * SD)- Funding source: Not stated

1991276 open norethisterone. 6 menorrhagia; no pathology. 3 months; norethisterone intensity score; baseline(n = 10) = 31.9 £ 12.4, 2nd cycle Study summary: danazol is
EL=1- excluded (5 danazol  Average age - danazol = 36.1, 5mg x 3 for days 19-26 of number pads (n=7)=14.1£11.3 (P <0.02); 3rd cycle more effective than

and 1 norethisterone)  norethisterone = 39.2. cycle used; days (n=6)=15.0+9.4) (P<0.02) (P<0.05vs norethisterone at reducing
for protocol violations Duration of menorthagia - treatment vs treatment; bleeding norethisterone) Norethisterone — baseline (n=14) 32.9  \BL with similar side
danazol = 4.8 years treatment vs baseline (£15.2), 2nd cycle (n = 11) =23.7 (£ 6.5) (NS), 3rd cycle  gffacts
TR (n=10)=23.6 (£ 9.6) (NS). (P <0.05).
norethisterone = 3.8 years. 8 patients withdrew (4 f " ) all due to sid
. patients withdrew (4 from each group) all due to side
Country: UK effects.
Side effects: danazol 10 reported vs 14 norethisterone.
Cameron randomised 30 in total: 6 in Population characteristics: Women; Danazol (200 mg); 4 consecutive  MBL - alkaline In the mefenamic acid group MBL changed from 85 Funding source: Not stated
198722 EL=1- danazol group; 8 in MBL > 50 ml mefenamic acid (500 mg x  cycles—2 with  haematin; length  (range 68-169) in no treatment period to 47 (39-210) in Study summary: Al
mefenamic acid Age: danazol = 42, mefenamic 3); norethisterone (5mg x  no treatment  of cycle; PGE; the treatment periods (P = 0.05); a — 44.5% change. treatments except
group; 8in acid = 40, norethisterone = 39, 2); progesterone coil and 2 with PGF; PG danazol: pre-treatment = 203 ml, treatment = 51 ml; a norethisterone reduce
norethisterone group;  progesterone coil = 40 treatment vs no treatment  treatment concentrations -75% change. Progesterone coil: pre-treatment=64ml \g|_.
and 8 in coil group Parity: d 1=2 mef . period (P <0.05), treatment = 45 ml; a 30% change.
arl X anazol = 2, me e_namlc Norethisterone: pre-treatment = 131, treatment = 110; a
acid = 4, norethisterone = 4, _4R0
o 16% change.
progesterone coil = 2 Side effects not ed
Country: UK ide effects not reported.

Coulter 199523 Systematic Population characteristics: Searches ~ Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % Funding source: Not stated
review; meta- undertaken on MEDLINE treatment of HMB reduction in MBL of 46.7 (95% CI 47.9-51.6). Study summary: Studies of
analysis Country: Reports on 4 RCT of etamsylate. Meta-analysis identifies  this preparation report
EL=1+ a % blood loss reduction of 13.1 (95% CI 10.9-15.3). greater reductions in blood

Norethisterone: 4 RCTs showed a reduction change in loss but slightly more side
MBL of -3.6% (-6.1, 1.1) eff%cts than mefenamic
Danazol: 5 RCTs showed a combined reduction in MBL

of 49.7% (47.9, 51.6)

|UDs: 4 RCTS showed a combined reduction in MBL of

58.6 (56.7, 60.6)

Mefenamic acid: Pooled results for 10 studies = -29%

(95% Cl 27.9-30.2). Diclofenac: 2 studies = -26.9%

(23.3-30.6). Naproxen: 5 studies = — 26.4% (24.6-28.3).

Ibuprofen: 3 studies = -16.2% (13.6-18.7).

OCP: 1 RCT - MBL reduction = 43%

Side effects not reported.

Dunphy 1998277 randomised; 231 Population characteristics: women; Danazol 200 mg daily; 7 months: 1 MBL - alkaline MBL (mean): danazol (n = 9) - baseline =592 (SD 336),  Funding source: Sanofi
double-blind medroxyprogesteron  menorrhagia (> 80 ml); > 18 years; medroxyprogesterone baseline; 3 haematin; side 1 month treatment = 201 (SD 140), 3 months Winthrop Ltd
EL=1- e; 12 danazol not pregnant; no contraindications acetate 10 mg on 16-25 treatment; 3 effects treatment = 72 (SD 108). 3 months post-treatment = 353

randomised; 9 Country: Canada days of cycle follow-up (SD 243). All differences P < 0.05 against baseline.

medroxy, 9 danazol
analysed.

treatment vs baseline;
treatment vs treatment

Medroxy (n = 9) - baseline = 505 (SD 399), 1 month
treatment = 378 (SD 321), 3 month treatment = 568
(SD 710). 3rd post treatment month = 150 (SD 121). No
difference from baseline.

Body weight: danazol mean increase at 3rd treatment
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and

information evidence level comparison measures additional comments

month =7 kg (SD 0.7) (P = 0.0078). Medroxy = 2.2 kg
(SD 1.7) (NS).

Side effects: 8 of 9 danazol vs 2 of 7 medroxy

(P =0.035).

Drop-out: 3 danazol vs 2 medroxy

Fraser 199124 randomised 45in total. 7 dropped  Population characteristics: Women; Mefenamic acid (500 mg x 8 consecutive ~ MBL — alkaline Mefenamic acid — group 1 - control = 131.1 ml (SD 80.8)  Funding source:

EL=1+ out. 38 assessed: 19 menorrhagia — ovulatory DUB; no 3); naproxen; low dose cycles: 2 no haematin treatment = 105.1 (SD 88.6) (P = 0.198) (-20%); Commercial funding
in mefenamic (across  pathology; no hormonal therapy within monophas@c oral . treatment; 2 group 2 - control = 101 (SD 52.5), treatment = 62.9 Study summary: Al
3 groups); gocp ; 3 months 00{1"3,09&%/9 - etzlnyl trei:tmetm? 21 (SD 27.7) (P = 0.002) (~38%); treatments reduce MBL.
naproxen; ; Country: Australia estradiol 30 ug an no treatment; ~ - -
danazol y levonorhestrel 150 pg for 2 treatment gFFJOLJ%%O 1002281,/ _90'3 (50.2), treatment = 55.3 (34)
21 days; danazol (200 mg) (P <0.001) (-39%);
daily Naproxen — control = 131.1 ml vs treatment = 115.6
Treatment vs baseline (SD 113) ml (P = 0.079) (~12%);
Oral contraceptive — 101 vs 57.8, P < 0.001, -43%;
Danazol - 90.3 vs 45.5 (av), P < 0.001, -49%.
Differences between Mefanamic vs naproxen P = 0.129;
vs oral contraceptive P = 0.154; vs danazol P = 0.079.
Side effects not reported.

Higham 1993278 randomised; 57: 19 danazol Population characteristics: women; Danazol 200 mg daily; 5consecutive  MBL - alkaline MBL(median ml, n = 17): danazol reducing dose — 1st Funding source: Sanofi
single blind 200 mg; 19 danazol  regular cycle; menorrhagia (>80 ml);  danazol 200 mg cycle 1, cycles: 2 pre-  haematin; adverse  pre-treatment = 145.5, 2nd = 136.1, final on- Winthrop Ltd
EL=1+ reducing dose; 19 no pathology; no concomitant 100 mg cycle 2, 50 mg treatment; 3 events; patient treatment = 101.2. danazol 200 mg (n = 19) - 1st = 136, Study summary: danazol

norethisterone treatment. cycle 3; Norethisterone treatment assessment 2nd = 138, final on-treatment = 82.6. Norethisterone more effective than
Danazol 200 mg: 40.5 years, 65.6 kg,  © Mg % 3 day 19-26 of (n=18)—1st=129.1, 2nd = 162.5, final on- norethisterone.
cycle 28.2 days. danazol reducing: cycle. treatment = 140.3.Difference between danazol reducing
36.4 years, 63.1 kg, 27.6 days. treatment vs baseline; dose Vs norethisterone P = 0.043; danazol 200 mg vs
Norethisterone: 40.1 years, 67.9kg,  treatment vs treatment norethisterone P = 0.017.
28 days. Side effects: danazol reducing dose = 15, danazol
Country: UK 200 mg = 17, norethisterone = 11.
10 withdrawals: 5 danazol reducing — lack of efficacy;
side effects; 3 danazol 200 mg - side effects; 2
norethisterone - side effects..

Irvine 199825 randomised, 44: 22 LNG-IUS, 22 Population characteristics: women; LNG-IUS; norethisterone 3 consecutive  MBL; satisfaction;  LNG IUS: median MBL changed from pre- Funding source: Not sated
allocation norethisterone. 8 did  18-45 years; no pathology; no (5 mg from day 5-26 of cycles adverse events treatment = 105 to 6 a 3rd cycle. (P < 0.001) (-94%0 Study summary: LNG-IUS
concealed not complete - 6 hormonal 3 months or injected cycle) Norethisterone: median MBL changed from pre- is an alternative to
EL =1+ norethisterone, 2 contraceptives in 12 months. treatment vs baseline: treatment = 120 to 20 ml at 3rd cycle (P < 0.001) hysterectomy and ablation.

IUS.

LNG-IUS group: av. 38.5 yr, 158.5 cm
height, 69.9 kg weight.
Norethisterone: 39 years, 159.5 cm,
71.4 kg.

Country: UK

treatment vs treatment

(-83%). Difference between groups P = 0.56.
Satisfaction: 64% of LNG-IUS vs 22% of norethisterone
were satisfied with treatment.

Continuation of treatment: 77% LNG-IUS vs 22% of
norethisterone.

Period interfered with daily life: 90% (20/22) reduced to
31% (6/19) at 3 months for LNG-IUS vs 82% (18/22)
reduced to 17% (2/12) for norethisterone.

Mood swings, intermenstrual bleeding and breast
tenderness all reduced more by norethisterone.

Side effects: No difference between groups — weight gain
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Lethaby Systematic 7RCTs Population characteristics: For the Oral progestogens 7 RCTS of luteal phase only progestogens vs placebo or

2004275 review update of this review in 2003 we treatment. Progestogens vs NSAIDs (2 trials, n = 48)

EL = 1++ searched the Cochrane Menstrual MBL =22.97 [-0.62, 46.57] in favour of NSAIDs.
Disorders and Subfertility Group trials Progestagen vs danazol (2 trials, n = 51) MBL = 55.63
register (searched 11 December [14.73, 96.54] in favour of danazol. Progestagen vs
2003) which is submitted as part of tranexamic acid (1 trial, n = 46) MBL 111 [43.54, 178.46]
the Cochrane Central Register of in favour of tranexamic acid. Progestagen vs
Controlled Trials (CENTRAL), pregesterone IUS (1 trial, n = 16) MBL = 51 [ 18.38,
MEDLINE (1966 to December 2003), 83.62] in favour of IUS.
and EMBASE (1985 to December Adverse events: Luteal phase vs NSAIDs (1 study) Peto
2003). No new trials were identified. OR = 1.86 [0.44, 7.86]; vs danazol (2 studies) Peto
In addition for the original review, OR = 0.34 [0.13, 0.88]; vs tranexamic acid (1 study) Peto
published in 1998, searches of OR = 2.44[0.32, 18.70].

PsychLIT, Current Contents,
Biological Abstracts, Social Sciences
Index and CINAHL were also
performed.

Preston 199527¢  Randomised; 46 women Population characteristics: Women; Tranexamic acid (1g x 4) 4 consecutive  Menstrual blood Tranexamic acid (n = 25): Change from 175 mlto 97 ml  Funding source:
double-blind; randomised: 21 Age 18>; regular cycle —28 days 7,  for 4 days or norethisterone  cycles: 2 loss — alkaline (95% CI 62 to 108) (P < 0.0001); 45% reduction (+23to  Commercially funded
placebo- Norethisterone; 25 no hormone therapy for 3 months; no (5 mg x 2) for 8 days or basgline/place  haematin; QoL -93; P < 0.0001). Norethisterone (n = 21): Change from  styqy summary: Study
controlled; tranexamic acid. 2 concomitant treatment; normal renal  Placebo bo; 2 side effects 173 ml to 208 ml (-64 to +2) (P = 0.26); 20% increase shows that tranexamic acid
concealed; from each group function; normal pelvic exam; Treatment vs treatment; treatment (+114 to -62; 9< 0.0001). Between groups difference reduces MBL, but that
Cross-over withdrew. negative cervical cytology. treatment vs placebo was 113 ml (95% CI 71 to 155) (P < 0.0001). norethisterone does not.
EL=1++ TXA: 40.6 years, 71.2 kg. QoL (limitations on activities): 16 TXA vs 9 NET = better, -

NET: 39.3 years, 63.5 kg (P < 0.048) 13 TXA vs 11 NET = same or worse.
Setting: university O&G department No differences between reported adverse events
Country: UK beMeen groups. P!acebo = 85%; tranexamic
' acid = 88%; norethisterone = 95%. Two (8%) drop-out
from tranexamic acid group and 2 (9.5%) from the
norethisterone group.
Fraser IS; cohort; 16: 10 with Population characteristics: women; Norethisterone 5 mg x 3; 4 cycles: 2 MBL - alkaline Change in MBL associated with MPA only (n = 5): 1st Funding source: Not stated
1990280 comparative menorrhagia confirmed menorrhagia Medroxyprogesterone baseline; 2 hematin baseline = 104 ml and 6.4 days duration; 2nd
EL=2- Country: Australia acetate (MPA) 10 mg x 3 treatment baseline = 107.5 ml and 6.6 days; 1st treatment = 72 ml,
from 5-25 day of cycle 5.4 day; 2nd = 67 ml, 5.2 days.

treatment vs baseline

Side effects (n = 16) — 2 weight gain; 3 abdominal pain; 2
minor acne; 2 mild nausea; 2 headaches
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Table 8.5 Other pharmaceutical treatment for HMB — comparative studies
Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Beaumont Systematic Population characteristics: RCT - danazol 9 RCTs (n = 353)included (2 others excluded): No data
2004281 review Country: on change in MBL. danazol cause more side effects
EL = 1++ than NSAIDs (1 study) (OR 7.0; 95% CI 1.7, 28.2) and
progestogens (4 studies) (OR 4.05; 1.6, 10.2). danazol
reduce duration of menses compared with NSAIDs (2
studies) (WMD -1; -1.8, -0.3) and Progesterone IUD
(4 studies) (WMD -6; -7.3, -4.8). Mean MBL vs
progestagens (1 study) WMD = -35.6 ml (95% Cl
-102, +31).
Bonduelle randomised; 30: 15 danazol; 15 Population characteristics: women; ~ Danazol 200 mg daily fro 3 months MBL - bleeding MBL: danazol (mean + SD)- Funding source: Not
1991276 open norethisterone. 6 menorrhagia; no pathology. 3 months; norethisterone intensity score; baseline(n = 10) = 31.9 £ 12.4, 2nd cycle stated
EL=1- excluded (5 danazol Average age - danazol = 36.1, 5mg x 3 for days 19-26 of number pads used;  (n=7)=14.1+11.3 (P <0.02); 3rd cycle Study summary: danazol
and 1 norethisterone) norethisterone = 39.2. cycle days bleeding (n=6)=15.0+9.4) (P <0.02) (P<0.05vs is more effective than
for protocol violations Duration of menorthagia - treatment vs treatment; norethisterone) Noretrllstero_ne - baseline (n=14) 329 norethisterone at reducing
danazol = 4.8 years, treatment vs baseline (i1|5-2), Eq%cxcg(g ;191%— $\1387 (iFfJ 2.50)528), 3rd MBL, with similar side
norethisterone = 3.8 years. oycle (n= .) =236 (£ 96)(NS). (P <0.05). ) effects
Countrv: UK 8 patients withdrew (4 from each group) all due to side
y: effects.
Side effects: danazol 10 reported vs 14 norethisterone.
Cameron randomised 30 in total: 6 in danazol ~ Population characteristics: Women;  Danazol (200 mg); 4 consecutive  MBL - alkaline In the mefenamic acid group MBL changed from 85 Funding source: Not
198722 EL=1- group; 8 in mefenamic ~ MBL > 50 ml mefenamic acid (500 mg x  cycles—2 with  haematin; length of ~ (range 68-169) in no treatment period to 47 (39-210)  stated
acid group; 8 in Age: danazol = 42, mefenamic 3); norethisterone (5mg x  no treatment  cycle; PGE; PGF; in the treatment periods (P = 0.05); a - 44.5% change.  gtydy summary: Al
norethisterone group; acid = 40, norethisterone = 39, 2); progesterone coil and 2 with PG concentrations danazol: pre-treatment = 203 ml, treatment=51ml;a  {eatments except
and 8 in coil group progesterone coil = 40 treatment vs no treatment ~~ treatment ~75% change. Progesterone coil: pre- norethisterone reduce
Parity: danazol = 2. mefenamic period treatment = 64 ml (P < 0.05), treatment = 45 ml; a MBL.
id X 4 thist e 4 -30% change. Norethisterone: pre-treatment = 131,
acld = &, norethisterone = 4, treatment = 110; a -16% change.
progesterone coil = 2 Side effects not ed
Country: UK ide effects not reported.
Chimbira randomised 8 in placebo controlled  Population characteristics: MBL Danazol 100 mg; danazol 6 cycles: 2 MBL - alkaline Placebo trial (n = 8): baseline = 137 ml and 100 ml; Funding source: Sterling
1980283 EL=1- study; 32 in danazol > 60 ml; no pathology 200 mg; placebo baseline; 2 haematin; side placebo = 114 ml and 121 ml; danazol = 50 ml and Winthrop Labs
dose study. Drop-outs  Country: UK treatment vs placebo; placebo; 2 effects 13 ml. Study summary: danazol
not reported. treatment vs treatment; treatment. 12 200 mg danazol (n = 16): baseline = 182 ml and reduces MBL, but is
treatment vs baseline weeks for 184 ml; danazol = 142 mi; 38 ml; 26 ml. associated with side
dose study _ Ay £ ; effects
100 mg danazol (n = 16): figures not given for :
baseline; danazol: 52 ml; 42 ml; 52 ml.(< 0.01).
Side effects: 200 mg = 24 side effects, plus 2.3 kg
average weight gain; 100 mg = 18 side effects, plus
2.1 kg weight gain. Main side effects: tiredness;
muscular pain; skin rash; headache.
Chimbira Case series 22 recruited. 4 Population characteristics: women; ~ Danazol (400 mg for 12 7 months MBL - alkaline MBL: pre-treatment mean = 231 ml (SE 39) vs 135 ml  Funding source: Sterling-
1979322 EL=2- excluded. 18 included MBL> 80 ml weeks) haematin; peripheral  (SE 33) in 1st treatment month and 21 ml (SE 3) in Winthrop research division

Aged 25 to 50 years.
Country: UK

treatment vs baseline

blood
measurements —
platelets,
plasminogen,
Quick’s test,

treatments months 2 and 3.

Side effects: 33 side effects were reported by 18
patients, including tiredness; muscular pain; skin rash;
headaches. Weight gain (P < 0.01) by end of danazol

acknowledged.

Study summary: Study
shows danazol reduces
MBL but has high levels of
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Euglobulin, treatment. side effects
Fibronogen, Factor
VII, Factor VIII,
Factor X
Coulter 199523 Systematic Population characteristics: Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % Funding source: Not
review; meta- Searches undertaken on MEDLINE  treatment of HMB reduction in MBL of 46.7 (95% Cl 47.9-51.6). stated
analysis Country: Reports on 4 RCT of etamsylate. Meta-analysis Study summary: Studies
EL=1+ identifies a % blood loss reduction of 13.1 (95% Cl of this preparation report
10.9-15.3). greater reductions in blood
Norethisterone: 4 RCTs showed a reduction change in 1088 but slightly more side
MBL of -3.6% (—6.1, 1_1) effects than mefenamic
Danazol: 5 RCTs showed a combined reduction in acid.
MBL of 49.7% (47.9, 51.6)
|UDs: 4 RCTS showed a combined reduction in MBL of
58.6 (56.7, 60.6)
Mefenamic acid: Pooled results for 10 studies = -29%
(95% CI27.9-30.2). Diclofenac: 2 studies = -26.9%
(23.3-30.6). Naproxen: 5 studies = - 26.4% (24.6-
28.3). Ibuprofen: 3 studies = -16.2% (13.6-18.7).
OCP: 1 RCT - MBL reduction = 43%
Side effects not reported.
Dockeray randomised; 41 in total; 20 in Population characteristics: Mefenamic acid (500 mg x 4 consecutive ~ MBL - alkaline Mefenamic acid group: MBL in pre-treatment = 159.6 Funding source:
1989284 open mefenamic acid group; ~ Menorrhagia > 80 ml; normal pelvic  3) for 5 days; danazol cycles: 2 haematin; (SD 77.6) and in treatment = 127.3 (75.4). 20% Commercial funding
EL=1- 20 in danazol group. 1 examination and pathology. (100 mg x 2) for 60 days baseline; 2 dysmenorrhoea; reduction in MBL (P = 0.004). danazol: MBL in pre- Study summary: Study
withdrawal, but group Mefenamic group: age = 38.2, Treatment vs baseline; treatment side effects treatment = 1?3.1 (SD_77.8) andin treatment =64.8 showed danazol reduced
not stated parity = 3.9, dysmenorrhoea = 13 of  treatment vs treatment (SD 43.8). 60% reduction. mefenamic vs MBL more than
20. danazol = 20% vs 60% (P < 0.001). mefenemic acid, but was
Danazol group: age = 37.2, 6 (30%) mefenamic patients reported side effects vs associated with more side
parity = 3.5, dysmenorrhoea = 15 of 15 (75%) with danazol (P < 0.005). effects.
20. 9 (45%) women in mefenamic acid group and 10
Country: Ireland (50%) in danazol group refused offer to continue with
treatment
Dunphy 199827 randomised; 2311 Population characteristics: women; ~ Danazol 200 mg daily; 7 months: 1 MBL - alkaline MBL (mean): danazol (n = 9) - baseline = 592 Funding source: Sanofi
double-blind medroxyprogesterone;  menorrhagia (> 80 ml); > 18 years;  medroxyprogesterone baseline; 3 haematin; side (SD 336), 1 month treatment = 201 (SD 140), Winthrop Ltd
EL=1- 12 danazol not pregnant; no contraindications  acetate 10 mg on 16-25 treatment; 3 effects 3 months treatment = 72 (SD 108). 3 months post-
randomised; 9 Country: Canada days of cycle follow-up treatment = 353 (SD 243). Al differences P < 0.05

medroxy, 9 danazol
analysed.

treatment vs baseline;
treatment vs treatment

against baseline. Medroxy (n = 9) — baseline = 505
(SD 399), 1 month treatment = 378 (SD 321), 3 month
treatment = 568 (SD 710). 3rd post treatment

month = 150 (SD 121). No difference from baseline.

Body weight: danazol mean increase at 3rd treatment
month =7 kg (SD 0.7) (P = 0.0078). Medroxy = 2.2 kg
(SD 1.7) (NS).

Side effects: 8 of 9 danazol vs 2 of 7 medroxy

(P =0.035).

Drop-out: 3 danazol vs 2 medroxy

93



Heavy menstrual bleeding

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Lamb 1987285 randomised; 76 entered. At 1 month  Population characteristics: women;  Danazol (200 mg daily for 7 months MBL - tampon use;  MBL: no figures given. Graph shows immediate Funding source: Not
double-blind 19 danazol, 17 placebo. > 25 years; menorrhagia; no 1 month only); placebo duration of bleeding;  reduction in danazol group and no change in placebo.  stated — Winthrop Labs
EL=1+ At3 months 15 pathology; between 45-110kg; N0 {reatment vs baseline; side effects Side effects: At 3 months: 79% of danazol vs 24% of ~ Provide drugand
danazol, 9 placebo cardiac, hepatic or renal treatment vs placebo placebo had weight gain > 1 kg. danazol mean undertook analysis
impairment; no sensitivity to gain = 2.85%. Reported side effects: weight gain, Study summary: danazol
hormonal treatment; not pregnant. headache, nausea, amenorrhoea. reduces MBL but with
Country: UK Withdrawals: 19 danazol vs 27 placebo withdraw. 5 associated side effects.
danazol vs 1 placebo withdraw due to side effects. 12
placebo vs 2 danazol withdrew due to lack of
effectiveness.
Turnbull non-randomised 37 recruited; 20 had Population characteristics: women;  gestrinone 2.5 mg twice 8 months: 2 MBL - alkaline Baseline MBL: median 173 ml ( range 81-831 ml). Funding source: Not
1990282 trial. MBL > 80 ml; 19 MBL > 80 ml; 34-46 years weekly; placebo placebo; 3 haematin MBL reduce in 15 of 19 patients during gestrinone stated
EL = 2++ agreed to study Country: UK treatment vs placebo active period (P < 0.01), but no change in MBL during Study summary:
treatment; 3 placebo period. Gestrinone has a
follow-up beneficial effect on

Side effects: dizziness, headaches, giddiness and
tiredness. No difference between placebo and
treatment periods.

menorrhagia, and
provides an alternative
treatment for those
prepared to accept
amenorrhoea.
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Table 8.6 GnRH-a for treatment of HMB — comparative studies
Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Carr 1993292 randomised; 16 randomised Population characteristics: GnRH-a; GnRH-a 24 weeks Uterine volume  Uterine volume: Funding source: Not stated
double-blind; ITT; Women; menstruating; pre- with -MRJ; protocol A:
cross-over menfpausal; uterine fibroids > 12 medroxyprogesterone GnRH-a plus MPA = no change in volurme.
EL = 1+ weeks acetate ) = 740 ;
: GnRH-a plus placebo = -74% from baseline by end of treatment
Country: USA (simultaneous)
Protocol B:
GnRH-a plus placebo = -73% from baseline by end of treatment
GnRH-a plus MPA = further decline in volume
Reduction in myoma volume (NS)
Reduction in non-myoma volume (P < 0.05)
Greater reduction in non-myoma tissue than myoma tissue.
Friedman randomised; 16 randomised; 7 to  Population characteristics: leuprolide only; 24 weeks Uterine volume;  leuprolide only vs leuprolide and medroxyprogesterone: Funding source: No stated
198829 blinded; leuprolide only; 9to  Women; pre-menopausal; leuprolide and haemoglobin Uterine volume:
concealed leuprolide and symptomatic fibroids medroxyprogesterone levels .
. medroxyprogestero  countrv: USA Baseline 601 vs 811
EL=1 ne ountry: 24 weeks 294 vs no change
haemoglobin levels:
increased in both after 24 weeks.
Friedman randomised 51 randomised; 26 Population characteristics: GnRH-a plus either 12 months self-reported 35 with reported menorrhagia at baseline. 12 months: 29 Funding source: TAP
1993294 EL=1- (7 failed to Women; fibroids estrogen-progestin or menorrhagia resolved; 3 improved; 2 no change; 1 worse. pharmaceutical and grant from
complete) to Aged 27-53 years. progestin ‘add-back 18 of 18 in estrogen group improved, and 14 of 17 in progestin ~ Brigham and Women's Hospital
Estrogen; 25 (12 Country: USA treatment vs baseline group improved. Study summary: Limited results
failed to complete) : . sugaest GnRH red
- Add-back results: 9gest Lk reduces
to progestin menorrhagia.
35 women with Hgb (g/dl) - estrogen-progestin: pre-treatment = 11.9, 12 . )
menorthadia weeks = 12.7, 52 weeks = 13.3. Progestin: pre-treatment = 12,0,  Estrogen-progestin superior to
9 12 weeks = 13.0, 52 weeks = 13.6 progestin add-back.
Het (%) — estrogen-progestin: pre-treatment = 35.7, 12 GnRH-alsteroid add-back
weeks = 37.3, 52 weeks = 39.3. Progestin: pre-treatment = 35.9,  fegimens provide a useful long-
12 weeks = 38.1, 52 weeks = 40.0 term "eat";]el"t strategy in
. .- . women with large, symptomatic
Bone m|ne_ra| density: estroge_n-progestln. pre- uterine myomas and may
treatment = 1.102, 12 weeks = 1.074, 52 ; .
~ - _ obviate the need for surgical
weeks = 1.053.(P < 0.05) Progestin: pre-treatment = 1.081, intervention in selected cases
12 weeks = 1.045, 52 weeks = 1.047.(P < 0.05) Control: pre- The est tin add '
treatment = 1.081, 52 weeks = 1.078 (NS) o 9emproges n 8
' back regimen was superior or
equal to the progestin add-back
regimen in all efficacy and safety
parameters assessed.
Friedman randomised; 128 - 75 with Population characteristics: women;  Leuprolide acetate 24 weeks fibroid volume; ~ Menorrhagia: leuprolide (n = 38) - resolved or improved = 37 vs  Funding source: TAP
1991290 double-blind menorrhagia uterine fibroids; no malignancy; no  depot 3.75 mg vs bloating; 1 no change or worse. Placebo (n = 37) - resolved or pharmaceutical
EL=1+ previous GnRH-a; no treatment for  placebo for 4 weeks menorrhagia; improved = 26 vs 11 no change or worse. Study summary: Treatment
3 months; bone-density within 2 treatment vs placebo pelvic pain; Side effects (n = 128): hot flushes — leuprolide = 52 (83%) vs 5 reduces MBL compared with
SD of normal; not pregnant or pelvic pressure;  (89) placebo (P < 0.0001); vaginitis = 11 vs 0 (P < 0.0005); placebo but with high levels of
lactating. constipation; arthralgia = 9 vs 0 (P < 0.005); astenia = 10 vs 3 )P < 0.05); adverse effects.
Country: USA urinary peripheral oedema = 7 vs 1 (P < 0.05); insomnia = 6 vs 0
frequency; (P <0.05); nausea = 6 vs 1 (P < 0.05); headaches = 18 vs 13;
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
dyspareunia; depression = 7 vs 2; emotional liability = 5 vs 1; decreased
menometrorrha  libido =2 vs 0.
gia
Nakayama randomised; 12 randomised; 6 to  Population characteristics: GnRH-a; GnRH-a 6 months Fibroid size; Reduction in mean fibroid size by 53.6% by 2 months and a Funding source: Not stated
19992%5 blinded; add-back; 6 to no Women; symptomatic fibroids; with estriol add-back bone mineral further 31.3% by 6 months in non-add back group; Reduction in
concealed; ITT add-back ovulatory cycles; no condition or density mean fibroid size by 59.1% by 2 months and marginal further
EL=1- medical known to affect bone reduction by 6 months in add back group.
mineral density Bone mineral density reduced to 96.5% of original by 2 months,
Country: Japan and 92.5% by 6 months in the non-add back group; Bone
mineral density did not change significantly in the add-back
group.
Palomba Randomised; 50 randomised; 25  Population characteristics: GnRH-a plus placebo; 6 months Fibroid size; GnRH-a plus placebo (n = 25) vs GnRH-s plus tibolone (n =24):  Funding source: Not stated
19982%6 double-blind to GnRH-a plus Women; symptomatic uterine GnRH-s plus tibolone fibroid Uterine volume at baseline: Study summary: Administration
EL=1- placebo; 25 to fibroids; excluded if - liver symptoms; lipid of tibolone in association with
GnRH-s plus disease, ischemic heart disease, profile; bone 995'_8 (SD 170.4) vs 976.1 (SD 114.9) GnRH-a reduces vasomotor
tibolone, 1 did not ~alterations in lipid metabolism, mineral Uterine volume at 6 months: symptoms and prevents bone
complete diabetes, acute or recent vascular turnover 386.4 (SD 94.6) vs 414.8 (SD 98.1) loss, without compromising the
thrombosis, carcinoma of breast or Both P < 0.01 from baseline. therapeutic efficacy of GnRH-a
endometrium. ) alone
Country: Ital Average menorrhagia scores (0 to 10): '
At Baseline = 8.2 vs 8.0
6 months = 0 vs 2.5 (both P < 0.01 from baseline)
Bone mineral density (g/cm3):
Baseline: 1056 vs 1044
6 months: 1002 vs 1035
P < 0.01 for placebo group vs baseline and vs treatment.
Bone mineral levels:
Serum alkaline phosphatase, osteocalcin levels, urinary
calcium/creatinine, hydroxyproline/creatinine ratios significantly
increased in placebo group compared with baseline and
treatment group (P < 0.01)
Lipid profile:
Total cholesterol level, HDL-c level, Triglyceride level all
increased from baseline and compared with treatment group
(P<0.01).
Palomba randomised; 100 randomised; 50  Population characteristics: to GnRH-a plus 6 menstrual  BMD to GnRH-a plus raloxifene; GnRH-a plus placebo Funding source: Not stated
200227 single blind, to GnRH-a plus Women; Symptomatic uterine raloxifene; GnRH-a cycles BMD level: significant fall compared with baseline and treatment
concealed; ITT raloxifene, 45 fibroids;lexcluded _if - neoplastic, plus placebo group in placebo group (P < 0.05). No difference in treatment
EL=1- completed; 50 to metabolic, endocrine, Iver, group between baseline and follow-up.
GnRH-a plus haematological and infectious
placebo, 46 diseases; active rheumatoid
completed. arthritis; history or current acute

vascular thrombosis; one mineral
density less than 1; smoke more
than 20 per day; hypoechoic or
calcified fibroid; contraindicated
medications.

Baseline (treatment vs placebo):
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Age: 48.8 vs 47.5
BMD — lumbar spine: 1.078 vs
1.080
Country: Italy
Palomba RCT 100 randomised; 50  Population characteristics: GnRH-a plus 6 cycles QoL - GnRH-a plus raloxifene (n = 45) vs GnRH-a plus placebo Funding source: Not stated
200428 EL=1- to GnRH-a plus Women; pre-menopausal; raloxifene; GnRH-a Kupperman (n'=46) vs normal population (n = 50): Study summary: Study shows
raloxi{e?e& 4550 ) SVTPJOZ‘?}“C uterir|19 I!broids; plus placebo {?Vde)t({ | Kupperman index (0 to 51): that GnRH-a cause reduction in
completed; 50 10 excluged It — neoplastc, echsler ina = cognitive functioning in women
GnRH-a plus metabolic, endocrine, Iver, memory scale, gt?]sellnle _ 225 é1 '32)9VS 2'215(25'1)1 \és 2'12(;'21) 3 Wig] symptomatic fitg)roids’ but
placebo, 46 haematological and infectious mini-mental oycle =22.8 (3.9) vs 256 (4.2) vs 2.5 (1.3) improves QoL to near normal
completed. 50 diseases; active rheumatoid state Wechsler memory scale (0 to 143): levels.
health pre- arthritis; history or current acute examination, Baseline = 63.2 (6.9) vs 59.7 (6.2) vs 60.3 (5.8)
menopausal vascular thrombosis; bone mineral Hamilton rating  6th cycle = 48.2 (5.1) vs 46.2 (4.9) vs 58.8 (5.7)
womenlacted . density less than 1; smokelmore scale for_ Mini-mental state examination:
population baseline  than 20 per day; hypoechoic or depression, o
calcified fibroid; contraindicated self-rating Baseline = 28.2(1.5)vs 27.8 (1.5) vs 27.9 (1.8)
medications. anxiety scale, 6th c.ycle = 24.3 (1.0)vs 23.4 (1.1.) vs 27.5 (1.6)
Baseline (treatment vs placebo): §VF-36, , Hamilton rating scale for depression:
. omens Baseline = 18.2 (2.2) vs 19.9 (2.3) vs 5.8 (1.6)
Age: 48.8 vs 47.5
BfAeD |umvsar 1078 Health —  thcycle = 10.0(1.8)vs 112 (1.7) vs 5.9 (1.7)
1,080 pine: 1. Questionnaire. Delf-rating anxiety scale:
Country: ltaly Baseline = 47.9 (3.2) vs 46.7 (2.9) vs 30.3 (2.4)
6th cycle = 36.8 (2.5) vs 34.1 (2.5) vs 31.2 (2.6)
SF-36:
Baseline = 50.4 (14.1) vs 52.6 (14.5) vs 84.2 (10.4)
6th cycle = 80.3 (11.5) vs 81.7 (12.6) vs 83.4 (10.2)
Women'’s Health Questionnaire:
Baseline = 86.3 (11.5) vs 84.5 (11.5) vs 25.2 (8.6)
6th cycle =42.5(8.7) 48.1 (9.9) vs 26.8 (9.4)
Schlaff 19892 randomised; 12 randomised; 5 Population characteristics: GnRH-a; placebo 6 months Size of fibroid placebo vs GnRH-a: Funding source: Not stated
double-blind; received GnRH; 6~ Women; symptomatic uterine Uterine volume:
placebo; received placebo fibroids; aged 29 to 47; fibroids .
concealed; ITT > 3.5 cm; regular menstrual cycles Eas:altlne :157 \236225 (N4Sé)7
EL=1- without AUB. OSkireaiment boo vs
Groups balanced at baseline Myoma volume:
. Baseline 267 vs 402
Country: USA Post-treatment 417 vs 334
Takeuchi randomised; 67: 34 buserelin Population characteristics: women;  depot buserelin MP 20 weeks MBL - Buserelin: 8 weeks = 52.9% amenorrhea; 20 weeks = 88.9% Funding source: Not stated
200021 prospective MP; 33 leuprorelin.  pre-menopausal; uterine fibroids; 1.8 mg; depot menstruation, amenorrhea. Leuprorelin: 8 weeks = 84.4% amenorrhea; 20
EL=1- endometriosis. leuprorelin 1.88 petechia, wegks = 87% amenorrhea. Difference at 8 weeks P < 0.01, at
Buserelin: 37 years, 158 cm, treatment vs amenorrhoea; 20 weeks NS.
52 kg. treatment side effects Hot flushes: at 12 weeks — buserelin = 5.9% vs 24.4% in

Leuprorelin: 33 years, 158 cm,
55 kg.

Country: Japan

leuprorelin.

11 of Buserelin and 15 of leuprorelin group were lost to follow-

up by 24 weeks.

97



Heavy menstrual bleeding

Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
West 1992573 Comparative 20 in total, 10 to Population characteristics: goserelin and MPA 6 months Fibroid volume;  goserelin and MPA combined from strat vs goserlien only then Funding source: Not stated
cohort study goserelinand MPA  Women; symptomatic uterine combined from strat, fibroid MPA after 3 months:
EL=2- combined from fibroids goserlien only then symptoms; Fibroid volume:
strat, 10 to Country: UK MPA after 3 months vasomotor side .
goserelin only then v effects g monms: 122//" vs ggz;"
MPA after 3 months montns: 167 vs 35%

Fibroid symptoms:

menorrhagia improvement: 8 of 9 vs 8 of 9

Endocrine response:

Suppression of LH, FSH and estradiol in both groups.
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Table 8.7 Antifibrinolytics for treatment of HMB — comparative studies

Evidence tables

Bibliographic ~ Study typeand  No. of patients  Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Andersch randomised; 15 Population characteristics: MBL Tranexamic acid 1.59x 3 6 consecutive MBL - alkaline Placebo: mean MBL = 295 + 52 ml. Tranexamic acid: mean Funding source: Non-
1988306 open; cross-over >80 ml; IUD or myomas excluded; for 3 days then 1gx2for  cycles: 2 haematin test; MBL =155 + 33 ml (53% reduction [perhaps misprint, should ~ commercial grants
EL =1+ not used IUD or contraceptives or 2 further days. baseline; 2 group  duration of be 47%], P < 0.01). Flurbiprofen: mean MBL 223 + 44 ml Study summary: Flurbiprofen
pregnant within 6 months. Flurbiprofen (100 mg x 2) ~ A; 2 group B period; side (24% reduction, P < 0.01). Between group difference: useful addition to treatment
Setting not specified, but from for 5 days; Placebo effects tranexamic reduced MBL more than Flurbiprofen (P <0.01). ¢4, menorrhagia.
University O&G department treatment vs treatment; 7 of 15 (46%) in tranexamic and 4 of 15 (26.5%) in Although tranexamic acid
Country: Sweden treatment vs placebo Flurbiprofen complained of side effects. No discontinuation was generally more effective
due to adverse events. in reducing MBL, Flurbiprofen
provides an important
therapeutic alternative to
antifibronolytic agents,
especially in patients with
concomitant dysmenorrhoea.
Bonnar 1996%5  Randomised; 81intotal: 29to  Population characteristics: Etamsylate (500 mg x4); 6 consecutive MBL - alkaline Tranexamic acid: MBL reduced by 89 ml (24 to 214 ml; 54%  Funding source: Commercial
intention to treat  etamsylate; 25~ Complaint of HMB; organic causes  mefenamic acid (500 mg ~ menstrual cycles:  haematin test; reduction; P < 0.001). Mean MBL 164 (n = 78) in control and ~ (Pharmacia) and state
EL=1- mefenamic acid;  of menorrhagia excluded; history ~ x 3); tranexamic acid (1g 3 baseline; 3 duration of 75m (n = 72) (89 ml difference) in treatment. Tranexamic acid  (Health Research Board of
27 tranexamic of renal or hepatic impairment, x 4); no treatment treatment bleeding; sanitary  vs etamsylate: = =97 ml (95% CI 140 to 154; P < 0.001); vs Ireland) funding
acid. 2 previous thromoembolic disease,  treatments vs no towel use; side mefenamic acid = - 56 ml ((95% CI 90 to 2 ml; P < 0.05))

etamsylate, 2
mefenamic acid,
1 tranexamic
acid excluded.

inflammatory bowel disease,
ulcers, coagulation or fibrinolytic
disorders were excluded.

A university O&G department
Country: Ireland

treatment periods

effects

(Perhaps misprint: may be 46 ml based on other figures in
paper.) mefenamic acid: 20% reduction in MBL (P < 0.001).

Etamsylate — no effect on MBL.

77% of patient wanted to continue with tranexamic acid after
trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4 tranexamic
acid (15%) withdraw from study. Poor efficacy was main
reason. Reported side effects were nausea, headache and
dizziness - no statistical assessment provided.

Etamsylate = 8 ml increase with etamsylate, but no statistical
difference. Mean MBL in pre-treatment = 170 ml (n = 81) vs
175 ml (n = 63) (+3%) (figures do not match reported figures)
during treatment. Difference between treatments: +97 ml
(95% CI 140 to 154; P < 0.001) against tranexamic acid;

+51 ml (95% Cl -96 to -6; P < 0.05) against mefenamic acid.

33% of patients wanted to continue with etamsylate after trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4 tranexamic
acid (15%) withdraw from study. Poor efficacy was main
reason.

Mefenamic acid: a 43 ml (82 to 179) (20%) reduction in MBL
(P <0.001). Mean MBL in pre-treatment = 186 ml (n = 69)
and 148 ml (n = 64) during treatment (difference of 38 ml).
mefenamic acid reduce MBL by 56 ml (Perhaps misprint,
should be 46 ml) less than tranexamic acid (95% Cl 90 to
2ml; P <0.05)

and 51 ml (95% CI -96 to -6; P < 0.05) more than against
etamsylate.

74% of women wanted to continue with mefenamic acid after

Study summary: Tranexamic
acid given at start of
menstrual cycle would
reduce MBL by half.
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Bibliographic ~ Study typeand  No. of patients  Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and

information evidence level comparison measures additional comments

the trial. 77% with tranexamic, and 33% with etamsylate.

11 etamsylate (40%), 3 mefenamic acid (13%), 4 tranexamic
acid (15%) withdraw from study. Poor efficacy was main
reason.

Side effects were nausea, dizziness and headaches.

Callender Randomised; 20.16 Population characteristics: Tranexamic acid (1 g x4) 9 consecutive MBL - Oxford Tranexamic acid vs no treatment (t = 3.44, P < 0.02); Funding source: Kabi

1970304 double-blind; completed. Complain of menorrhagia or for 4 days or placebo or menstrual cycles:  total body tranexamic acid vs placebo (t = 2.37, P < 0.05). No difference ~ Pharmaceuticals supplied
cross-over referred for anaemia; no significant  no treatment 3 baseling; 3 counter; duration  between placebo and no treatment. treatments and paid for
EL=1+ clinical or histological abnormality. {reatment vs placebovs ~ 9roup A; 3 group  of MBL; number  \BL (mi) during placebo phase = 185; during no treatment study.

Total: 32 years no treatment B °fdpadf3f ”?Ed? phase = 197; during tranexamic acid phase = 122 Study summary: Tranexamic
No setting specified, but study sice efiects Side effects were: nausea, headache for tranexamic acid — acid is safe and effective for
from Radgcliffe Infirmary not fully reported. treating menorrhagia.
Country: UK

Coulter 199523 Systematic Population characteristics: Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % reduction ~ Funding source: Not stated
review, meta- Searches undertaken on treatment of HMB in MBL of 46.7 (95% Cl 47.9-51.6). Study summary: Studies of
analysis MEDLINE Reports on 4 RCT of etamsylate. Meta-analysis identifies a % this preparation report
EL=1+ Country: blood loss reduction of 13.1 (95% CI 10.9-15.3). greater reductions in blood

Norethisterone: 4 RCTs showed a reduction change in MBL 1SS but slightly more side
of -3.6% (-6.1, 1.1) effects than mefenamic acid.
Danazol: 5 RCTs showed a combined reduction in MBL of

49.7% (47.9, 51.6)

|UDs: 4 RCTS showed a combined reduction in MBL of 58.6

(56.7, 60.6)

Mefenamic acid: Pooled results for 10 studies = -29% (95%

C127.9-30.2). Diclofenac: 2 studies = -26.9% (23.3-30.6).

Naproxen: 5 studies = — 26.4% (24.6-28.3). Ibuprofen: 3

studies = -16.2% (13.6-18.7).

OCP: 1 RCT - MBL reduction = 43%

Side effects not reported.

Edlund 1995%3  Randomised; 91 randomised.  Population characteristics: Tranexamic acid (1200 3 consecutive Menstrual blood  Reduction in menstrual blood loss: placebo (n = 14) - pre- Funding source: Not stated
double-blind; Results on 68 Women. Age 18>. Regular mg x 2) or (600 mg x4)  cycles. loss — alkaline treatment = 242.5 (83-251.5 [range]) to treatment = 251.5 Study summary: Tranexamic
double-dummy;  reported. Kabi menstrual cycles. MBL > 80 ml. for 5 days or placebo haematin; patient  (87-566) (NS) (+ 4%); 600 mg x 4 (n = 28) — pre- safe and effective treatment
placebo- hi = 26; Kabi Normal sized uterus. Excluded Treatment vs placebo assessment of treatment = 235.4 (83-728) to treatment = 162.6 (36-640) for menorrhagia.
controlled lo = 28; due to: concomitant disease; blood loss; (P <0.001) (-31%); 1200 mg x 2 (n = 26) — pre-

EL = 1++ placebo = 14. concomitant medication; previous number of towels  treatment = 267.7 (101-554) to treatment = 163.7 (66-371)
(n=67)19 thromboembolic, haemorrhage, or used; side effects (P <0.001) (-39%). No difference with intention-to-treat.
excluded to fibrinolytic disorders; creatinine Side effects not assessed by group allocation, but reported
incomplete data > 120 umol/l; cancer. that no differences between groups.
ornon- 0&G departments in 3 medical 0 i
compliance. 4 cenpres P 23 (34%) women did not complete study
for other )
reasons. Country: Sweden

Lethaby Systematic MBL Antifibrinolytics vs etamsylate: 1 study — MBL = -97 ml Funding source: No funding

2004300 review; meta- (~134.36 to -59.64) in favour of TXA.
analysis Side effects reported. Withdrawals due to adverse events:

EL=1++ RR 0.78 [95% Cl 0.19, 3.15].

Meta-analysis of 2 RCTs of tranexamic vs placebo (n = 48)
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-110.17 [95% Cl --146.54, -73.81); z=5.94 (P = 0.001).

Antifibrinolytic vs NSAIDs: 1 study (n = 49) - MBL = -46

(~76.02 to -15.98). Antifibrinolytic vs etamsylate: 1 study

(n=50) - MBL = -97 ml (-134.36 to — 59.64).

Side effects: Withdrawals due to adverse events vs NSAIDs

(1 study) RR =2.65 [0.3, 23.77]. Vs etamsylate (1 study)

RR=0.780.19, 3.15].

Nilsson 1967302 Randomised; 36 - 3 had Population characteristics: Tranexamic acid - 0.25to 5 consecutive Menstrual blood MBL for 0 g = 149.1; 12 g dosage = 96.1 (-38% + 4.47); for  Funding source: Not stated
double-blind; fibroids, 2had ~ Women; Aged 15 to 49; with 0.5mg x 6;increased o periods: 2 loss alkaline 24 g=71(-51% % 5.23) (n = 19). Results on 5 fibroid Study summary: Tranexamic
placebo- suspected suspected menorrhagia; 0.5t0 1 mg x 6 for 4 days;  baseline; 3 haematin; patients were 175.2 in control, 111.98 high dose (-36%), acid was safe and effective
controlled fibroids, 1 gynaecological examination to or placebo treatment duration of 142.98 low dose (-18%) for menorrhagia.

EL=1- adenomyosis determine cause of HMB treatment dose a vs period; side Side effects reported by 15 people in high dose period, 7 in
Setting not specified, but from treatment dose b vs effects low dose period, 8 in placebo period (for all patients). Side
university O&G department placebo effects were diarrhoea, nausea, headache and abdominal
Country: Sweden pain.

No discontinuation from study

Preston 199527 Randomised; 46 women Population characteristics: Tranexamic acid (1g x4) 4 consecutive Menstrual blood  Tranexamic acid (n = 25): Change from 175 ml to 97 ml (95%  Funding source:
double-blind; randomised: 21 Women; Age 18>; regular cycle - for 4 days or cycles: 2 loss — alkaline C1 62 to 108) (P < 0.0001); 45% reduction (+23 to -93; Commercially funded
placebo- Norethisterone; 28 days + 7; no hormone therapy ~ norethisterone (5mg x 2)  baseline/placebo; haematin; QoL; P <0.0001). Norethisterone (n = 21): Change from 173 mito  stygy summary: Study
controlled; 25 tranexamic for 3 months; no concomitant for 8 days or Placebo 2 treatment side effects 208 ml (-64 to +2) (P = 0.26); 20% increase (+114 to -62; shows that Tranexamic acid
concealed, acid. 2 from treatment; normal renal function;  Treatment vs treatment: 9<0.0001). Between groups difference was 113 ml (95% Cl  raqyces MBL, but that
Cross-over each group normal pelvic exam; negative {reatment vs placebo 71to 155) (P <0.0001). norethisterone does not.
EL=1++ withdrew. cervical cytology. QoL (limitations on activities): 16 TXA vs 9 NET = better, 13

TXA: 40.6 years, 71.2 kg. TXA vs 11 NET = same or worse.

NET: 39.3 years, 63.5 kg No differences between reported adverse events between
(P <0.048) groups. Placebo = 85%; tranexamic acid = 88%;

Setting: university O&G norethisterone = 95%. Two (8%) drop-out from tranexamic
department acid group and 2 (9.5%) from the norethisterone group.
Country: UK

Vermylen Randomised; 22 entered. 16 Population characteristics: History ~ Tranexamic acid (0.5gx 6 consecutive Menstrual blood MBL reduced by between 12-60% in active group compared ~ Funding source: Not stated

1968%7 double-blind used for of menorrhagia; no gynaecological ~ 6) or placebo menstrual periods  loss with placebo, mean 35% (t-test P < 0.001). Figures notgiven  gtydy summary: ‘Oral
EL=1- analysis. 6 not  or coagulation disorder. treatment vs placebo (haemoglobin only shown in graph. administration of tranexamic

assessed or Setting: not specified content) - Side effects: nervousness, anorexia; dizziness; insomnia, acid (3 g daily) ...

withdrawn — Country: Belgium alkaline vomitus, adnominal cramps, tinnitus, diarrhoea, skin eruption,  significantly decreases

pregnant, haematin; headache, menstrual pain. menstrual haemoglobin loss

hypertension. duration of in women with so-called
period; side essential menorrhagia.
effects

Wellington Systematic 5 Studies Population characteristics: Search  Use of tranexamic acid in MBL; QoL,; side Oral tranexamic acid 2-4.5 g daily for 4-7 days per cycle Funding source: Not stated

200331 review included in strategy: MEDLINE; Embase and ~ menorrhagia effects. reduced menstrual blood loss by 34-59% over 2-3 cycles. Study summary: "...oral
EL=1+ review Adisbase. Based on 5 trials. Tranexamic more effective than NSAIDs, tranexamic acid is an

Keywords search terms used
Country:

etamsylate, norethisterone, but less than 1UD.

Changes in MBL (ml) with tranexamic acid from baseline to
treatment:

164 vs 75 — Bonnar
197 vs 122 - Callender
168 vs 69 — Gleeson
295 vs 155 — Milsom

effective and well tolerated
treatment for idiopathic
menorrhagia.’
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175 vs 97 - Preston

Only one study reported on QoL, showing improvement, but
was non-comparative, non-blind design.

Studies reported a variety of side effects. 12% of patients
reported adverse events, such nausea, vomiting, diarrhoea,
and dyspepsia.

No reports of DVT in any study. Review shows that quality of
studies was varied.

102



Evidence tables

Table 8.8 NSAIDs for treatment of HMB — comparative studies
Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Andersch randomised; 15 Population characteristics: MBL ~ Tranexamic acid 1.5g x3 6 consecutive MBL - alkaline Placebo: mean MBL = 295 + 52 ml. Tranexamic acid: Funding source: Non-
1988306 open; cross-over > 80 ml; IUD or myomas for3daysthen1gx2for cycles: 2 haematin test; mean MBL = 155 + 33 ml (63% reduction [perhaps commercial grants
EL =1+ excluded; not used 1UD or 2 further days. baseline; 2 group  duration of misprint, should be 47%], P < 0.01). Flurbiprofen: mean Study summary: Flurbiprofen
contraceptives or pregnant Flurbiprofen (100 mg x 2) ~ A; 2 group B period; side MBL 223 + 44 ml (24% reduction, P < 0.01). Between useful addition to treatment
within 6 months. for 5 days; Placebo effects group difference: tranexamic reduced MBL more than i
) for menorrhagia.
Setting not specified, but from  treatment vs treatment; Flurlbprofe: (P. <0.01). . . Although tranexamic acid
university O&G department treatment vs placebo 7 of 15 (46%) in tranexamic and 4 of 15 (26.5%)in was generally more effective
Country: Sweden Flurbiprofen complained of side effects. No discontinuation iy regucing MBL, Flurbiprofen
due to adverse events. provides an important
therapeutic alternative to
antifibronolytic agents,
especially in patients with
concomitant dysmenorrhoea.
Bonnar 1996%%  Randomised; 81 in total: 29 to Population characteristics: Etamsylate (500 mgx4); 6 consecutive MBL - alkaline Tranexamic acid: MBL reduced by 89 ml (24 to 214 ml; Funding source: Commercial
intention to treat  etamsylate; 25 Complaint of HMB; organic mefenamic acid (500 mg ~ menstrual cycles:  haematin test; 54% reduction; P < 0.001). Mean MBL 164 (n = 78) in (Pharmacia) and state
EL=1- mefenamic acid; 27  causes of menorrhagia x 3); tranexamic acid (1g 3 baseline; 3 duration of control and 75m (n = 72) (89 ml difference) in treatment. (Health Research Board of
tranexamic acid. 2 excluded; history of renal or x 4); no treatment treatment bleeding; sanitary ~ Tranexamic acid vs etamsylate: = =97 ml (95% Cl 140 to Ireland) funding

etamsylate, 2
mefenamic acid, 1
tranexamic acid
excluded.

hepatic impairment, previous
thromoembolic disease,
inflammatory bowel disease,
ulcers, coagulation or
fibrionolytic disorders were
excluded.

A university O&G department
Country: Ireland

treatments vs no
treatment periods

towel use; side
effects

154; P < 0.001); vs mefenamic acid = - 56 ml ((95% CI 90
to 2 ml; P < 0.05)) (Perhaps misprint: may be 46 ml based
on other figures in paper.) mefenamic acid: 20% reduction
in MBL (P < 0.001).

Etamsylate — no effect on MBL.

77% of patient wanted to continue with tranexamic acid
after trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor efficacy
was main reason. Reported side effects were nausea,
headache and dizziness — no statistical assessment
provided.

Etamsylate — 8 ml increase with etamsylate, but no
statistical difference Mean MBL in pre-treatment = 170 ml
(n=81)vs 175 ml (n = 63) (+3%) (figures do not match
reported figures) during treatment. Difference between
treatments: +97 ml (95% Cl 140 to 154; P < 0.001) against
Tranexamic acid; +51 ml (95% CI =96 to -6; P < 0.05)
against mefenamic acid.

33% of patients wanted to continue with etamsylate after
trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor efficacy
was main reason.

Mefenamic acid: a 43 ml (82 to 179) (20%) reduction in
MBL (P < 0.001). Mean MBL in pre-treatment = 186 ml
(n=69) and 148 ml (n = 64) during treatment (difference of
38 ml). mefenamic acid reduce MBL by 56 ml (Perhaps
misprint, should be 46 ml) less than tranexamic acid (95%

Study summary: Tranexamic
acid given at start of
menstrual cycle would
reduce MBL by half.
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Cl1 90 to 2 ml; P <0.05) and 51 ml (95% CI -96 to -6;
P <0.05) more than against etamsylate.
74% of women wanted to continue with mefenamic acid
after the trial. 77% with tranexamic, and 33% with
etamsylate.
11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor efficacy
was main reason.
Side effects were nausea, dizziness and headaches.
Cameron randomised; 32in total: 17 Population characteristics: MBL ~ Mefenamic acid 500 mg x 6 consecutive MBL - alkaline Mefenamic acid: MBL at baseline = 123 ml (86-237)and Funding source: Commercial
1990309 blinding not mefenamic group; > 80 ml; regular cycle; organic 3 for 5 days; cycles: 2 haematin; during treatment = 81 ml (22-193) (P < 0.001); a -34% funding
specified 15 norethisterone  cause excluded. norethisterone 5mg x 2 baseline; 2 number of days ~ change. Norethisterone: MBL at baseline = 109 ml (81— Study summary: We
EL=1- group Average age: 40 years for 7 days treatment A; 2 bleeding; interval  236) and during treatment = 92 ml (43-189) (P <0.002);a  onclude that mefenamic
Setting: O&G department treatment vs baseline treatment B between periods.  ~15.5% change. acid and norethisterone were
Countrv: UK Side effects: headache (4 mefenamic acid vs 5 similarly effective in reducing
ountry: norethisterone), abdominal pain (3 vs 3), nausea (2vs 1). the degree of MBL in women.
Cameron randomised 30 in total: 6 in Population characteristics: Danazol (200 mg); 4 consecutive MBL - alkaline In the mefenamic acid group MBL changed from 85 (range  Funding source: Not stated
1987202 EL=1- danazol group; 8in  Women; MBL > 50 ml mefenamic acid (500 mg  cycles—2withno  haematin; length ~ 68-169) in no treatment period to 47 (39-210) in the Study summary: Al
mefenamic acid Age: danazol = 42, mefenamic ~ * 3); norethisterone (5mg  treatmentand 2 of cycle; PGE; treatment periods (P = 0.05); a - 44.5% change. danazol:  reatments except
group; 8 in acid = 40, norethisterone =39, X 2); progesterone coil with treatment PGF; PG pre-treatment = 203 ml, treatment = 51 ml; a -=75% change.  porethisterone reduce MBL.
norethisterone progesterone coil = 40 treatment vs no treatment concentrations Progesterone coil: pre-treatment = 64 ml (P < 0.05),
group; and 8 in coil Parity: d =2 mefenami period treatment = 45 ml; a -30% change. Norethisterone: pre-
group an X anazol = 2, me e_namlc treatment = 131, treatment = 110; a -16% change.
acid = 4, norethisterone = 4, .
progesterone coil = 2 Side effects not reported.
Country: UK
Chamberlain Minimisation; 44 in entered, 34 Population characteristics: Etamsylate 500 mg x 4; 4 consecutive MBL - alkaline Etamsylate reduced MBL by 20%. mefenamic acid reduced  Funding source: Not
1991310 double-blind; finished: 22 in each  Inclusion: Women 18-55; mefenamic 500 mg x 3 cycles: 2 haematin test; MBL by 24%. Reduction in MBL for etamsylate in 2 of 3 reported. Delandale Lab
double-dummy. arm. 6 of 22in menorrhagia 80 ml>. Exclusion:  treatment vs treatment baseline; 2 tampon use; side  periods (P < 0.01) - 95% do not cross zero; significant for  acknowledges.
EL=1+ etamsylate and 4 of ~ malignant disease excluded, treatment effects. mefenanic acid on all three periods (P < 0.01, < 0.05, Study summary: Both
22 in mefenamic taking oral contraceptives < 0.01 respectively). No difference between groups. treatments effective and
group did not excluded; hepatic impairment; Reduction in MBL in mefenamic acid group = 24%, perhaps should be used in
complete study. want to become pregnant during P <0.02, and regression to mean of 2= 0.765, P < 0.01. combination.
study period; allergies to 10 of 18 in mefenamic acid, and 5 of 16 in etamsylate
prostaglandins; anaemic; fitted group reported side effects — nausea, backache, bloated
with 1UD; had fibroids. abdomen.
Setting not specified, but study No cessation due to side effects
from district general hospital
0&G department.
Country: UK
Coulter 199523 Systematic Population characteristics: Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % Funding source: Not stated
review; meta- Searches undertaken on treatment of HMB reduction in MBL of 46.7 (95% Cl 47.9-51.6). Study summary: Studies of
analysis MEDLINE Reports on 4 RCT of etamsylate. Meta-analysis identifies a  this preparation report
EL=1+ Country: % blood loss reduction of 13.1 (95% CI 10.9-15.3). greater reductions in blood

Norethisterone: 4 RCTs showed a reduction change in
MBL of -3.6% (-6.1, 1.1)

Danazol: 5 RCTs showed a combined reduction in MBL of
49.7% (47.9, 51.6)

loss but slightly more side
effects than mefenamic acid.
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|UDs: 4 RCTS showed a combined reduction in MBL of
58.6 (56.7, 60.6)
Mefenamic acid: Pooled results for 10 studies = -29%
(95% CI 27.9-30.2). Diclofenac: 2 studies = -26.9% (23.3-
30.6). Naproxen: 5 studies = — 26.4% (24.6-28.3).
Ibuprofen: 3 studies = -16.2% (13.6-18.7).
OCP: 1 RCT - MBL reduction = 43%
Side effects not reported.
Creatsas randomised 48 in total: 23 in Population characteristics: tenoxicam (20 mg); L-EE  For one episode ~ Haematological In tenoxicam group the before treatment Hct and HB levels  Funding source: Not stated
199831 EL=1- tenoxicam group; adolescents; menorrhagia; not (1 tablet) parameters were 32.6 and 10, respectively, and during the treatment Study summary: Tenoxicam
25 in lynestrenol- pregnant Treatment vs no treatment period they were 35.9 and 11.5, respectively (P < 0.001). is considered an effective
ethinyl estradiol (- Setting: University 0&G period; treatment vs Tenoxicam vs l—‘EE for "!CT =35.9% vs 32.6% P = 0.02 medication for the
EE) group department treatment and Hb = 11.5% vs 10.4%P = 0.05. management of DUB during
Country: Greece 3 (13%) patient in tranexamic group reported mild Gl adolescence
disorders (P = 0.0028 compared with L-EE)
Dock ray randomised; open 41 in total; 20 in Population characteristics: Mefenamic acid (500 mg 4 consecutive MBL - alkaline Mefenamic acid group: MBL in pre-treatment = 159.6 Funding source: Commercial
1989284 EL=1- mefenamic acid Menorrhagia > 80 ml; normal x 3) for 5 days; danazol cycles: 2 haematin; (SD 77.6) and in treatment = 127.3 (75.4). 20% reduction in  funding
group; 20 in pelvic examination and (100 mg x 2) for 60 days  baseline; 2 dysmenorrhoea;  MBL (P = 0.004). danazol: MBL in pre-treatment = 163.1 Study summary: Study
danazol group. 1 pathology. Treatment vs baseline; treatment side effects (SD 77.8) and in treatment = 64.8 (SD 43.8). 60% showed danazol reduced
withdrawal, but Mefenamic group: age = 38.2, treatment vs treatment reduction. mefenamic vs danazol = 20% vs 60% MBL more than mefenamic
group not stated parity = 3.9, (P<0.001). acid, but was associated with
dysmenorrhoea = 13 of 20. 6 (30%) Mefanamic patients reported side effects vs 15 more side effects.
Danazol group: age = 37.2, (75%) with danazol (P < 0.005).
parity = 3.5, 9 (45%) women in mefenamic acid group and 10 (50%) in
dysmenorrhoea = 15 of 20. danazol group refused offer to continue with treatment
Country: Ireland
Fraser 199124 randomised 45in total. 7 Population characteristics: Mefenamic acid (500 mg 8 consecutive MBL - alkaline Mefenamic acid — group 1 - control = 131.1 ml (SD 80.8) Funding source: Commercial
EL =1+ dropped out. 38 Women; menorrhagia — x 3); naproxen; low dose  cycles: 2 no haematin treatment = 105.1 (SD 88.6) (P = 0.198) (-20%); funding
assessed: 19in ovulatory DUB; no pathology; no  monophasic oral treatment; 2 group 2 — control = 101 (SD 52.5), treatment = 62.9 Study summary: Al
mefenamic (across  hormonal therapy within contraceptive — ethinyl treatment; 2 no (SD 27.7) (P = 0.002) (~38%); treatments reduce MBL.
3 groups); 7 3 months estradiol 30 yg and treatment; 2 _ ' _
naproxen; 6 OCP; 6 Gountry: Australia levonorhestrel 150 ug for  treatment group 3 - controlo— ,90'3 (60.2), treatment = 55.3 (34)
¥ . (P <0.001) (-39%);
danazol 21 days; danazol
(200 mg) daily Naproxen — control = 131.1 ml vs treatment = 115.6
Treatment vs baseline (SD 113) ml (P = 0.079) (~12%);
Oral contraceptive — 101 vs 57.8, P < 0.001, -43%;
Danazol - 90.3 vs 45.5 (av), P < 0.001, -49%.
Differences between mefenamic vs naproxen P = 0.129; vs
oral contraceptive P = 0.154; vs danazol P = 0.079.
Side effects not reported.
Fraser 1981312 randomised; 85 entered. 69 Population characteristics: Mefenamic acid; placebo 4 consecutive MBL - alkaline Placebo period MBL = 66.9 ml (SE 4.7); mefenamic Funding source: Commercial
Cross-over; completed. Women; report menorrhagia treatment vs placebo cycles — 2 with haematin; pain; acid = 48.1 (SE 4.4). -28.1% difference (P < 0.001). (Parke-Davis) and
blinding and from any cause (including IUD placebo; 2 with nausea, Ovulatory DUB (n = 28) placebo = 70.7 (+ 4.7) government grants
conpealment not induced) active treatment hgadache; mefenamic = 47.3 (+ 4.1) (P < 0.001). Anovulatory DUB (Australlgn national health
outlined. Setting: patient recruited via diarrhoea; (n=6)50.3 (+ 11.2) vs (39.8 (+ 15.4) (NS). IUD and medical research
EL=1- advert, treated in University depression; n=6)=80.2 (+ 11.7) vs 63.9 (+ 11.2) (NS). Tubal council)
0&G department breast symptoms;  sterilisation (n = 25) = 61.0 (£6.5) vs 45.3 (+ 6.1) Study summary:
sanitary towel
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Country: Australia use; haematology (P <0.001). ...Mefenamic acid should be
Side effects not reported. of considerable value in
Australia...
Results for 16 (19%) women were not reportedly.
Grover 19903 randomised; 80 in total: 40 in Population characteristics: Mefenamic acid (500 mg x 3 consecutive Relief from Menorrhagia relieved in 86% of mefenamic group and 20%  Funding source: Not stated
double-blind mefenamic acid Women; complaint of 3); placebo cycles menorrhagia; of placebo group (P < 0.001). Study summary: mefenamic
EL=1- group and 40 in menorrhagia; normal cervical Treatment vs placebo number of days acid proved to be a potent
placebo group cytology and secretory bleeding; number and efficacious agent in the
endometrium. of pads used control of unexplained
Mefenamic: 35.8 years. Control: menorrhagia.
35 years.
Setting: 0&G department
Country: India
Hall 198731 randomised; 41 entered. 5MBL  Population characteristics: MBL ~ Naproxen 550 mg x 1 6 consecutive MBL - alkaline Baseline MBL = 118.5 (n=19) and 129.3 ml (n = 19) intwo  Funding source: Not stated
double-blind; <80 ml. 36 >80 ml; no physical or organic  then 275 x 4 for 4 days; cycles: 2 haematin; groups. Naproxen: MBL reduced by 52 ml (44%) and 62 ml  gy,qy summary: We believe
Cross-over, assessed in cross-  problem; regular cycles; mefenamic acid 500 mg x  baseline; 2 sanitary towel (48%) in each group (P < 0.001); mefenamic: MBL reduced ¢y clooxygenase inhibitors are
double-dummy over design. 1 from  excluded if taking NSAIDs or 3 treatment A; 2 use; patient by 54 ml (45.5%) and 61 ml (47%) (P < 0.001). useful for women with
EL=1++ group 1 .and 2 from  steroids. Treatment vs baseline treatment B assessment; side 18 (50%) naproxen and 15 (42%) mefenamic acid patients  menorrhagia and a normal
group 2 were lostto  Average age: Group 1: effects report side effects — Gl and nervous systems. uterus...
follow-up. 40.5 years. Group 2: 38.1 years.
Setting: O&G department
Country: UK
Jakubowicz alternate 18 entered. 15 Population characteristics: Mefenamic acid 1000 mg 4 cycles: 2 sanitary towel use  Number of towels used: mefenamic acid = 32 (SD 32) Funding source: Parke Davis
1978315 allocation; assessed. 3lostto  women; menorrhagia; IUD, x 3 placebo treatment; 2 no (45% reduction), placebo = 43 (SD 44) (26.5% reduction),  supplied NSAID and placebo.
placebo- follow-up small fibroids, minor treatment vs baseline; treatment no treatment =58.5 (SD 53)
controlled; adenomyosis included; gross treatment vs placebo No side effects reported
double-blind; pathology excluded
cross-over Setting: O&G outpatient
EL=1- department
Country: Australia
Lethaby Systematic NSAID vs oral progestogens T (2 RCTs, n = 48) MBL
2004308 review -22.97 [46.57, 0.62] in favour of NSAIDs. NSAIDs vs
EL = 14+ Progesterone IUS (1 RCT, n = 16) MBL -4 [-31.23, 23.23].
NSAID vs OCP (I trial, n = 26) MBL 25.25 [-22.34, 72.84].
NSAIDs vs etamsylate = -42.88 ml/cycle [95% Cl -86.25
t0 0.50
van Eijkeren randomised; 19 entered. 8 did Population characteristics: Mefenamic acid (500 mg ~ Not stated MBL - alkaline MBL in placebo group 151 (SD 46) before treatment and Funding source:
1992316 double-blind; not complete. 11 Women; MBL > 80 ml; Age x 3); placebo haematin; side 189 (SD 69) (+ 25%) during placebo treatment. MBL in Commercially funded (Parke
placebo- assessed: 5 in < 45; regular cycle; no IUD; N0 Treatment vs placebo; effects; mefenamic acid group = 108 (SD 27) before treatmentand  Davis)
controlled placebo group; 6in  NSAIDs; no contraindications treatment vs no treatment morphologic 65 (SD 19) (- 40%) during active treatment (P < 0.01).
EL=1++ mefenamic acid Setting: not specified period findings 1 women discontinued study to skin rash and was taking
group mefenamic acid.

Country: Netherlands

7 others drop-out — 4 due to planned hysterectomy, 1 due
to fibroid, 2 phase of menstruation.
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Vargyas randomised; 32 in cross-over Population characteristics: Meclofenamate sodium 6 consecutive MBL - alkaline MBL: baseline = 141.6 (+ 15.9); placebo = 135.6 (+ 11.3),  Funding source:

1987317 double-blind; design women; MBL > 60 ml; exclusion 100 mg x 3 for 6 days; cycles: 2 haematin; meclomen =69.0 (£ 6.3). (P <0.0001). MBL reduced by Study summary: It appears
placebo criteria: anovulatory cycles, placebo baseline; 4 cross-  duration; sanitary ~ 49% in meclofenamate group and 4% in placebo group. that many women with
controlled pathology in endometrium, treatment vs treatment; ~ OVer towel use; side  \jeclofenamate caused more dysmenorrhoea (P < 0.006),  unexplained menorthagia
EL=1+ extra-uterine disease or fibroids, treatment vs baseline effects backache (P < 0.02), and headache (P < 0.002) than may benefit from this

senility to test treatments, placebo. No difference in nausea or vomiting. treatment.
thyroid dysfunction, hepatic or 3 did not lete stud

renal disease, abnormal cervical Wwomen did not compiete study.

cytology. 16 to 42 years.

Includes 7 women with IUD, 6

sterilised.

Setting: 0&G department

Country: USA

Ylikorkala randomised; 25in total: 11 with Population characteristics: Naproxen 500 mg x 2 for 6 consecutive MBL - alkaline Fibroids group: MBL at baseline = 239.4 ml (SE 38.4); with  Funding source: Not reported

1986318 placebo- fibroids; 14 without ~ Menorrhagia; fibroids or not 5 days; placebo cycles: 2 haematin; side placebo = 220.6 (47.2) (-8%); with naproxen = 195.6 (32.3) Study summary: Naproxen
controlled; cross-  fibroids Country: Finland treatment vs baseline baseline; 2 effects (-20%). Non-fibroids group: MBL at baseline = 135.9 (SE  reqyces MBL in primary
over treatment; 2 10.9); with placebo = 150.7 (SE 9.1) (+11%); with menorrhagia but not
EL=1- placebo naproxen = 96.8 (7.3) (P < 0.001) (-29%). menorrhagia associated with

No side effects reported.
No discontinuations reported.

fibroids.
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Table 8.9 Etamsylate for treatment of HMB — comparative studies

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and

information evidence level comparison additional comments

Bonnar Randomised; 81in total: 29 to Population characteristics: Complaint of ~ Etamsylate (500 mg x 4); 6 consecutive ~ MBL - alkaline Tranexamic acid: MBL reduced by 89 ml (24 to 214 ml; Funding source:

1996305 intention to treat  etamsylate; 25 HMB; organic causes of menorrhagia mefenamic acid (500 mg x ~ menstrual haematin test; 54% reduction; P < 0.001). Mean MBL 164 (n = 78) in Commercial

EL=1- mefenamic acid; 27  excluded; history of renal or hepatic 3); tranexamic acid (1 g x cycles: 3 duration of bleeding;  control and 75m (n = 72) (89 ml difference) in treatment. ~ (Pharmacia) and state

tranexamic acid. 2 impairment, previous thromoembolic 4); no treatment baseline; 3 sanitary towel use; Tranexamic acid vs etamsylate: = -97 ml (95% Cl 140to  (Health Research Board
etamsylate, 2 disease, inflammatory bowel disease, treatment side effects 154; P < 0.001); vs mefenamic acid = — 56 ml ((95% ClI of Ireland) funding

mefenamic acid, 1
tranexamic acid
excluded.

ulcers, coagulation or fibrionolytic
disorders were excluded.

A university O&G department
Country: Ireland

treatments vs no treatment
periods

90 to 2 ml; P < 0.05)) (Perhaps misprint: may be 46 ml
based on other figures in paper.) mefenamic acid: 20%
reduction in MBL (P < 0.001).

Etamsylate - no effect on MBL.

77% of patient wanted to continue with tranexamic acid
after trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor
efficacy was main reason. Reported side effects were
nausea, headache and dizziness — no statistical
assessment provided.

Etamsylate — 8 ml increase with etamsylate, but no
statistical difference Mean MBL in pre-

treatment = 170 ml (n = 81) vs 175 ml (n = 63) (+3%)
(figures do not match reported figures) during treatment.
Difference between treatments: +97 ml (95% CI 140 to
154; P < 0.001) against tranexamic acid; +51 ml (95% Cl
-96 to -6; P < 0.05) against mefenamic acid.

33% of patients wanted to continue with etamsylate after
trial.

11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor
efficacy was main reason.

Mefenamic acid: a 43 ml (82 to 179) (20%) reduction in
MBL (P < 0.001). Mean MBL in pre-treatment = 186 ml
(n'=69) and 148 ml (n = 64) during treatment (difference
of 38 ml). mefenamic acid reduce MBL by 56 ml

(Perhaps misprint, should be 46 ml) less than tranexamic

acid (95% C1 90 to 2 ml; P < 0.05)

and 51 ml (95% Cl -96 to -6; P < 0.05) more than
against etamsylate.

74% of women wanted to continue with mefenamic acid
after the trial. 77% with tranexamic, and 33% with
etamsylate.

11 etamsylate (40%), 3 mefenamic acid (13%), 4
tranexamic acid (15%) withdraw from study. Poor
efficacy was main reason.

Side effects were nausea, dizziness and headaches.

Study summary:
Tranexamic acid given
at start of menstrual
cycle would reduce MBL
by half.
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
k Randomised; 31entered. Only9  Population characteristics: Etamsylate; placebo 4 consecutive  Menstrual blood loss  For primary HMB menorrhagia only (n = 9): Difference Funding source: Not
placebo- primary Inclusion/exclusion — complaint of HMB,  ireatment vs treatment cycles —alkaline haematin ~ between etamsylate and placebo = 59.4 ml (P =<0.01);  reported
controlled; menorrhagia a regular menstrual cycle, no organic test, tampon use; Mean MBL reduction with etamsylate = 49.7 + 2.3 SE. Study summary: ‘The
Crossover, patients. 9 patients  disease. [UD HMB patients also side effects 95% Cl 44.2 t0 55.2, -46% MBL. results of the study
double blind were excluded from  included. Side effects: 34% (17 of 50) in placebo periods and 34%  suggest that etamsylate
EL=1+ analysis. Women referred to O&G department for (18 of 53) in etamsylate. None reported as serious. is a safe and effective
HMB agent in the treatment of
Country: UK primary menorrhagia...’
Lethaby Systematic MBL Antifibrinolytics vs etamsylate: 1 study — MBL = =97 ml Funding source: No
2004300 review; meta- (-134.36 to -59.64) in favour of TXA. funding
analysis Side effects reported. Withdrawals due to adverse
EL=1++ events: RR 0.78 [95% CI 0.19, 3.15].
Meta-analysis of 2 RCTs of tranexamic vs placebo
(n=48)-110.17 [95% Cl -146.54, -73.81); z = 5.94
(P =0.001). Antifibrinolytic vs NSAIDs: 1 study (n = 49) —
MBL = -46 (-76.02 to -15.98). Antifibrinolytic vs
etamsylate: 1 study (n = 50) — MBL = -97 ml (-134.36 to
-59.64).
Side effects: Withdrawals due to adverse events vs
NSAIDs (1 study) RR = 2.65 [0.3, 23.77]. Vs Etamsylate
(1 study) RR =0.78[0.19, 3.15].
Lethaby Systematic NSAID vs oral progestogens T (2 RCTs, n = 48) MBL
2004308 review -22.97 [46.57, 0.62] in favour of NSAIDs. NSAIDs vs
EL = 14+ progesterone IUS (1 RCT, n = 16) MBL -4 [-31.23,
23.23]. NSAID vs OCP (| trial, n = 26) MBL 25.25
[-22.34,72.84].
NSAIDs vs etamsylate = -42.88 ml/cycle [95% Cl -86.25
t0 0.50
Chamberlain ~ Minimisation; 44 in entered, 34 Population characteristics: Inclusion: etamsylate 500 mg x 4; 4 consecutive  MBL - alkaline Etamsylate reduced MBL by 20%. mefenamic acid Funding source: Not
1991310 double-blind; finished: 22 in each  Women 18-55; menorrhagia 80 ml>. mefenamic 500 mg x 3 cycles: 2 haematin test; reduced MBL by 24%. Reduction in MBL for etamsylate  reported. Delandale Lab
double-dummy.  arm. 6 of 22in Exclusion: malignant disease excluded;  {reatment vs treatment basgline; 2 tampon use; side in 2 of 3 periods (P < 0.01) - 95% do not cross zero; acknowledge.
EL=1+ etamsylate and 4 of  taking oral contraceptives excluded; treatment effects. significant for mefenamic acid on all three periods Study summary: Both
22 in mefenamic hepatic impairment; want to become (P <0.01,<0.05, < 0.01 respectively). No difference treatments effective and
group did not pregnant during study period; allergies between groups. Reduction in MBL in mefenamic acid perhaps should be used
complete study. to prostaglandins; anaemic; fitted with group =24%, P < 0.02, and regression to mean of in combination.
|UD; had fibroids. 12=0.765, P < 0.01.
Setting not specified, but study from 10 of 18 in mefenamic acid, and 5 of 16 in etamsylate
district general hospital 0O&G group reported side effects — nausea, backache, bloated
department. abdomen.
Country: UK No cessation due to side effects
Coulter Systematic Population characteristics: Searches Review of evidence for MBL Antifibrinolytics: Pooled result from 7 trials was a % Funding source: Not
1995273 review; meta- undertaken on MEDLINE treatment of HMB reduction in MBL of 46.7 (95% CI 47.9-51.6). stated
analysis Country: Reports on 4 RCT of etamsylate. Meta-analysis identifies ~ Study summary: Studies
EL=1+ a % blood loss reduction of 13.1 (95% CI 10.9-15.3). of this preparation report

Norethisterone: 4 RCTs showed a reduction change in
MBL of -3.6% (-6.1, 1.1)

Danazol: 5 RCTs showed a combined reduction in MBL

greater reductions in
blood loss but slightly
more side effects than
mefenamic acid.
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome measures

Effect size

Source of funding and
additional comments

of 49.7% (47.9, 51.6)
IUDs: 4 RCTS showed a combined reduction in MBL of
58.6 (56.7, 60.6)

Mefenamic acid: Pooled results for 10 studies = -29%
(95% CI 27.9-30.2). Diclofenac: 2 studies = -26.9%

(23.3-30.6). Naproxen: 5 studies = -26.4% (24.6-28.3).

Ibuprofen: 3 studies = -16.2% (13.6-18.7).
OCP: 1 RCT - MBL reduction = 43%
Side effects not reported.
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Table 9.1 Surgery as first-line treatment for HMB — comparative studies

Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Barrington randomised 50: 25 LNG-IUS; 25 Population characteristics: women;  LNG-IUS; thermal 6 months MBL - PBAC MBL (mean): IUS pre-treatment = 107 ml vs 31 ml post-insertion ~ Funding source: not
200320 EL = 1+ Thermal balloon menorrhagia; no pathology; cervical  balloon ablation (=71%); Ablation pre-treatment = 122 ml vs 61 ml post-surgery ~ stated
ablation. 2 LNG-IUS cavity > 12 cm treatment vs (-50%). No difference between groups (P = 0.689). Study summary: Study
discontinued, 2 were Country: UK baseline MBL (median): IUS pre-treatment = 75 ml vs 19 ml post- shows LNG-IUS and
lost to follow-up. 2 TBA insertion; Ablation pre-treatment = 101 ml vs 27 ml post-surgery.  thermal ablation are
lost to follow-up. equivalent.
Cooper Randomised; 272 eligible, 187 Population characteristics: Women; ~ Medical treatment; 2 years QoL (SF-36); patient ~ Outcomes for medical vs TCRE. Funding source: Scottish
1999243 concealed recruited, 94 referred due to HMB; completed TCRE satisfaction; QoL (SF-36): Office Department of
EL = 1++ randomised to medical ~ family; < 10 weeks size uterus; menstrual status; Baseline: Health
treatment, 93 to TCRE.  normal uterine pathology; referred bleeding score T Study summary: The
By 2 years 86 medical for surgery. Physical functioning = 78.67 vs 82.33 results at 2 years
and 87 TQRE patients Baseline characteristics (medical vs Somgl funqtlonTg =68.35vs 70.03 consolidate the findings
remained in the study.  TCRE): Role: physical = 53.01 vs 56.98 and conclusions based
_ Role: emotional = 57.43 vs 55.03 on the four-month follow
Age =414 vs41.9 Mental health = 58.20 vs 59.43 ;
Haemoglobin (g/dl) = 12.79 vs Energy/fatigue = 40.36 vs 41.49 up data. A policy of early
12,61 Pain = 53.55 vs 58 14 TCRE is effective and
Menstrual symptom rating: General health = 68.17 vs 65.90 ;.afe gnd does n ot result
) ) ) in anincrease in
mild/moderate = 6 vs 4 Change by 2 years: hysterectomies. It
Severe = 54 vs 52 Physical functioning = 3.73 vs 5.00 should not be routinely
Very severe = 26 vs 32 Social functioning = 3.94 vs 10.59 withheld in an effort to
Bleeding score =24.7 vs 24.8 Role: physical = 12.95 vs 18.60 try alternative medical
Country: UK Role: emotional = 11.25 vs 22.48 therapies.
Mental health = 7.17 vs 9.98
Energy/fatigue = 10.06 vs 14.58
Pain =11.38 vs 12.34
General health = -0.67 vs 1.69
No significant difference between groups.
Patient satisfaction:
Totally or generally satisfied with treatment = 48 (57%) vs 68
(79%), P = 0.002
Cure or acceptable improvement = 53 (61%) vs 69 (81%),
P=0.017
Treatment acceptable = 65 (77%) vs 79 (93%), P = 0.004
Menstrual status:
No bleeding or light = 36 (42%) vs 50 (58%), P = 0.04
Unchanged or heavier = 16 (18%) vs 5 (6%), P = 0.02
Bleeding score = 6.8 (SD 9.9) vs 5.4 (SD 8.1)
Crosignani randomised; 97 assessed. 27 Population characteristics: women; ~ LNG-IUS; 12months—  MBL - PBAC; SF-36  MBL outcome: LNG-IUS (n = 30) baseline = 184.8 ml (SD 62.2),  Funding source:
1997263 open; refused entry. 70 38 years or older; referred for endometrial 6 and 12 months = 38.8 (SD 37.1) (P < 0.001). Endometrial resection ~ National Research
prospective accepted entry to study  hysterectomy; confirmed resection 12 months (n=30) baseline = 203.2 (SD 77.4), 12 months = 23.5 Council (Rome)
EL =1+ -35in IUD group, 35in  menorrhagia - PBAC > 100; (SD 32.6) (P < 0.001). Study summary: LNG-

endometrial resection
group.

pregnant or breast feeding
excluded; using hormonal treatment
in last 3 months; serious
concomitant condition excluded.

Difference between LNG-IUS and resection P = 0.015.
Patient satisfaction:
LNG-IUS: 29 (85%) satisfied. Endometrial resection: 33 (94%)

IUS produces slightly
less satisfactory results
than resection at

12 months.
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
IUD group - age 43.8, parity = 1.8, satisfied.
BMI =253 Mean SF-36 scores at 12 months (LNG-IUS vs Resection):
Endometrial resection group — Physical functioning = 78.0 vs 79.2.
age = 45.4, parity = 1.6, BMI = 24.0 Role limitation = 72.5 vs 74.2
Country: Italy Bodily pain = 58.9 vs 70.3
General health = 64.1 vs 70.3
Vitality = 56.3 vs 54.8
Social functioning = 69.8 vs 69.7
Role limitation = 61.3 vs 72.4
Mental health = 60.1 vs 59.6
Side effects reported by 19 of 34 in IUS group and 9 of 35 in
resection group.
1 LNG-IUS patient lost to follow-up.
4 LNG and 3 resection patients had persistent menorrhagia
after treatment and sought other treatment.
Halmesmaki randomised; 119 LNG-IUS vs 117 Population characteristics: Women;  LNG-IUS; 12 months FSH serum levels; FSH levels increased from 8.4 iu/ml at baseline to 13.8 iu/mlat ~ Funding source: Not
200424 prospective hysterectomy. 81 1UDs  35-49; menstruating; completed Hysterectomy Kupperman index — 12 months vs 8.7 to 9.2 in LNG-IUS groups. (P = 0.005). stated
EL=1+ at 12 months — 24 family. No fibroids, endometrial Treatment vs menopausal No difference between or within groups on Kupperman index at ~ Study summary:
hysterectomy, 10 polyps, urinary or bowel symptoms, - hageline; treatment symptoms- hot 12 months (based on treatment use not intention-to-treat). Hot ~ Hysterectomy may
removed, 5 used ERT.  ovarian pathology. vs treatment flushes et flushes increased in hysterectomy (P = 0.02) but not 1UD; no impair ovarian function.
107 hysterectomies Hysterectomy: age 43.1, difference between groups.
:gdeftatkhe” at parity = 2.1, BMI = 26.6.
Monins. LNG-IUS: age = 43.0, parity = 2.1,
BMI =25.1
Country: Finland
Istre 2001266 Randomised 60: 30 LNG-IUS; 30 Population characteristics: women; ~ LNG-IUS; 12 months MBL = PBAC; MBL (mean) - PBAC: LNG-IUS - baseline = 420 (SD 352), Funding source: Leiras
EL =1+ resection - 6 menorrhagia (PBAC > 75); pre- endometrial duration of 12 months =42 (SD 99) (-90%). TCRE - baseline = 404 Oy
discontinued treatment  menopausal; 30-49 years; regular  resection menstruation; (SD 480), 12 months =7 (SD 15) (-98%). Study summary:
by 12 months. uterine cavity < 10 cm; no pregnant  treatment vs haematological test,  PBAC < 75in 67% of LNG-IUS and 90% of TCRE patientsat ~ Resection reduces MBL
?r ‘“(;?m'”lg to t}?bco’_ze SA% breast i baseline; treatment side effects 12 months. (P = 0.005) more than IUS-LNG but
. > . :
pecing, large floroid = 19 Cm; PEWIC v treatment Side effects: LNG-IUS 13 reported events — bleeding, only marginally.
disease; DVT; cancer; endometritis; bdominal pain. breast tend headach 4 ch
liver disease; hormone therapy in abdominal pain, breast tenderness, headache, mood change.
3 months 6 discontinued treatment due to irregular bleeding, pain and
Country: Norway acne.
Kupperman RCT 63 intotal, 31 (2lostto  Population characteristics: Women;  Hysterectomy; 24 months SF-36; Body image Baseline QoL scores (all on 0 to 100 scale, with 100 being Funding source: Agency
2004326 EL =1+ follow-up) to failed medical treatment — expanded medical and sexual optimal health): for Healthcare Research
hysterectomy and 32 (2 medroxyprogesterone; 30 to treatment functioning; Mental SF-36 MCS score: hysterectomy = 45 (SD 11), medicine = 45 and Quality grant
lost to follow-up) to 50 years of age; minimum of treatment vs health; General health (SD 10) Study summary:
medical treatment 2 months AUB; no hyperplasiaon  trggtment; treatment SF-36 PCS score: hysterectomy = 43 (SD 8), medicine = 42 Hysterectomy was
biopsy; excluded if - wanted future  yg pageline (SD9) superior to expanded
fertility desired, pregnant, or Body image score: hysterectomy = 59 (SD 28), medicine =62 medical treatment at
coagulopathy; Ipng-actlng (SD22) 6 months in study
treatments within 6 months; COC or Satisfaction with sex: hysterectomy = 45 (SD 31), medicine =56  population, at 24 months
IUD within 3 months; pelvic (SD 32) there was no difference

pathology for which surgery was
indicated.

Average age: hysterectomy = 42,

Psychological well-being score: hysterectomy = 73 (SD 17),
medicine = 71 (SD 18)
Overall health score: hysterectomy = 58 (SD 19), medicine = 59

by half of women in
medical group had had
hysterectomy.
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additional comments

medicine = 40

Health insurance = 65%, 81%
< high school education = 39%,
38%

<$25000 income = 42%, 53%
Uterine fibroids = 65%, 63%
Previous treatment:
hysterectomy = COC 39%,
Prostaglandin inhibitors 13%,
GnRH-a 10%, D&C 19%,
myomectomy 6%, endometrial
ablation 3%

Medicine = COC 50%,
Prostaglandin inhibitors 19%,
GnRH-a 6%, D&C 38%,
myomectomy 0%, endometrial
ablation 0%

Country: USA

(SD 18)

Satisfaction with health: hysterectomy = 38 (SD 22),

medicine = 39 (SD 24)

Change in QoL scores from baseline to 6 months using intention
to treat (hysterectomy, medicine, P value for difference between
groups):

SF-36 MCS score: hysterectomy = 8, medicine = 2, P = 0.04
SF-36 PCS score: hysterectomy = 6, medicine = 3, P = 0.21
Body image score: hysterectomy = 15, medicine = 5, P = 0.07
Satisfaction with sex: hysterectomy = 20, medicine = 10,
P=0.19

Psychological well-being score: hysterectomy = 8,

medicine = 0.2, P = 0.07

Overall health score: hysterectomy = 12, medicine = 2,

P =0.006

Satisfaction with health: hysterectomy = 31, medicine = 14,P -
0.01

Symptom resolution: hysterectomy = 75, medicine = 29,

P <0.001

Satisfaction with symptom level: hysterectomy = 44,
medicine =7, P < 0.001

By 24 months 17 (53%) of medical group had undergone
hysterectomy

Change in QoL scores from baseline to 24 months using
intention to treat (hysterectomy, medicine, P value for difference
between groups):

SF-36 MCS score: hysterectomy = 7, medicine = 4, P = 0.25
SF-36 PCS score: hysterectomy = 7, medicine =9, P = 0.19
Body image score: hysterectomy = 11, medicine = 12, P = 0.97
Satisfaction with sex: hysterectomy = 17, medicine = 18,
P=0.89

Psychological well-being score: hysterectomy = 7, medicine =3,
P=0.24

Overall health score: hysterectomy = 11, medicine = 9, P = 0.64
Satisfaction with health: hysterectomy = 27, medicine = 25,
P=0.68

Symptom resolution: hysterectomy = 70, medicine = 256,
P=0.09

Satisfaction with symptom level: hysterectomy = 46,

medicine =40, P = 0.36

Change in QoL scores from baseline to 24 months using as
treated (hysterectomy, medicine, P value for difference between
groups):

SF-36 MCS score: hysterectomy = 7, medicine = 2

SF-36 PCS score: hysterectomy = 7, medicine = 11

Body image score: hysterectomy = 12, medicine = 8
Satisfaction with sex: hysterectomy = 17, medicine = 13
Psychological well-being score: hysterectomy =7,

medicine = 0.6

Overall health score: hysterectomy = 11, medicine = 5
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Satisfaction with health: hysterectomy = 27, medicine = 20
Symptom resolution: hysterectomy = 71, medicine = 35
Satisfaction with symptom level: hysterectomy = 47,
medicine = 31
Learman randomised — 63in total, 31 (2lostto  Population characteristics: Women;  medical treatment; 2 years Menstrual bleeding; Baseline symptomology figures: Funding source: Agency
2004119 block; non- follow-up) to failed medical treatment — hysterectomy Pelvic discomfort; Hysterectomy group = pelvic pain 74%, pelvic or bladder of HealthCare Research
blinded, hysterectomy and 32 (2 medroxyprogesterone; 30 to treatments vs urinary symptoms; pressure 55%, low back pain 68%, Hot flushes 19%, Urinary and Quality grant
concealment lost to follow-up) to 50 years of age; minimum of baseline menopausal symptoms — urgency 26%, frequent urination 26%, stress Study summary:
EL=1+ medical treatment 2 months AUB; no hyperplasia on symptoms incontinence 29%. Hysterectomy was more
biopsy; excluded if ~ wanted future Continued vaginal bleeding at 6 months was 87% for medicine  effective treatment than
fertlity desired, pregnant, or and 11% for hysterectomy (P < 0.001). additional medical
coagulopathy; long-acting Continued vaginal bleeding at 24 months was 37% for medicine  treatment in this
treatments within 6 months; COC or and 7% for hysterectomy (P < 0.001). selected patient group.
IUD within 3 months; pelvic Continued bleeding in hysterectomy group due to cross-over
pathology for which surgery was between treatments.
indicated. Medicine group = pelvic pain 88%, pelvic or bladder pressure
Average age: hysterectomy = 42, 84%, low back pain 72%, Hot flushes 41%, Urinary symptoms —
medicine = 40 urgency 44%, frequent urination 41%, stress incontinence 25%.
Health insurance = 65%, 81% Change in symptom frequency fro baseline at 6 months
< high school education = 39%, (intention-to-treat):
38% Pelvic pain: hysterectomy = -2.3, medicine = -0.7, P < 0.01
<$25000 income = 42%, 53% Br!nary yrgencyllz thystertic.torr)yh: t—0.7,tmeditiin%=60.0, P=0.03
Uterine fibroids = 65%, 63% oo O p e gy ySereriomy =T
Previous treatment: Breast pain: hysterectomy = -1.3, medicine = -0.5, P = 0.02
hysterectomy = COC 39%, No difference for other pelvic, urinary or menopausal symptoms.
Prostaglandin inhibitors 13%, Change in symptom frequency fro baseline at 2 years (intention-
GnRH-a 10%, D&C 19%, to-treat):
mg;o;pecgno;ny 6%, endometrial Urinary incomplete emptying: hysterectomy = -0.8,
alation 5o medicine = -0.3, P = 0.04
Medicine = COC 50%, Hot flushes: hysterectomy = -0.6, medicine = 0.5, P < 0.01
Prostaglanodln |nh|b|togs 19%, No difference for other pelvic, urinary or menopausal symptoms.
GnRH-a 6%, D&C 38%, ' Change in symptoms for groups as treated:
myomectomy 0%, endometrial o o
ablation 0% Hystetrectomy onli/fgroutps prpducciq S|gn|f|((,;:ant 0re3d4u)ct|o(rj1 in
. symptoms, except for stress incontinence (P = 0.34) and urge
Country: USA incontinence (P = 0.74).
Medicine then hysterectomy group produced same results,
except hot flushes not significant (P = 0.13).
Medicine only group produced significant reductions in
symptoms for pelvic pain, pelvic pressure, and stress
incontinence (P < 0.05), all other changes were non-significant.
Marjoribanks ~ Systematic 8 RCTs including 821 Population characteristics: Surgical vs medical MBL - objective and ~ Two trials comparing oral pharmaceuticals with endometrial Funding source: No
2004325 review women Cochrane Menstrual Disorders and  therapies PBAC; QoL; ablation. funding
EL=1++ Subfertility Group trial register Additional treatment;  Control of bleeding (cure or improvement): Study summary:

(September 2005), the Cochrane
Central Register of Controlled Trials
(CENTRAL/CCTR) on The
Cochrane Library (Issue 3, 2005),
MEDLINE (1966 to September

Adverse events

4 months (n = 186) Surgery 77/93 vs medical 29/93; OR = 10.62
(5.3 t0 21.27) in favour of surgery.

2 year (n=173) Surgery 69/87 vs medical 53/86; OR = 2.39
(1.21 to 4.70) in favour of surgery.

Surgery, especially
hysterectomy, reduces
menstrual bleeding at
one year more than
medical treatments but
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2005), EMBASE (1980 to
September 2005), Current Contents
(1993 to September 2005),
Biological Abstracts (1969 to
September 2005), PsycINFO (1985
to September 2005), CINAHL (1982
to September 2005), and reference
lists of articles

Country:

5 years (n = 140) Surgery 61/71 vs medical 52/69; OR = 1.99
(0.84 to 4.73) in favour of surgery.

Amenorrhoea rates:

4 months (n = 186) Surgery 34/93 vs medical 3/93; OR = 17.29
(5.08 to 58.87) in favour of surgery

2 year (n =173) Surgery 33/87 vs medical 26/86; OR = 1.41
(0.75 to 2.65) in favour of surgery

5 years (n = 140) Surgery 41/71 vs medical 47/73; OR = 0.76
(0.39 to 1.48) in favour of surgery

Bleeding score:

4 months (n = 183) WMD = 1.12.70 (115.04 to -10.36) in favour
of surgery

2 years (n =173) WMD = -1.40 (-4.10 to 1.30)

Pre-menstrual symptoms (breast discomfort, bloating, irritability,
headaches, depression) — At 4 months all less likely in surgery
than medical treatment. At 2 years and 5 years no difference
between medical and surgical groups.

Patient satisfaction:

4 months (n = 183) - OR = 8.28 (4.29 to 15.97) in favour of
surgery

2year (n=173) OR = 2.83[ 1.46, 5.50 ] in favour of surgery

5 years (n = 140)- OR = 1.69 (0.77 to 3.70) in favour of surgery
Extra surgery received:

2 year (n=236) OR =0.12[0.06, 0.22] in favour of surgery

5 years (n = 140)- OR = 0.11 (0.06 to 0.22) in favour of surgery
Physical function:

4 months + 10.16 (SD 16.51)

+4.84 (SD 16.72)
P=<0.05

2 years +5.00 (SD 18.97)
+3.73 (SD 17.19)
P=0.65

5years +7.75 (SD 16.39)
+1.06 (SD 23.81)
P=0.10

Social function:

4 months + 17.44 (SD 16.51)
+7.57 (SD 26.26)
P=<0.05

2 years + 10.59 (SD 26.52)
+3.94 (SD 25.26)

P=0.10

5 years + 10.24 (SD 24.49)
+2.96 (SD 27.22)

P=0.10

LNG-IUS appears
equally effective in
improving quality of life.
The evidence for longer
term comparisons is
weak and inconsistent.
Oral medication suits a
minority of women long
term.
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Physical role:

4 months + 32.26 (SD 38.23)
+15.32 (SD 46.78)
P=<0.01

2 years +18.60 (SD

+12.95 (SD 44.58)

P =042

5 years + 31.62 (SD 33.15)
+15.14 (SD 39.77)

P =0.06

Emotional role:

4 months + 31.54 (SD 45.94)
+8.96 (SD 49.93)

P=<0.01

2 years +22.48 (SD 50.47)
+11.25 (SD 45.17)

P=0.13

5 years +33.81 (SD 34.11)
+14.35 (SD 40.61)

P=0.02

Mental health:

4 months + 15.01 (SD 19.00)
+4.78 (SD 16.69)

P=<0.01

2 years +9.98 (SD 19.14)
+7.17 (SD 19.20)

P=0.35

5years + 13.26 (SD 16.94)
+3.62 (SD 18.21)

P=0.01

Energy/fatigue:

4 months +20.53 (SD 20.76)
+7.07 (SD 20.23)

P=<0.01

2 years + 14.58 (SD 21.96)
+10.06 (SD 19.57)

P=0.17

5 years + 17.31 (SD 22.35)
+10.62 (SD 18.79)

P=0.07

Pain:

4 months +21.62 (SD 31.33)
+8.84 (SD 26.39)

P=<0.01

2 years +12.34 (SD 27.20)
+11.38 (SD 28.51)

P=0.82
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5years +14.81 ( SD 25.35)
+11.98 (SD 23.66)

P=06

General health:

4 months + 10.49 (SD 20.85)
-0.25 (SD 15.99)

P=<0.01

2 years +1.69 (SD 18.83)
-0.67 (SD 13.90)

P=0.36

5 years +6.97 (SD 23.10)
-3.88 (SD 20.13)

P=0.01

Four RCTs included comparing surgery (hysterectomy, ablation)
with LNG-IUS.

Objective MBL (1 RCT, n =223) OR 25.72 [1.5, 439.98] at

12 months in favour surgery. Subjective MBL (3 RCTs, n = 189)
- OR=3.99[1.53, 10.38] at 12 months in favour of surgery.
Amenorrhoea rates:

6 months (1 RCT, n = 46) OR 0.63 [0.10, 4.21]

1 year (2 studies, n = 120) OR 1.90 (0.76 to 4.73) in favour of
surgery

2 years (n =43) OR = 1.60 (0.42 to 6.03)

3 years (n =40) OR 1.63 (0.4 to 5.95)

Mean reduction in PBAC:

12 months (n = 127) - WMD = 44.07 [ 33.01, 55.12 ] in favour of
surgery.

QoL: SF-36:

General health (3 RCTs, n = 354) WMD = 1.83 [-2.13, 5.78]
physical function (n = 274) WMD = 2.91 (-1.36 to 7.19);
mental health (n = 277) WMD = 2.97 (-1.21 to 7.16);

vitality (n = 275) WMD = 2.77 (-2.03 to 7.57);

physical role limitation (n = 271) WMD = 3.64 (-3.58 to 10.86);
emotional role (n = 269) WMD = 9.67 (1.65 to 17.69) in favour of
surgery;

social function (n = 274) WMD = 3.64 (-1.14 to 8.43);

bodily pain (n = 274) WMD = 6.98 (1.68 to 12.29) in favour of
surgery.

Satisfaction at 12 months OR 1.91 [0.82, 4.48] in favour of
surgery.

Adverse events at 12 months OR 0.24 [0.11, 0.49] in favour of
surgery.

Additional surgery at 12 months:

(n=423) OR =0.11 (0.04 to 0.30) in favour of surgery.

Additional surgery at 24 months (1 RCT, n =79) OR 0.69 [0.20,
2.40]
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Bibliographic ~ Study typeand  No. of patients Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Rauramo randomised; 60: 30 LNG-IUS; 29 Population characteristics: women;  LNG-IUS; 3 years MBL = PBAC; MBL: Funding source:
200428 open, endometrial resection - menorrhagia; not pregnant or endometrial duration of LNG-US (median)- baseline (n = 30) = 261.5 (60-1503), 1 year ~ Schering AG
equivalence 1 not randomised. lactating; finished family; normal resection menstruation; (n=24)=12, 2 years (n = 20) = 8.5, 3 years (1= 19) = 7. Study summary: Both
EL=1+ 12 months - 6 LNG IUS uterine cavity; abnormal uterine treatment vs haematological test; Resection — baseline (n = 29) = 311 (81-2506), 1 year treatments effectively
vs 1 ablation bleeding; pathology. treatment: treatment side effects A N AN reduced MBL
discontinued or ) L i (n_ =28)=8.5, 2 years (n =24) = 1(.)’. 3years (n=22) =4. :
reatment il LNG-IUS: 41.4 years, 73.4 kg. vs baseline Analy_S|s based on Difference between groups not significant.
reatment failure. TCRE: 42.1 years, 70.4 kg. intention-to-treat. . "
36 months 5 vs 7 Adverse events: 1 oedema from LNG, plus 3 endometritis, 2
discontinued or Country: Norway PID, 1 expulsion. 1 endometritis, 1 bleeding and pain from
treatment failure. 19 vs resection, plus 1 stroke
22 at 36 months.
Soysal 2002270 randomised; 72: 36 ablation vs 36 Population characteristics: Women;  Thermal balloon 12 months MBL - PBAC; QoL; MBL: TBA - baseline PBAC =417 (SD 81.4), 12 month Funding source: Not
blind IUD. 1 ablation and 5 > 40 years; completed family; ablation after GnRH- Side effects PBAC =21.8 (SD 14) (P < 0.0001). LNG-IUD - baseline stated
EL=1+ IUD not included in menorrhagia; no pathology; no a; LNG 1UD (20 pg PBAC =408 (SD 101), 12 month PBAC = 55 (SD 11) Study summary: Study
analysis due to cancer. daily) (P <0.001). TBA vs LNG = 388.2 vs 343 reduction (P <0.001).  ghows that LNG-IUS
treatment failure. LNG-IUS: 44.1 years. TBA: Treatment vs QoL: SF-36 and HADs no difference between groups, excepton  and TBA are equivalent.
43.8 years. baseline; treatment role limitation where TBA better. No baseline data shown.
vs treatment Patient satisfaction: would recommend treatment = 70% for TBA

Country: Turkey

vs 96% for LNG-IUD.

Side effects: 21 of 36 LNG patients reported 1 or more side
effects vs 8 of 36 in TBA group. (P < 0.05).

Discontinuation: 5 LNG-IUS vs 1 TBA discontinued due to
treatment failure.
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Table 10.1 Indications for non-hysterectomy surgery or interventional radiology — comparative studies

Evidence tables

Bibliographic Study type and No. of patients Patient characteristics  Intervention and Follow-up Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Vuorma 200357 Comparative; cohorts 376 — 184 in Population Correlates with treatment N/A Multiple regression  Correlates with choosing hysterectomy over Funding source: Not stated
EL=2- hysterectomy group,  characteristics: Women;  plan analysis of conservative treatment:
192 in conservative  Referred due to HMB; correlates with Patient preference for hysterectomy, OR = 95% Cl
treatment group aged 35 to 64 treatment plan 0.08t0 0.25

Country: Finland

Pelvic pain, OR = 95% Cl 1.02 to 2.71
Irregular periods, OR = 95% CI 0.33 to 0.96
Unemployment, OR = 95% CI 0.15 to 0.98
Anxiety, OR = 95% Cl 0.95 to 0.99

Other factors, such as age, desire for future
pregnancies, and inconvenience of HMB were not
significant factors in treatment plan.
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Heavy menstrual bleeding

Table 10.2 Indications for surgery (non-hysterectomy) — non-comparative studies
Bibliographic ~ Study type and  Aim of study No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level additional comments
Bongers Prognostic; Prognostic factors for 130 Women; undergone thermal Multivariate analysis of ~ Hazard ratios for prognostic factors: Funding source: Not stated
2002320 case series treatment failure — age, balloon ablation due to HMB prognostic factors age = 0.86 (P = 0.1), duration of menstruation = 1.2 (P = 0.1), Study summary: Study shows
EL=3 duration of menstruation, Country: Netherlands dysmenorrhoea = 1.3 (P = 0.51), position of uterus - retroversion =3.3  that age, position of uterus and
dysmenorrhoea, position (P =0.02), endometrial thickness >4 mm = 3.6 (P = 0.02) endometrial thickness are
of uterus, uterine depth, prognostic factors for success of
endometrial thickness ablation.
>4 mm
Bourdrez Prospective; Patient preferences for 96 Women; DUB; scheduled for Importance of HMB was most serious symptom for 74% of IUD group, 77% of ablation ~ Funding source: Not stated
200424 cohort treatments either hysterectomy, symptoms; reasons for  group and 84% of hysterectomy group. Study summary: Study shows
EL=3 E&"G‘)%eé”a' ablation and "et".‘tmte"t cfh0|ce; ) Main reasons to choose treatment: that the majority of women are
e pa |%nhpr? ere? €% JUD - Short or no admittance, fast recovery, no general anaesthetics, o Wiling to take a 50:50 chance of
No statistical difference avoid hysterectomy hysterectomy, no oral contraceptive. treatment success to avoid
between groups for age or Ablation — No IUD, No hysterectomy, No oral contraceptive, Advice from ~ hysterectomy.
symptoms. gynaecologist, Short or no admittance.
Country: Netherlands Hysterectomy — no complaints anymore, no oral contraceptive, No IUD,
Advice of gynaecologist.
Patient preference:
70% of women undergoing ablation preferred this to hysterectomy when
success rate was presumed to be 50%. 95% of LNG-IUS patients
preferred this to hysterectomy when success was presumed to be 50%
Hurskainen randomised LNG-IUS; hysterectomy 236-119 (116 women; menstruating; Predictors of outcome Neither presence of fibroids nor age were predictors of outcome at Funding source: Not stated
200448 EL=3 available at subjective menorrhagia; aged 12 months for LNG-IUS or hysterectomy. Study summary: Success or
12 months) to LNG- 35 to 49; completed families; Multiple regression analysis showed that MBL was the most significant  failure of treatment of
|US;| 1ljl7 (1t12 Eé(c'!’dded Ifd_ SUbt’T‘U|°°U|3 factor predicting outcome. menorrhagia is multi-factorial, so
avallable a loroids, endometrial polyps, ; ; ; octi i difficult to predict in individual
12 months) to urinary or bowel symptoms ;\DA%Tpanson of women with and without objective menorrhagia (> 80 ml cases. p
hysterectomy due to large fibroid, or ovarian )
pathology. For women in LNG-IUS group women without menorrhagia had better
Country: Finland QoL outcomes than women with menorrhagia on: anxiety (P =0.04), EQ-
v 5D ( P =0.05). In the hysterectomy group, women without menorrhagia
had better outcomes than those with menorrhagia on: anxiety
(P =0.007), emotional well-being (P = 0.01) and energy (P = 0.0002).
Women without menorrhagia had better outcomes with LNG-IUS than
women with menorrhagia on EQ-5D (P = 0.03).
Women with menorrhagia had better outcomes with hysterectomy than
LNG-OUS for: anxiety (P = 0.003), general health (P = 0.04), energy
(P =10.05), and pain relief (P = 0.04).
Sculpher Cohort Patient preferences for 221 Women; referred to specialist  Importance scores for Mean importance scores: Funding source: Not stated
19982 EL=3 surgery care with menorrhagia. patient outcomes Stops periods for good = 1.18 Study summary: Many women

Average age: 40.94

Duration of
menorrhagia = 18 months

Country: UK

Not removing womb = 0.71

Back to usual activities as soon as possible = 1.07
Removing womb = 0.47

Least pain and discomfort = 0.68

Hospital stay as short as possible = 0.59

Reduce periods = 0.42

Resume sex life as soon as possible = 0.59

referred for surgery for
menorrhagia have conflicting
objectives from treatment.
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Results

Source of funding and
additional comments

No worry about contraception = 0.14
Not leaving scar = 0.14

Patient preferences based on descriptions of surgery:

abdominal hysterectomy = 43%
endometrial resection = 41%
Neither = 4%

Unable to choose = 11%
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Table 10.3 Endometrial ablation for treating HMB — comparative studies

Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
Aberdeen randomised; 204 -105 Population characteristics: Hysterectomy; 4 years Menstrual Gynaecological outcomes at 4 years: Funding source:
Endometrial concealment; (76 at Women; menorrhagia; uterine  endometrial bleeding pattern;  Amenorrhoea rates: ablation = 33 (45%), hysterectomy = 65 (98%) Scottish Office grant
Ablation Trials  intention-to-treat 4 years) to size = 10 weeks; aged < 50; ablation - laser or patient Brown discharge: ablation = 9 (12%) Study summary: High
Group 1999%" g = 44 a7t)2Iat|on, 99 <100 kg ICFiE? GnRH pre- satisfaction Hypomenorrhoea: ablation = 29 (40%), hysterectomy = 1 (2%) percentage of women
51 y eztrs) . Country: UK I:eatmen: Patient satisfaction at 4 years: who _ha\;e :hblat"’” will
hysterectomy agIZt? g(re]c omy vs Totally satisfied: ablation = 33 (43%), hysterectomy = 41 (57%) ;%uﬁs l;] asear Si%g:g’d
Generally satisfied: ablation = 28 (37%), hysterectomy = 23 (32%) costs
Fairly satisfied: ablation = 8 (11%), hysterectomy = 3 (4%) '
Neutral or dissatisfied: ablation = 7 ((%), hysterectomy = 5 (7%)
Abbott 2003%7  Randomised — 57 Population characteristics: Cavaterm —balloon 6 and Menstrual Change in menstrual status from baseline to 6 and 12 month follow-up (normal orno  Funding source: Not
2:1 ratio, randomised.  Women,; referred for AUB; ablation; Novasure 12 months category; MBL -  bleeding): stated
computer 38 Novasure, PBAC > 150; no intrauterine - bipolar PBAC; QoL - Cavaterm: 0%, 18 of 18 (100%), 17 of 17 (100%). Study summary: Both
generatled; aC“d 19 Eathology; norn|1al er;]dometrial rabcliiofrequency EQ-5D Novasure: 0%, 30 of 35 (85%), 26 of 37 ( 70%). techniques are effective
concealment - avaterm iopsy; uterine lengt ablation; pre- . and safe, but Novasure
opaque <12 ¢m; pre-menopausal treatment of D&C in No Idn‘ferenlce bf?tween groups. produced better quality
envelopes; gonadotrophin level; excluded ~ Cavaterm group Patient satisfaction at 12 months: of life outcomes.
double-blind if - hyperplasia or malignancy Cavaterm = 83% (15/18)
EL =1+ found, pelvic inflammatory Novasure = 92% (34/37)
disease; endomefriosis fot_md; No major complications in either group
had had a caesarean section. ) )
Averade ade: Change in MBL (PBAC) from baseline to 12 months:
c g ? ) Cavaterm: 334 to 21
avaterm = 40.5, Novasure: 482 to 3
NovaSure = 40.5 )
. Difference between groups, P = 0.2.
Parity: Cavaterm = 2, ]
Novasure = 2 QoL - EQ-5D and SF-12:
Country: Australia Qavaterm produced change on EQ-5D VAS scale (P = 0.48), but not on EQ-5D
index, SF-12 PCS or SF-12 MCS.
Novasure produced significant change on all indexes: EQ-5D VAS scale (P = 0.006),
EQ-5D index (P = 0.001), SF-12 PCS (P < 0.001) or SF-12 MCS (P = 0.016).
No difference between techniques, except for SF-12 MCS (P = 0.04)
Abbott 20031"  Cohort 139: 55 Population characteristics: ELA, Cavaterm, 12 months QoL: EQ-5D, SF-  Endometrial ablation vs general population at baseline: Funding source:
EL =2+ Cavaterm, 34 Women; menorrhagia; PBAC  ELITT, Novasure 12 EQ-5D index: ablation = 0.72 (SD 0.28) vs general population = 0.89 (SD 0.17), Unclear? Grants for
ELA, 13 > 150; No intrauterine P <0.0001. research on ELITT and
ELITT, 37 pathology; normal biopsy; EQ-5D VAS: 75.79 (SD 17.21) vs 85.19 (SD 15.51), P < 0.0001. NovaSure
NovaSure Uterine length < 12 cm; pre-

menopausal gonadotrophin
level; Normal smear test; no
plans for future childbearing.

Country: UK and Australia

SF-12 PCS: 46.31 (SD 8.80) vs 52.8, P < 0.0001.

SF-12 MCS: 43.28 (SD 4.55) vs 51.9, P < 0.0001

Endometrial ablation baseline vs 12 month:

EQ-5D index: ablation = 0.72 (SD 0.28) vs general population = 0.83 (SD 0.25),
P =0.005.

EQ-5D VAS: 75.79 (SD 17.21) vs 82.49 (SD 15.28), P < 0.0001.

SF-12 PCS: 46.31 (SD 8.80) vs 51.24 (SD 7.54), P < 0.0001.

SF-12 MCS: 43.28 (SD 4.55) vs 49.31 (SD 10.07), P < 0.0001

Endometrial ablation 12 months results vs general population:

EQ-5D index: ablation = 0.83 (SD 0.25 vs general population = 0.89 (SD 0.17),
P =0.03.

Study summary: Quality
of life in women who
have undergone
ablation is improved to
normal level, equivalent
to the general
population.
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
EQ-5D VAS: 82.49 (SD 15.28) vs 85.19 (SD 15.51), NS.
SF-12 PCS: 51.24 (SD 7.54) vs 52.8, NS.
SF-12 MCS: 49.31 (SD 10.07) vs 51.9, NS
Alborzi 200240"  randomised; 90: 45 pre- Population characteristics: Pre-treatment — 3 months Menstrual Operative time: Funding source: Not
blinding and treatment Women; menorrhagia — danazol 600 mg bleeding pattems;  pre-treatment = 25 min (SD 4), control = 40 min (SD 5) stated
concealment not  group, 45 subjective; excluded if — active  daily for 4 to 6 Duration of e ' N . Study summary:
mentioned control group  pelvic inflammatory disease, ~ weeks or procedure; Distending medium ‘{sed during procedu.re. Ablat)i/on is an Zﬁecﬁve
EL=1- hyperplasia, malignancy; Decapeptyl one adverse events.  Pre-treatment = 3.5 litres, Control = 4.5 litres treatment, but pre-
extensjve yteringz cavities; ampule monthly for Menstrual bleeding pattern (normal or no bleeding): treatment has no effect
large fibroids; wish for future 2 months; control Pre-treatment = 42 (93%), control = 42 (93%) on patient outcome,
fertility group though does reduce
Country: Iran operating time.
Barrington randomised 50: 25 LNG-  Population characteristics: LNG-IUS; thermal 6 months MBL - PBAC MBL (mean): IUS pre-treatment = 107 ml vs 31 ml post-insertion (~71%); Ablation Funding source: not
200320 EL = 1+ IUS; 25 women; menorrhagia; no balloon ablation pre-treatment = 122 ml vs 61 ml post-surgery (-50%). No difference between groups  stated
Thermal pathology; cervical cavity treatment vs (P =0.689). Study summary: Study
balloon >12¢m baseline MBL (median): IUS pre-treatment = 75 ml vs 19 ml post-insertion; Ablation pre- shows LNG-IUS and
ablation. 2 Country: UK treatment = 101 ml vs 27 ml post-surgery. thermal ablation are
LNG-IUS equivalent.
discontinued,
2 were lost to
follow-up. 2
TBA lost to
follow-up.
Bhattacharya ~ randomised — 372 (phase Population characteristics: Endometrial Laser 12 months Duration of Duration of procedure: Funding source: Not
199733 computer- 1=105, Women; 50 years or younger;  Ablation (ELA); procedure; ELA = 30min (SD 10), TCRE = 21 min (SD 9) stated
generated; phase <100 kg; DUB diagnosis; Transcervical Equipment . . —_ Study summary: No
concealment - 2=267) uterus less than 10 weeks Resection of the failure; Equipmentinstrument failure: differ)énce bet\;vyeen ELA
sealed randomised.  Average age: Endometrium Complications; ~ ELA= '1 7,ITCRE =5 and TCRE in terms of
envelopes 188 to ELA, ELA = 40.4, TCRE = 409 (TCRE) menstrual . Complications: outcome for DUB.
EL=1- 184 to TCRE. ) bleeding pattems; £/ A =7 TCRE=10
157 of ELA Bleeding score (accumulated Acceptability of ’ ]
received 1to 5 scale scores for treatment; Patient Menstrual bleeding pattern at 12 months:
treatment, duration of period): ELA = 23, satisfaction Normal or no bleeding — ELA = 106 (72%); TCRE = 100 (68%)
1800f TCRE ~ TCRE=24 Patient assessment of outcome — cured or acceptability reduction in MBL:
received Country: UK ELA =109 (67%), TCRE = 99 (64%)
treatment.
Patient satisfaction — satisfied or very satisfied:
ELA =144 (90%), TCRE = 140 (91%)
Bhattacharya ~ Groups based 204-99 (21  Population characteristics: Hysterectomy; 2 years Bladder function;  Cystometry findings: Funding source: Not
1996360 on RCT non- Women; part of previous RCT ~ Endometrial ovarian function Total bladder dysfunction — hysterectomy = 14 (31%), Ablation = 17 (35%) stated
EL =2+ responders)  for ablation vs hysterectomy ~ ablation — ELA or Bladder symptoms: Study summary: Bladder
in for HMB TCRE T _ ) o ) and ovarian symptoms
hysterectom . Stress incontinence — hysterectomy = 32 (44%), ablation = 35 (44%) :
Y Y Country: UK Urae inconti h 2 15 (24%) ablation = 15 (19% do not differ between
, 105 (23 rge incontinence — hysterectomy = 15 (21%), ablation = 15 (19%) hysterectomy and
non- Ovarian function: ablation at 2 years
irr?sa%(?gggr:S) FSH level > 40 — hysterectomy = 3 (6%), ablation = 5 (10%) follow-up.

Patients on HRT - hysterectomy = 8 (16%), ablation = 5 (10%)
Hot flushes — hysterectomy = 25 (35%), ablation = 35 (44%)

Worsening of symptoms from baseline to 2 years:
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
Stress incontinence — hysterectomy = 11 (15%), ablation =13 (16%)
Urge incontinence — hysterectomy = 10 (14%), ablation = 12 (15%)
Hot flushes — hysterectomy = 5 (7%), ablation = 14 (18%)
Bongers randomised; 126 Population characteristics: bipolar 12 months Quality of life — SF-36 scores (at baseline (SD) and at 12 months (SD) for bipolar then balloon, with P Funding source: Not
2005336 concealment randomised. ~ women; PBAC > 150; uterine  radiofrequency SF-36, values for change since baseline, and comparison of treatments): stated
EL=1+ 83 to bipolar  cavity was 6 o 11 cm; normal - endometrial depression scale,  physical function: 82 (SD 19) to 91 (SD 18), 83 (SD 16) to 88 (SD 21), P<0.001),  Study summary: Both
ablation, 43 smear test; negative ablation; thermal Rotterdam P =054 methods of ablation
foballoon — Chlamydia test; FSH level balloon ablation symptom Role physical: 79 (SD 30) to 94 (SD 28), 73 (SD 27) to 89(SD 24), P < 0.001, significantly improve
ablation. No <40 iufl; excluded if: desire to checklist, State-  p = .56 QoL
loss to follow- ~ retain fertility, coagulation Trait Anxiety Role emotional: 85 (SD 26) to 99 (SD 5), 80 (SD 26) to 95 (SD 15), P < 0.001,
up disorders, prior uterine Inventory P =097
surgery. Social functioning: 76 (SD 19) to 89 (SD 16), 76 (SD 21) to 86 (SD 21), P < 0.001,
Average age: bipolar = 42.2, P=0.86
balloon = 43.3 Mental health: 72 (SD 18) to 80 (SD 15), 72 (SD 18) to 80 (SD 18), P < 0.001,
PBAC Score: 570 (150 to P=074
3401, 620 (188 to 3220) En_egggglltallty: 56 (SD 19) to 73 (SD 18), 54 (SD 20) to 64 (SD 21), P < 0.001,
Country: Nethertands Pain: 62 (SD 20) to 76 (SD 24), 63 (SD 22) to 77 (SD 25), P < 0.001, P = 0.59
General health: 73 (SD 19) to 81 (SD 18), 76 (SD 21) to 75 (SD 23), P = 0.18,
P=0.84
On differences between groups on Rotterdam symptom checklist or state-trait anxiety
score.
Bongers randomised — 126 Population characteristics: bipolar 3,6,and Amenorrhoea Amenorrhoea rates at 3, 6, and 12 months: Funding source:
200435 2:1 ratio; double-  randomised. ~ women; PBAC > 150; uterine  radiofrequency 12 months rates; MBL - Bipolar = 51%, 55%, 56% Equipment provided by
blind; intention- 83 to bipolar  cavity was 6 to 11 cm; normal  endometrial follow-up PBAC; duration of  Bgjio0n = 8%, 8%, 8% companies
to-treat, ablation, 43 smear test; negative ablation; thermal menstruation; Relative risk = 6.6, 7.1, 7.1 (1,8 0 27) Study summary: Bipolar
allocation to balloon Chlamydia test; FSH level balloon ablation dysmenorrhoea; , ) . ! ablation is more
concealment—  ablation. No <40 iu/l; excluded if: desire to presence of clots. C_ha.r}ge ”:[] ]!VIBLb_ PBIAC'.F'EU{ES only sgol/vg gga;phlca(zlyg_ Hcl)wev?jr, red’\l/chBtll-on effective than balloon
opaque loss to follow-  retain fertility, coagulation tst:gm l|)ca”n rorg _aost(e)lzne in both group (P = 0.001), and bipolar reduce more ablation for treating
envelopes up disorders, prior uterine an balloon (P =0.02). menorrhagia
EL=1+ surgery. Dissatisfaction with treatment at 3, 6, and 12 months: '
Country: Netherlands Bipolar = 4%, 7%, 6%
Balloon = 27%, 27%, 23%
Bongers Cohort; 152 of which  Population characteristics: TCRE; TBEA 24 months Patient Patient satisfaction: Funding source: Not
2000%1 comparative;  75TCRE, 77 Women; menorrhagia; failed  TCRE vs TBEA satisfaction; Satisfied or better with TCRE: 3 months = 68 (91%), 6 months = 44 (64%), stated
prospective TBEA medical treatment; uterus Subsequent 12 months = 31 (54%), 24 months = 23 (49%) Study summary: TBEA
EL=2- <12 cm; no submucous surgery, Satisfied or better with TBEA: 3 months = 66 (86%), 6 months = 45 (73%), is as effective as TCRE
f'zrhmds or intra-uterine complications 12 months = 48 (76%), 24 months = 30 (64%) but with lower
adhesions Cumulative re-intervention rate at 3 years: TCRE = 26%, TBEA = 13%, NS complications rates.
Country: Netherlands I 0 0
Complications: 13 (17%) of TCRE had to be abandoned. 8 (10%) of TBEA had to be
converted to TCRE
Boujida randomised; 120: 61 (4 Population characteristics: Rollerball 5 years Bleeding index; Bleeding index, based on numbers of days bleeding in 3 month period (Pre-opt Funding source: West
2002339 concealed lost to follow- ~ Women; uterine bleeding Endometrial Additional n =120, 2 years = 60, 5 years = 40): Zealand Health
EL=1- up by disorders requiring Ablation; surgery; REA: Pre-operatively = 36, 2 years = 13, 5 years = 16 Authority
5 years) hysterectomy; Exclude if Transcervical complications TCRE: P fively = 34.2 -13.5 =18
rollerball uterine size twice normal; Resection of the - re-operatively = o4, 2 years = 19, o years =
ablation, 59 wanted future fertility; had Endometrium Additional surgery at 5 years:
(3 lost to pain as major symptom. REA =20, TCRE = 16
follow-upby  \ean age: REA = 42.6,
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
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5 years) TCRE=44.8 Recommend to a friend:
TCRE Number with 49 in REA and 46 in TCRE would recommend (P > 0.05)
menorrhagia = 31, 30 Complications: 1
Number with submucous
fibroids = 13, 12
Country: Denmark
Cooper Randomised - 265 Population characteristics: NovaSure — 3,6,and MBL - PBAC; Change in PBAC score from baseline, 6 months, and 12 months: Funding source:
200231 2:1 ratio; randomised. ~ Women; pre-menopausal; Electrode ablation; 12 months Adverse events;  Novasure: 562 (SD 381), 28.1 (SD 58.2), 26.8 (SD 57.4) Novacept Inc
multicentre 175 (153 Aged between 25 and 50; No  rollerball ablation; QoL Rollerball: 562 (SD 487), 41.9 (SD 57.4), 36.4 (SD 66.3). Study summary:
EL =1+ availableat ~ STD; FSH <40 iufl; Excluded ) - - Novasure is a safe and
12 months) to _ if: active infection; pelvic Ad\{erse e\llents.' Novasure = 23 (13%), Rollerball = 23 (25.3%) effective technique for
N()\/asureY 90 inﬂammatory disease; Patient satisfaction at 12 months: ablation of endometrium
(82 available  previous uterine surgery that Novasure = 92.8%, Rollerball = 93.9% for menorrhagia.
at 12 months)  would interfere; previous Qo - un-validated measure:
to Rollerball endometrial ablation; ) ,' . .
abnormal smear test; taking Improvements shown in patients physical and mental well being for both Novasure
hormonal treatment; desire for and rollerball.
future fertility; abnormal or
obstructed uterus (myomas,
polyps > 2 cm); If uterus was
<6cmor>10cm.
Average age:
Novasure = 39.7,
Rollerball = 39.9.
Parity: Novasure = 2.2,
Rollerball = 2.2
PBAC: Novasure = 562,
Rollerball = 562
Country: USA
Cooper Prospective; 322: 215 Population characteristics: Microwave ablation ~ 3-, 6-, MBL - PBAC; PBAC scores at 12 months: 87.0% of MEA group had PBAC < 75 based on intention- ~ Funding source: Not
2004342 multicentre; (194 Women; Pre-menopausal; (MEA); Rollerball 12 month amenorrhoea to-treat compared with 83.2% for REA (P = 0.4). Figures were 96.4% and 92.7% stated
randomised — evaluable)in  Aged > 30 years; noplansto  Ablation (REA); follow-up rates; (P =0.24) for all evaluable patients. Actual PBAC scores changed from 450to 10in  styqy summary:
2:1 ratio; MEA group,  become pregnant; failed or pre-treatment of complications; MEA group, and 501 to 24 in REA group (both P < 0.0005). Microwave ablation is
blinding not 107(%6  refused medical treatment; leuprolide acetate adverse events; N difference between techniques with or without presence of myomas (P = 0.59 with ~ safe and efficacious
mentioned; evaluable)in  PBAC score > 185; 3.75mg QoL - SF-36; myomas vs P = 0.18 without myomas). No difference between success (PBAC < 75)  treatment for
concealmentnot  REAgroup  Submucosal myomas <3 cm;  yrgery vs Patient with or without presence on myomas.(no figures shown). menorrhagia
mentioned No hyperplasia or carcinoma; baseline; surgery vs satisfaction; No ad " ted
EL = 1++ no active pelvic inflammation;  gyrgery treatment 0 adverse events reported.

no previous ablation surgery;
no caesarean section scar; No
IUD devices.

Average age: MEA = 40.5,
REA =40.9

PBAC = 451.8 (SD 356.6),
524.6 (SD 429.5)

Country: USA

acceptability.

SF-36 scores change from baseline to 12 months:

MEA - physical component = 47.1 (SD 9.22) to 54.1 (SD 6.6), mental component
from 46.5 (SD 8.1) t0 52.2 (SD 9.1).

REA - physical component change from 46.5 (SD 8.1) to 53.6 (SD 6.9), mental
component from 46.6 (SD 11.4) to 51.5 (SD 9.7).
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
Cooper randomised — 279 Population characteristics: Microwave 5 years Menstrual Change in menstrual bleeding pattern from baseline: normal or no bleeding: Funding source: Not
2005%0 1:1 ratio, screened. Women; HMB - subjective; Endometrial bleeding pattem;  \MEA = 111 (96%), TCRE = 115 (96%) stated
balanced blocks; 263 completed families; no Ablation (MEA); QoL - SF-36; » o ) Study summary: Both
concealment—  randomised.  endometrial atypia; uterus no  Transcervical additional Additional surgical treatment: treatr);ents arerysafe and
opaque 129t0 MEA,  greater than 10 weeks size. ~ Resection of the treatment MEA = 31 of 129 (25%), TCRE = 40 of 134 (29.5%) effective treatments for
envelopes 14310 TCRE.  Gountry: UK Endometrium Change in SF-36 scores for MEA and TCRE, respectively, between baseline and HMB, however, MEA is
EL = 1++ At5 years, (TCRE); Pre- 5 years (MEA baseline, TCREA baseline, MEA change, MEA P value of change associated with greater
116 MEA and treatment of depot since baseline, TCRE change, MEA P value of change since baseline): patient satisfaction.
120 TCRE goserelin 3.6 mg Physical functioning: 84.6 (SD 19.2), 82.2 (SD 23.3), 0.2 (SD 24), NS, =1.2 (SD 21),
available. NS.
Social functioning: 60.1 (23.0), 60.1 (22.9), 7.7 (30), P < 0.01, 9.7 (25), P < 0.001.
Role — physical: 56.5 (42.2), 62.9 (41.7), 17 (54), P < 0.01, 11 (43), P < 0.01.
Role — emotional: 61.8 (42.5), 62.6 (43.2), 19 (48), P < 0.001, 20 (41), P < 0.001.
Mental health: 63.6 (18.8), 63.8 (21.7), 1.4 (21), NS, 1.2 (21), NS.
Energy/fatigue: 44.3(22.6), 43.3 (24.3), 9.3 (25), P < 0.001, 12 (23), P < 0.001.
Pain: 55.4 (28.2), 63.7 (26.1), 9.3 (35.0), P < 0.01, 6.4 (31), P < 0.05.
General Health: 69.7 (21.7), 73.0 (19.4), -3.3 (26), NS, -2.4 (19), NS.
Patient satisfaction:
MEA =100 (86%), TCRE = 87 (74%)
Cure or acceptable improvement:
MEA = 95 (83%), TCRE = 88 (75%)
Cooper Randomised; 272 eligible,  Population characteristics: Medical treatment; 2 years QoL (SF-36); Outcomes for medical vs TCRE. Funding source:
1999243 concealed 187 recruited, Women; referred due to HMB; ~ TCRE patient QoL (SF-36): Scottish Office
EL = 1++ 94 completed family; < 10 weeks satisfaction; Baseline: Department of Health
randomised size uterus; normal uterine menstrual status; ase.lne. o Study summary: The
tomedical  pathology; referred for bleeding score  Physical functioning = 78.67 vs 82.33 results at 2 years
treatment, 93 surgery. Social funqtlonlng =68.35vs 70.03 consolidate the findings
to TCRE.BY  Bageline characteristics Eo:e: phystllcal _|_535$ 14;)'3 56559 %3 and conclusions based
2years86  (medical vs TCRE): Ole: emotional = 5/.43 VS 9. on the four-month follow
medical and Mental health = 58.20 vs 59.43 X
Age =414 vs 419 A up data. A policy of early
ge S Energy/fatigue = 40.36 vs 41.49 ; .
87 TCRE i = gyhatig TCRE is effective and
tient Haemoglobin (g/dl) = 12.79 vs Pain = 53.55 vs 58.14
patients 12.61 poMidoe safe and does not result
remained in : . General health = 68.17 vs 65.90 in an increase in
the study. Menstrual symptom rating: Change by 2 years: hysterectomies. It

mild/moderate = 6 vs 4
Severe = 54 vs 52

Very severe = 26 vs 32
Bleeding score = 24.7 vs 24.8

Country: UK

Physical functioning = 3.73 vs 5.00
Social functioning = 3.94 vs 10.59
Role: physical = 12.95 vs 18.60
Role: emotional = 11.25 vs 22.48
Mental health = 7.17 vs 9.98
Energy/fatigue = 10.06 vs 14.58
Pain = 11.38 vs 12.34

General health = -0.67 vs 1.69

No significant difference between groups.

Patient satisfaction:

Totally or generally satisfied with treatment = 48 (57%) vs 68 (79%), P = 0.002
Cure or acceptable improvement = 53 (61%) vs 69 (81%), P = 0.017
Treatment acceptable = 65 (77%) vs 79 (93%), P = 0.004

Menstrual status:

should not be routinely
withheld in an effort to
try alternative medical
therapies.
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
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No bleeding or light = 36 (42%) vs 50 (58%), P = 0.04
Unchanged or heavier = 16 (18%) vs 5 (6%), P = 0.02
Bleeding score = 6.8 (SD 9.9) vs 5.4 (SD 8.1)
Corson randomised — 276 Population characteristics: Hydro Thermablator 12 months MBL - PBAC Change in MBL (PBAC) from baseline to 12 months: Funding source: Author
20013+ 1:2 ratio; randomised. ~ Women; Aged between 30 (HTA); Rollerball HTA = 596.6 (SD 787.6) to 95 (SD 350) holds stock in device
intention-to-treat 187 (184 by and 50; family planning ablation (RB) RB = 585.5 (SD 565.2) o 87 (SD 359) company
(ITT) ITT,177by  complete; uterine i _ _ Study summary: HTA is
EL= 14 protocol, 167 cavity = 10.5 cm; history of Successful treatmen.t (PBAC < 75). HTA =77%, RB = 82% ; saf}é - effe?::tive
at 12 months)  HMB:; failed medical Adverse events: 12 in HTA, 10 in RB. method of endometrial
to Hydro treatment; no active pelvic ablation.
Thermablator  inflammatory disease;
, 89 (85 by intramural myoma < 4 cm; no
ITT, 85 by submucous fibroids or polyps;
protocal, 83 no hyperplasia or malignancy
at12months)  \ean age: HTA = 40.7,
to rollerball RB =406
ablation. Parity: HTA = 2.2, RB = 2.2
PBAC: HTA = 596.6,
RB =585.5
Country: USA
Corson randomised — 637 Population characteristics: Vesta - electrode 12 months MBL - PBAC; Change in MBL (PBAC) from baseline to 12 months: Funding source: Vesta
20003 block screened. Women; aged 30 to 49 years;  ablation; Treatment failure;  vesta: 520 (SD 600) to 18 (SD 37). and Valleylab inc
EL=1- 276 PBAC > 150; failed medical transcervical Treatment TCRE: 447 (SD 316) to 28 (SD 70). Study summary: Vesta
randomised.  treatment or intolerance to resection of the complications No sianificant diff bet system equivalent in
150 (132 medical treatment; no endometrium o sign |can' fiierence between groups. effectiveness and safety
treated, 122 systemic disease; active (TCRE) or Treatment failure: Vesta = 6, TCRE = 11 to standard resection
at 12 months)  pelvic inflammation; Clotting Rollerball Complications: Vesta =6, TCRE = 7 techniques.
to Vesta defects; IUD within 3 months;
group, 126 Prior endometrial ablation.
(123treated,  Average age: Vesta = 41.0,
1;2 at X resection = 40.1
mon ths) to Parity: Vesta = 2.2,
resection fion = 112 (21.22)
group resec 2(NM.27
PBAC score: Vesta = 535,
resection = 445.
Country: USA
Crosignani randomised; 97 assessed.  Population characteristics: LNG-IUS; 12months - MBL - PBAC; MBL outcome: LNG-IUS (n = 30) baseline = 184.8 ml (SD 62.2), 12 months = 38.8 Funding source:
1997263 open; 27 refused women; 38 years or older; endometrial 6 and SF-36 (SD 37.1) (P < 0.001). Endometrial resection (n = 30) baseline = 203.2 (SD 77.4), National Research
prospective entry. 70 referred for hysterectomy; resection 12 months 12 months = 23.5 (SD 32.6) (P < 0.001). Council (Rome)
EL=1+ accepted confirmed mfenorrhagla - Difference between LNG-IUS and resection P = 0.015. Study summary: LNG-
entry_to study PBAC> 1OQ, pregnant gr _ Patient satisfaction: IUS pro'duces slightly
-35in IUD breast feeding excluded; using less satisfactory results
group, 35in  hormonal treatment in last LNG-IUS: 29 (85%) satisfied. Endometrial resection: 33 (94%) satisfied. than resection at
endometrial 3 moln.ths; serious concomitant Mean SF-36 scores at 12 months (LNG-IUS vs Resection): 12 months.
resection condition excluded. Physical functioning = 78.0 vs 79.2.
group. IUD group - age 43.8, Role limitation = 72.5 vs 74.2

parity = 1.8, BMI = 25.3
Endometrial resection group —

Bodily pain = 58.9 vs 70.3
General health = 64.1 vs 70.3
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
age =454, parity = 1.6, Vitality = 56.3 vs 54.8
BMI=24.0 Social functioning = 69.8 vs 69.7
Country: ltaly Role limitation = 61.3 vs 72.4
Mental health = 60.1 vs 59.6
Side effects reported by 19 of 34 in IUS group and 9 of 35 in resection group.
1 LNG-IUS patient lost to follow-up.
4 LNG and 3 resection patients had persistent menorrhagia after treatment and
sought other treatment.
Duleba Randomised - 279 Population characteristics: Cryoablation; 12 months treatment Success of treatment (PBAC < 75): Funding source:
2003%5 2:1 ratio; randomised. ~ Women; pre-menopausal; electroablation; pre- success (PBAC  Cryoablation = 84.9%, Electro = 88.9% Cryogen Inc
concealment - 193 (156 Aged 30 to 50 years; treatment with < 75); patient . o _ Study summary:
sealed available at  documented history of HMB leuprolide acetate satisfaction; QoL; Adverse evelnts. clryoablanon =5, Electro = 2 ) Cryo);bmﬁon ifrya safe
envelopes 12 months) to  for 3 months; failed medical 3.75mg adverse events QoL and satisfaction results only presented in graphical form — showed that both and effective procedure
EL=1+ cryoablation,  therapy; no desire to retained treatments improved QoL and were satisfactory to majority of patients. for treatment of HMB.
and 86 (72 fertility; excluded if: uterine
available at volume > 300 ml, coagulation
12 months) to  disorders, pelvic inflammatory
rollerball disease, abnormal cervical
ablation. cytology, intramural myoma
> 2 ¢m, submucous myoma or
polyps, previous ablation,
pregnant, hyperplasia or
malignancy.
Average age:
cryoablation = 41.2,
electroablation = 41.1
Parity: cryo = 2.5,
electro=2.2
PBAC score: cryo = 576,
Electro = 466 (P = 0.02)
Uterine myomas:
cryo = 20.1%, electro = 25.6%
Country: USA
English randomised; 39-11in Population characteristics: Pre-treatment - 6 months Duration of No statistical difference between groups for duration of surgery or fluid absorption. No  Funding source: Not
1998397 concealed; decapeptyl women; DUB; schedule for danazol, decapeptyl surgery; fluid difference in QoL scores at 4, 5, and 6 months follow up (P = 0.1486). stated
blinded - but SRgroup,12 TCRE SR, placebo; TCRE absorption; Study summary: No
method not indanazol  Country: Ireland difference in patient
mentioned group, 13in outcome or surgery with
EL=1+ placebo the use of pre-treatment.
group
Erian 1998%%  randomised; 163 screened  Population characteristics: Pre-treatment with 12 months menstrual blood 12 month menstrual bleeding: Funding source:
blinded forinclusion, ~ Women; menorrhagia; danazol 200 mg for loss; Placebo (n = 30) 100% had reduced bleeding Winthrop
assessment 43 not scheduled for TCRE; failed 6 weeks; TCRE; adenomyosis Danazol 600 mg (n = 32) 100% had reduced bleeding
EL=1+ randomised,  medical treatment; uterine post-surgery — prevalence Danazol 200 mg (n = 28) 100% had reduced bleeding
40(32at size <10 weeks;nouterine  danazol 200 mg, Amenorrhoea rates higher in danazol groups than placebo (P = 0.011)
12 months)in  scars danazol 600 mg,
200 mg Country: Australia placebo
danazol

group, 40 (32
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at 12 months)
in 600 mg
danazol
group, and
40 (30 at
12 months) in
placebo
group
Garside systematic 2 systematic ~ Population characteristics: Microwave ablation; Patient outcomes ~ Quality assessment of RCTs: Funding source: HTA
200433 review_; meta- revieyvs and  Searches undertaken on thern_1a| balloon - amenor_rhoea Internal validity — sample size: calculations where reported in 3 of 10 studies, programme grant
analysis; 10 primary MEDLINE, EMBASE, ablation rates; patient selection bias: 2 trials were not randomised, 3 trials did not report on method of Study summary: First-
conomic RCTs Cochrane library; DARE;NHS  \EA vs TBEA, satisfaction; randomisation. Performance bias: all studies undertaken by experienced surgeons. generation ablation
analysis EED and HTA databases; MEA vs TCRE, patient QoL; Detection bias: not possible to blind patients or surgeons to treatment. Attrition rates:  techniques are
EL=1+ \évglb of Scrllgnce;f i MEA vs TCRE and gthznge ml"tVIBL.d limited use of intention-to-treat and loss to follow-up rates. equivalent to
00raphics of exising RB, MEA vs RB, uayqualY 3% External validity: most studies appeared generalisible due to dlear inclusion and hysterectomy in
studies MEA vs characteristics — ) o effectiveness. Second-
] domisation exclusion criteria. °NesS. o6
Country: hysterectomy, randc , A t of effecti . generation techniques
TBEA vs TCRE, blinding, Ssessment of eflectiveness: are equivalent to first-
TBEA vs TCRE and poncgalment, Amenorrhoea rates reported by 7 trials. Range for MEA was 36% to 40%, and for generation techniques.
RB, TBEA vs RB, intention-to-treat,  TBEA was 10% to 40% at 12 months. Bleeding patterns: trials reported significant
TBEA vs study size, etc. reductions in levels of MBL or reclassification of bleeding patterns for both MEA and
hysterectomy TBEA.
Satisfaction with treatment: trials show high level of satisfaction (> 75%) with both
MEA and TBEA.
QoL: trials report improvement in QoL with both MEA and TBEA.
Duration of procedure: trials show that MEA and TBEA both took less time to
complete than first generation ablation techniques.
Adverse effects: trial report that MEA was associated with greater equipment failure
than first-generation ablation. No figures were available for TBEA.
Gervaise Prospective; 147:73in Population characteristics: TCRE; TBEA Up to Menstrual Menstrual bleeding pattern postoperatively: Funding source: Not
1999362 cohort; matched  TBEA, 74in  Women; > 40 years of age; 44 months bleeding pattern;  TBEA: amenorrhoea = 18 (24.7%), Hypomenorrhoea = 16 (21.9%) stated
EL=2- TCRE Menorrhagia; failed medical Complications; Eumenorrhoea = 28 (38.4%) Study summary: TBEA
treatment; Uterine pathology predictors of Menorrhagia = 8 appears to be as
excluded; Uterus > 12 weeks failure Metrorrhagia = 3 efficacious as TCRE.
ﬁgt:g;):ﬂﬁ%;g;luded; Normal TCRE: amenorrhoea = 28 (37.8%), Hypomenorrhoea = 23 (31.1%)
: Eumenorrhoea = 10 (13.5%)
Average age: TBEA = 46.3, Menorrhagia = 9
TCRE =474 Metrorrhagia = 4
Menopause: TBEA =35, Complications: TCRE = 2; TBEA = 1.
TCRE =20 . e
Parity: TBEA = 2.4 Factors associated with failure:
TngI{}I;. =19 e TCRE = age < 43 years
) TBEA = Retroverted uterus
Country: France
Goldrath Randomised - 276 Population characteristics: Hydrothermal 12,24, Change in MBL Change in menstrual classification from baseline to 12, 24 and 36 months: Funding source: BEI
200337 2:1 ratio; randomised, ~ Women; aged 30 to 50 years;  ablation (HTA); 36 months (PBAC); Patient  HTA baseline = 596.6 (SD 787.6) medical systems
multicentre 269 received  completed families; rollerball ablation satisfaction; Amenorrhoea = 66 (40%), 70 (46%), 72 (53%) Study summary: HTA
EL=1+ freatment.  menorrhagia - PBAG; uterine  (REA); pre- Additional Normal = 137 (82%), 139 (92%), 127 (94%) was a safe and effective
177 (18lost  cavity between 4 and 10.5 cm;  treatment of depot treatment, Rollerball baseline = 585.5 (SD 565.2) method of treating HMB.
to follow-up,  failed or refused medical leuprolide acetate
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information evidence level  patients comparison measures additional comments
24 had treatment; excluded if - pelvic 7.5 mg. Change in QoL Amenorrhoea = 41 (51%), 34 (46%0, 31 (46%)
additional inflammatory disease, Normal = 71 (85%), 68 (92%), 62 (91%)
reatments) i intramural myomas > 4 cm, Patient satisfaction at 36 months:
HTA group, submucous myomas, polyps _ _
and 85 ( 14 or septate uterus. HTA = 97%, Rollerball = 97%
lost to follow- Country: USA Adverse events: HTA = 11, Rollerball = 10
up, 8 had Overall success (normal bleeding and no additional treatments) was 81.4% for HTA
additional and 81.6% for rollerball at 36 months.
treatments) in
rollerball
group
Grainger randomised — 275 enrolled;  Population characteristics: TBEA; REA 2 years MBL (PBAC); Outcomes for TBEA vs REA. Funding source:
200035 1:1; non-blinded; 239 at Women; > 30 years of age; QoL MBL (PBAC) % change: Gynecare Inc.
concealmentnot 12 months; minimum of 3 month history of _ ~ Study summary:
mentioned; ITT 227 at HMB; normal uterine 12 months = -85.5 vs ~91.7 Endglmetria| agaﬁon by
not mentioned; 2 years pathology; normal cavity Amenorrhoea rates at 2 years: both procedures was
Slample size shape petween 6 and 1 0 cm; 109 (89.1%) vs 95 (90.4%) highly successful in
given ”‘_’”,desire for futurte fertlltl_ty and Satisfaction rates at 24 months: avoiding hysterectomy
EL=1- Wwilling o use contracepuives and relieving symptoms
for 3 years after surgery; 105 (86.1%) vs 91 (86.7%) of menormaggig P
submucous fibroids, genital Hysterectomy rates by 24 months: Additional benefits were
tract infection or malignancy 4vs 11 reduction in
excluded. Operative details and complications not stated. dysmenorrhoea and
Country: USA premenstrual syndrome.
Istre 2001266 Randomised 60: 30 LNG-  Population characteristics: LNG-IUS; 12 months MBL = PBAC; MBL (mean) — PBAC: LNG-IUS - baseline = 420 (SD 352), 12 months =42 (SD99)  Funding source: Leiras
EL=1+ IUS; 30 women; menorrhagia (PBAC ~ endometrial duration of (-90%). TCRE - baseline = 404 (SD 480), 12 months = 7 (SD 15) (-98%). Oy
L?Sect'tf?n - g 2975): Pfe-menlopaltisal: 30~ resection hmenstf;lalmon; | PBAC<T5in67% of LNG-IUS and 0% of TCRE patien's at 12 monihs. (P =0.005) ~ Study summary:
iscontinue years; regular uterine treatment vs aematologica . NG B . . . Resection reduces MBL
treatmentby  cavity < 10 cm; N0 pregnant of  paseline: reatment test: side effects Side effects: LNG-IUS 13 reported events - bleeding, abdominal pain, breast more than [US-LNG but
/ ; tenderness, headache, mood change. ]
12 months. wanting to become so, breast s treatment only marginally.
feeding; large fibroid > 40 cm; 6 discontinued treatment due to irregular bleeding, pain and acne.
pelvic disease; DVT; cancer;
endometritis; liver disease;
hormone therapy in 3 months
Country: Norway
Jack 200540 Randomised - 210-97 (4 Population characteristics: Surgery in post- 12 months Procedure time; Intention to treat analysis — 3 people in post-menses group received hormonal Funding source:
1:1 ratio using drop-outs by ~ Women; complaining of HMB;  menstrual phase; Endometrial preparation Scottish Executive
block 12 months) normal endometrial pathology; hormonal pre- thickness; patient  procedure time: Post-menses = 21.30 minutes (SD 5.08), Drug group = 20.94 (4.13)  Health Office
randomisation;  received family completed; uterine size  treatment (Danazol satisfaction; - . _ ' _ Study summary: MEA
concealment—  immediate 12 weeks or less; Submucous 200 mg bd, depot Amenorrhoea E1nggmetr|al thickness: Post-menses = 4.47 mm (SD 2.67), Drug group = 2.6 mm i de);taken in ?)Iost_
opaque letters post- fibroids < 3 cm Goserelin 3.6 mg 5 rates; periods no ( y ) ) i menses period has high
via telephone; menstrual Average age: non- weeks prior to longer heavy; leferenpes groups for Midazolam use (in favour of hormonal group), acceptable - 2 levels of patient
EL = 14+ phase drug = 42.36, drug = 42.41 surgery); Median bleeding weeks) (in favour of post-menses group), post-op opiates (in favour of hormonal satisfaction and reduced
ablation, 100 ! | . endometrial score - IQR group costs. Important
(3 drop-outs Median blfedmg score (QR): 2pation Patient satisfaction at 12 months: Post-menses = 92.5%, Drug group = 88.4%. No menstrual outcomes are
b non-drug = 23, drug = 24 oo 75 ©
y . statistical difference not affected by omission
12 months) Regular cavity: non- of drug preparation.

had hormonal
pre-treatment
then ablation.

drug = 83.5%, drug = 86%
Country: UK

Bleeding score at 12 months: Post-menses = 5, Drug group =3
Periods no longer a problem: Post-menses = 87.8%, Drug group = 89.2%
Amenorrhoea rates: Post-menses = 55.9%, Drug group = 61.9%
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13 not
randomised
Kriplani randomised — 50:251in Population characteristics: Medroxy 4 years Menstrual Menstrual bleeding patterns (normal or no bleeding): DMPA = 22 (88%), Control =24  Funding source: Not
2001403 computer MPA pre- Women; menorrhagia or Progesterone bleeding pattern;  (96%) stated
generated treatment metrorrhagia — PBAC Acetate (DMPA) Duration of Additional treatment: DMPA = 3, Control = 1 Study summary: DMPA
EL=1- group, 25 Average age: 33.9 pre-treatment, procedure; fluid Duration of procedure: DMPA = 37.1 min, Control = 31.6 min pre-treatment appears
controls Parity = 3.1 endometrial deficit ) ) ) ) ' ) to have no effect on
o resection Fluid deficit: DMPA = 690.2 ml, Control = 476 ml, (P < 0.005) reatment outcome.
Country: India
Kriplani randomised — 132: Population characteristics: Danazol (as pre- Upto6years Bleeding pattern;  Changes in bleeding patterns: Funding source: Not
2002%% computer danazol =67, Women; menorrhagia or treatment) 400 procedure All patients had menorrhagia at baseline. stated
generated; no Untreated =6 metrorrhagia (PBAC showing 600 mg a day for 4- differences A Study summary: Stud
concealment;no 5 menorrhagia); uterus < 12 6 weeks prior to Danazol group at 6 months (n = 67?’ o shov{s that TC?,(E is a)r/1
blinding weeks equivalent; no desire surgery; TCRE - all 31 had amenorrhoea, 16 had spotting and 17 had significant improvement effective treatment for
EL=1- for further children. patients No pre-treatment at 6 months (n = 64): 31 had amenorthoea, 12 had spotting and 19 menorrhagia, with or
Mean age — danazol = 37.23,  Pre-treatment vs no had significant improvement. without pre-treatment.
no treatment = 38.6 pre-treatment group Danazol group at 6 years (n = 30):
Mean parity — danazol = 3.38, 15 had amenorrhoea, 7 had spotting, 8 had significant improvement.
no trelatment =32 No pre-treatment at 6 years (n = 31):
E:rzztzlgr-ozsy;?;m:s - 15 had amenorrhoea, 8 had spotting, and 8 had significant improvement.
treatment = %1.8 yéars Later groups had smaller numbers as not all patients had reached that length of
) follow-up.
Country: India )
Procedure differences (Danazol vs no pre-treatment):
endometrial thickness — 3.43 (SD 1.02) vs 11.45 (SD 1.89), P < 0.001
Mean fluid used — 3630.30 ml (SD 1378) vs 5013.67 (SD 1779), P < 0.005
Mean fluid deficit — 512.5 (SD 268.8) vs 632.4 (SD 264.7), P < 0.05
Mean duration of surgery — 25.7 min (as 3.4) vs 33.6 min (SD 3.8), P < 0.001.
Repeat resection — 1 vs 1
Hysterectomy = 1 vs 1
Lethaby Systematic 19 studies Population characteristics: Any endometrial N/A Patient outcome  Laser vs TCRE: Laser ablation took longer — 9 min (WMD: 9.15) — and equipment Funding source: No
2005%5 review; meta- included. Search on MEDLINE; destruction - amenorrhoea more likely to fail - (OR = 6 [Cl 1.7 to 20.9]. No difference between methods for stated
analysis 3285 pre- EMBASE; Cochrane Library; technique: rates; patient outcomes — amenorrhoea rates, satisfaction, QoL or complications. Study summary: Newer
EL=1++ menopausal  Psyclit; CINAHL. Article transcervical satisfaction; QoL. vaporising electrode vs TCRE: TCRE was more likely to be difficult - OR =0.25[CI  ablation techniques
women reference lists, hand- resection of the Operative time; 0,09 to 0.73] - and greater fluid deficit - WMD = 258 m [CI 173.9 to 342.1] - and have success and
included. searching of journals and endometrium re-operation take longer to perform — WMD = 1.5 min [CI 0.35 to 2.65]. No difference between complications rates
pharmaceutical companies (TCRE); vaporising rates;

contacted.

Inclusion criteria: RCT only;
Comparison of endometrial
techniques only; HMB; no
pathology — fibroids

Country:

electrode; rollerball;
thermal laser
ablation; hydro-
thermablator;
cryoablation;
electrode ablation;
microwave ablation;
balloon; bipolar
electrode

complications.

methods for patient outcomes — amenorrhoea rates, satisfaction, QoL.

Rollerball vs TCRE: No difference between techniques on future hysterectomy or re-
surgery at 2 and 5 years follow-up.

Thermal laser vs TCRE: Amenorrhoea rates were higher at 1 and 3 years follow-up in
thermal group (OR =4.9[Cl 2.2 to 11.0], OR = 4.6 [Cl 2.04 to 10.5]. Mean length of
surgery was shorter in thermal group (WMD = 9.3 [CI 11.4 to 7.2]). Women
experienced more pain in thermal group (OR = 0.7 units [Cl 0.02 to 1.4]). No
difference between groups for menorrhagia, re-surgery, complications or satisfaction.
Hydrothermablator vs rollerball: Hydro patients more likely to have local than general
anaesthesia (OR = 2.85 [Cl 1.6 to 5.1]). Hydro patients less likely to experience
haematomata (OR = 0.18 [CI 0.03 to 0.93]), but more likely to have abdominal pain
(OR=1.85[Cl 1.1 t0 3.1]) and nausea (OR = 3.7 [CI 1.5 t0 9.0]).

Cryoablation vs rollerball: Cryo group less likely to have amenorrhoea at 1 year

comparable with ‘gold
standard’ method of
TCRE.
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(OR=0.3[CI 0.2 to 0.6]), but more likely to have local than general anaesthesia (OR
13.2 [CI 5.8 to 30.0]). No difference in satisfaction rates, success rates (PBAC < 75),
menorrhagia rates, hysterectomy rates.

Electrode ablation (balloon or mesh) vs TCRE: Operative time with TCRE was longer
(WMD = 18.7 min [CI 16.8 to 20.7]). Electrode group more likely to have local than
general anaesthesia (OR =15.9 [CI 10.1 to 25.1], and less likely to have cervical
tears or lacerations (OR = 0.11 [CI 0.01 to 0.9]). No difference between groups in:
amenorrhoea rates, complications rates, 12 month PBAC, satisfaction rates, and
need for hysterectomy.

Microwave vs TCRE plus rollerball: At 2 years follow-up, microwave was more
satisfactory and acceptable than TCRE (OR=1.9[Cl1.1t0 3.3, OR=2.7[1.1t0
6.8]). At five-years follow-up the difference was maintained (OR = 2.3 [Cl 1.22 to 4.3],
OR =3.7 [Cl 1.3 to 10.1]). In addition, odds of haemorrhage were lower in the
microwave group (OR = 0.14 [Cl 0.02 to 0.8]). However, equipment failure rates (OR
4.07 [Cl 1.1 to 15]), vomiting (OR =4 [CI 1.4 to 11.7), and uterine cramping (OR = 1.7
[1.1 to 2.8]) were greater in the microwave group. No difference in other outcomes or
same outcomes at different time periods.

Balloon vs rollerball: Amenorrhoea was less likely with balloon at 12 and 36 months
(OR 0.6 [CI 0.33 to 0.96], OR = 0.5 [0.25 to 0.97]), but no difference at 24 months
and 5 years. At 5 years odds of satisfaction with treatment lower in balloon group
(OR =0.13 [CI 0.02 to 0.94]). Complications more likely with balloon than rollerball.
Duration of surgery was lower in balloon group (WMD = 20.8 min [CI 19.2 to 22.5)).
Other outcomes showed no differences at 12, 24 and 36 months.

Balloon vs laser: Balloon caused more pain (WMD 32.7 [Cl 23.7 to 41.7]). Balloon
had higher EUROQol score at 12 months (WMD = 5.3 [CI 0.11 to 10.6).

Balloon vs TCRE: Balloon surgery quicker (WMD 13 min [CI 10.8 to 15.2]). Mean
intra-operative blood loss lower with balloon (WMD —81.8 [CI -70.3 to -93.3]).
Satisfaction greater with balloon group at 24 months (OR = 7.2 [Cl 1.4 to 35.9]).

Bipolar electrode ablation vs balloon: Amenorrhoea was more likely in electrode
group (OR = 7.4 [Cl 3.8 to 14.4]). Women in electrode group more likely to be
satisfied at 12 months (OR = 3.0 [CI 1.3 to 7.0]). No difference between groups on
other outcomes: menorrhagia rates, satisfaction at 6 months, complication rates.

Second generation vs first generation: First-generation procedures take longer (WMD
-14.9[CI -10.1 to -19.7]). Second generation equipment more likely to fail (OR 4.2
[Cl 1.3 to 13.8]). Second generation groups less likely to have complications than
first. However, no difference in satisfaction rates, except at 24 months. No difference
in amenorrhoea rates or need for additional surgery.

Lissak 1999402

randomised;
blinding and
concealment not
mentioned

EL=1-

30-17
control, 13
pre-treatment

Population characteristics:
Women; aged 30 to 50 years;
excessive menstrual bleeding,
PBAC > 150; failed medical
treatment; Normal endometrial
biopsy; normal pap smear;
uterine cavity between 4 and
12 cm; excluded if - pelvic
inflammatory disease,
endometrial hyperplasia,
endometrial polyps, history of
drug or alcohol abuse,
pregnant, wish for future

Pre-treatment -
intramuscular
injection of
decapeptyl 3.75 mg
at 4-6 weeks prior
to treatment; control
group - no pre-
treatment; both
groups received
balloon ablation

1,3, and
6 months

Menstrual
bleeding pattern;
duration of
procedure;
adverse events;
additional
treatment; patient
satisfaction

Duration of procedure:

pre-treatment = 8.44 min, control = 8.44 min
Menstrual bleeding pattern (normal or no bleeding):
pre-treatment = 17 (100%), control = 13 (100%)
Patient satisfaction:

Pre-treatment = 15 (88%), control = 11 ((2%)

No major adverse events reported in either group.

Funding source: Not
stated

Reviewer comments:
Small study size, plus
lack of information on
concealment and
blinding, are likely
causes of bias.
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fertility.
Average age: pre-
treatment = 48.7,
control = 45.6
Gravidity: 4.9, 3.9
Country: Israel
Loffer 2001352 Randomised — Sample size  Population characteristics: Thermal uterine 3 years MBL -PBAC and  Overall success rate (normal or no bleeding, no repeat surgery or hysterectomy) at Funding source:
1:1; setat 108 per  Women; Aged 30 >; pre- balloon ablation questionnaire; 3 years was: Gynecare Inc
EL=1- armd- 255 . medngpausal; fgﬂmal Smezf (U"BTt)); 'l'llyf:)rloscopic Additional QoL UBT=1060f 123(86.2%), RB = 83 of 113 (B2:3%). Study summary: Both
randomised.  and biopsies; Documente rollerball ablation treatment; QoL,; . . methods of ablation
131(17 history of HMB: normal uterus ~ (RB); adverse events Bleed_lng Pattern change from baseline, at 12, 24, and 36 months (normal or no were safe and offective
. bleeding):
dropped out)  between 4 cmand 10 cm; treatments for HVB at
to UBT, 124  Patient had no desire for UBT: 0 of 131 (0%), 101 of 126 (80%), 109 of 122 (89%), 106 of 114 (93%). 3 years follow-up
(24 dropped future fe|'t|||tyY W||||ng to use RB: 0 of 124 (0%), 97 of 115 (843%), 95 of 105 (90%), 93 of 99 (94%)
out) to RB same contraception for Adverse events: UBT =4, RB = 4
3 years; minimum MBL score
-PBAC
Country: USA and Canada
Loffer 2002353 randomised — 255 enrolled;  Population characteristics: TBEA; REA 5 years Menstrual status; ~ Outcomes for TBEA vs REA: Funding source:
1:1 ratio; non- 147 at Women; > 30 years of age; additional surgery  Menstrual status: Gynecare
blinded; 5 years, 76 minimum of 3 month history of _ Study summary: UBT
concealmentnot ~ TBEA, 71 HMB; normal uterine /é\mer]orrrloea =14vs20 Conﬁ}r,]ues to breyan
: . ) . otting =6 vs 7
mentioned; ITT ~ REA. pathology; normal cavity P _ effective. simple
: . Hypomenorrhoea = 23 vs 15 » SIMp
not mentioned shape between 6 and 10 cm; ~ treatment of
desire for future fertility and Eumenorrhoea = 15 vs 17 S
EL=1- no desire for future fertiity an Menorthagia = 3 v 2 menorrhagia, with
willing to use contraceptives Additional . clinical outcomes similar
for 3 years after surgery; tional surgery. to those of rollerball
submucou§ fibroids, Igenltal Hysterectomies = 21 vs 21 ablation at 5 year follow-
tract infection or malignancy Ablation = 3 vs 2 up.
excluded. D&C=0vs 1
Country: USA
McClure randomised 38 women Population characteristics: Argon laser 24 weeks Change in MBL;  Change in MBL (ml) from baseline to 3-, and 6 months: Funding source: Not
1992346 EL=1- assessed. 22 Women; Menorrhagia ablation; change in Argon = 170.8 to 51.2 and 50.6 stated
randomised. (> 80 ml); uterine pathology electrocautery bleeding Electro = 153.4 to 30.2 and 27.0
12 to laser excluded; normal cervical ablation classification; 2 patients in | d " d dure due b istent haai
ablation, and  cytology additional pa |fen s in laser group L.Jn erwent second procedure due to persistent menorrhagia.
10 to Average age: argon = 42.58, treatment; Duration of procedure (min):
electrocauter  glactro = 42.5 duration of Laser = 114 min, electro = 80 min (P < 0.001).
Yy Parity = 2.83, 2.1 procedure
MBL (ml) = 170.8, 153.4
Country: Australia
Meyer 199835  randomised — 275 Population characteristics: TBEA; REA 12 months Satisfaction; MBL ~ Outcomes for TBEA vs REA: Funding source:
1:1 ratio; randomised,  Women; menorrhagia; (menstrual Satisfaction at 12 months (%): Gynecare Inc.
concealmentnot 255 included = 30 years of age; failed diaries); e Study summary: In the
mentioned; non-  instudy, 250  medical treatment for HMB; Amenorrhoea Xetry rsa;ls_ﬂ?((i) :‘ 85?2"2 87 treatr);ent of v
blinded treated as normal biopsy and pap smear; rate; Procedure Na stieg = 14 Vs 12 dvsfunctional uteri
. , , ot satisfied = 4.0 vs 0.9 ysiunctional uterine
EL=1- per protocol.  normal uterine cavity; duration o bleeding, uterine balloon
Numbers excluded if — suspected (minutes); MBL at 12 months (menstrual diaries): therapy s as efficacious
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randomised submucous myomas, Complications -85.5% vs -91.7% as hysteroscopic
to each group  malignancy, genital tract Amenorrhoea rate (%) at 12 months: rollerball ablation and
not stated. infection, previous endometrial may be safer.
Demographic  ablation. 15.2 V? 2?'2 (P<0.05)
data Baseline characteristics Complications:
availableon (TBEA vs REA): Intra-operatively = 0 vs 4
128in TBEA Age = 40.2vs 40.9 Post-operatively = 4 vs 3
and 11710 gy = 24.0 vs 229
REA. = endvs ce.
Years with menorrhagia = 9.9
vs 10.0
Country: Canada
Mousa 200133 Matched case-  169: 91 Population characteristics: Rollerball ablation; At least Procedure Operative complications: ablation = 4, hysterectomy = 0 Funding source: Not
control rollerball Women; surgery for hysterectomy 18 months outcomes; Patient  pogt-operative complications: ablation = 0, hysterectomy = 5 stated
EL=2+ ablation, 78 menorrhagia outcomes Bleeding pattern: Study summary: Both
abdominal Average age: ablation = 43, biation 35 hoea 32 46 7 had hvsterect treatments are effective,
hysterectomy  hysterectomy = 41 ablation — 35 amenorrhoea, 32 improved, 6 same, 7 had hysterectomy. but hysterectomy is
Duration of Hysterectomy — all amenorrhoea. asspciated with better
problem = 20 months, Patient satisfaction: patient outcomes.
24 months ablation: 63 (79%) satisfied, hysterectomy: 40 (100%) satisfied
Menorrhagia = 25%, 25% Would recommend to friend:
Menorrhagia and ablation: 73 (91%), hysterectomy: 40 (100%).
dysmenorrhoea = 75%, 75%
Country: UK
Pellicano randomised; 105 eligible Population characteristics: Hysteroscopic 2 years Operative data; Outcomes for HTER vs TD Funding source: Not
20028 non-blinded; and Women; aged < 50; Weighed  transcervical Patient Operative data: stated
concealmentnot  randomised, <100 kg; menorrhagia; failed  endometrial satisfaction; . S Study summary:
mentioned 23 withdraw  medical treatment; normal ablation (HTER) + Return to work; Duration of pperatlon =37 vs Zf Ther?’nal destrLyction of
: s - g Intra-operative blood loss (ml) = 89 vs 7.2 d
EL=1- prior to endometrial histology; uterine  pre-treatment with return to normal Postoperative pain (VAS): 3.8 vs 3.2 the endometrium for the
treatment (13 < 12 weeks; absence of GnRH; Thermal domestic P . P e ’ treatment of
inHTERand  submucosal fibroids, adnexal  Destruction (TD activities; Intra-operative complications: menorrhagia should be
10in TD masses, or endometriosis; using Cavaterm)+ Complications; Fluid overload =5 vs 0 considered an effective
group). 42 absence of severe concurrent  no pre-treatment re-operation rate;  Cervical tear = 1 vs 0 therapeutic option
had HTER disease. bleeding Conversion to hysterectomy =2 vs 0 because of its
and40had  Baseling characteristics recurrence Discharge time (days): acceptability among
TD. With 38 (4TER vs TD): 13vs 1.0 patients, shorter
and 37 Age = 43.2 vs 42.6 o operative time, and
followed for g ’ ’ Patient satisfaction: lower blood |
BMI=28.3vs 29.8 ower blood loss.
1 years, and = at 3 months: Excellent = 21 vs 27 (P < 0.001); Good = 12 vs 13; Moderate = 9 vs 0;
Parity = 1.8 vs 1.9
33 and 35 No change =0 vs 0
followed for ~ Country: Italy , - ) - . - .
2 years At 1 year: Excellent = 12 vs 20 (P < 0.001); Good = 12 vs 10; Moderate = 10 vs 5; No

change =4 vs 2

At 2 years: Excellent =2 vs 16 (P < 0.001); Good = 18 vs 12; Moderate = 3 vs 5; No

change =10 vs 2

Return to work (weeks): 0.9 vs 0.7

Return to normal domestic activities (days): 6.2 vs 4.1
Complications:

Fever=2vs 1
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UTI=1vs0
Haemorrhage = 4 vs 5
Blood transfusions = 0 vs 2
Re-operation rate: 9 vs 4
Bleeding recurrence: 17 vs 6
Perino 2004347 randomised — 116 enrolled. ~ Population characteristics: Endometrial Laser 36 months Bleeding Change in bleeding category (normal or no bleeding) from baseline to 12 and Funding source: Not
computer 58 to ELITT, ~ Women; DUB; no uterine Intrauterine category; Patient 36 month follow-up: stated
generated; 5810 TCRE.  pathology; no coagulation Thermal Therapy satisfaction; ELITT = 0%, 54 of 56 (96%), 53 of 56 (95%) Study summary: Both
EL=1+ glgzrgeﬁ: Menorrhagia - (PEUtTT):tTCRtE;f duratign of TCRE = 0%, 51 of 55 (93%), 50 of 55 (95%). procedure are equally
' re-tea ent 0 Procecur®, Ppatient satisfaction at 12 and 36 months safe and effective for
Average age: ELITT = 41.4 depot GnRH Adverse events; treating HMB
' o ELITT = 94.5%, 93% '
TCRE =41.9 3.75mg oo
Parity: 1.9, 18 TCRE =91%, 91%
P;‘%_ o7 1625 Re-reatment: ELITT =3, TCRE = 5
T No difference between groups.
Country: Italy
Rauramo randomised; 60: 30 LNG-  Population characteristics: LNG-IUS; 3 years MBL = PBAC; MBL: Funding source:
200428 open; IUS; 29 women; menorrhagia; not endometrial duration of LNG-IUS (median)- baseline (n = 30) = 261.5 (60-1503), 1 year (n = 24) = 12, Schering AG
equivalence endometrial pregnant or Iactating; finislhed resection menstruation; 2 years (n=20) = 8.5, 3 years (n=19) = 7. Study summary: Both
EL=1+ restecnon - fabmlly; n(fm:al- uteglneglaw.ty; reatment vs P a?m géolog#cai Resection — baseline (n = 29) = 311 (81-2506), 1 year (n = 28) = 8.5, 2 years ( treatments effectively
mt. abrorma’ ulerine bieeding, treatment; est S', eeflects - 24) =10, 3 years (n = 22) = 4. Difference between groups not significant. reduced MBL.
randomised.  pathology. treatment vs Analysis based Ad ts: 1 oedema from LNG. plus 3 endometriis. 2 PID. 1 Ision. 1
12months - | NG-IUS: 41.4 years, 73.4 kg.  baseline on intention-to- :’/ersetgz_/enﬁ.)l °§. emadrom_ fon plus t.en orlne r1| 'St’ e expuision.
6 LNG‘IUS VS TCRE: 42.1 years, 70.4 kg. freat. endometritis, 1 bleeding and pain from resection, plus 1 stroke
1 ablation Countrv: N
discontinued ountry: Norway
or treatment
failure.
36 months 5
vs 7
discontinued
or treatment
failure. 19 vs
22 at
36 months.
Shawki RCT 131 Population characteristics: D&C, goserelin 1 year Change in Change in bleeding patterns (improvement, amenorrhoea): Funding source: Not
2000322 EL=1- randomised ~ Women; failed medical 3.6 mg SC for bleeding pattemn;  pgC (n = 39): 39, 7 stated
(D&C =39, treatment; AUB; endometrial 1 months goserelin change in goserelin for 1 month (n = 23): 21,9
goserelin biopsy confirming no 3.6 mg SC, danazol bleeding patter  gogerelin for 3 months(n = 26): 24, 10
3.6 mg SC neoplasia; no desire for future ~ 400-600 mg PO by surgical danazol (n = 26): 24, 9
for fertility; AUB at level for per day for technique; MPA 1(n = 23): 23, 7
1months =2  hysterectomy to be 3 months, operative time No diff bet fth treatment
3, goserelin  considered; uterine size <12 \PA 15 mg PO per (minutes) o difference between any of the pre-treatment groups
36mgSC  weeks; patient refusal to day before Operative time (minutes):
for 3 months,  consider further medical procedure. All prior D&C (n=239): 68 (SD 7)
danazol 400~  treatment. to endometrial goserelin for 1 month (n = 23): 39 (SD 7)
600 mg PO Average age = 457 ablation or goserelin for 3 months(n = 26) 37 (SD 5)
per day for . resection danazol (n = 26): 43 (SD 3)
3months=2  Country: Egypt MPA 1(n = 23): 54 (SD 9)
6

D&C and MPA groups took significantly longer (P < 0.05)
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MPA 15 mg Change in bleeding pattern by surgical technique: no difference between groups
PO per day (THIS ANALYSIS IS NOT BASED ON RANDOMISED GROUPS)
before
procedure =
23)
Sowter Systematic 12 studies Population characteristics: Pre-surgical Endometrial Review compared treatments vs placebo, and against one another. Only statisticaly ~ Funding source: No
200239% review; meta- Search on MEDLINE, endometrial thickness; significant differences reported here. funding

analysis EMBASE, current contents, thinning agents — endometrial GNRH vs placebo (n = 8): Study summary:

EL =1+ Cochrane Library, MDSG GnRH, goserelin, atrophy; cavity s _ o701 _ Endometrial thinnin
trials register. Pharmaceutical  leuprolide acetate, length; duration of Egggmzm:: gllr%lgﬁ/sf R'\éV:Mg 02 [i:? £03§4891;0 1.91] prior to endometrialg
companies contact about danazol, surgery; operative Duration of operation — WMD =479 [—6.5.4 to— 3.04] destruction improves
unpublished studies. progestins, dl_fflculty; Operative difficulty — RR = 0.32 [0.22 o 0.46] operating conditions for
Used Menstrual Disorders and ~Progestogens. Distension Distension medium absorption — WMD = -161.56 [-220.07 to -103.04] surgeon and short-term
Subfertility Group strategy - Treatment vs m; dium “blood  Postoperative amenorrhoea rate at 12 months ~ RR = 1.62 [1.04 t0 2.52] post-operative
including pre-treatment terms ~ treatment; absorption; bloo No diff for other patient out outcomes. GnRHs are
(GnRH etc) treatment vs loss d“”"g 0 ditierence for other patient outcomes. more consistent than
Only RCTs included in review ~ Placebo procelgiurs, , GnRH vs danazol (n = 4): danazol. Long-term

_ complicalions; - Endometrial atrophy ~ RR = 1.84 [1.23 to 2.75] effects are reduced with
Country: amenorrhoea ) time, such amenorrhoea
< hati No difference on other measures. ’
rates; patient rates.
satisfaction; need  GnRH vs progestogens (n = 2):
for further Endometrial thickness — WMD = -2.80 [-3.59 to —2.01]
2‘;32%583 é d No other differences.
oss. Danazol vs no pre-treatment (n = 2):
Endometrial atrophy — RR = 3.15 [1.46 to 6.80]
No other differences.
Progestogens vs no pre-treatment (n = 2)
No differences
Proportion with atrophic endometrial glands RR (fixed) 2.50 (95% Cl 1.27 t0 4.92)
and proportion with post-operative amenorrhoea at 12 months or less RR (fixed) 2.43
(95% Cl 1.23 to 4.81) in favour of danazol.
Soysal 2002270 randomised; 72: 36 Population characteristics: Thermal balloon 12 months MBL - PBAC; MBL: TBA - baseline PBAC =417 (SD 81.4), 12 month PBAC = 21.8 (SD 14) Funding source: Not
blind ablation vs Women; > 40 years; ablation after QoL; Side effects (P < 0.0001). LNG-IUD - baseline PBAC = 408 (SD 101), 12 month PBAC = 55 stated
EL =1+ 36 1UD. 1 completed family; GnRH-a; LNG IUD (SD 11) (P < 0.001). TBA vs LNG = 388.2 vs 343 reduction (P < 0.001). Study summary: Study
ablationand  menorrhagia; no pathology; no (20 g daily) QoL: SF-36 and HADs no difference between groups, except on role limitation where  shows that LNG-IUS
5 IllJ[()j ”(?? cancer. Treatment vs TBA better. No baseline data shown. and TBA are equivalent.
g:atlj seis gL . LNG-IUS: 44.1 years. TBA: baseline; treatment Patient satisfaction: would recommend treatment = 70% for TBA vs 96% for LNG-
t tré,atment 43.8 years. vs treatment IUD.
0
failure. Country: Turkey Side effects: 21 of 36 LNG patients reported 1 or more side effects vs 8 of 36 in TBA
group. (P < 0.05).
Discontinuation: 5 LNG-IUS vs 1 TBA discontinued due to treatment failure.
Soysal 2001348 Prospective; 96: thermal Population characteristics: Thermal balloon 3,6,12 MBL - PBAC; Change in MBL (PBAC) from baseline to 12 months: TBA = 384.3 (SD 101) and 41.1  Funding source: Not
randomised — balloon Women; menorrhagia — PBAC  ablation (TBA); months Duration of (SD 29) (P < 0.0001); RBA = 385.6 (SD 103), 40.2 (SD 45) (P < 0.0001). stated

computer ablation =45, > 150; aged > 40 years; Rollerball ablation  follow-up procedure; Mean decrease in MBL (PBAC) was 343.2 for TBA and 345.5 for RBA (No statistical

generated; rollerball completed childbearing; (RBA); Pre- complications; difference between groups).

concealment - ablation =48  myomatous uterus — < 12 treatment in both pain score of L _ ' _ .

opaque weeks pregnancy in size or groups of GnRH surgery; Mean operating time: TBA = 11.5 min vs RBA = 37.3 min (P < 0.0001)
< 5 cm; active pelvic Amenorrhoea
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envelopes inflammatory disease; Surgery vs surgery rates Intra-operative complication rates: TBA = 0 vs RBA = 3 (P < 0.05)
EL=1+ Submucous fibroids >3 cm or No difference on other outcome measures.
< 50% intramural extension.
No loss to follow-up
Average age: TBA = 43.6,
RBA =443
Parity: TBA=2.9, RBA=3.1
PBAC: TBA = 383.1,
RBA = 387.1
Country: Turkey
Van Zon- random; blinded; 139 Population characteristics: TBEA; REA; 24 months MBL (menstrual Outcomes for TBEA vs REA. Funding source: Not
zRggfsltls?k cozpea(;megt ?O'It rzandolm(ijszd, }N.cl)rzen; lc?'duldted itf - DthB, Gos;erelitn ac?tqte ;c?-rin? system); Change in MBL (Menstrual scoring system); median (Range): stated
outlined in detai exclude: ailed medical treatment for pre-treatment given atien ) R Study summary:
EL =1+ due to test DUB; pre-menopausal; no to all patients satisfaction; (F;re °Pt§faﬂv;‘éy5 4312t5.g3(5160 t%92(;550) tvs1461020(137 to 1850) Endgmetria| a[,y|aﬁon by
results, 60 in  wish for hysterectomy; no additional montns s (310635) vs 99.5 (0 o ) uterine balloon thermal
. 4 12 months = 73.0 (0 to 535) vs 70.0 (0 to 2265) | !
REAand 77 wish for future fertility. treatment 24 months = 73.0 (0 to 585) vs 33.5 (0 to 905) (P < 0.01) ablation (Thermachoice
in TBEA at Excluded if — malignancy or ' ' ' trade mark ) is equally
baseline, 58 other abnormal test results Success rate (score < 185): effective as
and 76 at Baseline characteristics 12 months = 79% vs 79% hysteroscopic RBE of
6months, 55 (TBEA vs REA): 24 months =78% vs 76%: the endometrium.
?gdm?n?r:s Age =431 vs 43.1 Patient satisfaction at 24 months: 80% vs 75%)
55and66at  ulliparous =2vs 3 Additional surgery: Hysterectomy = 8 vs 6; Ablation = 1 vs 1; LNG-IUS = 2 vs 0;
24 months. Cavity length (cm) =7.6 vs 7.9 Other =2 vs 1
Country: Netherlands Change in Hb level from baseline = P < 0.001 in both groups
Procedure details and complications not stated.
Van Zon- Randomised; 139 Population characteristics: TBEA; REA 24 months Complications Outcomes for TBEA vs REA Funding source: Not
Rabelink blinded randomised,  Women; Included if - DUB, inations: stated
200330 2 excluded failed medical treatment fi Complicatons:
EL=1+ excuae ated medical freatment for Perforation of uterus = 0 vs 3 Study summary:
due to test DUB; pre-menopausal; no ) e Endometrial ablation b
. . . Laceration of cervix = 0 vs 3 ( Y
results, 60 in  wish for hysterectomy; no _ uterine balloon thermal
h e Electrolyte dysbalance = 0 vs 1 ! k
REAand 77 wish for future fertility. s o ablation (Thermachoice)
. ) A Suspicion of perforation = 0 vs 1 ¢ !
in TBEA at Excluded if — malignancy or o is a safe and simple
. Other complications = 0 vs 0 P
baseline, 58  other abnormal test results non-hysteroscopic
and 76 at Baseline characteristics P <0.001 for difference between complication rates. procedure
6months, 55 (TBEA vs REA): Technical complications: 13 vs 10
?gd 74 ?; Age = 43.1vs 43.1 Post-operative complaints:
monms, Nulliparous =2 vs 3 Pain=3vs 0
55 and 66 at Cavity lenath =76vs79 -
24 months. avity length (cm) =7.6 vs 7. Nausga =0vs 1
Country: Netherlands Infection =0 vs 1
Pain, Nausea and headache =1 vs 0
Vercellini randomised — 134 eligible, ~ Population characteristics: vaporising 12 months Duration of Outcomes for vaporising vs TCRE. Funding source: Not
199939 (HE b”f;ded;t 34 LEfUS_edt_ Wfomeg;: 3h5 Y?GTS tOf ag% 9|eCttf0dte? TCtRI'Et;h ?P?ratﬁoq Duration of operation (minutes): 9.2 vs 10.7 stated
concealment—  randomisatio  referred for hysterectomy due  pre-treatment wi minutes); - . Mo = . - . - Study summary:
opaque n, 47 to menorthagia (PBAC > 100);,  GnRH complications Corlnpllca.\tl.ons with operation: Minimal = 11 vs 14; Moderate = 4 vs 7; Severe = 0 vs 6 Endoymetrial agation
envelopes randomised uterine volume < 12 weeks; with operation; Fluid deficit (ml): 109 (SD 126) vs 367 (SD 257) with the vaporizing
EL=1+ toREA, 44to  normal pathology results; no fluid deficit; MBL ~ MBL (PBAC): 15 (SD 24) vs 20 (SD 42) electrode limited fluid
TCRE future fertility wanted; no use (PBAC); Menstrual pattern: absorption compared
of hormonal treatments that Menstrual

may impact on treatments;

pattern; Patient

Amenorrhoea = 17 vs 21

with resection by the
standard cutting loop.
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
intramural or submucous satisfaction; Hypomenorrhoea = 20 vs 14 Long-term effects on
fibroids > 3 cm were excluded. Haemoglobin Eumenorrhoea =10 vs 7 uterine bleeding were
Baseline characteristics levels (g/dl) Menorrhagia =0 vs 2 similar.
(Electrode vs TCRE): Patient satisfaction:
Age =455 vs 46.2 Satisfied = 45 vs 41
Parity =1.9vs 1.8 Uncertain =2 vs 1
BMI=24.3vs 23.7 Dissatisfied = 0 vs 2
PBAC score = 282 vs 270 Haemoglobin levels (g/dl): 13.5 vs 13.6
Haemoglobin (g/dl) = 11.4 vs
1.1
Country: Italy
Vihko 2003%°  Randomised; 31:16in Population characteristics: Menotreat and 3and Change in Change in bleeding classification: all patients in both groups experienced reductionin  Funding source: Not
blinding not menotreat women; menorrhagia requiring  Cavaterm — thermo 6 months bleeding bleeding at both 3 and 6 months. stated
mentioned; group, 16 surgery; no endometrial balloon ablation classification; Length of menstrual bleeding time was significantly (P < 0.01) reduced in both groups
concealment not ~ Cavaterm pathology or abnormallty.; techniques length of at both 3 and 6 months compared with baseline. There was no difference between
mentioned group n<r)ermna; ncte(:\xv?; rt]:i):]tolttz)gy, not  Surgery vs Surgery; mggsitrr]ua(lda o groups.
EL=1- preg 9 Surgery vs Baseline 91days): Number of pads or tampons used was significantly (P < 0.01) reduced in both groups
become pregnant; Polyps or Pad or tampon t both 3 and 6 month d with baseline. Th i bet
fibroids > 2 cm excluded: use: Patient at both 3 and 6 months compared with baseline. There was no difference between
urinary tract or genital assessment of groups.
infection; IUDs: Caesarean outcome (poor, Patient satisfaction at 6 months was: for menotreat — 12 excellent, 4 good, 0 poor; for
section scar; Participating in good, excellent) ~ Cavaterm — 9 excellent, 5 good, 1 poor.
another trial.
Average age:
Menotreat = 39.3 vs 40.5 in
Cavaterm
Parity = 2.7 in Menotreat Vs
2.9 in Cavatherm.
Country: Finland
Zupi 2003333 Randomised; 203 entered  Population characteristics: Hysteroscopic 2 year Peri-operative Operating times: HER = 41.7 min, LSH = 71.5 min, P < 0.01 Funding source: Not
cozc:lglr;ent t fstudyl._I:E 3R Women; trefeLredl with endortr]etrig_IIER) outcolme?; Operative complications: HER = 13, LSH = 9 stated
and blinding not ~ from menometrorrhagia; younger resection , complications; ! . - - Study summary:
mentioned and 9 from than 50 years; less than Laparoscopic QoL - SF-36; L°”_9.term complications: HER = 3, LSH =6 Lapa);oscopic i
EL=1+ LSH 100 kg; finished families; clear  supra-cervical Additional Additional surgery by 2 years: HER = 12, LSH =1 hysterectomy may offer
withdraw pap test; uterus size <12 hysterectomy (LSH) treatment; SF-36 outcome (HER pre-operatively scores, HER post-operative score, LSHpre-  curative advantages of
fro_m study weeks equivalent; no adnexal and GnRH-a Haemoglobin operative score, LSH post-operative score): hysterectomy with
prior to masses or endometriosis. (3.75 mg) 1 month levels General health - 51.9 (SD 12.7), 59.6 (SD 13.7), 52.1 (SD 12.2), 69.4 (SD 14.2) operative advantages of
reatment. 89 average age: HER = 43.2, prior to surgery. Physical function — 62.6 (SD 14.4), 66.4 (SD 15.1), 62.8 (SD 10.9), 67.6 (SD 13.2)  ablation.
ggthdEfSal_rl'd LSH =426 Ablation vs Role (physical) — 58.3 (SD 13.0), 61.3 (14.8), 59.2 (SD 15.4), 62.1 (SD 13.9)
N de'iff " Parity:=HER = 1.8, hysterectomy Role (emotional) - 60.8 (SD 12.0), 64.2 (SD 14.4), 60.3 (SD 11.9), 68.1 (SD 15.2)
b° Merence | sH=1.9 Mental Health — 58.1 (SD 12.3), 60.5 (SD 14.8), 59.8 (SD 12.9), 63.2 (SD 13.6)
hemeer:‘ Ieqular bleeding: Social function — 56.4 (SD 11.0), 67.3 (SD 12.7), 53.6 (SD 9.7), 88.5 (SD 11.5)
t (t)r?gt at ; HEg 2% Lg'H —50.7% Vitality 56.7 (SD 11.0), 61.0 (SD 12.8), 55.4 (SD 10.3), 72.3 (SD 11.3)
withdraw an 2 ' Pain - 57.1 (SD 19.2), 58.6 (SD 17.0), 56.4 (SD 18.5), 60.1 (SD 14.0).
those that Country: Italy i [
underwent P <0.01 for change in general health score for both treatments, and for difference
treatment. after treatment between groups in favour of hysterectomy.

P < 0.01 for change in emotional role in hysterectomy group.
P <0.01 for change in social function score for both treatments, and for difference
after treatment between groups in favour of hysterectomy.
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Bibliographic ~ Study typeand  No. of Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level  patients comparison measures additional comments
P < 0.01 for change in vitality score for hysterectomy treatments, and for difference
after treatment between groups in favour of hysterectomy.
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Table 10.4 Endometrial ablation for treatment of HMB — additional non-comparative studies

Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
Clarke 2005%4  Cohort Hysterectom 5294 of 15280 in Women; underwent hysterectomy or Readmission ratesto  Readmission rates by 5 years: Funding source: Department of
EL=3 y; TCRE hysterectomy TCRE; Surgery for DUB hospital Any type of readmission — 2754 (44.6%) of TCRE, 3477 (41.7%) of hysterectomy. ~ Health, UK
gﬁl;%?ndh‘w% Sf Part of VALUE/MISTLETOE cohorts Hazard ratio = 0.87 [CI 0.80 to 0.95], P = 0.038 Study summary: Differences in
in the deg  Country: UK Gynaecological readmission - TCRE = 837, hysterectomy = 440. Hazard readmission patterns for
group responae ratio = 0.40 [C| 0.33 to 0.48], P < 0.0001 hysterectomy and ablation.
to 5 year follow-up . o Women undergoing
Operation related readmission — TCRE = 1026, Hysterectomy = 721. Hazard hysterect less likely fo b
tio = 0.53 [CI 0.45 t0 0.61], P < 0.001. ysterectomy are 165s fikely o be
ra ' readmitted to hospital.
Dequesne; Case series Vesta - 187 Women; menorrhagia; failed medical Complications; Bleeding patterns after surgery: Of 187, 71 had amenorrhoea, 81 had Funding source: Vesta Medical
1997365 EL=3 thermoregula treatment; normal pathology and Subsequent surgery ~ hypomenorrhoea, 18 had eumenorrhoea, and 17 failed Inc., Valleylab Inc., Pfizer Inc.
ted ) histopathology; uterus size < 10 cm (failures); Bleeding Complications: 8 device failures, and 1 complication
endometria Country: Europe and Mexico paterns Survival analysis of freedom from HMB, dissatisfaction or additional surgery by
ablation c
24 months = 88%
Donnez Case series Endometrial 100 Women; PBAC > 150; not pregnant; Menstrual bleeding Menstrual bleeding patterns at 12 months: Funding source: Not stated
20005 EL=3 Laser No desire for future fertility; 30 to patterns; Amenorrhoea = 69%
Intrauterine 49 years; Non-menopausal; Uterus Complications; patient  gpotting = 21%
Thermal cavity between 5 and 10 cm; Normal satisfaction Hypomenorrhoea = 5%
Therapy cavity pathology; Absence of fibroids Eumenorrhoea = 4
(ELITT) or polyps. Menorrhagia = 1
Country: Belgium Complications: 4
Patient satisfaction at 12 months: 91 were most satisfied, 7 were satisfied, 2 were
not satisfied.
Dutton 2001367 Case series Rollerball 275 Women; menstrual bleeding problems;  Subsequent Subsequent hysterectomy in 46 — 34 for persistent menorrhagia. Funding source: Not stated
EL=3 endometrial 265 for menorrhagia hysterectomy rate
ablation Country: USA
El-Toukhy Case series Cavaterm— 220 at 6 months, Women; menorrhagia; failed medical Menstrual bleeding Menstrual pattern at 18 months (n = 153) 72% had reduced MBL, at 24 months Funding source: Not stated
200438 EL=3 balloon 108 at 24 months.  treatment; no significant uterine pattern (n =108) 74% had reduced MBL.
thermal pathology; excluded if — uterine cavity
ablation > 12 cm, endometrial hyperplasia.
Average age = 41
Parity = 2.1
Country: UK
Erian 199439 Prospective; Endoscopic 2342 women; menorrhagia; failed medical Menstrual bleeding Menstrual bleeding patterns: Funding source: Not stated
case series laser treatment; suitably for hysterectomy; patterns; No data on baseline bleeding patterns, but all included had refractory menorrhagia. ~ Study summary: Laser ablation
EL=3 ablation; excluded if — endometrial pathology complications; At follow up (n = 1866): is an acceptable alternative to
danazol found. additional treatment P : hysterectomy
200 mg t.i.d. Countrv: UK Amenorrhoea = 1043 (56%) )
ountry: Reduced menses = 353 (19%)
for 6 weeks I h
ot to Normal period = 348 (19%)
P No change = 122 (7%)
surgery

Additional treatment:

Of 122 with no improvement — 33 had hysterectomy, 84 had re-treatment, 5 do not
respond.

Complications: 57 complications reported in 2342 patients (2.4%).
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
Erian 1996370 Case series TCRE; Pre- 126 Women; menorrhagia; no malignancy;  Menstrual bleeding Bleeding patterns (n = 126): Funding source: Not stated
EL=3 treatment uterus < 12 weeks equivalent; failed or  pattern; Amenorrhoea = 55
with danazol refused medical treatment complications; Scanty blood loss = 46
200 mg t.i.d. Country: Australia Additional surgery Reduced loss = 14
for 6 weeks No change = 8
Lost to follow-up — 3
Additional surgery: 6 women requested repeat procedures, 8 underwent
hysterectomy
Complications: 2 perforations, 3 women required tamponade due to heavy bleeding
Feitoza Case series Thermal 141: 53 had Women; referred due to heavy or Bleeding pattern; Bleeding patterns: Funding source: Not stated
20037 EL=3 Balloon completed prolonged menses; uterus size patient satisfaction; Baseline - all had menorrhagia. Study summary: TBA is safe and
?%a:)o n 24 month follow-up \;n:t? gzgm%??egtz)éﬂ%:: sociated - additional therapy At 6-monhts: 32 had amenorrhoea, 63 had hypomenorrhoea, 27 had efficient method to treat
7 had abjat ) .t i eumenorrhoea, 7 had menorrhagia, 11 had undergone hysterectomy. menorrhagia.
women had ablafion as first-ine At 12 months: 25 had amenorrhoea, 47 had hypomenorrhoea, 22 had
treatment. .
Countrv: USA eumenorrhoea, 2 had menorrhagia, 15 had undergone hysterectomy.
ountry: At 24 months: 15 had amenorrhoea, 19 had hypomenorrhoea, 14 had
eumenorrhoea, 5 had menorrhagia, 19 had undergone hysterectomy.
Patient satisfaction: 95% of patients were satisfied with TBA result.
Subsequent treatment: 28 of 141 women underwent additional treatment; 1
myomectomy, 6 hormonal treatments, 21 hysterectomies (14 for menorrhagia).
Ferry 199432 Case series TCRE 278 Women; menstrual disorders; Patient satisfaction; Patient satisfaction at 4 months: 90% Funding source: Not stated
EL=3 malignancy excluded; uterine size <12 complications Complications: 13 procedures not completed, 13 patient required overnight stay
weeks due to complications
Country: UK
Friberg Case series Thermal 117: 116 followed ~ Women; menorrhagia; failed medical Menstrual bleeding Change in bleeding pattern in pre-menopausal women at follow-up, excluding Funding source: Not stated
2000273 EL=3 balloon up treatment; no desire for future fertility pattern; subsequent those who had hysterectomy (n = 70):
endometrial Average age = 43.4 hysterectomy Amenorrhoea = 10
destruction Parity = 2 Minimal MBL = 32
) Normal = 23
Country: Sweden Profuse = 5
Patient satisfaction: 91.5% excellent, 5.7% good, 1.9% moderate, 0.9% did not
improve.
Endometrial thickness was less in women with amenorrhoea than those who had
bleeding (P < 0.001)
Subsequent hysterectomy: 10 women had hysterectomy - 7 for menorrhagia
Gallinat Case series Electroballoo  124: 122 had Women; menorrhagia; failed medical Menstrual bleeding Bleeding pattern at 24 months (assumed all had menorrhagia at baseline) Funding source: Not stated
2001374 EL=3 n ablation 24 month follow-up  treatment pattern; additional (n =122): amenorrhoea = 42%, hypomenorrhoea = 44%, Eumenorrhoea = 4%
Country: Germany surgery Subsequent hysterectomies = 5
Gallinat Case series; NovaSure - 107 Women; menorrhagia (PBAC > 150); Bleeding pattern; Change in bleeding patterns: Funding source: Not stated
2004375 prospective bipolar failed medical treatment; uterine cavity ~ additional treatment Baseline — all women had menorrhagia (PBAC > 150) Study summary: NovaSure is a
EL=3 ablation <10cm. safe and effective treatment for

Average age: 42 years
Average PBAC = 563
Parity = 2.62

Country: Germany

At 26 months (n = 103):
65% had amenorrhoea
26% had spotting

3% had hypomenorrhoea
3% had eumenorrhoea

menorrhagia.
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
3% had menorrhagia
Additional treatment: 3 hysterectomies and 1 re-ablation
Gandhi Case series TCRE 301 women-2329  Women; menstrual disorders; no Prognostic factors for A total of 51 women have undergone hysterectomy from group of 301. Funding source: Not stated
199976 EL=3 procedures desire for future fertiity subsequent Prognostic factors associated with failed treatment: Study summary: Prognostic
Average age = 42 years hyStel'ECtomy Aged <40,P=0.01 factors should be taken into
71% had regular cycle Moderate or greater dysmenorrhoea, P = 0.0001 account when advising about
Country: UK Fibroids, P > 0.05 surgery.
Surgery completed, P > 0.05
Complications, P = 0.04
Histology not normal, P = 0.02
Number of procedures > 1, P = 0.04
Operator experience, P = 0.009
Garry 1991377 Case series Endometrial 859 Women; distressing or debilitating Operating outcome; Mean operating time: 24 minutes Funding source: Not stated
EL=3 ablation — menorrhagia; completed family; No Patient outcomes — Complications: 11 Study summary: Endometrial
Nd:YAG major pathology — malignancy, large bleeding patterns Bleeding pattern: ablation is safe and effective
laser ablation fibroids; no severe medical problems — eeding patiemn: methods for treating
liver and renal disease; gross obesity Amenorrhoea = 288 (60%) menorrhagia
Country: USA and UK Reduced menses = 152 (32%) '
' First failure = 39 (8%)
Subsequent success = 26 (5%)
Hysterectomy = 13 (3%)
Garry 1995%78  Case series Endometrial 524 women-600  Women; severe menorrhagia; no Menstrual bleeding Change in bleeding patterns: Funding source: Not stated
EL=3 ablationand  operations desire for further children; excluded if - patterns; additional Assumed all women had menorrhagia prior to surgery. Study summary: Laser ablation
resection — malignancy, uterus > 12 weeks in size;  surgery, A hoea = 135 (28.9% is safe and effective method for
laser ablation Fibroids > 2 cm; suspected complications Rm(;enor(rj oea = 12- 3(09' 6(3)2"/ treating menorrhagia
adenomyosis; endometriosis. educe menst " (66.2%)
Same menses = 21 (4.5%)
Mean age = 43 years Increased = 1 (0.2%)
Country: UK No response =1 (0.2%)
Success of surgery:
Successful = 418 (83.4%)
Failure = 83 (16.6%)
Hysterectomy = 34 (6.8%)
Mean fluid absorption = 603 ml
Mean operating time = 25 minutes
Lefler 2003%7  Case series Rollerbar- 17 women; menorrhagia; completed Bleeding patterns; Change in bleeding pattern (assumed all had menorrhagia at baseline): Funding source: Not stated
EL=3 loop-rollerbar family patient satisfaction;  Amenorrhoea = 60 (55%) - 25 were menopausal Study summary: RLR was
egfj?-memal Country: USA complications Spotting = 21 (19%) - 1 was menopausal associated with good long-term
ablation

Light flow = 5 (5%)

Normal flow = 4 (4%)

Heavy flow = 2 (2%)

17 patients had hysterectomy.
Patient satisfaction:

Satisfied or better: 90 (85%)

Neutral: 6 (6%)
Dissatisfied 11 (10%)

Fluid absorption: Median absorption was 100 ml, mean was 154 ml (SD 289)

outcomes.
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
McPherson Cohort TCRE; Numbers Women; undergone TCRE or Libido loss, difficult Adjusted OR for loss of libido against TCRE (adjusted for age and HRT use): Funding source: Department of
20054%° EL=3 hysterectomy  responding at hysterectomy. sexual arousal; Some — Hysterectomy = 1.25 (1.13t0 1.39), BSO = 1.32 (1.16 to 1.51), P=0.254  Health and BUPA foundation
with or Syearfollow-up:  Ayerage age at 5 year follow-up: vaginal dryness. Severe — Hysterectomy = 1.29 (1.16 to 1.44), BSO = 1.68 (1.48 10 1.92), P < 0.001  Study summary: At 5 years
withoutBSO  TCRE = 3845, - - Extreme - hysterectomy = 1.42 (1.22 to 1.65), BSO = 1.80 (1.51 to 2.14), follow up women who had
hysterectomy = 33 TCRE= 47.9, hysterectomy = 54.1,
9¥Sﬁret° om¥ = BSO = 50.6 P <0.001 undergone hysterectomy
» ysterectomy ' i i i i reported increase psychosexual
- . Adjusted OR for difficulty of sexual arousal against TCRE (adjusted for age and p psy!
andBSO=2305  Country: UK ? FgT oy y g (adj g prci’blems t“?g éhé)se ﬁ?ﬁ hed
Some - Hysterectomy = 1.16 (1.05t0 1.29), BSO = 1.27 (1.1110 144), P=0.068 oo S0 " s B %8
Severe - Hysterectomy = 1.28 (1.15 10 1.44), BSO = 1.79 (1.56 t0 2.05), P<0.001 9769 W2 FCE 15 BN
Extreme — hysterectomy = 1.35 (1.15 to 1.58), BSO = 1.82 (1.52 t0 2.19), h
ysterectomy.
P <0.001.
Adjusted OR for vaginal dryness against TCRE (adjusted for age and HRT use):
Some — Hysterectomy = 1.28 (1.15 to 1.41), BSO = 1.17 (1.03 to 1.33), P = 0.057
Severe — Hysterectomy = 1.55 (1.36 to 1.78), BSO = 1.43 (1.22 0 1.69), P = 0.170
Extreme — hysterectomy = 1.50 (1.19 to 1.88), BSO = 1.69 (1.29 to 2.22),
P=0.195.
McPherson Prospective TCRE; 11323 (5592 with Women; undergone hysterectomy or Risk of urinary OR of Urinary symptoms for hysterectomy compared with TCRE (adjusted for age, ~ Funding source: DoH and BUPA
200531 cohort Hysterectom  TCRE, 5731 with TCRE for DUB. incontinence BMI, number of pregnancies, caesarean sections, fibroids, co-morbidities, age of
EL=3 y hysterectomy — Mean average age: TCRE = 42.17, first pregnancy):

1240 vaginal, 4227
abdominal, 251
LAVH)

Hysterectomy = 42.21

Presence of fibroids: TCRE = 924 of
3740 (24.71%), hysterectomy = 424
(7.44%) of 5701

Country: UK

Urinary incontinence — mild: OR = 1.28 (1.12 to 1.45)
Urinary incontinence — severe: OR = 1.54 (1.29 to 1.85)
Urinary frequency — mild: OR = 1.17 (1.04 to 1.33)
Urinary frequency — severe: OR = 1.36 (1.14 to 1.62)
Nocturia — mild: OR 1.23 (1.04 to 1.46)

Nocturia — severe: OR 1.28 (1.09 to 1.50)

Vaginal:

Urinary incontinence — mild: OR = 1.19 (1.00 to 1.41)
Urinary incontinence — severe: OR = 1.52 (1.20 to 1.93)
Urinary frequency — mild: OR = 1.28 (1.08 to 1.52)
Urinary frequency — severe: OR = 1.51 (1.20 to 1.90)
Nocturia — mild: OR 1.34 (1.06 to 1.69)

Nocturia — severe: OR 1.33 (1.08 to 1.64)

Abdominal:

Urinary incontinence — mild: OR = 1.30 (1.15 to 1.46)
Urinary incontinence — severe: OR = 1.59 (1.34 to 1.89)
Urinary frequency — mild: OR =1.10 (0.97 to 1.23)
Urinary frequency — severe: OR =1.15 (.96 to 1.37)
Nocturia — mild: OR 1.19 (1.01 to 1.39)

Nocturia — severe: OR 1.17 (1.00 to 1.36)

LAVH:

Urinary incontinence — mild: OR = 1.82 (1.28 to 2.59)
Urinary incontinence — severe: OR =2.02 (1.32 to 3.07)
Urinary frequency — mild: OR = 1.03 (0.74 to 1.43)
Urinary frequency — severe: OR = 1.33 (0.85 to 2.07)
Nocturia — mild: OR 1.03 (0.68 to 1.57)

Nocturia — severe: OR 0.90 (0.57 to 1.41)
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
O'Connor Case series Endometrial 525 primary Women; menorrhagia; eligible to Operative findings; Operative findings (n = 525): Funding source: Not stated
199632 EL=3 resection; resection, 50 hysterectomy; failed medical treatment  averting subsequent  Fiyiq balance (Mean) = 585 ml Study summary: Endometrial
pre- subsequent or refused treatment; 30 to 50 years surgery or Surgery not completed = 25 (5%) resection is an effective
treatment resections old; no desire for further children; ~ hysterectomy Complications = 34 (6%) alternative to hysterectomy
with danazol normal cervical smear and endometrial Operating time = 33 minutes
or GnRH in biopsy; major uterine pathology Hospital stay (Mean ) = 0.94
some cases excluded - fibroids > 5 cm. Late post-operative complications = 14 (3%)
Average age =42 17 women required further medical treatment, and 84 required further surgery.
Prior medical treatment = 84% 29% to 8?‘}/0 ITf women expressed satisfaction with the surgery during each of the
Menstrual symptoms: 93% had HMB, years otlolow-up
11% had irregular periods, 44% had
painful periods.
Country: UK
Parkin 200032 Case series Microwave 1433 Women; undergone microwave Complications Complication: Funding source: Not stated
EL=3 endometrial endometrial ablation for excessive 1 major complication — small bowel burn. Incidence of 0.7/1000 for series.
ablation menstrual blood loss 4 blunt perforations (1 cause by MEA probe) — incidence = 2.6/1000 for series.
(MEA) Country: UK 2 women had post-operative pain and 14 cases of endometritis were detected.
Total complication rate = 14.6/1000
Perez-Medina  Case series Loop 286 Women; no major pathology; failed Menstrual bleeding Menstrual bleeding patterns by follow up: Funding source: Not stated
2002 EL=3 endortr_letrlal medical treatment. Eatttem; fubsgqpint 3 to 4 years (n = 286): amenorrhoea = 46%, improved = 89% Study summary: Length of
resection Menorrhagia = 134 (46.4%) fyst ere;: orfnyl, zs " Failed treatment: 48 required hysterectomy. follow-up, patient age, and
Metrorrhagia = 152 (53.1%) aclors for falle Risk factors for hvsterectomy in multivariate analvsis: presence of adenomyosis are
Average age = 41.6 years surgery. ISk tactors for hysterectomy In mullivariate analysis: risk factors for women requiring
Heavy periods = 95% Age (<45 0r45>): RR = 2.93 (Cl 1.59 to 5.40), P = 0.0002 hysterectomy after ablation
Country: USA Adenomyosis: RR = 11.21 (Cl 2.70 to 46.46), P = 0.0009
Survival analysis for not having hysterectomy at 5 years: 76% (CI 72 to 80)
Pooley 199835  Case series TCRE; 380 Women; menorrhagia; normal Complications; Complications: 26 complications were registered — 12 perforations. Funding source: Not stated
EL=3 GnRH pre- histopathology; completed families subsequent Survival analysis for avoiding hysterectomy by follow-up time: Study summary: Although TCRE
treatment Average age = 42.3 years hysterectomy 1 years = 42 hysterectomies, 87.6% survival does not avoid hysterectomy in
222 NHS, 158 private 2 years = 25 hysterectomies, 77.7% a”’d it dﬁ.ei have low mtorb|d|ty
181 had failed medical treatment 3 years = 5 hysterectomies, 75.1% andahigh success rate.
4 years = 3 hysterectomies, 72.6%
10 were post-menopausal and no HRT 5 years = 0 hysterectomies, 72.6%
Country: UK
Quenby Case series TCRE; no 293 women Women; Offered TCRE as alternative ~ Menstrual bleeding; Menstrual bleeding patterns: Funding source: Not stated
1997%% EL=3 pre- offered surgery, to hysterectomy patient satisfaction; 1 year (n = 273): amenorrhoea = 30%, light = 41%, moderate = 6%, heavy = 10%,
treatment 273 available for reason for choosing

follow-up

Country: UK

TCRE; Expected
outcome; Influences
on satisfaction

13% not followed up.

4 years (n = 52): amenorrhoea = 29%, light = 42%, moderate = 2%, heavy = 0%,
27% not followed up

Patient satisfaction:

1 year (n = 249): further surgery = 13%, satisfied = 67%, advise friend = 70%,
prefer hysterectomy = 18%.

4 years (n = 38): further surgery = 24%, satisfied = 68%, advise friend = 68%,
prefer hysterectomy = 13%

Why chose TCRE:

Advised by gynaecologist = 74%
Shorter recovery time = 46%
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
Early recovery of normal activity = 33%
Less time off work = 30%
Retain uterus = 18%
Avoid scar = 16%
Advised by GP = 8%
Early resumption of sexual activity = 8%
What did you expect of surgery:
Lighter = 92%
No period = 6%
Shorter periods = 79%
Same length = 6%
Less painful = 46%
Same degree of pain = 12%
No pain = 18%
Regression analysis of factors associated with satisfaction:
Age (< 40 or > 45) OR 6.66, P < 0.001
Histology OR 2.11, P < 0.05
Menstrual cycle (regular vs irregular) OR 2.05, P < 0.05.
Roushdy prospective Endometrial 124 Women; functional menorrhagia; 35to  Persistent or recurring  Bleeding pattern at follow-up: Funding source: Not stated
1996%7 cohort resection 47 years old menorrhagia by risk 108 had amenorrhoea and mean average uterine volume of 78.9 ml. 8 had
EL=3 Country: Egypt factor improved bleeding and mean average uterine volume of 98.7 ml. 8 had
persistent/recurring menorrhagia and mean average uterine volume of 112.8.
No patient with uterine volume < 110 ml had recurring or persistent menorrhagia.
Seidman Case series Transcervical 162 Women; symptomatic menorrhagia Bleeding pattern; Change in bleeding pattern with age: Funding source: Not stated
200038 EL=3 endometrial sufficient for hysterectomy. satisfaction; additional  pecreased or amenorthoea — < 44 (n = 59) = 84.8%, 45 to 49 ( n = 72) = 95.5%,
resection Mean age = 46.2 years surgery; procedure >50 (n = 31) = 92.6%
(TCRE) L outcome. All against . e
Parity = 3.3 age Patient satisfaction:
Country: Israel Satisfied or very satisfied — < 44 = 81.4%, 45 to 49 = 92.5%, > 50 = 92.6%
Fluid overload requiring diuretics: < 44 = 20.5%, 45 to 49 = 15.3%, > 50 = 25.8%
Blood transfusion: < 44 = 6.8%, 45 to 49 = 5.6%, > 50 = 3.2%
Sharma Cohort; Microwave 115 at baseline, 89  Women; menorrhagia — subjective; Menstrual bleeding At 24 months: 70% had reduced menstrual blood loss pattern. Funding source: Not stated
20043 prospective ablation at2 years failed medical treatment; completed pattern 30 of original 115 had undergone hysterectomy due to recurrence of menorrhaga.
EL=3 families; excluded if - uterine fibroid
> 4 cm; hyperplasia or malignancy;
uterine cavity > 14 cm
Average age: 40.2
Country: UK
Steffensen Retrospective TCRE 250 Women; menstrual symptoms Patient satisfaction; Amenorrhoea rates: Funding source: Not stated
199730 case series, requiring surgery; uterus no larger than  bleeding pattern; 3 months (n = 250) = 64%
with follow-up 10 weeks. additional surgery 12 months (n = 232) = 55%
EL=3 51% had menorrhagia

Country: Norway

48 months (n = 25) = 81%
Hypomenorrhoea rates:

3 months (n = 250) = 33%
12 months (n = 232) = 35%
48 months (n =25) =11%
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
Additional surgery:
3 months (n=250) =0
12 months (n =232) =2
48 months (n =25) =13
Patient satisfaction:
3 months = 97%
Thijssen Multicentre; Radiofreque 1280 Women; subjective menorrhagia; aged ~ Amenorrhoea rates, Amenorrhoea rate = 184 of 1280 (14%) Funding source: Not stated
19973t multi-national;  ncy 30 to 55 years; completed families; Hypomenorrhoea Hypomenorrhoea rate = 557 of 1280 (43.5%)
case series; endometrial wish to retain uterus; no hyper- rates, Dissatisfaction A hosalareatly reduced MBL/ hoea = 78 5%
prospective ablation (with gonadotrophic; normal uterus size; rates. men9rr oeaigreatly reduce ypomenorrnoea = 76.97%
EL=3 and without normal cervical cytology; normal Dissatisfied = 203 of 1280 (16%)
pre- adnexa; no prolapse; no intrauterine Complications: 19
treatment) abnormality; no history of bleeding
disorders.
Recruited between 1990 and 1994.
Country: Worldwide: UK, Netherlands,
South Africa, Australia, Spain,
Denmark
Tsaltas Case series; Endometrial 232 questionnaires  Women; undergone endometrial Bleeding pattern; Bleeding patterns at follow-up: Funding source: Not stated
1998392 retrospective ablation - sentand 149 ablation patient satisfaction No data for baseline
EL=3 renxeatﬁtod not returmed. Country: Australia At follow-up — 41 (28%) had amenorrhoea, 55 (37%) had very much lighter
defined menses, 29 (19%) had lighter menses, 16 (11%) had the same menses, 6 (4%)
had heavier bleeding, and 2 (1%) did not respond.
Patient satisfaction:
113 of 145 (78%) stated that they were satisfied with treatment.
19 of 149 (13%) had repeat ablation
26 of 149 (17%) had hysterectomy.
Vilos 199739 Prospective Thermal 121 - 13 women Women; menorrhagia; major uterine Menstrual bleeding Change in bleeding patterns: Funding source: Not stated
case series balloon had insufficient pathology exclude; excluded if wanted  pattern; additional Baseline - all classified as having menorrhagia
EL=3 ablation ~  balloon pressure future fertilty. surgical treatment 3 months: Reduced menstrual bleeding - 88, menorrhagia - 13, no data - 20
(thermachoic Average age = 39 years 6 months: Reduced menstrual bleeding — 95, menorrhagia — 14, no data — 12
e); varies . 12 months: Reduced menstrual bleeding — 56, menorrhagia — 12, no data - 53
Country: USA
forms of pre- Additional surgery: 23 patients required additional surge
treatment gery: 23 p g gery
used
Vilos 19963%  Case series hysteroscopi 800 in 54 hospitals  women; menstrual symptoms requiring ~ Complications Peri-operative complications: 29 in total. 6 false passage, 7 uterine perforation, 8 Funding source: Not stated
EL=3 c surgery. excess fluid loss, 5 bleeding requiring tamponade, 3 incomplete surgery.
egld‘i,met”m 618 (77.2%) had menorrhagia Long-term complications: 56 in total. 32 repeat ablation, 18 hysterectomies, 5
ablation; pre- . infections, 1 pregnancy.
reatment Country: Canada pregnancy
with danazol
in 70% of
cases
Wright 200335 Case~control; Endometrial 120 offered entry, ~ Women,; referred for menorrhagia Present State 63 of 108 women achieved ‘caseness’ with a Present State score <5 Funding source: Not stated
after screening aIbIaIion - 12tde°“rt‘edvt9 did (S”tl’j‘zdiivi)? fibrgids <ts ::m incIIUQed, Examination Change in psychiatric scores from baseline to follow-up: Study summary: Psychiatric
EL=3 sectostrgic no.meeLenty - explded - sndomemial neopiasia, Clinical Anxiety Scale —4.14 to 2.70 = 1.4 (0.88 t0 2.00), R of case vs outcome from endomefrial
al requirements FSH in menopausal range, control = 11.6 (3.3 to 40.9) ablation were linked to pre-
endometrial  (urgent hypothyroidism, or serious learning A ’
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Bibliographic ~ Study type and  Aim of No. of patients Population characteristics Outcomes Results Source of funding and
information evidence level  study additional comments
ablation hysterectomy difficulties. Monthemery Asberg Depression Scale - 10.72 to 6.02 = 4.70 (3.27 t0 6.13. surgical MBL levels and pre-
required), 5lostto  Average age: 42 years, Parity = 2 HADs - Anxiety - 7.17 t0 6.09 = 1.08 (0.39 to 1.78), RR at 8 cut-off = 18.9 surgical psychiatric scores.
\fA‘;l't'ﬁ(",Vr:\z a7ﬁer Country: UK HADSs - depression - 5.01 to 2.85 = 2.16 (1.37 to 2.97, RR at 8 cut-off = 4.4

learning of normal
MBL level. 87 were
evaluable.

Irritability Depression and Anxiety Scale - Irritability — 7.16 to 4.76 = 2.41 (0.18 to
4.64), RR of case vs control 22.4.

Patient satisfaction = 73% of women were satisfied with outcome of procedure at
12 months.

Women with low pre-operative MBL and high pre-surgical psychiatric scores were
more likely to have high post-operative psychiatric scores (39% vs 6%).
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Table 10.5 Dilatation and curettage for treatment of HMB — comparative studies

Bibliographic Study type and No. of patients Patient characteristics  Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Haynes 1977409 Non-comparative 22 Population D&C 2 consecutive  MBL - alkaline No figures given for change in MBL. Graphs show a
cohort characteristics: women; cycles haematin reduction in MBL in first month after D&C, but a return
EL=2- MBL > 80 ml to heavy menstrual bleeding by the second month.
Country: UK
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Table 11.1 UAE for treatment of uterine fibroids — comparative RCT and observational studies

Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Edwards Randomised; 546 eligible, 157 Population characteristics: UAE; surgery 21 months  SF-36; EuroQoL;  Outcomes for UAE vs surgery: Funding source: Scottish
2006417 open {arSXEmis;dt, 106 :Nortnep; rt]szerr%d for surgery due Lmytomeitomy or pain stcore; ~ SF-36.atbaseline (SD): Office
EL=1+ o 101 o uerine fibroids -~ ysterectomy) T ond 10s  Physical function = 81.4 (18.9) vs 77.1 (19.6)
surgery. Baseline characteristics (UAE vs recommend to a _ phvsical =
. Role - physical = 50.3 (40.9) vs 44.7 (42.3)
received UAE, surgery): friend, A
. gery): e Bodily pain = 51.3 (21.3) vs 49.9 (22.3)
and 48 received _ complications; -
Age =43.8 (SD 5.4) vs 43.3 .. General health = 61.0 (18.8) vs 60.5 (22.9)
surgery. 95 UAE treatment failure; DY
(SD7.1) Vitality = 40.3 (22.0) vs 41.6 (23.4)
analysed, 45 . subsequent . A
surgery patients Largest fibroid diameter treatment Social functlgn =62.0 (27.1) vs 58.0 (29.6)
analysed (cm)=7.5(SD3.0)vs 8.2 Role — emotional = 58.5 (43.4) vs 57.3 (43.1)
' (SD3.1) Mental health = 62.0 (18.1) vs 63.0 (21.7)
15D 445.) v 6950 (5D 4433 SF-36at 2 months
(SD 445.3) vs 636.0 ( 3 Physical function = 92 (14) vs 89 (20), P = 0.85
Main symptom: Role — physical = 76 (40) vs 81 (34). P = 0.33
Bleeding = 52 vs 29 Bodily pain = 76 (23) vs 80 ( 26), P = 0.28
Pain=19vs 7 General health = 74 (20) vs 79 (17), P = 0.07
Pressure = 23 vs 12 Vitality = 62 (21) vs 67 (22), P = 0.26
Other=4vs 2 Social function = 84 (23) vs 87 (26), P = 0.35
Country: UK Role — emotional = 81 (35) vs 87 (30), P = 0.22
Mental health = 76 (17) vs 76 (21), P = 0.80
EuroQoL at baseline:
69.8 (15.8) vs 62.9 (20.3)
EuroQoL at 12 months:
82 (16) vs 83 (14),P=0.18
pain score at 24 hours (0 to 10 scale, 10 is worst):
3.0(2.1) vs 4.6 (2.3), P < 0.001
Symptom score at 12 months (-5 = worse to +5 score = better):
3.6(2.0)vs4.3(1.7),P=0.03
Recommend to a friend at 12 months:
88% vs 93%, P =0.32
Complications:
Minor = 29 (27%) vs 12 (23%)
Major = 8 (7%) vs 3 (6%)
Adverse events:
11vs9
Treatment failure:
UAE =14
Subsequent treatment:
14 (13%) vs 2 (4%)
Broder Comparative 81 women Population characteristics: abdominal AH:mean  Further invasive Further invasive treatment Funding source: not stated
20024 cohort study undergoing Mean age: myomectomy vs 49 months  treatment UAE: 15 (29%) (12% hysterectomy, 16% myomectomy, 2% UAE) Study summary: UAE more
EL=2+ abdomlnfl UAE: 435 years utegnlg a?ery UAE: mean  overall symptoms ~ AM: 1 (3%) (0=0.04) (3% hysterectomy, 0 myomectomy, 0 UAE) likely than AM to need further
Py mecory AH: 37.6 years (P < 0.001) empoisaton 46 months  improvement Overall symptoms improvement: invasive therapy 3-5 years

(AH) (n = 30) and
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
uterine artery More likely to have previous abdominal patient UAE: 92% after index procedures
embolisation myomectomy (P < 0.001) myomectomy vs satisfaction AM: 90% (NS)
(UAE% (n =t'51) for  Country: Germany “te[)'”l‘? al?ery Patient satisfaction:
At embotisation Dissatisfied: UAE: 6%; AM: 21% (P = 0.06)
Clinical failure:
UAE: 39%
AM: 30% (NS)
Using logistic regression:
UAE more likely to have further invasive therapy (OR 12.5, 95%Cl 1.4 to
110.1)
Goodwin ITT; comparative 209 in total (149 Population characteristics: UAE; 1 year QoL; MBL; UAE vs myomectomy: Funding source: Boston
200642 cohorts; non- UAE (120 at Included if - Women scheduled ~ myomectomy Adverse events 28 of 149 UAE patients either lost to follow, had poor outcome or had Scientific Corp
matched; 12months)and  for either UAE or myomectomy; additional treatment by 6 months follow-up. Study summary: The uterine
multicentre 60 myomectomy)  aged > 30 years; regular 15 of 60 myomectomy patients either lost to follow, had poor outcome orhad  fibroid quality of life score
EL=2+ menses; normal pap smear; additional treatment by 6 months follow-up. was significantly improved in

confirmed uterine fibroids.

Excluded if — hysteroscopically
resectable fibroids, pelvic
infection, gynaecological
malignancy, unexplained AUB,
history of pelvic irradiation,
coagulopathy, involved in
another study, FSH > 40 iu/l,
score = 90 of UFQoL outcome
measure.

Baseline characteristics (UAE
(n = 149) vs myomectomy
(n=60)):

Mean age = 43.9 vs 38.2

(P <0.0001)

Dominant symptom:

AUB =77 vs 20 (P = 0.02)
Bulk/pressure = 38 vs 16
Pelvic pain =29 vs 18
Infertility = 0 vs 2

Other=5vs 4

Duration of dominant symptom
(months) = 145 vs 60

Number of fibroids (P = 0.0001
for difference between groups).
<5=47vs 27

61t010=27vs 14
>10=75vs 13

Location of dominant fibroid

(P < 0.0001 for difference
between groups)

Size of dominant fibroid (cm3) =

Change in QoL from baseline (UFQoL - high score better, low score worse;
outcome (SD)):

UAE at 3 and 6 months (outcome (SD)):

General health perception = 4.1 (12.7), 4.3 (15.6)
Comprehensive health perception = 44.6 (27.5), 44.4 (27.6)
Physical functioning = 16.0 (28.2), 17.8 (25.3)

Difficulty with activity = 22.1 (27.4), 26.8 (25.7)

Sleep = 18.1 (19.6), 20.8 (21.2)

Mental health = 12.7 (17.1), 14.9 (18.3)

Energy/vitality = 24.9 (20.8), 26.9 (22.7)

Selfimage =29.0 (22.9), 30.2 (24.4)

Sexual functioning = 8.0 (22.7), 11.3 (24.7)

Myomectomy at 3 and 6 months (outcome (SD)):

General health perception = 6.0 (26.5), 12.2 (25.2)
Comprehensive health perception = 46.8 (26.6), 42.6 (32.5)
Physical functioning = 15.4 (27.7), 20.1 (29.2)

Difficulty with activity = 20.8 (26.9), 25.0 (30.4)

Sleep = 14.9 (18.0), 15.6 (18.6)

Mental health = 11.5 (15.4), 13.9 (20.9)

Energy/vitality = 23.7 (20.4), 26.3 (23.0)

Selfimage = 27.7 (31.7), 36.2 (29.2)

Sexual functioning = 15.4 (19.1), 15.6 (25.2)

Significant improvement from baseline in both groups (P < 0.001). No
difference between groups.

MBL (menorrhagia score (SD)):

Baseline = 46.2 (15.6) vs 45.6 (18.7)

3 months =21.5 (11.9) vs 22.5 (11.5)

6 months = 18.4 (10.1) vs 21.4 (11.8)

12 months = 16.7 (10.2) vs figures no given

Significant improvement from baseline in both groups (P < 0.001). No
difference between groups.

both groups. No significant
differences were observed in
bleeding improvement,
uterine volume reduction,
uterine fibroid quality of life
score improvement, and
overall quality of life score
improvement between
groups. Patients receiving
UAE required fewer days off
work, fewer hospital days,
and experienced fewer
adverse events.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
182.12 (SD 208.978) vs 226.92 Duration of hospital stay (hours): 23.8 vs 61.6 (P < 0.0001)
(SD 196.394) Atleast 1 adverse event: 33 vs 24 (P = 0.01)
Uterine volume (cm?): Total adverse events: 53 vs 43
Baseline = 658.4 vs 590.6 Procedure-related adverse events: 24 vs 22
6 months = 404.3 vs 251 Maior ad s 6 vs 1
(P <0.001 for change since ajor adverse events: b vs
baseline for both groups)
Gupta 2005416 Systematic 3 RCTsincluded.  Population characteristics: Uterine artery N/A Duration of Outcomes for UAE vs hysterectomy (outcome title; number of studies; number  Funding source: No financial
review; meta- Searched the Cochrane embolisation operation (min); of participants statistical method; effect size): support
analysis Menstrual Disorders and length of stay Duration of procedure (min): 1, 156, WMD (fixed) = -16.40 [95% Cl -26.04to  Study summary: UAE offers
EL =1+ Subfertility Group Trials register (days); length of  _g 75] an advantage over

(searched 10 August 2005), the
Cochrane Central Register of
Controlled Trials (CENTRAL) on
the Cochrane Library, Issue 3,
2004), MEDLINE (January 1966
to November 2005) and
EMBASE (January 1980 to
November 2005). Contacted
authors of potential ongoing
studies.

Country: UK

recovery (days);
Complications

Intra-procedure blood loss (ml): 1, 156, WMD (fixed) = -405.20 [95% ClI
-512.71 0 -297.69]

Intra-procedural complications: 2, 216, OR (fixed) = 2.02 [95% CI 0.74 to 5.47]
Need for blood transfusion: 2, 216, OR (fixed) = 0.04 [95% CI 0.00 to 0.33]
Length of hospital stay (days): 2, 213, WMD (fixed) = -3.27 [95% CI -3.77 to
-2.77]

Unscheduled visits after discharge: 2, 217, OR (fixed) = 1.80 [95% CI 0.98 to
3.30]

Readmission rates within 42 days: 2, 216, OR (fixed) = 6.00 [95% CI 1.14 to
31.53]

Resumption to normal activities: 1, 59, WMD (fixed) = -26.68 [95% CI -36.15
to-17.21]

Satisfaction with treatment: 1, 53, OR (fixed) = 0.47 [95% CI 0.09 to 2.48]

UAE vs myomectomy (Outcome title; number of studies; number of
participants; Statistical method; Effect size):

Duration of procedure (minutes): 1, 63, WMD (fixed) = -34.50 [95% CI -48.74
to -20.26)

Febrile morbidity: 1, 63, OR (fixed) = 0.90 [95% Cl 0.24 to 3.32]

Need for antibiotics: 1, 63, OR (fixed) = 1.12 [95% Cl 0.25 to 4.92]

Need for blood transfusion: 1, 63, OR (fixed) = 0.21 [95% CI 0.01 to 4.48]
Length of hospital stay (days): 1, 63, WMD (fixed) = -1.60 [95% Cl -2.47 to
-0.73]

Hospital stay 1 week: 1, 63, OR (fixed) = 0.11 [95% CI 0.01 to 2.08]
Readmission to hospital: 1, 63, OR (fixed) = 2.29 [95% Cl 0.20 to 26.58]
Duration to full recovery (days): 1, 63, WMD (fixed) = -16.40 [95% CI -21.16
to -11.64]

Relief of fibroid-related symptoms at 6 months follow-up: 1 54 OR (fixed) =
0.50 [95% C1 0.08 to 3.27]

Total relief of all fibroid-related symptoms at 6 months follow-up: 1, 54, OR
(fixed) = 0.36 [95% C1 0.12 to 1.11]

Fibroid-related symptoms same or worse at 6 months follow-up: 1 54 OR
(fixed) = 2.00 [95% Cl 0.31 to 13.06]

Serum FSH levels at 6 months follow-up: 1, 63, WMD (fixed) = 0.79 [95% ClI
-0.24 10 1.82]

FSH levels 20 iu/l: 1, 63, OR (fixed) = 8.53 [95% Cl 0.42 to 172.28]

Fibroids detected by USS 4 cm by at least 6 months follow-up: 1, 63, OR
(fixed) = 5.88 [95% Cl 1.88 to 18.44]

Re-intervention rate: 1, 63, OR (fixed) = 8.97 [95% CI 1.79 to 44.95]

hysterectomy with regards to
a shorter hospital stay and a
quicker return to routine
activities. There is no
evidence of benefit of UAE
compared with surgery
(hysterectomy /
myomectomy) for
satisfaction. The higher minor
complications rate after
discharge in the UAE group
as well as the unscheduled
visits and readmission rates
require more longer term
follow-up trials to comment
on its effectiveness and
safety profile. There is
currently an ongoing trial
(REST, U.K.) and EMMY
trial yet to report on the long
term follow up, the results of
which are awaited with
interest.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
Hehenkamp randomised; 349 eligible, 177 Population characteristics: UAE; 2 years Surgery Completed surgery: Funding source: ZonMw -
2005418 multicentre; randomised (89in  Women; uterine fibroids; hysterectomy completed; 72 0f 81 completed. 5 with unilateral procedure due to technical failure on one-  Netherlands organisation for
concealment hysterectomy menorrhagia; pre-menopausal, complications; side, 4 with bilateral failure. health research and
and blinding not  group - 75 scheduled for hysterectomy. duration of 8 of 152 (5.3%) of arteries available were not embolised due to technical development
mentioned received Women excluded if - future surgery; length of  f5ijure. Study summary: UAE is a
EL=1+ hysterectomy, 14 fertility desired, active pelvic stay i ' . e rocedure similar to
had not. 88 in infection, allergic to contrast Compllcjatlons during hospital stay and at 6 weeks follow-up: Eysterectomy with a low
UAE group - 81 material, uterine malignancy, At hospital (UAE vs hysterectomy): major complication rate and
received UAE, 7 submucosal fibroids > 50% Nausea = 52 vs 42 with reduced length of
had not) within uterine cavity. Pain =72 vs 71 hospital stay
UAE vs hysterectomy: Febrile morbidity = 4 vs 15
Age = 4.6 vs 45.4 Minor complications = 23 vs 26 |
Parity > 1 58 vs ég Major complications = 1 vs 1 |
Previous treatment: At 6 weeks follow-up (UAE vs hysterectomy)
none = 11 vs 15 E:il:]ssas; 3;5;; 11 (RR=2.10 (1.1110 3.97)
R‘)Srm‘[’)”::‘g%;’jfg Febrile morbidity = 17 vs 8
Iron sunplement = 50 vs 52 Minor complications = 68 vs 34 (RR = 1.45 (1.04 to 2.02), P = 0.024
Surger{/)z o 11 Major complications = 3 vs 1 (RR = 2.78 (0.3 to 26.13), P = 0.62
Symptoms: Unscheduled visits to health professionals:
Menorrhagia = 88 vs 89 UAE = 45 vs hysterectomy = 24
Dysmenorrhoea = 47 vs 50 Readmission after UAE up to 6 weeks = 9
Duration of symptoms = 24 vs Duration of procedure (median): UAE = 75 min vs hysterectomy = 90 min
24 . . (P = 0.007 for comparison of means)
Nuzmberofﬁbrmds (median) =2 Blood loss (median, ml): UAE = 20 vs hysterectomy = 300 (P < 0.01 for
Vs e . comparison of means)
Uterine volume (median,
omd) = 321 vs 313 Length of stay (days): UAE = 2 vs hysterectomy = 5.1
Fibroid volume (median,
cm?) =59 vs 89
Country: Netherlands
Hehenkamp randomised; 349 eligible, 177 Population characteristics: UAE; Pain; Return to UAE (n = 72) vs Hysterectomy (n = 68) Funding source: ZonMw —
2006419 multicentre; randomised (89in  Women; uterine fibroids; Hysterectomy daily activities Analgesia use: government funded
concealment hysterectomy menorrhagia; pre-menopausal; Stud |
g Tablets only = 15vs 5 udy summary. in
and blinding not  group - 75 scheduled for hysterectomy. Opiates = 4)’6 s 43 conclusion, pain appears to
mentioned received Women excluded if - future ’ o be less after UAE during
= hysterectomy, 14 fertility desired, active pelvic Epidural anae§the5|a =8vs20 i
EL=1+ y Y, fertility . p Secondary epidural = 3 vs 0 hospital stay. Return to
had not. 88 in infection, allergic to contrast

UAE group - 81
received UAE, 7
had not)

material, uterine malignancy,
submucosal fibroids > 50%
within uterine cavity.

UAE vs hysterectomy:

Age =44.6 vs 45.4
Parity = 1 58 vs 69
Previous treatment:
none =11vs 15

hormonal = 59 vs 59
NSAIDs = 45 vs 41

Time to return to activity (days, SD):

Paid work = 28.1 (25.7) vs 63.4 (33.2), P < 0.001

Voluntary work = 16.6 (8.9) vs 46.6 (30.1), P =0.016

Usual household activities = 12.0 (12.4) vs 29.0 (30.1), P < 0.001
Heavy household activities = 20.7 (15.4) vs 53.7 (30.8), P < 0.001
Buying groceries = 14.0 (12.1) vs 35.0 (30.2), P < 0.001

Doing things around the house = 18.9 (14.4) vs 39.8 (24.7), P < 0.001
Leisure time activities = 14.8 (13.3) vs 40.4 (40.1), P < 0.001
Activities with children = 17.4 (14.2) vs 30.3 (20.6), P = 0.001

several daily activities was in
favour of UAE in comparison
with hysterectomy.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments

Iron supplement = 50 vs 52

Surgery =17 vs 11

Symptoms:

Menorrhagia = 88 vs 89

Dysmenorrhoea = 47 vs 50

Duration of symptoms = 24 vs

24

Number of fibroids (median) = 2

Vs 2

Uterine volume (median,

cm3) =471.9vs 483.5

Fibroid volume (median,

cm3) = 121.5vs 159.0

Country: Netherlands

Katsumori retrospective; 152 (fibroids Population characteristics: UAE in women Mean Complication Fibroid > 10 cm (n = 47), fibroid < 10 cm (n = 105): Funding source: Not stated

200340 comparative >10cm =47, Women; Undergone UAE; with fibroids 17.5month  rates; duration of  Gomplication rates: Study summary: We found
EL=2- fibroids Country: Japan >10cm; UAEIn s procedure (min); i ications: no increased risk to patients

<10 cm = 105) e women with Reduction in M?JOF complications: 3 vs 2 undergoing uterine a?'tery
fibroids < 10 cm; fibroid volume Minor 9 vs 16 embolisation for fibroids on
(%); reductionin  Duration of procedure (min): the basis of tumour size.
z}/e)“”T‘? Vo'fme 55.3 (SD 15.8) vs 46.6 (SD 14.3), P = 0.001 Successful outcomes can be
o), 1ime 0 . obtained for such lesions.
recovery (days): Symptom control:
patient Reduction in fibroid volume (%):
satisfaction 4 months = 49.9 (SD 17.3) vs 56.2 (SD 20.7)
12 months = 63.6 (SD 20.5) vs 68.6 (SD 20.5)
Reduction in uterine volume (%):
4 months = 35.9 (SD 13.9) vs 40.5 (SD 13.8)
12 months = 49.8 (SD 19.3) vs 54.3 (SD 12.8)
Time to recovery (days):
13.6 (SD 13.0) vs 11.7 (SD 9.8)
Patient satisfaction:
4 months: 1.80 (SD 0.46) vs 1.97 (SD 0.18), P = 0.004)
1 year: 1.79 (SD 0.50) vs 1.90 (SD 0.30)
2 year: 1.83 (SD 0.40) vs 1.96 (SD 0.20)

Pinto 2003420 randomised; 64 eligible. 57 Population characteristics: UAE; 2 years ER visits after Success of treatment on bleeding patterns: Funding source: Not stated
conlcedaled - [?Angomised (?%8 in Wohmen; bletfagingdassociated ) hysterectomy surgelry; UAE = 31 of 36 (86%) had cessation of bleeding. Study summary: Compared
seale group — with uterine fibroids; patient wit complications; . with hysterectomy, UAE is
envelopes; refused fibroid > 10 cm; success on Hlys.terectomy bleeding not measured. safe a}rl,d eﬁecﬁvg treatment
blinding not assignmentand  contraindications to surgery; bleeding patterns;  Visits to ER after surgery: for bleeding fibroids,
mentioned had desire to maintain fertility and/or length of stay UAE = 13, Hysterectomy = 4 necessitates a shorter
EL = 1+ hysterectomy, 19 sensitivity to iodine were Intra-operative complications: hospital stay, and results in

in hysterectomy
group - 3 refused
assignment and
had UAE, 1 of
whom later had
hysterectomy)

excluded from study.

Baseline characteristics (UAE vs
hysterectomy):

Age (years) 46.4 vs 44.6
No pregnancies = 2.6 vs 3.2

Minor - UAE = 11 vs 0
Major — UAE = 0 vs hysterectomy = 4

Post-operative complications:

Minor — UAE = 20 vs hysterectomy =3
Moderate — UAE = 19 vs hysterectomy = 2

fewer major complications.
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Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and

comparison

Follow-up

Outcome
measures

Effect size

Source of funding and
additional comments

Births =2.2vs 2.5
Previous treatment:

None =23 vs 9

Hormonal =14 vs 10
Myomectomy = 1vs 0
Number of fibroids = 1.6 vs 1.6
Fibroid type:

mural = 16 vs 13

Submucosal =15 vs 2
Subserous = 7 vs 4

Fibroid volume (cm3) = 72 vs
13

Symptoms:

menorrhagia = 37 vs 17
Metrorrhagia = 19 vs 9

Country: Spain

Major — UAE = 1 vs hysterectomy = 7

Length of stay (based on intention to treat) - UAE = 1.71 days (SD 1.59),

hysterectomy = 5.85 day (SD 2.52)

Prollius
2004431

Prospective
case—control

EL=2-

64 (51 with
normal uterus, 12
with large uterus)

Population characteristics:
Women; symptomatic uterine
fibroids — menorrhagia; women
wanted to retain uterus; women
excluded if — asymptomatic
fibroids, pregnant, infertility as a
result of fibroids, had not
completed families

Groups split based on uterus
> 780 cm?3 or not

Country: South Africa

Uterine Artery
Embolisation

6 weeks,
3 months
and

12 months

Menstrual blood
loss; pressure
effects of fibroid;
complications of
procedure

Menstrual blood loss (volume) at 12 months (% improvement):

Normal uterus = 85.1
Large uterus =91.7

95% Cl -33.7 t0 15.6
Clots:

Normal uterus = 73.5
Large uterus = 66.7

95% Cl -17.9 10 37.2
Pressure effects of fibroid (% improvement):
Discomfort:

Normal uterus = 57.1
Large uterus = 83.3

95% Cl -54.8t0 4.5
Mass:

Normal uterus = 40.8
Large uterus = 50

95% Cl -48.7 to 14.9
Deep dyspareunia:
Normal uterus = 32.7
Large uterus = 50

95% Cl -43.6t0 13.8
Fibroid volume (cm?3):
Normal uterus — Pre-treatment = 411, 12 months = 282

Large uterus — Pre-treatment 12 = > 780, 12 months 4 had uterus > 780

Complications of procedure (including further treatment):

Normal uterus = 30
Large uterus =3

Funding source: Not stated

Study summary: The large
uterus does not decrease
UAE'’s efficacy. Although
33.3% of the study group still
had a uterus of = 780 cm?,
symptom reduction was still
similar for both groups.
Women may thus still be left
with a large uterine volume
but without symptoms. This
must be taken into
consideration when
counselling women with an
extremely large uterus for
UAE.
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Evidence tables

Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and
comparison

Follow-up

Outcome
measures

Effect size

Source of funding and
additional comments

Razavi
2003424

Comparative
cohort study

EL =2+

111 women
undergoing
abdominal
myomectomy
(AM) (n = 44) or
uterine fibroid
embolisation
(UTE) (n = 67) for
symptomatic
uterine fibroids

Population characteristics: Mean

age:

AM - 37.7 years; UTE -

44.2 years
Country: USA

abdominal
myomectomy or
uterine fibroid
embolisation

abdominal
myomectomy or
uterine fibroid
embolisation

AM:
14.6 month
s

UTE:
14.3 month
s

Success rate:
significant
reduction of
menorrhagia and
pain
Complications
hospital stay
use of narcotics

resumption of
normal activities

Significant reduction in menorrhagia:

AM: 64%

UTE: 92% (P < 0.05)

Significant reduction in pain:

AM: 74%

UTE: 52% (NS)

Significant reduction in mass effect:

AM: 91%
UTE: 76% (P < 0.05)

Complications:

AM: 10 (25%) (3 blood transfusion, mean blood loss 376 ml, 2 wound
infection, 2 adhesion, 1 readmission for ileus, 1 chronic pelvic pain, 1

incisional pain)

UTE: 7 (11%) (P < 0.05) (Minimal blood loss, 1 endometritis, 1 pelvic pain, 1

groin numbness, 4 menopause
Mean hospital stay:

AM: 2.9 days

UTE: 0 day (P < 0.05)

Mean days taking pain medications:
AM: 8.7

UTE: 5.1 (P <0.05)

Mean days till normal activity:
AM: 36

UTE: 8 (P <0.05)

Secondary intervention:

AM: 10%

UTE: 8% (NS)

Funding source: not stated

Study summary: UTE is less
invasive and safer treatment
than AM in women with
symptomatic fibroids

Society of
Obstetricians
and
Gynaecologist
s of Canada.;
2005432

Guideline
EL=2+

Not stated

Population characteristics: Not

stated
Country: Canada

Uterine Fibroid
Embolisation

N/A

N/A

Recommendations:

1. Women considering treatment of fibroids should be counselled that while
the early results of uterine artery embolisation are encouraging, no long-term

data exist. (I1-2-B)

2. UFE should only be considered for women with symptomatic or problematic
fibroids who might otherwise be advised to have surgical treatment. (1l-A)

3. UFE as a treatment for fibroids in patients wishing to preserve their fertility

should be undertaken with full disclosure to the patient about the limitations of
such a procedure and the lack of existing data regarding future fertility and

pregnancy outcomes. (lII-C)

4. UFE is contraindicated in women who have evidence of current
genitourinary infection and/or malignancy. (11-2-B)

5. Women who choose UFE as an alternative to hysterectomy should be
counselled regarding the risk of major complications of UFE where
hysterectomy may be urgently required and potentially lifesaving. In view of
this small but important risk, UFE is relatively contraindicated in women who
are unwilling to have a hysterectomy under any circumstances. (llI-C)

6. Genitourinary infection is the predominant cause of serious morbidity and
mortality. Further research on the utility of prophylactic antibiotic therapy and

Funding source: SOGC
funded
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
the value of pre-treatment screening for infection is needed. (11-2-B)
7. A gynaecologist who is familiar with UFE should evaluate all patients
considered for UFE before the procedure is booked and a consensus on the
suitability of the procedure achieved between the gynaecologist and
radiologist. (II-C)
8. Only radiologists with specialized embolisation experience and techniques
should perform UFE. (llI-C)
9. The particular responsibilities of both gynaecologist and radiologist should
be established prior to treatment and be set out in a relevant hospital protocol.
A particular physician must be responsible for the patient at all times. (11I-C)
10. A Canadian national registry of numbers, indications, outcomes,
complications, and successful pregnancies associated with UFE should be
created and jointly administered and funded by the SOGC, CAR, and CIRA.
(In-C)
Spies 20054"  randomised; 36 randomised, Population characteristics: Tris-acryl gelatin Outcomes for PVA vs TAGM: Funding source: Non-
EL=1- 17to PVA, 1910 Women; pre-menopausal; microspheres Duration of procedure (minutes) = 55 vs 57.5 commercial, but not specified
TAGM symptomatic fibroids; 30to (TAGM); Complete infarction on MRI = 1 (7.1%) vs 6 (54.5%) Study summary: The use of
55 years of age; < 24 week size  spherical Incomplete infarction = 13 (92.9%) vs 5 (45.5%) spherical PVA particles in the
uterus; no large pedunculated  polyvinyl alcohol At least 90% infarction = 4 (28.6%) vs 8 (72.2%) manner described herein
serosal fibroids particles (PVA) Uninfarcted tumour = 44.3% vs 9.6%, P = 0.004 results in an unacceptably
Country: USA QoL change score = 27.9 (SD 21.7) vs 49.0 (SD 25.5), P = 0.02 high rate of failed tumour
No difference between groups for symptom score at 3 months, QoL at infarction in UAE.
3 months, Symptom change score, bleeding score, pain score, satisfaction
score, percent change in uterine volume and percentage change in fibroid
volume.
Spies 200442 randomised; 100 (50 in PVA Population characteristics: UAE using 3 months Procedure Tris-acryl vs PVA: Funding source: Non-
single blinded group, 50 in Tris-  Women; Aged 30 to 55; polyvinyl alcohol outcomes; Length  procedure outcomes: commercial
EL=1- aqryl gelr?tm Sympltomatlc uterine fibroids pa.rtlclf_s; UAEl of sFaSy ; Anflgesm Mean total embolic volume per patient: 9.4 vs 3.0 (P = 0.0001) Study summary: No
microspheres) Baseline (TGM vs PVA): using tris-acry use; symptom ion: = substantive difference were
. Frequency of catheter occlusion: 4 vs 28 (P = 0.001)
Age: 43.3 vs 42.5 gelatin score/change; detected between outcomes
ge: 49.9 VS 4. microspheres Uterine volume No difference for fluoroscopy time, frequency of spasms, frequency of ovarian of embolisation

BMI: 27 vs 26.7

Uterine volume (cm3): 648.7
(SD 326.7) vs 603 (SD 343.3)
Fibroid volume (cm?3): 138.4
(SD 139.5) vs 162.4 (SD 169.3)
Fibroid specific symptom score:
57.4 (SD 19.8) vs 50.2
(SD23.2)

Fibroid specific QoL score: 47.6
(SD 21.1) vs 57.8 (SD 22.5),
P=0.02.

Country: USA

(cm3); Fibroid
volume (cm3);
complications

flow grade > 2 per artery.
In-hospital pain scores:

No difference between groups for VAS pain, PCA dose, patient temperature,
analgesia use or symptoms scores.

Symptom score/change:

Mean change in bleeding scores: 3.2 vs 3.3 (NS)
Mean change in pressure symptoms: 3.3 vs 3.4 (NS
Mean fibroid specific symptoms: 21.3 (SD 14.8) vs 2

Mean change in fibroid specific symptoms: -39.2 (S
(SD24.9), P=0.02)

Mean fibroid specific QoL: 81.9 (SD 15.7) vs 80.9 (SD 18.8), P = 0.02
Percentage change in uterine volume (cm3): 35.1 vs 30.2 (NS)
Percentage change in fibroid volume: 56.5 (SD 22.2) vs 42.5 (SD 25.8).
P=0.01.

Frequency of unifarcted dominant fibroid (%): 18 vs 5, P = 0.02

No difference for other uninfarcted fibroids or presence of any uninfarcted
fibroids or amenorrhoea rates

Complications: 19 vs 11

)
3.4 (SD 18.5), P = 0.02)
D 24.3) vs -26.8
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and ~ Follow-up ~ Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
Spies 20044%  Prospective; 102in UAE, 50in  Population characteristics: UAE; 12 months  PBAC score; Baseline symptoms: Funding source: Biosphere
cohort hysterectomy Women; symptomatic hysterectomy Menorrhagia Menstrual flow: Medical
EL =2+ leiomyomas; aged between 30 JAE vs Baseline questionnaire; ) _ _ Study summary: Both
and 50; For UAE > 50% of SF-12; rleav. L_JAE ) 906%' Fysterectomy = 84% rocgdures surt))/stantiall
leiomyomas within uterine cavity UAE vs complications Normal = 2%, 8% p d
or dominant pedunculated hysterectomy Menstrual bleeding score: UAE = 467.4, Hysterectomy = N/A improved symptoms for most
serosal leiomvoma excluded SF-12 physical score: UAE = 44.4 (SD 8.3), Hysterectomy = 42.0 (SD 10.1) ~ Patients, with an advantage
y ' SF-12 mental score: UAE = 44.7 (SD 11.8), Hysterectomy =40.3 (SD 10.8)  forhysterectomyat
Average age: UAE = 42.6, UAE basli 6 month fol Its: 12 months for pelvic pain.
Hysterectomy = 41.6 aseline vs m?n OlloW-up resuls: Serious complications were
Number of leiomyoma: P5Bé°\$0/sczgr§ gé%a)selme =435.6 (SD 286.5), 6 months = 140.6 (SD 110.1), infrequent in both groups.
- /0 .
1= 2624’! 40?’ Menorrhagia questionnaire score at baseline = 47,2 (SD 13.8),
E ; §24/1°s/382/0°0/ 6 months = 19.2 (SD 8.3), - 56.6% (SD 20.3)
L B ‘ ° ° I 0 Comparison of UAE and hysterectomy for SF-12 scores:
o Youme (mi): SF-12 physical for UAE at baseline = 45.1 (SD 8.2), 12 months = 53.6
o (SD 6.1), +22.6% (SD 27.1), P < 0.001
Previous treatment: SF-12 physical for hysterectomy at baseline = 43.0 (SD 9.9),
None = 52%, 70% 12 months = 51.4 (SD 6.9), +25.4 (SD 32.7), P < 0.001
Hormonal = 39%, 24% SF-12 mental for UAE at baseline = 45.4 (SD 11.5), 12 months = 52.6
Surgery = 53%, 20% (SD 7.9), +23.4% (SD 37.7), P < 0.001
Country: USA SF-12 mental for hysterectomy at baseline = 40.6 (SD 11.1), 12 months = 51.1
(SD 11.2), P <0.001
Complications:
On SCVIR: UAE = 4 (3.9%), hysterectomy = 6 (12.0%)
On ACOG: UAE = 15 (14.7%), Hysterectomy = 17 (34%)
Vilos 200642 Randomised 26 included, 14 Population characteristics: UAE only; UAE 12 months  Uterine volume Outcomes for UAE only vs UAE and GnRH-a: Funding source: Not stated
EL=1- UAE only, 12 Women; symptomatic uterine and GnRH-a (cm?); Dominant  terine volume (cm?): Study summary: The addition
UAE) %n/(\iEGnRH- fibroids; no other gynaecological ﬁbrosld volume Baseline = 476.6 (SD 279.3) vs 556 (SD 271.8), NS ofgoserelin therapy to'UAE
a. and 12 pathology (cm?) = did not alter the reduction
UAE and GnRH 12 months = 200.6 (SD 74.1) vs 305.1 (SD 141.3) :
and GhkA-a - Coyntry: Canada . rate or volume of uterine
analysed. 7 UAE Dominant fibroid volume (cm3) myomas.
and 9 UAE and Baseline = 257.3 (SD 302.9) vs 226 (SD 182.9)
GnRH-a analysed 12 months = 34.9 (SD 42.4) vs 94.7 (SD 88.9)
at 12 months.
Siskin et al Prospective; 146 in totoal. 77 Population characteristics: UAE - using 12 and UAE vs myomectomy: Funding source: Boston
2006426 cohort inUAE and69in  Inclusion criteria: Women; Age  polyvinyl alcohol 24 months Adverse events: 26 in 77 vs 53 in 69 Scientific
EL=2+ myomectomy > 30; symptomatic fibroids; microspheres;
Pelvic MRI scan; menstrual myomectomy

cycle every 22 to 35 days;
recent Pap smear; not drug
treatment for fibroids within
3 months.

Exclusion criteria: presence of
hysteroscopically resectable
fibroid; active pelvic infection;
gynaecological malignancy;
pregnant; unexplained AUB;
wish for future fertility (UAE

only).
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Bibliographic ~ Study type and  No. of patients
information  evidence level

Effect size

Source of funding and
additional comments

Patient characteristics Intervention and ~ Follow-up ~ Outcome
comparison measures

Baseline figures (UAE vs

myomectomy):

Dominant symptom:

AUB 53 vs 21

Pressure = 11 vs 20
Pelvic pain =12 vs 21
Infertility =0 vs 3
Other=1vs 3

UAE group were older and had
more previous pregnancies.

Country: USA
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Table 11.2 Radiological interventions for treatment of uterine fibroids — additional non-comparative studies

Evidence tables

Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
Bruno 20044%  Prospective; UAE 99 Women; UAE for symptomatic Pain scores; Temperature At 7 day follow-up: Funding source: Non-
cohort; non- fibroids scores; Symptom summary  pgin scores: commercial funding
comparative Baseline: 3g<;res; PCA use; Analgesia VAS score in hospital: 3.03 (SE 0.26) Study summary: Despite the
EL=3 Age: 43.0 (SE 0.52) VAS score in first week: 4.89 (SE 0.26) repltﬂatlon %f UAE to tft]e
BMI: 26-9_ (SE 0-44)_ Temperature scores: ::onhra_ry, when currg n
Race: African-American = 61, . . . écnniques are used,
L _ Maximum temperature in hospital :37.1 (SE 0.05) recovery after UAE for
Caucasian = 34, other = 1. Maxi ; ure in first week: 37 4 (SE 0.05 very \ I
Uterine volume (cm?): 628 (SE laximum temperature in first week: 37.4 (SE 0.05) fibroids is relatively mild,
34.1) Symptom summary scores; W|t_h fe\_/v instances of severe
Fibroid volume: 150 (SE 15.7) Week 1 = 26.6 (SE 1.73) pain, high fever, or severe
Fibroid specific symptom score: Week 2 = 5.93 (SE 0.34) constitutional symptoms.
54.1 (SE 2.19) Week 3 = 4.68 (SE 0.38)
Fibroid specific QoL score: 52.3 Week 4 = 4.86 (SE 0.41)
(SE2.24) PCA use:
Country: USA Doses given: 28.1 (SE 1.62)
Total PCA dose (morphine mg): 46.7 (SE 3.48)
Analgesia use:
Paracetamol: 10.7 (SE 1.19)
Ibuprofen: 17.9 (SE 0.58)
Multiple regression on baseline factors influencing pain scores, temperature or symptoms
scores found only one significant result for: African-American on symptom summary at
weeks 2 to 4.
Huang 200645  Retrospective; UAE 233 Women; undergone UAE for Hysterectomy rate; Hysterectomy rate = 16 Funding source: Not stated
cohort uterine fibroids myomectomy rate; Myomectomy rate = 6 Study summary: The overall
EL=3 Country: Canada additional UAE rate Additional UAE rate = 3 (all had subsequent surgery) failure rate of UFE is 9.4%.
Total =22 (9.4%) Failure is mainly due to
Failure (n = 22) vs asymptomatic group (n = 211) persistent menorrhagia and
Uterine volume (cm?): abdominal pain. Shrinkage
Baseline = 590.2 (D 153.1) vs 525.3 (D 30.2) of the uterus after UFE does
6 months = 253 4 (SD 29.7) vs 393.1 (SD 27.8 not necessarily correlate
months = 2534 ( 7)vs 393.1 ¢ 8) with long-term success of
Dominant fibroid (cm?): UFE.
Baseline = 355.2 (SD 109.3) vs 183.8 (SD 15.7)
6 months = 161.9 (SD 60.5) vs 117 (SD 18.5)
Hutchins Prospective case  uterine artery 305 Women; pre-menopausal; Technical completion of Technical completion of surgery: 13 of 205 procedures were not completed. Funding source: Not stated
1999+ series embolisation leiomyomas; menorrhagia - surgery; complications; Complications: No major and 2 minor complications Study summary: Uterine
EL=3 subjective; excluded if - menstrual bleeding patterns; artery embolisation appears

pregnant, active pelvic infection,
allergy to contrast substance,
arteriovenous fistula,
undiagnosed pelvic mass.

Age range 26 to 52

Country: USA

fibroid symptoms; patient
satisfaction; additional
treatment

Menstrual bleeding patterns:

3 months: 155 had improved,11 had not
6 months: 101 had improved, 8 had not
12 months: 50 had improved, 2 had not.
Fibroid symptoms — bulk:

3 months: 103 had improved,13 had not
6 months: 71 had improved, 13 had not
12 months: 36 had improved, 4 had not.

to be a highly effective
treatment for symptomatic
uterine leiomyomata. Its
impact on fertility and
pregnancy remain to be
investigated fully.
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Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
Patient satisfaction with treatment:
3 months: 155 of 185
6 months: 103 of 121
12 months: 51 of 59
Additional treatment: 2 arteriograms, 6 hysterectomies, 5 myomectomies
Katsumori Case series UAE 96 Women; symptomatic uterine Complications rates; UAE outcomes by 5 years: Funding source: Not stated
2006+ EL=3 underwent  fibroids Treatment failure rates Primary failure of symptom control = 0% Study summary: Uterine
treatment,  Coyntry: Japan Symptom recurrence = 10.5% artery embolisation using
16 lostto Gynaecologic interventions = 10.5% gelatin sponge particles
follow-up Complication-related gynaecologic interventions = 2.1% alone can achieve long-term
Symptom control = 89.5% symptom control for fibroids
Overall failure of UAE = 12.7% in most cases.
Total number of complications = 25
Major complications:
Sloughing fibroids = 2
Sexual dysfunction = 1
Marret 200548 Case series UAE 85 Women; undergone UAE Risk factors for recurrence Increase in fibroid size (P < 0.008), size of largest fibroid (P = 0.009) and number of Funding source: Not stated
EL=3 Country: France fibroids (P = 0.02) were only significant factors in recurrence of fibroids after UAE.
Location of fibroid, patient age, nulliparity, BMI, Bulk symptoms, pain were all non-
significant.
McLucas Case series UAE 152 Women; undergone UAE Change in fibroid size; Change in fibroid size by 6 weeks (n = 115): changed from 7.7 cm to 6.0 cm (-22%) Funding source: Not stated
2000+ EL=3 Baseline: chan%e in fibroid related Change in fibroid size by 6 months (n = 115): changed from 7.7 cm to 4.9 cm (-36%)
Age =43 symploms 67% reported cessation of menorrhagia.
Country: USA 74% reported relief from pain and pressure symptoms.
6 complications reported
McLucas Case series UAE 300 Women; menorrhagia secondary ~ Success — symptom relief or ~ Success: Funding source: Not stated
1999440 EL=3 to uterine fibroids. fibroid shrinkage or no 44 of 300 classified as failures.
Average age =43 additional surgery Demographics and gynaecological conditions did not correlate with success of treatment.
Country: USA Fibroid size > 8.5 cm did correlate with success of treatment.
McLucas Case series UAE 167 women; menorrhagia or post- Change in uterine volume Change in uterine size (ml) and myoma size (cm): Funding source: Not stated
200141 EL=3 menopausal bleeding (ml); change in fibroid Baseline (n = 155): 1389 (range 117 to 8804); 7.8 (1.5 t0 16.3)

associated with uterine fibroids

Country: USA

related symptoms

6 weeks (n = 125): 864 (102 to 4640); 6.1 (1.1 to 14.2)
6 months (n = 98): 619 (75 to 3474); 5.4 (1.8 t0 13.7)
12 months (n = 46): 608 (103 to 3716); 5.0 (1.4 to 11.0)

Change in symptoms:

123 of 150 reported improvement in menorrhagia

133 of 150 reported improvement in pressure and pain symptoms.
Complications:

7 were readmitted due to pain.

12 reported fever

8 reported passing of myoma

6 patients had had hysterectomy

21 of 167 were considered failures — had hysterectomy, no improvement or worsening of
symptoms.
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Bibliographic ~ Study type and
evidence level

information

Aim of study No. of

patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

Pelage 200042 Prospective case

Uterine Artery 80

Women; menorrhagia; failed

Menstrual bleeding pattern;

In 76 of 80 women the procedure was completed.

Funding source: Not stated

series Embolisation medical treatment to treat completed procedure; 5 of 76 women reported no improvement in menstrual bleeding symptoms after treatment. ~ Study summary: Super
EL=3 menorrhagia; uterine fibroids Complications; Fibroid size T selective arterial
found via ultrasound. Complications: embolisation of the uterine
Mean average age: 44.7 years gswgf'g%n\;gggaégﬁjp?;ﬁg deg?gggfgberative pain arteries is an effective
15 women had undergone Fibroid size: ' means of cpntroll!ng
myomectomy to treat fibroids ibroid size: . ( ) lsymptomatchuterlne 0
; I Pre-treatment fibroid = 58 mm (range 21 to 100 eiomyoma. However, the
Location of fibroids: At 6 months = 38 mm (range 18 to 68) ideal embolic regimen
Isntramural = 79°/g/ remains to be determined.
ubmucosal = 8%
Mixed = 14%
Number of fibroids:
1=31%
2=16%
3=21%
>3=31%
Country: France
Pron 200343 Prospective; Uterine Artery 538 Women; symptomatic uterine Change in uterus size; Baseline uterus size (cm3): 704 (SD 586) Funding source: Not stated
cohort Embolisation - fibroids; excluded if - active change in fibroid size; Uterus size at 3 months (cm?): 428 (SD 322) Study summary: UAE
EL=3 polyvinyl pelvic inflammatory disease, Symptom change; Patient Mean % change in uterus size: 27 (95% Cl 23 to 32) reduced fibroid uterine
alcolhol undiagnoged pelyic mass, satisfaction; Patient QoL Baseline fibroid size (cm3): 308 (SD 380) volume and provided
particles endometrial carcinoma, Fibroid size at 3 months (cm3): 170 (SD 215) significant relief of
pregnancy, or renal insufficiency Mean % change in fibroid size: 33 (95% Cl 28 to 38) menorrhagia that was
Baseline characteristics: Symptom change: unrelated to initial fibroid
Number of fibroids: Menorrhagia: improved = 358, unchanged = 43, worse = 28 ;J;Zﬂgﬁosr:zigtri :r(])tlume
1=150 Dysmenorrhoea: improved = 249, unchanged = 43, worse = 30 satisfactic;n with short-term
2t04=220 Bulk: improved = 388, unchanged = 72, worse = 4 UAE treatment outcomes
>5=133 Urinary urgency/frequency: improved = 263, unchanged = 41, worse = 2 was high
Country: USA Patient satisfaction at 3 months: 91% satisfied
Patient QoL: Life impact score changed from 8 to 3 by 3 months (P < 0.001)
Pron 2003444 Prospective; Uterine Artery 555 Women; symptomatic uterine N/A Baseline characteristics: Funding source: Not stated
cohort Embolisation e{ﬂgre%w ﬁblrol|d§; ﬂexclud?d i ;‘actlve Mean age =43 (SD = 6.04; range 18 to 59). 167 of 539 were < 40 years. Study summary: Our study
baseline  endometrial carcinoma, Excellent = 89 (17%) Egﬁwesr;no]pré?:;%z gtl)roid
questionnai  pregnancy, or renal insufficiency Very good = 215 (40%) disease are averse to
re Good 196 (37%)

Country: Canada

Not very good = 35 (7%)
Menopausal status:
pre-menopausal = 431 (80%)
Peri-menopausal = 92 (17%)
Postmenopausal = 14 (3%)
Family intentions:

No children = 168 (50%)
decided not to have = 95 (18%)
would like to have = 127 (24%)
Unable to have = 35 (7%)

surgery despite their burden
of suffering and are actively
seeking alternatives to
hysterectomy.
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Bibliographic ~ Study typeand  Aim of study No. of
information evidence level patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

Children = 269 (50%)

Decided no more = 196 (36%)
Would like more = 37 (7%0
Unable to have more = 30 (6%)

Number of fibroids:
1=150 (30%)

2104 =220 (44%)

> 5=125(26%)
Fibroid volume (cm3):

0to 100 = 174 (35%)

101 to 200 = 114 (23%)

201 t0 400 = 91 (18%)

=401 =121 (24%)

Mean average = 293 (95% Cl 259 to 327)
Uterine volume (cm?):

0 to 250 = 106 (22%)

251 t0 500 = 131 (27%)

501 to 1000 = 149 (31%)
21000 = 102 (21%)

Mean average = 680 (95% Cl 626 to 734)
Symptoms:

Pelvic pain only = 68 (13%)
Pain with bleeding = 337 (63%)
Bleeding only = 89 (17%)
Bulk/mass effects = 45 (8%)
Symptom durations (years):
<1=20 (4%)

1to4 =278 (54%)

5109 =122 (24%)

210 =94 (18%)

Mean average = 5 (95% Cl 4.8 t0 5.7)
Prior myomectomy = 73 (14%)
Fibroid impact score:
1t03=90 (17%)

4106 =135 (26%)

710 10 = 304 (58%)

Pron 200345 Prospective; Uterine Artery 555 (11
cohort/single arm  embolisation centre)
trial; multicentre

EL=3

Women; UAE for symptomatic
fibroids

Country: Canada

Intra-procedural pain; post-
procedural pain; Length of
stay; complications;
readmission rates

Intra-procedural pain:
Categorical scale:

None = 386

Minor = 33
Uncomfortable = 54
Very uncomfortable = 50
Unbearable = 23
Numeric scale (0 to 10):
0=2386

1.0t02.0=13

Funding source: Boston
scientific partially funded
study
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Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
3.0t04.0=26
5.01t06.0 =43
7.0t010.0=80

Post-procedural pain;
Categorical scale:
None = 44

Minor = 86
Uncomfortable = 103

Very uncomfortable = 188
Unbearable = 116

Ineffective pain management = 24

Numeric scale (0 to 10):
0=44

1.0t02.0=25
3.0t04.0=63
5.0t06.0=95
7.01t010.0=313

Ineffective pain management = 57

Length of stay: 1.3 days
Complications:

Pain/nausea/vomiting = 75
Pain/fever = 16
Hypertension = 3
Respiratory depression = 1
Aspiration pneumonia = 1
Pulmonary oedema = 1
Seizure =1

Dissatisfaction with interventional care = 17
Post-embolisation symptoms:

Discharge = 115
Spotting = 120
Bleeding = 173
Swelling = 252

Fever =157

Dysuria = 12

Hot flushes = 163
Mood swings = 41

Leg pain = 46

Fibroid passage = 19
Hypertension = 7
Emergency room returns: 57
Readmission rates: 16

Recovery time (days): 13.1

Pain levels linked with length of stay (P = 0.004)

163



Heavy menstrual bleeding

Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
Rajan 2004446 Retrospective; Uterine Artery 414 Women; undergone UAE Factors linked to risk of 410 of 414 procedures were technically successful. Funding source: Not stated
case series Embolisation Country: Canada uterine infection 103 of 414 received antibiotics Study summary: No risk
EL=3 5 of 414 had uterine infections (none had history of pelvic disease). factors for uterine infection
Risk factors for uterine infection: after UAE were identified.
Submucosal vs non-submucosal, P = 0.079
Use of pre-procedure antibiotics, P = 0.81
Type of embolic agent. P = 0.71
Vials of embolic particles used, P = 0.33
Size of dominant fibroid, P = 0.74
Location of dominant fibroid, P = 1.0

Ravina 199947 Prospective; Uterine Artery 184 Women; Uterine fibroids Reduction in fibroid size; Reduction in fibroid size: Funding source: Not stated
cohort Embolisation treated,8  Country: France Complications 0 to 24% (failure) = 7%

EL=3 (polyvinyl procedure Vanished = 6%
alcohol) failures, 19 Expelled = 4%
lost to Complications:
follow-up, omplications:
157 Fever =20
assesses Menorrhagia =19
UTl=3
Aseptic necrobiosis = 1
Expelled fibroid = 6
Uterine necrosis = 1
Amenorrhoea = 20 (10 UAE related)

Roth 2000448 Prospective; Uterine Artery 81 Women; UAE for symptomatic Factors linked to post- Regression analysis results for relationship between analgesia use and uterine volume: Funding source: Not stated
cohort/single arm  Embolisation fibroids operative pain Attempted doses (self-administered) R2 = 0.035 (NS) Study summary: Use of
trial Country: USA Doses given, R2 = 0.032 (NS) analgesia was not related to
EL=3 Total morphine dose, R2 = 0.10 (NS) uterine volume or fibroid

Numeric pain rating scale, R2 = 0.012 (NS) size.
Regression analysis results for relationship between analgesia use and fibroid volume:

Attempted doses (self-administered) R2 = 0.029 (NS)

Doses given, R2 =0.013 (NS)

Total morphine dose, R2 = 0.10 (NS)

Numeric pain rating scale, R2 = 0.00016 (NS)

Shan 200444 Prospective; one-  UAE using PLE 100 Women; menorrhagia Menorrhagia; bulk- Menorrhagia: 99 of 100 reported reduced blood loss Funding source: Not stated
arm trial (Fir}g(sj/alrlgmycin aﬁsociateg Witr}, uterijn?t)fibrgids; syr'n;.)toms;lpoitope.raﬂve Bulk-symptoms: 44 of 64 reported improvement in bulk symptoms. Study summary: PLE is
EL=3 i |p|o| 0 ultrasoun c.on med florolds palnt, complications; change Postoperative pain: 83 of 100 reported resolution of pain within 7 days effective in the management

emulsion) Country: China In uterine size Complications: 2 reported of uterine leiomyoma, having
omplications: & reporte superiority in alleviating
Change in uterine size: mean reduction in volume was 42% by 3 months, and 48% by post-procedure-related pain.
6 months

Spies 2001450 Case series Uterine Artery 200 Women; uterine fibroids; Menstrual bleeding 198 of 200 procedures were technically completed. Funding source: Public and

EL=3 Embolisation symptoms associated with symptoms; bulk symptoms; 979 discharged within 1 day of procedure. private funded (Boston

fibroids — menorrhagia, pelvic
pain or pressure, urinary

symptoms. Women excluded if —

pregnant, primary aim was
pregnancy.
Average age =43

satisfaction with symptoms;
complications; completion of
treatment; subsequent
surgery; uterine and fibroid
volume

Mean average days until return to work = 8

Menstrual symptoms (% improved): 3 months = 87, 6 months = 89, 12 months = 90
Bulk symptoms (% improved): 3 months = 93, 6 months = 92, 12 months = 91
Satisfaction with symptoms (%): 3 months = 93, 6 months = 93, 12 months = 92

Scientific)

Study summary: Uterine
artery embolisation is safe
and controls the symptoms
caused by leiomyomas in
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information evidence level patients additional comments
Menorrhagia = 85% Uterine volume at 3 months (n = 174) was reduced by 27%, and by further 38% by most patients.
Pelvic pain or pressure = 83% 12 months (n = 116)
Urinary symptoms = 54% Fibroid volume at 3 months was reduced by 44% and by 58% by 12 months
Mean uterine volume Complications:
(cm?) = 714 (SD 462) ompiications:
Mean fibroid volume (cm?) = 240 minor = 13
(SD 279) Major = 1
Location of primary fibroid: Subsequent surgery: 21 including 9 hysterectomies
Submucosal = 19%
Intramural = 59%
Subserosal = 21%
Country: USA
Spies 200541 Prospective; Uterine Artery 200 Women; Undergone UAE for Change in symptoms; Major ~ Change in symptoms (improved vs not improved, n = 200)) Funding source: Not stated
single arm- embolisation symptomatic uterine fibroids; interventions; menstrual 3 months: 180 vs 9 Study summary: Uterine
trial/cohort; non- Excluded if — pregnant, cycles; Bleeding score; pain ¢ year: 166 vs 10 embolisation provides
comparative suspicion of cancer. score 2 years: 136 vs 8 durable symptom relief for
EL=3 Baseline: 3years: 152 vs 7 most patients, with a 25%
age = 43.1 4 years: 143 vs 6 chance of failure of symptom
Race: 5years: 133 vs 10 control or recurrence over
- o Major intervention (hysterectomy, myomectomy, redo UAE): the course of a 5 year
African-American = 101 follow-up.
White = 90 3 months: 7
Other 9 ; year: 1 g
Lo years:
Number of fibroids: 3 years: 1
1=28 4 years: 6
2t05=138 5years: 8
;ﬂi:l nzg3= 11 Change in bleeding score (from -5 to +5, positive means improvement):
Location of fibroids: ? %‘;Th; :73'33
Intramural = 108 2 years: 3.83
Submucosal = 35 3 years: 3.84
Subserosal = 39 4 years: 4.07
Missing = 18 5 years: 3.98
Uterine volume (ml) = 717 (95% Change in pain score (from -5 to +5, positive means improvement):
C1648.8 to 785.2) 3 months: 3.47
Largest fibroid (ml) = 240.0 1 year: 3.68
(95% C1200.8 to 279.3) 2 years: 3.56
Country: USA 3 years: 3.81
4 years: 3.84
5 years: 3.72
Change in uterus at 12 months: -39.4%
Change in fibroid size at 12 months: - 57.8%
Spies 2005428 Cohort Uterine Artery 2112 Women; Undergone UAE Symptoms score; QoL Outcomes (baseline n = 2122, 6 months, n = 1798, 12 months, n = 1701) Funding source: Commercial
EL=3 Embolisation Country: USA score; subsequent treatment  symptom score (0 to 100; baseline, 6 months, 12 months; Mean (SD)): 58.61 (20.82), and government sources

19.87 (18.61), 19.23 (17.94)

HRQOL score (0 to 100; baseline, 6 months, 12 months; Mean (SD)): 46.95 (23.03),
85.04 (20.06), 86.68 (18.15)

Study summary: Uterine
embolisation results in
substantial symptom
improvement for most
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Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
Subsequent care: patients, with hysterectomy
Medical treatment: 0 to 6 months = 6.96%, 6 to 12 months = 7.11% required in only 2.9% of
Gynaecological interventions: 0 to 6 months = 3.56, 6 to 12 months = 5.88% patients i the first
Unplanned ER or hospital visit; 0 to 6 months = 5.51, 6 to 12 months = 3.06% 12 months after therapy.
Multivariate analysis on change in symptoms scores (adjusted, negative figure means
less improvement in score):
Predominant symptoms:
HMB =-16.6 (-26.1 t0 -7.12)
Bulk symptoms = -8.22 (-17.3 t0 1.92)
Pain =-7.71 (-18.3 to 1.96)
Fibroid size = 1.020 (0.60 to 1.44)
Prior medication = -4.11 (-6.44 to - 1.77)
Fibroid morphology = -4.73 (-8.0 to -1.46)
Age =0.21 (0.01 to 8.56)
Multivariate analysis on change in QOL scores (adjusted):
Predominant symptoms:
HMB = 17.94 (8.02 to 27.87)
Bulk symptoms = 6.50 (-4.00 to 16.98)
Pain = 7.07 (-2.98 to 17.12)
Fibroid size = -0.937 (-1.37 to -0.51)
Prior medication = 6.166 (3.77 to 8.56)
Fibroid morphology = 4.87 (1.60 to 8.15)
Age =-3.81 (-6.54 to -1.08)
Spies 2002452 Prospective; one  UAE 200,182at  Women; UAE Factors associated with Factors associated with reduction in fibroid volume by 3 months: Funding source: Not stated
arm trial 3months,  Country: USA fibroid volume change Submucosal, baseline uterine volume significant factors (P < 0.05). Number of fibroids, Study summary: Smaller
EL=3 184 at race, birth control use, GnRH, prior pregnancies, prior births, baseline uterine volume and  baseline leiomyoma size
12 months age. and submucosal location are
Factors associated with reduction in fibroid volume by 12 months: morft? likely to resulttm a
baseline uterine volume significant factors (P < 0.05). Type of fibroid, number of fibroids, gﬁzlrglgr? I?nalitngdou come.
race, birth control use, GnRH, prior pregnancies, prior births, baseline uterine volume and associations between other
age baseline parameters and
either symptom change or
imaging outcome.
Spies 2002453 Prospective; Uterine Artery 400 Women; uterine fibroids; Complications Complications after UAE: Funding source: Not stated
cohort embolisation undergoing UAE. None = 358 Study summary: The short-
EL=3 No demographic figures Allergic reaction = 10 term complication rate was

provided.
Country: USA

Leiomyoma passage = 10
Prolonged pain =5
UTl=4

Endometritis = 2

Femoral nerve injury = 3
Vessel injury = 2

Urinary retention = 2
Vaginal discharge = 1
DVT =1

Drug reaction = 1

low in women undergoing
uterine embolisation.
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Thrush =1
Clostridium difficile infection = 1
Intravenous phlebitis = 1
Arterial thrombosis = 1
Pulmonary embolism = 1
In-hospital = 10
Within 30 days of discharge = 37
After 30 days of discharge = 10
Walker 199944  Case series Uterine Artery 200 Women; undergone UAE for Menstrual symptoms; In 7 of 200 patients it was not possible to complete procedure. Funding source: Not stated
EL=3 Embolisation symptomatic uterine fibroids pressure symptoms; 111 of 200 responded to follow-up questionnaire.
Country: UK complications; failures; Menstrual symptoms were improved in 79% of patients.
fibroid volume Pressure symptoms were improved in 92% of women.
2 serious complications were reported.
Volume reduction of fibroid by ultrasound at 12 months = 69%.
Walker 2002455 Prospective case  Uterine artery 400 Women; symptomatic uterine Menstrual symptoms; fibroid ~ 84% of women reported improvement in menorrhagia symptoms. Study summary: Uterine
series embolisation fibroids; menorrhagia or bloating  symptoms; fibroid volume; 97% of women satisfied with treatment and outcome artery embolisation is
EL=3 Mean age = 43.2 patient satisfaction with Days of pain after surgery: mean = 17.2 associated with a high
HMB = 78% treatment; complications; Days until returned to normal activities: mean = 13.6 clinical success rate and
Painful periods = 59% recovery time Days till back to work: mean = 16.6 good fibroid volume
Country: UK Uterus and fibroid volume by ultrasound (cm3): reduction. Infective
ountry: pre-treatment: complications requiring
Uterus = 787 (SD 648) hyzterfﬁ“’my’ afnl‘%”f’r?%a
Fibroid = 248 (SD 354) uncer e age ol an
chronic vaginal discharge
Post-treatment: may complicate the
Uterus = 326 (SD 246) procedure.
Fibroid = 88 (SD 158)
P =0.0001 from change in volume of uterus and fibroid.
12 of 400 treatments failed to improve symptoms. 11 of 400 had temporary improvement
in symptoms.
Of 23 failures: 3 had second UAE, 4 had myomectomy, 9 had hysterectomy, 1 had
ablation, 2 had hysteroscopies.
3 cases on infective complications.
13 pregnancies in 12 women - 9 successful.
Watson 200246 Case series UAE 114 women  Women; undergoing UAE Fibroid volume Change in fibroid volume pre- to post- treatment: Funding source: Not stated
EL=3 ?Sd '1d65 Baseline: All = -58% Study summary: The
toroids. Age: 42 In 10 women fibroid had disappeared. In 5 women a > 98% reduction was found. majority of women were
Countrv: UK satisfied with their outcome.
ountry: We have shown that uterine
artery embolisation is a
successful treatment for
symptomatic fibroids of all
types, sizes and signal
characteristics.
Worthington Prospective; UAE 3160 Women; Undergone UAE Adverse events (n = 3041): Funding source: Mixed
200547 cohort; “?”' baseline characteristics In hospital events: commerc!a: ?”ddf‘on'
comparative (n = 3005): None = 2952 commercial funding .
EL=3 Age =435 (SD 5.6) 1 event = 89 Study summary: Uterine

embolisation for
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Bibliographic ~ Study typeand  Aim of study No. of Population characteristics Outcomes Results Source of funding and
information evidence level patients additional comments
Race: 2events=5 leiomyomata is a low-risk
African-American = 48% Major event = 20 procedure with little
Nausea = 4 variability in short-term

White, non-Hispanic = 44.4%
White, Hispanic = 3.6%
Asian = 2.8%

Other = 1.3%
Co-morbidities:

Obesity = 12.1%

Diabetes = 2.9%
Hypertension = 12.8%
Current smoker = 12.2%

Reproductive history:

irregular menses = 28%
Postmenopausal = 2.6%
History of infertility = 10.7%
Nulliparous = 44.1%
Preterm delivery = 10.6%
Symptoms:

HMB = 84.5%

Pelvic pain = 62.1%
Bulk-related = 83.9%
Other symptoms = 12.3%

Pre-dominant symptoms:

HMB = 64.7%

Pelvic pain = 10.5%
Bulk-related = 23.3%
Other symptoms = 1.5%

Symptom severity:

Symptom severity index = 59
(4410 72)

UFS-QOL =46 (29 to 65)

Prior procedures for uterine
fibroids:

Any invasive procedure = 34.7%
Multiple procedures = 7.6%
D&C =18.7%

Myomectomy = 13.7%
Hysteroscopy = 5.6%
Endometrial ablation = 1.4%
Other = 4.0%

UAE = 0.4%

Mean uterine volume = 677.7
(SD 520.4)

Number of uterine fibroids:
Any demonstrable = 95.7%
1t02=43.4%
3t04=241%

Prolonged pain = 6
Drug reaction = 1
Vessel injury =3

Other complications = 4
Urinary retention =1
Contrast reaction = 1
Minor events = 74
Contrast reaction = 3
Drug reaction = 5
Device related = 1
Groin haematoma = 22
Nausea =0

Nontarget embolisation = 1
Prolonged pain =0
Urinary retention = 11
Vessel injury =13
Other = 18

Post discharge adverse events (n = 2729)

None = 2019
1event=519

2 events = 128
3events =49

4+ events = 14

Any event =710
Major events = 135
Persistent bleeding = 7
Infection = 17

New hot flushes = 2
Thromboembolism = 4
Recurrent pain = 65
Sloughing or passing fibroid = 19
Spinal headache = 1
Others = 20

Minor events = 848
Bleeding = 55
Headache = 18

New hot flushes = 156
Infection = 82

Pain = 264

Sloughing = 123
Other = 150

Multivariate analysis showed that:

Any prior procedures, OR = 1.235 (P < 0.001)
DVT prophylactic use: OR = 0.757 )P = 0.005)
Duration of procedure: OR = 1.004 (P = 0.009)
African-American: OR = 1.129 (P = 0.021)
Current or recent smoker: OR = 1.141 (P = 0.039)

outcome based on either
patient demographics or
practice setting.
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Source of funding and
additional comments

5 or more = 32.6%

Morphology of uterine fibroids:

Intramural = 42.8%
Transmural = 20.3%
Subserosal = 14.3%
Submocosal = 13.1%

were significant factors associated with adverse events.
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Table 11.3 Myomectomy for treatment of uterine fibroids — comparative studies

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information evidence level comparison measures additional comments
Agostini randomised 94 randomised; Population characteristics: Women; symptomatic  oxytocin pre- 2 days Intra-operative Oxytocin (n = 47) vs placebo (n = 47) Funding source: Not
2005470 EL=1- 47 to oxytocin; 47 uterine fibroids; scheduled for myomectomy treatment before blood loss (ml); Intra-operative blood loss (ml): stated
to placebo Baseline characteristics (oxytocin vs placebo): myomectomy, Change in 508 (SD 558) vs 451 (SD 336), P = 0.55
Age = 40 vs 39 placebo pre- haemoglobin . )
ge =auvs 99 treatment before (g/dl); blood Change in haemoglobin (g/dl):
Weight of fibroid (g) = 286 (SD 206) vs 268 myomectomy transfusion rates  1.89 (SD 1.26) vs 1.93 (SD 1.2), P = 0.87
I(Sdl:') 2?3) ‘ . Blood transfusion rates:
ndication for surgery: 7 0f 47 vs 2 0f 47, P = 0.09
bleeding = 24 vs 21
Pelvic pain =17 vs 20
Fertility =6 vs 6
Country: France
Broder Comparative 81 women Population characteristics: Mean age: abdominal AH: mean Further invasive Further invasive treatment Funding source: not stated
20024 cohort study undergoing UAE: 43.5 years myomectomy vs 49 months treatment UAE: 15 (29%) (12% hysterectomy, 16% myomectomy,  Study summary: UAE
EL=2+ abdominal AH: 37.6 years (P < 0.001) Utegnl? a?efy UAE:mean  overall symptoms 2% UAE) more likely than AM to
n;\\'/_(l)mec_togy 4 More likely to have previous myomectomy empoisation 46 months improvement AM: 1 (3%) (0=0.04) (3% hysterectomy, 0 myomectomy, ~ need further invasive
(AH) (n = 30) an (P <0.001) abdominal patient 0 UAE) therapy 3-5 years after
uterine artery ) myomectomy vs satisfaction . index procedures
embolisation Country: Germany uterine artery overall symptoms improvement
(UAE) (n = 51) for embolisation UAE: 92%
symptomatic AM: 90% (NS)
fibroids Patient satisfaction:
Dissatisfied:
UAE: 6%
AM: 21% (P = 0.06)
Clinical failure:
UAE: 39%
AM: 30% (NS)
Using logistic regression:
UAE more likely to have further invasive therapy (OR
12.5,95%Cl 1.4 t0 110.1)
Celik 20034*  Randomised; 25 randomised; Population characteristics: Women; symptomatic ~ Misoprostol priorto 1 day Haemoglobin Misoprostol (n = 13) vs placebo (n = 12): Funding source: Not
double-blind 12 placebo pre-  uterine fibroids; scheduled for myomectomy myomectomy; levels (g/dl); Haemoglobin levels (g/d): stated
EL=1- treatment; 13 Baseline (misoprostol vs placebo): placebo prior to Estimate intra- Pre-operative = 12.6 vs 12.3 (NS)
vaginal _ myomectomy operative blood . °
misoprostol Age_ =31.7vs 32.2 loss (m); need for Post-operaltlve 1 hour =10.6 vs 9.7 (P < 0.05)
Parity =2.2vs 2.3 ’ Postoperative 24 hours = 9.7 vs 8.9 (P < 0.05)
(400 pg) transfusions;

BMI =283 vs 28.5

Number of myoma = 5.5 vs 5.3
Largest myoma (mm) = 150.7 vs 154.2
Uterus size (weeks) = 15.7 vs 15.5
Intramural fibroids = 79% vs 81%
Subserous = 20% vs 18%

No statistical difference between groups
Country: Turkey

operating time
(min); length of
stay (days)

Estimate intra-operative blood loss (ml): 472 (SD 77) vs
621 (SD 121); P < 0.05

Need for transfusions: 2 vs 4 (P < 0.05)
Operating time (min): 48.5 vs 58
Length of stay (days): 4.2 vs 4.2
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Corson Placebo; double- 64 women in total  Population characteristics: Women; benign Dilute vasopressin Not stated Blood loss (ml) Minimal operative bleeding: 81% in vasopressin vs 42%  Funding source: Not
1994472 blind; - not stated how  pathology — uterine fibroids, polyps; scheduled (20 units); placebo in placebo (P = 0.0002) stated
randomised — many in each for hysteroscopic surgery — ablation,
double-blind group. myomectomy, polypectomy. Variation in pre-
EL=1- treatment for women
Country: USA
Derman Comparative 156 women (94 Population characteristics: 94 women undergoing  hysteroscopic upto9years  peri-operative Hysteroscopic submucous resection: Funding source: Not
199145 case series — undergoing submucous resection submucous complications peri-operative complications: stated
chart review hysteroscopic Mean age: 36.6 years (26-50) resection anjor fertility 0 heart failure Study summary:
EL=2- submucous ications: 83% ial ia 16% endometrial ablation  hosoi ! hysteroscopic submucous
resection of lInd|cia_t|ons. 83% menorrhagia metror_rhag|a, 16% length of hospital 0 adverse reactlpn to Hyskon fion of Ltari
uterine infertility, 1% post-menopausal bleeding one stay 4 blood transfusion lrelsec ionotu e(rjme
) . 23 (24.5%) reported problems (recurrent abnormal elomyomas an
Ielomyomas, 62 Country: USA recurrence of 3y " (d' O)t p tp | ( ¢ endometrial ablation
endometrial symptom requiring ~ bleeding, uterine rupture an pain) 31 be effedt
- 16% further surgery, 84% did not require further surgery ~ appeared to be effective
ablation) repeat
) at 9 vear follow-u treatment of menorrhagia
hysteroscopic or ¥ p dlei h
major abdominal  Fertility — 21 became pregnant ( 2 aborted and 5 TOP; 18 and leiomyoma over the
infants delivered) long term, although
surgery :
Endometrial ablation: effectiveness appears to
ndomefral abiation: diminish with time
0 blood transfusion
22.5% recurrence in increased bleeding
8% had another surgical procedure
91.3% had not required further surgery at 6 year follow-
up
Fertility — 0 became pregnant
Mean length of stay — 2.06 nights
Fedele RCT n=24: Population characteristics: Women with GnRH-a (buserelin) 6 months Intra-operative Intra-operative blood loss (mean): Funding source: not stated
1990478 EL =1+ GnRH-a symptomatic multiple Uterine leiomyomas, prior to blood loss GnRH-a + myomectomy — 235 ml (SEM 22) Study summary: A period
(buserelin) prior ~ Prévalent symptoms of infertiity (n = 18) and myomectomy post-operative immediate myomectomy -275 ml (SEM 35): NS of induction with hypo-
to rim)éomectomy ”M16”°rrh39'§3(2' 6) . or morbidity Post-operative morbidity (pyrexia = 39 °C): estrogentprior to .
(n= ). lean age: 33.6 years (24-38) immediate short-term myoma  GyRH-a + myomectomy - 2 women g]?rrtiirgrgc?r?gn é’;’%‘;r
Immediate Country: ltaly myomectomy recurrence immediate myomectomy -3 women ( NS) it th
myomectomy Intranasal GnRH-a : myomas, imiing e
(n=16) (buserelin) pior o Short-term myoma recurrence: efficacy of surgery
myomectomy vs At 3 months - negative in both groups
immediate At 6 months — Myoma < 1.5 cm recurrence detected by
myomectomy ultrasound:
GnRH-a + myomectomy — 5 (63%)
immediate myomectomy — 2 (13%)
(P<0.05
Fletcher randomised 52 randomised; Population characteristics: Women; aged 24 to Vasopressin; Not stated Intra-operative Vasopressin (n = 26) vs tourniquet (n = 26): Funding source: Not
199647+ EL=1- 26 to 45; symptomatic uterine fibroids; uterus size =10 tourniquet blood loss (ml); Intra-operative blood loss (ml): stated

vasopressin; 26
to tourniquet

weeks gestation; excluded if — contraindications
to vasopressin.

Baseline characteristics:

Age =33.2vs 35.2

Uterus size (weeks) = 16.5 vs 16.6

Number of fibroids = 10.1 vs 9.2

Haemoglobin
level; post-
operative fever;

287.3 (SD 195) vs 512.7 (SD 200), P = 0.036
Blood loss > 1 litre = 0 vs 6, P = 0.023
Transfusions = 1vs 5, P =0.191
Haemoglobin level:

Baseline = 11.9vs 12.2
Post-operative = 10.2 vs 9.8
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Largest fibroid diameter = 6.6 vs 9.4 (no effect caused by transfusions)
Country: Jamaica Post-operative fever:
3vs5,P=0.703
Frederick Randomised; 20 randomised Population characteristics: Women; scheduled for  Dilute vasopressin Not stated Blood loss (ml); Vasopressin vs placebo: Funding source: Not
1994475 single blind (10to myomectomy; symptomatic uterine fibroids; (20 u/ml); saline Haemoglobin fall . stated
in; 10 terine size > 14 week: 20 ml (dl); h tocrit Blood loss (m):
EL=1- ot ulerine size > 1 Weexs. , (20 mi) ]Sgu )'/dlaema O 225 (150 to 400) vs 675 (500 to 800) (P = 0.0001)
0 placebo) Baseline characteristics (vasopressin vs all (g/dl) . )
placebo): Haemoglobin fall (g/dl):
Age =32 vs 32 1.7 vs 5.3 (P =0.0002)
Parity = 0 vs 0 haematocrit fall (g/dl):
Size of uterus (weeks) = 17 vs 18 5vs 13 (P =0.0003)
Number of fibroids = 14 vs 8
Size of largest fibroid (sm) = 8.6 vs 10
Country: Jamaica
Ginsburg randomised 21 women Population characteristics: Women; symptomatic ~ Vasopressin prior to  Not stated Total blood loss Vasopressin (n = 10) vs tourniquet (n = 11): Funding source: Not
1993476 EL=1- randomised; 10 to  uterine fibroids; scheduled for myomectomy. myomectomy; (ml); Operating Total blood loss (ml): 461 (SD 177) vs 379 (SD 95) stated
vasopressin; 11 Excluded if — prior myomectomy, abdominal tourniquet prior to time (minutes); ; - . )
to tourniquet adhesions, adnexal masses, or coagulopathy surgery Number of Operating tlmel(mlnutes). 72(SD6)vs 66 (SD7)
Baseline characteristics (vasopressin vs subjects Number of subjects transfused: 1vs 3
tourniquet): transfused; length  Length of stay (days): 3.6 vs 4.0
_ of stay (days); 4 (07
Age.' 36 vs 36 ) hematocrt (%) Hematocntl (%):
Uterine volume (cm3) = 833 vs 650 Pre-operative = 34.0 vs 35.5
Country: USA Post-operatively = 29.5 vs 29.9
No statistical difference for any comparison.
Jasonni randomised 36 randomised; Population characteristics: Women; symptomatic ~ GnRH-a for Not stated Uterine volume Long-term vs short-term: Funding source: Not
2001477 EL=1- 20 to long-term uterine fibroids; scheduled for myomectomy. 6 months prior to (cm3); intra- Uterine volume (cm?): 680 (SD 276) vs 745 (SD 320) stated
GnRH; 16 to Country: Ital myomectomy; operative blood . )
short-term GnRH ry: ltaly GnRH-a for loss (ml); LH, FSH Irétgléosperatlve blood loss (ml): 315 (SD 93) vs 336
2 months prior to and estradiol ( )
myomectomy plasma levels LH, FSH and stradiol plasma levels: rReduction in both
groups, and no differences between groups
Lethaby Systematic 26 trials included  Population characteristics: Search strategy using ~ GnRH pre-treatment Uterus size; 62 outcomes are reported. Only most relevant are Funding source: Health
2001469 review; meta- -3 waitingtobe  keywords and MeSH headings. Hand searching  for hysterectomy or operative reported here. Research Council, New
analysis reviewed of bibliographies and specific journals. myomectomy in complications GNRH vs placebo pre-treatment for hysterectomy: Zealand
EL=1+ Search undertaken on MEDLINE, EMBASE, presence of fibroids Study summary: Use of

Cochrane library, Current contents, NRR and
NLMCTR

Country:

Uterine volume (ml) (n = 15, n = 978), WMD = -159.04
[-169.05 to -149.03] in favour of GnRH.

Duration of operation (min): WMD = -5.18 [-8.62 to
-1.75] in favour of GnRH.

Proportion undergoing vaginal rather than abdominal
hysterectomy: OR =4.70 [2.97 to 7.45].

Post-operative complications: OR = 0.62 [0.39 to 0.97].
Difficulty with surgery: OR = 0.72 [0.52 to 1.00].
Intra-operative blood loss (ml): WMD = -57.98 [-75.66 to
-40.30] in favour of hysterectomy.

No difference between groups for 12 of 16 operative
adverse events. Wide confidence intervals for all adverse
events.

GnRH for 3 to 4 months
prior to surgery reduces
fibroid size.
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GnRH vs placebo pre-treatment in myomectomy:
Intra-operative blood loss (ml) (8 studies, n = 263):
WMD = -67.46 [-90.55 to -44.37].
Duration of surgery (min) (5 studies, n = 190):
WMD = 4.20 [-2.69 to 11.08].
Decrease in myomas diameter (1 study, n = 46):
WMD = 19.20 [6.43 to 31.97].
7 of 9 operative adverse events showed no difference
between groups. Wide confidence intervals for all
adverse event measures.
For most outcomes there was no difference between
groups, and all associated with wide confidence intervals.
Liu 20044e0 controlled study 342 women with ~ Population characteristics: Mean age: 39 years Myomectomy only 25.4 months Operation time Symptoms resolution Funding source: Not
with no symptomatic (24 t0 49) (n=108) (Group 1) (14-52) Intra-operative Menorrhagia: stated
randomisation fibroids Country: Taiwan Combined uterine blood loss Group 1: 79/94 (84%) Study summary: The
EL=2+ depletion and Post-op Group 2: 194/194 (100%) procedure of uterine
myomectomy symotoms . depletion before
(n = 234) - (Group irﬁpr‘c))vement Dysmenorrhoea: myomectomy (for the
2) Fibroid Group 1: 31/36 (86%) management of uterine),
Combined uterine IrOICTECUTTENCE  Group 2: 104/106 (98%) reduces intra-operative
depletion and Compression: blood loss, result_ed in
myomectomy vs Group 1: 16/16 (100%) complete resolution of
myomectomy only Group 2: 37/37 (100%) fiorid-related
) menorrhagia and has the
Total: potential to prevent fibroid
Group 1: 88/108 (82%): recurrence.
Group 2: 232/234 (99%)
Operation time:
Group 1: 55 min (40-85)
Group 2: 68 min (48-115)
Intra-operative mean blood loss:
Group 1: 250 £ 133 ml (30-850)
Group 2: 50 + 27 ml (20-350) (P < 0.001)
Post-op hospital stay:
Group 1: 3.4 + 0.9 days
Group 2: 3.2 + 1.0 days
Fibroid recurrence:
Group 1: 21 (19%) recurrence at 16 month follow-up, 5
(24%) underwent second myomectomy
Group 2: 0% (P < 0.001)
Loffer 200548  Comparative 177 women Population characteristics: Indications: Hysteroscopic upto 15years  Control of Control of bleeding: Funding source: Not
study Hysteroscopic menorrhagia and menometrorrhagia m_i’r?m‘;‘cmé“y il bleeding Women with EA: stated
EL=2+ myomectomy Women with EA: Mean age 44 years, 80% had ng c;u eTE : metna No of subsequent 969, bleeding was controlled at up to 15 years Study summary:
without endometrial pre-reatment ablation (EA) hysterectomy W hout EA: Endometrial ablation at
endometrial W ithout EA: M 376 26% Hysteroscopic omen W" Out EA. the time of hysteroscopic
ablation (EA) b c:’mer:jw ?L.J Lored eatn agei O years, 25%  myomectomy 81% bleeding was controlled at up to 15 years myomectomy improves
(n=104) ad endometrial pre-treatmen without endometrial (OR 0.18, 95% CI 0.05 to 0.63) results in the control of
Hysteroscopic __ County: USA ablation (EA) vs In women who had complete removal of myoma: bleeding
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myomectomy with
concomitant
endometrial
ablation (n = 73)

Hysteroscopic
myomectomy with
concomitant
endometrial ablation

bleeding was controlled in 90%

In women who had incomplete removal of myoma:
bleeding was controlled in 76%

(OR 0.39, 95% CI1 0.16 to 0.99)

In women who had complete removal of myoma and EA:
bleeding was controlled in 97%

In women who had complete removal of myoma and no
EA: bleeding was controlled in 84%

(OR 0.19, 95% CI1 0.04 to 0.87)

In women who had incomplete removal of myoma and
EA: bleeding was controlled in 92%

In women who had incomplete removal of myoma and no
EA: bleeding was controlled in 70%

(OR 0.20, 95% CI 0.02 to 1.79) (NS)

Myoma completely removed + EA vs myoma not
completely removed + EA: significant success in control
of bleeding (common OR 5.25, 95% Cl 1.49 to 18.5)

Subsequent hysterectomy:

In women with EA: 18%

In women with no EA: 22% (NS)

In women with complete resection: 18%

In women with incomplete resection: 30% (NS)
Complete myoma removal + EA: 18%

Complete myoma removal with no EA: 17% (NS)
Incomplete myoma removal + EA: 15%
Incomplete myoma removal with no EA: 37% (NS)

Palomba
2002478

randomised;
open
EL=1-

66 randomised;
22 to GnRH, iron
and tibolone
group; 22 to
GnRH and iron
and placebo; 22
to iron only. 5
women dropped
out of study, but
no information on
from which
groups.

Population characteristics: Women; pre-
menopausal; symptomatic uterine fibroids; largest
fibroid between 400 and 500 cm3; maximum of 3
fibroids. Excluded if - systemic disease or
malignancy, pregnant, submucosal fibroids.

Baseline (tibolone vs GnRH vs iron only):

Age =24.9 vs 27 vs 26.6
Parity =1.1vs 1.0 vs 1.0
BMI=23.6 vs 24.4 vs 24.2

Country: Italy

GnRH, Iron tablets,
and tibolone; GnRH,
iron tablets and
placebo; iron tablets
only. All prior to
surgery.

3 months

Hot flushes (pre-
surgery); Uterine
volume (cm3);
fibroid volume
(cm3); fibroid
symptoms;
duration of
surgery (minutes)

Tibolone vs GnRH vs Iron only:

Hot flushes (pre-surgery):

Tibolone group significantly less than placebo group

(P <0.05). (Data presented on weekly basis so not
summarised.)

Uterine volume (cm3):

Basline = 528 (SD 83) vs 504 (SD 92) vs 496 (SD 99).

1 week prior to surgery = 373 (SD 51) vs 337 (SD 50) vs
498 (SD 97).

1 week post-surgery = 198 (SD 27) vs 193 (SD 18) vs
201(SD 19).

Reduction in volume significant for tibolone and GnRH
groups, and no difference between groups.

Fibroid volume (cm?3);

Baseline = 179 (SD 48) vs 167 (SD 41) vs 163 (SD 38).
1 week prior to surgery = 130 (SD 31) vs 113 (SD 23) vs
164 (SD 39).

Reduction in volume significant for tibolone and GnRH
groups, and no difference between groups.

Fibroid symptoms (10 cm VAS):

Funding source: Not
stated
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up Outcome Effect size Source of funding and
information  evidence level comparison measures additional comments
Menorrhagia:
Baseline =6.8 vs 7.1 vs 6.8
1 week prior to surgery =3.5vs 1.8vs 7.4
(Not measured post-operatively)
Duration of surgery (minutes): 99.8 (SD 22.7) vs 91.5
(SD 17.6) vs 117.3 (SD 16.1)
Intra-operative blood loss (ml): 186.8 (SD 62.2) vs 171.2
(SD 64.3) vs 245.8 (SD 53.0), P < 0.05 for iron vs other
groups.
Phillips Case series; 208 (120 with Population characteristics: TSR — Women; transcervical Upto6years  Operative time; Operative time (TSR vs TSR-TEMR, minutes) = 30.2 vs Funding source: Not
1995575 prospective transcervical uterine fibroids; menorrhagia — subjective; desire  electrosurgical length of stay; 39.5 stated
EL=2+ electrosurgical  to preserve fertility resection; Complications; Mean length of stay (TSR vs TSR-TEMR, hours) =4.3vs  Study summary: TSR with
r?;?‘:t("%f_‘tg a”dl 88 TEMR (as above) but no desire for fertility; poor tragscer;n.celll meng_trual " 47 or without TEMR is an
with additiona surgical risk; refused hysterectomy; post- endometrial eeding patiems, aati X - effective and safe
transcervical meﬁopausa| bleeding. y v:P resection; GnRH Additional surgery Compllce?tlons (TSR vs TSR-TEMR) = 5 vs 3 treatment for women with
endometrial D hic inf tion (TSR vs TSR-TEMR pre-treatment for Mean fluid absorbed (TSR vs TSR-TEMR, mI) =578 vs submucous Ieiomyomas
resection) emographic information (TSR vs TSR- ) Women with > 50% 677 (P <0.05) suffering from chronic
Mean age (years) = 37.9,43.2 of cavity occupied by Bleeding patterns at 6 months (TSR vs TSR-TEMR): menorrhagia.
Mean leiomyoma diameter (cm?) = 2.6, 3.2 fibroid. A hoea = 0 vs 62
Mean uterine size (gestational weeks) = 7.2, 6.8 menorrhoea = Yvs
Hypomenorrhoea = 0 vs 16
Country: USA Eumenorrhoea = 113 vs 7
Unsatisfactory = 7 vs 3
Satisfactory = 113 (94.2%) vs 85 (96.6%)
Additional surgery by 6 months (TSR vs TSR-TEMR) = 8
Vs 6
Bleeding patterns by 6 years follow-up (TSR vs TSR-
TEMR):
Amenorrhoea = 8 vs 49
Hypomenorrhoea = 0 vs 11
Eumenorrhoea =82 vs 9
Unsatisfactory = 16 vs 9
Satisfactory = 90 (84.1%) vs 69 (88.5%)
Razavi Comparative 111 women Population characteristics: Mean age: abdominal AM: Success rate: Significant reduction in menorrhagia: Funding source: not stated
20034 cohort study undergoing AM - 37.7 years; UTE - 44.2 years myomectomy or 14.6 months significant AM: 64% Study summary: UTE is
EL=2+ abdominal Country: USA uterine fibroid UTE: reduction of UTE: 92% (P < 0.05) less invasive and safer
myomectomy : embolisation 14.3 months menorrhagia and - o treatment than AM in
AM) (n = 44) or ) : pain Significant reduction in pain: : )
( ; K abdominal AM: 74% women with symptomatic
uterine fibroid myomectomy or Complications S fibroids
embolisation uterine fibroid hosoital sta UTE: 52% (NS)
(UTE) (n = 67) for embolisation P y. Significant reduction in mass effect:
symptomatic use of narcotics AM: 91%
uterine fibroids resumption of :

normal activities

UTE: 76% (P < 0.05)

Complications:

AM: 10 (25%) (3 blood transfusion, mean blood loss
376 ml, 2 wound infection, 2 adhesion, 1 readmission for
ileus, 1 chronic pelvic pain, 1 incisional pain).

UTE: 7 (11%) (P < 0.05) (Minimal blood loss, 1
endometritis, 1 pelvic pain, 1 groin numbness, 4
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menopause.
Mean hospital stay:
AM: 2.9 days
UTE: 0 day (P < 0.05)
Mean days taking pain medications:
AM: 8.7
UTE: 5.1 (P <0.05)
Mean days till normal activity:
AM: 36
UTE: 8 (P <0.05)
Secondary intervention:
AM: 10%
UTE: 8% (NS)
Sapmaz Randomised 51 randomised; Population characteristics: Women; symptomatic  bilateral ligation prior 6 months Intra-operative Ligation (n = 26) vs tourniquet (n = 25): Funding source: Not
2003576 EL=1- 26 iq bilatergl uterine fibroids; scheduled for myomectomy to mypmecto_my; bIooq loss (ml); Intra-operative blood loss (ml): 220 (SD 50) vs 294 stated
ligation; 25 in Baseline (ligation vs tourniquet): tourniquet prior to duration of (SD 60)
tourniquet Age =32vs 33 myomectomy ;ZZ?%%TO(&:“)’ Duration of operation (min): 67 vs 68
Parity =1.1vs 1.3 levels (g/dl) Haemoglobin levels (g/dI):
Menorrhagia = 12 vs 12 o
Pelvic pain = 9 vs 10 Baseline = 12 vs 12
R After myomectomy = 11.4 vs 10.9 )P < 0.05)
Pollaciuria = 4 vs 3 At24 h =113 vs 108 (P <0.05
Infertiity = 0 vs 0 ours = 11.3 vs 10.8 (P < 0.05)
Number of myoma =5.5vs 5.5 No blood transfusion in either group.
Maximum myoma volume = 205 vs 207
Country: Turkey
Taylor 200557 Randomised — 171 eligible; 28 Population characteristics: Women; symptomatic ~ Tourniquet; no 6 months Blood loss; Control (n = 14) vs tourniquet (n = 14): Funding source: Not
computer randomised; 14 to  fibroids; = 14 week gestation; requesting treatment transfusion rates;  Qperative details: stated
generated; control group; 14 myomectomy; excluded if - history of bleeding complication rates Operating f in) = 118 vs 114
opaque to tourniquet disorder, concurrent anticoagulant therapy, or Tglf:r?ic;ﬁ%t Itri]::e(Tm)v; 52 v
o < =—
glriwr\]/g!opes, single. - group. haemloglobln 10',5 9"" N Number of fibroids removed = 4.5 vs 10.5
, Baseline characteristics (control vs tourniquet): Weight of fibroids = 481 vs 395
EL=1+ Age = 39.5vs 42.6 Blood loss (ml) = 2359 vs 489 (P = 0.0001)
Ei”tylgl 0-V1S108 122 Post-operative blood loss:
GnF({?_{_a); ey Drained in 48 hours = 220 vs 150 (P = 0.165)
: _ Transfusion =59 vs 2 ( P = 0.0005)
Previous surgery =2 vs 3 Patients transfused = 11 vs 1 (P = 0.0003
Uterine size (weeks) = 18 vs 17 atients transfused = 11 vs 1 (P = 0.0003)
Country: UK Episodes of post-operative morbidity: 8 vs 1 (P —0.0128)
Vercellini randomised — 162 eligible; 100 Population characteristics: Women; pre- GnRH-a for 6 months Intra-operative Uterine volume decreased tp 269 (SD 119) in the GnRH-  Funding source: Not
2003470 computer randomised; 50 to  menopausal; 18 to 40 years old; symptomatic 2 months prior to blood loss (ml); a group, immediate group not assessed. stated
generated; GnRH (49 uterine fibroids — intramural or subserous; myomectomy, Operating time GNRH vs Immediate surgery:
concealed - completed); 50to  excluded if — previous surgery for fibroids, uterine  myomectomy (minutes); . .
opaque immediate malformations, past pelvic inflammatory disease, difficulty of Irétg-z%rieratwe blood loss (mi): 265 (SD 181) vs 296
envelopes surgery (48 coagulation disorders, or unstable general surgery ( . ) . .
EL=1+ completed). condition, haemoglobin < 10 g/dI. Operating time (minutes): 93 (SD 32) vs 90 (SD 32)

Baseline characteristics (GnRH vs immediate

Difficulty of surgery:
Easier =3 vs 2
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surgery): Same = 38 vs 39

Age = 34 vs 33 Difficult =8 vs 7

BMI =22 vs 23 No statistical difference between groups.

Uter!ne volume (weeks) = 12 vs 12 No difference between groups based on size of uterus,

Uterine volume (ml) = 343 vs 338 number of fibroids removed or length of incisions.

Diameter of largest fibroid = 69 vs 66

Country: Italy

Zullo 200446 randomised 60 randomised; Population characteristics: Women; pre- Bupivacaine plus 2 days Intra-operative Therapy vs placebo: Funding source: Not

EL=1- 30 therapy (28 menopausal; symptomatic uterine fibroids; epinephrine; placebo blood loss (ml); Intra-operative blood loss (ml): 143.9 (SD 48.1) vs 212.5  Stated
assessed); 30to  excluded if - systemic disease, malignancy, duration of (SD 51.), P < 0.001
placebo (28 fibroids not between 3 to 5 cm, calcification or surgery; vials of .' )
assessed) hypoechoic fibroids, pregnant analgesia used (n) El"!%t'gg 1°f surgery: 78.7 (SD 13.1) vs 109.2 (SD 15.2),
Country: taly Vials of analgesia used (n): 4 vs 7.6, P < 0.01

Sawin 200047  Comparative 394 women Population characteristics: Mean age AM vs AH Chart review Morbidity Morbidity: Funding source: Not
cohort study Abdominal AM: 36 years AM vs AH overaperiod  pogt op care Overall morbidity: stated
EL=2+ myomectomy AH: 44 years (P < 0.0001) of 2 years AM: 39%; AH: 40% (OR 0.93, 95% CI 0.63 to 1.40) Study summary: No

(AM):n =197 Mean weight Febrile morbidity: AM: 33%; AH: 26% (OR 1.41,96% CI Orlca d'ﬁereg%"ft'“ pert-
Abdominal AM: 156 Ibs 0.91t0 2.17) operafive morbidry
hysterectomy AH: 174 Ibs (P < 0.0001) CAMn Ao AL A0 . between myomectomy
. Haemorrhage: AM: 10%; AH: 14% (OR 0.46, 95% ClI and hysterectomy.

(AH): n =197 . ¥ ¥

Mean parity: 0.26 t0 0.83) Myomectomy should be

AM: 0.5 Unintended procedure: AM: 4.5%; AH: 0.6% (OR 0.45, considered a safe

AH: 1.6 95% C10.20 to 0.99) alternative to

(P <0.0001) Life threatening event: AM: 1.5%; AH: 1% (OR 151, 95% ~ hysterectomy

Pre-op uterus size (weeks equivalent) C10.17 to0 18.00)

AM:14 Readmission: AM: 1.5%; AH: 2.5% (OR 0.59, 95% ClI

AH: 16 0.09 to 3.10)

(P <0.0001) Post-op care:

Indications: l\gef%%%%rg;ive time (min): AM: 201; AH: 176

AM: vaginal bleeding (37%) or pain (39%), ( o )

recurrent miscarriage, infertility Estimated blood loss (ml): AM: 227; AH: 484

AH: vaginal bleeding (62%) or pain (31%) (P <0.00001)

Country: USA Length of hospital stay (days): AM: 4; AH: 4.4 (P < 0.048)

Max drop in Hgb: AM: 2.5; AH: 4 (NS)
Transfusion (no.): AM: 9%; AH: 13% (NS)

Gupta 2005416 Systematic 3RCTsincluded.  Population characteristics: Searched the Uterine artery N/A Duration of Outcomes for UAE vs hysterectomy (outcome title; Funding source: No
review; meta- Cochrane Menstrual Disorders and Subfertility embolisation operation (min); number of studies; number of participants statistical financial support
analysis Group Trials register (searched 10 August 2005), length of stay method; effect size): Study summary: UAE
EL=1+ the Cochrane Central Register of Controlled (days); length of - pyration of procedure (min): 1, 156, WMD (fixed) ~16.40  offers an advantage over

Trials (CENTRAL) on the Cochrane Library, Issue recovery (days);  [95% Cl -26.04 to -6.76]. hysterectomy with regards

3,2004), MEDLINE (January 1966 to November
2005) and EMBASE (January 1980 to November
2005). Contacted authors of potential ongoing

Complications

Intra-procedure blood loss (ml): 1, 156, WMD (fixed)
-405.20 [95% Cl -512.71 to -297.69].
Intra-procedural complications: 2, 216, OR (fixed) 2.02

to a shorter hospital stay
and a quicker return to
routine activities. There is

studies. [95% C1 0.74 to 5.47]. no evidence of benefit of

Country: UK Need for blood transfusion: 2, 216, OR (fixed) 0.04 [95%  UAE compared with
C10.00 to 0.33]. surgery (hysterectomy /
Length of hospital stay (days): 2, 213, WMD (fixed) -3.27  myomectomy) for
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[95% CI -3.77 to -2.77]. satisfaction. The higher
Unscheduled visits after discharge: 2, 217, OR (fixed) minor complications rate
1.80 [95% C1 0.98 to 3.30]. after discharge in the UAE
Readmission rates within 42 days: 2, 216, OR (fixed) group as well as the

6.00 [95% CI 1.14 to 31.53] unscheduled visits and

Resumption to normal activities: 1, 59, WMD (fixed) readmission rates require
-26.68 [95% Cl-36.15t0 =17.21]. more Ionger term foIIow-up

Satisfaction with treatment: 1, 53, OR (fixed) 047 [95%  trials to comment on its
C10.09 to 2.48] effectiveness and safety

UAE vs myomectomy (Outcome title; number of studies; 2;02&;2?;; ?;Egr-]r%

number of participants; Statistical method; Effect size)@ K.) and EMMY trial yet to

Duration of procedure (minutes): 1, 63, WMD (fixed) report on the long term
-34.50 [95% CI -48.74 to -20.26]. follow up, the results of
Febrile morbidity: 1, 63, OR (fixed) 0.90 [95% Cl 0.24to  which are awaited with
3.32]. interest.

Need for antibiotics: 1, 63, OR (fixed) 1.12 [95% CI 0.25

t0 4.92].

Need for blood transfusion: 1, 63, OR (fixed) 0.21 [95%

C10.01 to 4.48].

Length of hospital stay (days): 1, 63, WMD (fixed) -1.60

[95% Cl -2.47 t0 -0.73].

Hospital stay 1 week: 1, 63, OR (fixed) 0.11 [95% CI 0.01

to 2.08].

Readmission to hospital: 1, 63, OR (fixed) 2.29 [95% ClI

0.20 to 26.58].

Duration to full recovery (days): 1, 63, WMD (fixed)

-16.40 [95% CI -21.16 to -11.64].

Relief of fibroid-related symptoms at 6 months follow-up:

154 OR (fixed) 0.50 [95% CI 0.08 to 3.27].

Total relief of all fibroid-related symptoms at 6 months

follow-up: 1, 54, OR (fixed) 0.36 [95% CI 0.12 to 1.11].

Fibroid-related symptoms same or worse at 6 months

follow-up: 1 54 OR (fixed) 2.00 [95% CI 0.31 to 13.06].

Serum FSH levels at 6 months follow-up: 1, 63, WMD

(fixed) 0.79 [95% CI -0.24 to 1.82].

FSH levels 20 iu/l: 1, 63, OR (fixed) 8.53 [95% Cl 0.42 to

172.28].

Fibroids detected by USS 4 cm by at least 6 months

follow-up: 1, 63, OR (fixed) 5.88 [95% CI 1.88 to 18.44].

Re-intervention rate: 1, 63, OR (fixed) 8.97 [95% CI 1.79

to 44.95].

Seracchioli,R
200046

RCT
EL=1-

131

It reported a significantly higher incidence of febrile
morbidity (> 38 °C) in the abdominal group than in the
laparoscopic group (26.2% vs 12.1%; P < 0.05). The
mean drop in haemoglobin was more pronounced in the
abdominal group (2.17 £ 1.57 vs 1.33 + 1.23; P < 0.001).
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Evidence tables

Bibliographic ~ Study typeand  Aim of study No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
De Blok case series; Transcervical 163 (109 TCRM, 54  Women; menorrhagia related to Treatment pattern; Grade of fibroids: Funding source: Not
1995465 retrospective resection of other treatment) submucous fibroids number of resections 0 - pedunculated, no intramural extension. stated
EL=3 fibroids Country: Netherlands needed, uterine | - < 50% intramural and > 50% intra-cavitary.
assessment Il - > 50% intramural and < 50% intra-cavitary.
Number of patients by fibroid grade:
TCRM - garde 0 = 53, grade | = 63, grade Il = 47.
No TCRM - grade 0 = 2, grade | = 17, grade Il = 35
Number of procedures required by fibroid grade:
1 procedure: grade 0 = 49, grade | = 34, grade Il = 8
2 procedure: grade 0 = 2, grade | = 10, grade 1 = 4
3 procedure: grade 0 =0, grade | =2, grade Il = 0
Examination of uterine cavity:
85 of 109 had normal cavity. 8 had small necrotic rest fibroid. 2 lost-to-follow-up.
8 refused hysteroscopy.
6 patients had hysterectomy.
Marziani case series Hysteroscopic 107 women women with symptomatic submucous  No of fibroids resections  No of fibroids resections: Funding source: not stated
2005 EL=3 myomectomy Ielomyomas (84 abnormal uterine Control of menorrhagia 91 (85%) complete resection Study summary:
bleeding; 23 infertility) reproductive outcome 16 (15%) needed 2nd resection Hysteroscopic .
Mean age: 35 years (30-46) Good control of menorthagia myomectomy is effective
A 8 week suppression with GnRH-a Complete resection: 68 (81%) for control of abnormal
i uterine bleeding
was given to women who had myomas nd sion: 11 (13%
larger than 3 cm nd resection: 11 ( _°) \
Country: Italy Recurrent menorrhagia: 5 (6%)
(2nd resection sig associated with higher number of myomas, P < 0.05)
Location of myomas:
Intra-cavity location positive related to complete resection and resolution of
symptoms (P < 0.05)
5 (6%) of women underwent laparotomic operation (2 myomectomy and 1
hysterectomy)
Intra-operative complications:
0 ‘overload fluid’
0 uterine perforation
3 post-op haemorrhage
Post-op Hgb: Sig .improvement (P < 0.00)
Reproductive outcome: 8 (35%) achieved pregnancy (7 full term, 1 miscarriage)
Olufowobi Retrospective myomectomy 109 records of Mean age: 36 years (24-48) Operative complications ~ Operative complications: 34% Funding source: not stated
200447 chart review wo(r’nen WTO Indications: HMB, pelvic pain, infertility ~ fertility Estimated blood loss of = 500 ml: 31% Study summary:
EL=3 un erwetn Country: UK Hysterectomy due to bleeding: 4% Symptomatic improvement
myomectomy Bowel d 1% and fertility enhancement
(types not owel damage: 17 may be possible in some
specified) over a Pyrexia: 38% patients with fibroids.
5 year period Wound infection: 5% Women should be

Haemoperitoneum:1%

properly counselled before
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Bibliographic ~ Study typeand  Aim of study No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Mean post-op stay: 4.8 days embarking on
IVF treatment: 17 women (2 pregnancy) myomectomy

Natural conception: 28 women (13 pregnancy)
No data on live births

Reilly 199848 case series Abdominal 120 case records of ~ Age:22-54 years Operation time Mean operating time: 92.4 minutes, median 91 minutes Funding source: not stated
(record review)  myomectomy women who Indications: Intra- and post-op Mean no of fibroids: 8.3 (25 submucous, 86 intra-myometrial, 64 subserous and  Study summary:
EL=3 (all performed by~ undergone Menorrhagia with anaemia complications 30 pedunculated) abdominal myomectomy a
a single surgeon) amby(:)mg{a(lmy dysmenorrhoea blood loss Intra-op complications: S?f? surgical procedure for
pelvic pain/pressure Mean estimated blood loss; 207 ml, median 150 ml utenne myoma
infertility 2 women received blood transfusion
Country: USA Post-op complications:
anaemia

5 (4.2%) blood transfusion

1 urinary retention

1 superficial wound separation

1 incisional hernia

14 fever

Length of hospital stay: 3.6 days + 0.1

No hysterectomy performed

Stringer retrospective Open Open myomectomy  Indications: symptomatic uterine Surgical outcomes Mean blood loss (ml): OM: 340; LM: 110 (P < 0.001) Funding source: not stated
1997462 chart review lmyomectomy and I(OM) (n=49) leiomyoma Post-op blood transfusion: OM: 3; LM: 0 Study summary:
(case series) aparoscopic aparoscopic Country: USA Mean hospital stay (days): OM:5.6; LM: 0.6 (P < 0.001) Laparoscopic
EL=3 myomectomy myomectomy (LM) F " lcations: OM: 17- LM: 5 (P < 0.0068 myomectomy had lower
(n = 49) requencylo post-op complications: OM: 17; LM: 5 (P < 0. ) morbidity and fewer
No adhesion: OM: 1; LM: 7 complications when
Subsequent hysterectomy: OM: 3; LM: 1 compared with open

myomectomy
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Table 12.1

Indications for hysterectomy — non-comparative studies

Evidence tables

Bibliographic ~ Study type and  Aim of study

information

evidence level

No. of patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

ACOG
1998578

Consensus
statement

EL=4

Hysterectomy
for AUB

Country: USA

Confirmation of Indication:

1. Excessive uterine bleeding evidenced by either of the following:

a. Profuse bleeding or repetitive periods lasting for more than 8 days

b. Anaemia due to acute or chronic blood loss.

2. Failure to find uterine or cervical pathology that would cause abnormal bleeding

3. Laboratory data

a. Endometrial biopsy negative for endometrial neoplasia

b. Cytologic studies of cervix negative for malignancy

4. No documented evidence of pathology following D&C, hysteroscopy, hysterogram or
ultrasonogram.

Medical documentation:

1. Consideration of patient's medical and psychologic risks conceming hysterectomy.
2. Failure of attempted hormone treatment

3. No history of a bleeding diathesis or use of medications that may cause bleeding
4. Pregnancy ruled out

5. Assessment of surgical risk from anaemia and need for treatment

6. Consideration of alternative therapeutic approaches.

Contraindications:

1. Desire to maintain fertility
2. Medical or psychological risks that exceed benefits.

Bourdrez
200424

Patient
preferences
for treatments

Prospective;
cohort

EL=3

96

Women; DUB; scheduled for either
hysterectomy, endometrial
ablation and LNG-IUS.

No statistical difference between
groups for age or symptoms.

Country: Netherlands

Importance of
symptoms; reasons
for treatment choice;
patient preference to
avoid hysterectomy

HMB was most serious symptom for 74% of IUD group, 77% of ablation group and 84% of
hysterectomy group.

Main reasons to choose treatment:

IUD - Short or no admittance, fast recovery, no general anaesthetics, no hysterectomy, no oral
contraceptive.

Ablation — No IUD, No hysterectomy, No oral contraceptive, Advice from gynaecologist, Short or
no admittance

Hysterectomy — no complaints anymore, no oral contraceptive, No IUD, Advice of
gynaecologist.

Patient preference: 70% of women undergoing ablation preferred this to hysterectomy when
success rate was presumed to be 50%. 95% of LNG-IUS patients preferred this to hysterectomy
when success was presumed to be 50%

Funding source: Not
stated

Study summary: Study
shows that the majority of
women are willing to take
a 50:50 chance of
treatment success to
avoid hysterectomy.

Hurskainen
2004483

randomised
EL=3

LNG-IUS;
hysterectomy

236: 119 (116
available at

12 months) to
LNG-IUS, 117
(112 available
at 12 months)
to hysterectomy

women; menstruating; subjective
menorrhagia; aged 35 to 49;
completed families; Excluded if -
submucous fibroids, endometrial
polyps, urinary or bowel symptoms
due to large fibroid, or ovarian
pathology.

Country: Finland

Predictors of outcome

Presence of fibroids nor age were predictors of outcome at 12 months for LNG-IUS or
hysterectomy.

Multiple regression analysis showed that MBL was the most significant factor predicting
outcome.

Comparison of women with and without objective menorrhagia (> 80 ml MBL):

For women in LNG-IUS group women without menorrhagia had better QoL outcomes than
women with menorrhagia on: anxiety (P =0.04), EQ-5D ( P = 0.05). In the hysterectomy group,
women without menorrhagia had better outcomes than those with menorrhagia on: anxiety

(P =0.007), emotional well-being (P = 0.01) and energy (P = 0.0002).

Women without menorrhagia had better outcomes with LNG-IUS than women with menorrhagia
on EQ-5D (P =0.03).

Women with menorrhagia had better outcomes with hysterectomy than LNG-IUS for: anxiety

(P =0.003), general health (P = 0.04), energy (P = 0.05), and pain relief (P = 0.04).

Funding source: Not
stated

Study summary: Success
or failure of treatment of
menorrhagia is multi-
factorial, so difficult to
predict in individual cases.
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Bibliographic
information

Study type and  Aim of study
evidence level

No. of patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

Lefebvre
2002481

Indications for
hysterectomy

Guidelines
EL=4

Society of
Obstetricians
and
Gynaecologists
of Canada

Country: Canada

Guidelines outline a number of indications for hysterectomy, but here only those relevant to the
HMB guideline are outlined:

AUB (llI-B; consensus):

Investigate to exclude any pathology.

One or more medical treatments offered.

Health professional performing hysterectomy must be aware of alternatives and offer these to
patient.

Uterine leiomyomas (I-A; RCT evidence):

Treatment based on myoma symptoms, size and growth.

No symptomatic patients do not require hysterectomy, unless myoma rapidly expanding.
Prophylactic use of hysterectomy where myomas likely to grow beyond 12-week size, due to
increased complications.

If myomas associated with bleeding the endometrial biopsy required and testing for coagulation
disorders.

GnRH agonists should be given as pre-treatment.

Myomectomy, myoma clips and UAE should be considered as alternatives to hysterectomy, but
with associated problems.

Funding source: Not
stated

Mingo 200045

Women's
experience of
medicine
during midlife

Focus groups
EL=3

23 focus
groups

Women; middle-age; various
ethnic backgrounds

Country: USA

Hysterectomy:

Women endure great pain to avoid hysterectomy.

Hysterectomy seen as major surgery.

Patients want minimally invasive surgery.

Patients tried alternative treatments to avoid hysterectomy — CAM.

If surgery undertaken then women were generally very satisfied.

Women judge hysterectomy using much wider criteria than healthcare providers.
Patients did not know that hysterectomy causes menopause.

Nagele
1998484

Patient
preference

Observational;
cohort

EL=3

180 from a 658
cohort

Women; undergone endometrial
ablation; surgery for menorrhagia

Average age: 42.3

Interval since first

ablation = 48.3 months

% who had repeat ablation = 9.5
% who had hysterectomy = 6.8

Country: UK

Reasons for rejecting
hysterectomy;
willingness to change
preference

Reasons for rejecting hysterectomy:

Hysterectomy is a major operation

Wanted to be back to normal quickly

Wanted to be out of hospital as quickly as possible

Would have more postoperative discomfort after hysterectomy
Want to retain uterus

Friends had taken a long time to recover from hysterectomy
Hysterectomy can ruin sex life

Do not want a scar

Do not want to put on weight

Too young for a hysterectomy

Loss of feminity

Friend had endometrial ablation and recommended it

Change in preference with 50/50 possible adverse outcomes:

Period does not stop = approx. 85%
Period flow not improved = 80%
Period pain not decreased = 80%
Repeat ablation needed = 40%
Need a hysterectomy = 35%
Developing cancer = 65%

Funding source: Not
stated

Study summary: Women
who choose ablation are
willing to do so even if
chances of success are
potentially low.
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Evidence tables

Bibliographic ~ Study type and Aim of study ~ No. of patients  Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Nathorst-Boos ~ Survey Hysterectomy 678 Women; aged < 55; Hysterectomy  Patient opinions on Advantages of hysterectomy: Funding source: Not
1992486 EL=3 for benign conditions. positive and negative  No pleeding = 53% stated

Indication: aspects of No pain or pressure = 21.2%

Leiomyoma = 78.9% hysterectomy Feel strong, healthy, fit = 13%

No need for contraceptives = 12%

Endometriosis =10.8% No social handicaps = 4.8%

Symptoms (% before-after
surgery):

HMB =67.5vs 0
Dysmenorrhoea = 43.8 vs 2.2

Pressure =41.8 vs 6.2
Frequent nocturia = 28.4 vs 2.4
Pain=174vs 1.8
Dyspareunia = 15.2 vs 3.4

No complaints = 6.8 vs 71.4

Country: Sweden

No worry about cancer = 4.1%

Better blood count = 3.8%

Better sexual life = 2.9%

Other = 3.5%

Disadvantages:

Hot flushes = 6.1%

Ugly scar = 3.4%

Dry sore mucous membranes = 4.0%
Weight gain = 3.5%

Incontinence = 2.9%

Consensus gained via Delphi Consensus outlines all indications for hysterectomy, but here only those relevant to HMB Funding source: Not
method guideline are described. stated
EL=4 were onpanel  Country: Switzerland AUB (no leiomyomata):

Investigation and treatment: confirm AUB, If meno / metrorrhagia exclude endometrial or
cervical neoplasia, failed or refuse medical treatment.

Indications:
Pre-menopausal:

Hb < 10 g/dI without major impairment = appropriate indication; hysterectomy not necessary
Hb < 10 g/dl with major impairment = Appropriate indication; necessary indication

Hb > 10 g/dl without major impairment = uncertainty of appropriateness.

Hb > 10 g/dl with major impairment = Appropriate indication; not necessary indication

Pre-menopausal women with leiomyomata causing bleeding, but no pain or discomfort:
Investigations and treatment:

Meno- /metrorrhagia = exclude endometrial or cervical neoplasia

Estimate uterine weight

Confirmation of uterine bleeding

Failed or refused medical treatment.

Indications:

Estimated uterine weight < 300 g, Hb < = 10 g/dl = Appropriate indication; necessary indication.
Estimated uterine weight < 300 g, Hb > 10 g/dl = Uncertainty about appropriateness.

Estimated uterine weight > 300 g, Hb < 10 g/dl = Appropriate indication; necessary indication.
Estimated uterine weight > 300 g, Hb > 10 g/dl = Appropriate indication; Not necessary
indication.

Pre-menopausal women with leiomyomata causing bleeding and pain or discomfort:
Investigations and treatment:

Meno-/metrorrhagia = exclude endometrial or cervical neoplasia

Estimate uterine weight

Confirmation of uterine bleeding

Failed or refused medical treatment.
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Bibliographic
information

Study type and  Aim of study

evidence level

No. of patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

Indications:

Estimated uterine weight < 300 g, Hb < = 10 g/dI, without major impairment = Appropriate
indication; necessary indication.

Estimated uterine weight < 300 g, Hb > 10 g/dI, without major impairment = Uncertainty about
appropriateness.

Estimated uterine weight < 300 g, Hb < = 10 g/dI, with major impairment = Appropriate
indication; necessary indication.

Estimated uterine weight < 300 g, Hb > 10 g/dI, with major impairment = Appropriate indication;
not necessary indication.

Estimated uterine weight > 300 g, Hb < 10 g/d, without major impairment = Appropriate
indication; necessary indication.

Estimated uterine weight > 300 g, Hb > 10 g/dI, without major impairment = Appropriate
indication; Not necessary indication.

Estimated uterine weight > 300 g, Hb < 10 g/dl, with major impairment = Appropriate indication;
necessary indication.

Estimated uterine weight > 300 g, Hb > 10 g/dI, with major impairment = Appropriate indication;
necessary indication.

Sculpher
1998245

Cohort
EL=3

Patient
preferences
for surgery

221

Women; referred to specialist care
with menorrhagia.

Average age: 40.94

Duration of
menorrhagia = 18 months

Country: UK

Importance scores for
patient outcomes

Mean importance scores:

Stops periods for good = 1.18

Not removing womb = 0.71

Back to usual activities as soon as possible = 1.07
Removing womb = 0.47

Least pain and discomfort = 0.68

Hospital stay as short as possible = 0.59

Reduce periods = 0.42

Resume sex life as soon as possible = 0.59

No worry about contraception = 0.14

Not leaving scar = 0.14

Patient preferences based on descriptions of surgery:

abdominal hysterectomy = 43%
endometrial resection = 41%
Neither = 4%

Unable to choose = 11%

Funding source: Not
stated

Study summary: Many
women referred for
surgery for menorrhagia
have conflicting objectives
from treatment.
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Table 12.2 Hysterectomy for treatment of HMB — comparative studies

Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Aka 2004516 randomised; 92 eligible. 30 Population characteristics: Inclusion Vaginal N/A Operation duration; Mean operation duration (minutes): Funding source: Not
EL=1- randomised (15 criteria: uterine fibroids, pelvic floor hysterectomy; hospital stay; tissue Vaginal = 85.3, abdominal = 69.1 (P < 0.0001) stated
vaginal relaxation, uterine prolapse, endometrial abdominal damage markers Mean hospital stav (davs):
hysterectomy, 15 hyperplasia. hysterectomy ea'n ospital stay ( Iays).
abdominal No difference between groups on recent V?glnal = 3.1, abdominal =7.2 (P <0.0001)
hysterectomy). trauma, recent exercise, infections or Tissue damage markers:
systemic disease myoglobin, C-reactive protein, alpha 1-antitrypsin - differences in
Average age: vaginal = 59.7, favour of vaginal
abdominal = 56.2
Country: Turkey
Benassi randomised — 119 (60 vaginal Population characteristics: Women; Abdominal 1 month Operative time (min); ~ Vaginal vs abdominal: Funding source: Not
2002517 computer hysterectomy, 59 symptomatic voluminous uteri requiring hysterectomy; operative Operative time (min): Mean 86 (SD 25.32) vs 102 (SD 31,02) stated
generated abdominal hysterectomy; excluded if - prolapse, vaginal complications; (P <0.001) Study summary: These
EL=1+ hysterectomy) uterine or adnexal neoplasm, pelvic hysterectomy preoperative Operat lications: results should lead to
inflammation, vaginal stenosis, previous Vaginal vs haemoglobin levels pfera ve corln;.) Ications: the choice of vaginal
pelvic or vaginal procedures, and abdominal (g/dl); haemoglobin ~ Major vessel injury -0 vs 0 hysterectomy as a valid
hormonal treatment within past 6 - levels (g/dl); decrease ~ Uteralinjury -0 vs 0 alternative to the
months. in haemoglobin (g/d); ~ Bladder injury —0vs 0 abdominal
Uterus volume range from 200 to 1300 ml |e"9tth of Stt.ay (days); Eowel injury _ho vs 0 b vl (gd): 127 (8D 6] vs 125 hysterectomy, even for
. . s postoperative reoperative haemoglobin levels (g/dl): 12. 0)vs 12. enlarged uteri.
Baseline (vaginal vs abdominal): complications; patient  (SD 2.02) (P = 0.840) g
G?;' ﬁs (SD. 5.3), 47 (SD 5.1) satisfaction Postoperative haemoglobin levels (g/dl): 10.49 (SD 1.8) vs 10.55
ght (kg): 55.7 (SD 5.78), 56.1 ~
(SD 5.48) (SD 1.6) (P =10.897)
Parity: 1.38 (SD 0.58), 1.42 (SD 0.69) Decrease in haemoglobin (g/dl): 2.3 (SD 1.2) vs 2.1 (SD 1)
Uterine weight (g): 380 (SD 165), 436 (P=0.848)
(8D 171) Length of stay (days): Mean — 3.4 (SD 0.7) vs 4.3 (SD 1.5)
Country: Italy (P <0.001)
Postoperative complications:
Need for analgesics: 40 vs 51 (P < 0.05)
Vaginal cuff haematoma: 2 vs 0
Pelvic haematoma: 0 vs 3
Wound infection: 0 vs 2
Wound dehiscence: 0 vs 1
Total =2 vs 6 (P =0.136)
Fever (> 38 °C): 10 vs 18 (P < 0.05)
Blood transfusions: 2 vs 4
Abdominal infections: 0 vs 0
Other infections: 0 vs 0
Pulmonary embolism: 0 vs 0
Patient satisfaction: Bad or very bad =2 vs 5
Bhattacharya ~ Groups based on  204: 99 (21 non-  Population characteristics: Women; part of ~ Hysterectomy; 2 years Bladder function; Cystometry findings: Funding source: Not
1996360 RCT responders) in previous RCT for ablation vs hysterectomy ~ Endometrial ablation ovarian function Total bladder dysfunction - hysterectomy = 14 (31%), stated
EL =2+ hysterectomy, for HMB ~ELAor TCRE Ablation = 17 (35%) Study summary: Bladder
105 (23 non- Country: UK and ovarian symptoms

responders) in

Bladder symptoms:

do not differ between
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Heavy menstrual bleeding

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
ablation Stress incontinence — hysterectomy = 32 (44%), ablation = 35 hysterectomy and
(44%). ablation at 2 years
Urge incontinence — hysterectomy = 15 (21%), ablation = 15 follow-up.
(19%).
Ovarian function:
FSH level > 40 — hysterectomy = 3 (6%), ablation = 5 (10%)
Patients on HRT - hysterectomy = 8 (16%), ablation = 5 (10%).
Hot flushes — hysterectomy = 25 (35%), ablation = 35 (44%).
Worsening of symptoms from baseline to 2 years:
Stress incontinence - hysterectomy = 11 (15%), ablation =13
(16%).
Urge incontinence — hysterectomy = 10 (14%), ablation = 12
(15%).
Hot flushes — hysterectomy = 5 (7%), ablation = 14 (18%)
Casey 199457 retrospective 115 LAVH Population characteristics: women LAVHvs VHvs AH  hysterecto  case selection Mean age: Funding source: not
chart review of 220 VH undergoing hysterectomy LAVHvs VHvs AH  Mies analysis LAVH: 41 years; VH 47 years (P < 0.001) stated
Ei\r\“/ﬁla”S?/’;_IOf 194 AH (See ‘effect size) Eer_formed .(dg.motgraphr']cs' l LAVH: 41 years; AH:42 years (NS) Study summary: LAVH
vs VH vs . uring a indications, hospital . b lished
Country: USA - Mean weight: range 73-76 kg (NS between groups can be accomplishe
AH Ty periodof  care) o 9 . 9 9 groups) with low morbidity, short
EL=2- 30months | AVH morbidity (post- o e Wetgnt lengths of stay and little

op complications)

LAVH: 149 g; AH: 280 g (P < 0.001)
LAVH: 149 g; VH: 138 g (NS)

Body weight: NS between groups
Indications:

LAVH chosen more frequently for abnormal uterine bleeding and
CIN, less frequently for endometriosis and leiomyomas than AH

Adhesiolysis and adnexectomies more frequently done with AH
than LAVH (P < 0.0001) vaginal repaired more frequently with VH
than LAVH (P < 0.0001)

Post-op complications:

Blood transfusion and leiomyomas sig associated with younger
age in all groups (P < 0.03)

No major complications (cystotomy, enterotomy, laparotomy to
control bleeding, transfusion, infection) in LAVH group, 9 in VH, 17
in AH

Hospital care:

(matched pair control: 28 LAVH/VH; 34 pairs LAVH/AH)
Operating time:

LAVH 112 min; VH 91 min (P < 0.04)

LAVH 117 min; AH 115 min (NS)

length of stay:

LAVH 2.5 days; VH 3.3 days (P < 0.003)
LAVH 2.2 days; AH 4.3 days (P < 0.0001)

Accompanied by adnexectomy
Fever: sig less with LAVH than AH or VH (P < 05)

increase in operating
time compared with VH
and AH
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Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Anaemia: sig less with LAVH than with AH
length of stay: sig less with LAVH than with VH or AH
Cheng randomised 167 eligible, 167 Population characteristics: Women; Laparoscopically 6to Operative duration; LAVH vs TLH: Funding source: Not
200248 EL=1- randomised (84 scheduled for hysterectomy; excluded if —  assisted vaginal 12 months  blood loss during Operative duration (min): 115.1 (SD 38.3) s 140.4 (SD 38.7) stated
LAVH, 83 TLH), uterine weight > 280 g, previous pelvic hysterectomy; total surgery; Length of (P =0.002) Study summary: LAVH
101 assessed (60  surgery, history of pelvic inflammatory laparoscopic stay, Uterine weight; ! . has advantages over
LAVH, 41 TLH).  disease, need for adnexectomy, lack of hysterectomy complications; sexual Blood loss during surgery (ml)- 100 vs 90 TLH with red%ced
uterine descent, limited vessel access. LAVH vs TLH function Length of stay (days): 3.5 vs 3.5 operating time. Although
Inclusion criteria were — L_Jterine volume Uterine weight (g): 220 (50 to 700) vs 200 (60 to 480) it is a technical
<d16 weeks, uterine fibroids of Complications: challenge, TLH can be
adenomyosis. i
) ¢ - Epigastric injury: 1 vs 1 effegtlvely performgd
baseline characteristic (LAVH vs LTH): - within reasonable time
Transfusion: 4 vs 2 A
Age (years): 45.9 (SD 7.2), 45.5 (SD 4.65) Ureteric injury: 1 vs 2 limits in selected cases.
Weight (kg): 59.1 (SD 9.4), 61.0 (SD 10.1) Bladder rupture: 2 vs 1 The effects on sexual
BMI > 25: 35 vs 20 Bowel injury: 0 vs 0 function, following either
Parity: 2.9, 2.9 Febrile morbidity: 3 vs 3 LAVH or TLH, are found
Menopausal: 5, 4 Cuff cellulitis: 5 vs 1 to be similar.
Previous abdominal surgery: Conversion to laparotomy: 2 of 62, 1 of 42 (all NS)
Tubal ligation: 6 vs 7 Sexual function:
Caesarean section: 3 vs 4 Dyspareunia:
{\-\Appendetctomly; 2 V? 3 Pre-op: 10 vs 6
yomectomy. 1 vs post-op: 3vs 5
Indication for surgery: .
Uterine fibroids: 42 vs 31 Orgasm:
Adenomyosis: 18 vs 10 pre-op: 19 vs 11
Country: Taiwan post-op: 29 vs 18
Darai 20014 Randomised — 80 (40 to LAVH, Population characteristics: Women; LAVH; vaginal 6t08 Complications; Vaginal hysterectomy vs LAVH: Funding source: Not
computer 40 to vaginal uterine size > 280 g and previous pelvic hysterectomy weeks conversion to Complications: stated
generated hysterectomy) surgery, history of pelvic inflammatory LAVH vs vaginal laparotomy; operating . ) Stud - \/aginal
i i ; - L . Excessive haemorrhage: 1 vs 1 y summary: vagina
EL=1- disease, endometriosis, concomitant hysterectomy time (min); hospital Blood transfusion: 1 vg 1 hysterectomy can be
adnexal masses or indication for stay (days); Mai lini . 0vs 0 successful even in
adnexectomy; excluded if — anaesthetic Haemoglobin Cajor vqsset |n|]ury. tvs - 0vs 3 women with enlarged
contraindications, suspicion of decrease onversion o laparotomy: ©vs

malignancy.
Baseline (vaginal vs LAVH)

Age: 49.1vs 50.2

Parity: 2.7 vs 1.6

Weight (kg): 61.3 vs 63.7
Vaginal delivery: 33 vs 32
Caesarean: 7 vs 0
Previous pelvic surgery: 5 vs 8
Myomectomy: 4 vs 5
Postmenopausal: 9 vs 5
HRT use: 7 vs 5
Indications for surgery:
Menorrhagia: 16 vs 14
Uterine fibroids: 40 vs 40
Dysmenorrhoea: 16 vs 15
Adenxal mass: 2 vs 4

Bladder laceration: 0 vs 1
Emphysema: 0 vs 2

Abdominal wall haematoma: 0 vs 2
Vaginal cuff haematoma: 2 vs 1
Pyrexia: 2 vs 3

Vaginal cuff infection: 1 vs 2
Abdominal wall infection: 0 vs 1
Total: 6 vs 16 (P < 0.05)

Operating time (min): 108 vs 160
Hospital stay (days); 5.3 vs 5.7
Haemoglobin decrease: 2.0 vs 2.1

uteri and other
conditions considered
by some to
contraindicate the
operation.
Laparoscopically
assisted vaginal
hysterectomy offered no
advantages over the
standard vaginal
hysterectomy.
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Heavy menstrual bleeding

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Endometriosis: 3 vs 2
Adnexectomy: 21 vs 15
Uterine weight (g): 424 (SD 211) vs 513
(SD 360)
Country: France
Ellstrom Randomised 150 informed Population characteristics: Women; Laparoscopic Operating time (min); ~ TLH vs TAH: Funding source: Not
490 EL=1- about study, 143 benign disorders; not suitable for vaginal ~ hysterectomy; Hospital stay (days);  Operating time (min): 148 vs 93.1 stated
agreed to be hysterectomy; scheduled for abdominal abdominal Outpatient visits . . Study summary: A
included (71 to hysterectomy hysterectomy HOSp't?I stay (.days). 25vs5 chan{;e in surg?ilcal
E‘pimcg’p'c 79 Baseline (TLH vs TAH) Outpatient visits: 1.28 vs 143 technique from
tg'sT/iﬁ)" O 2 age: 48.2vs 485 abdominal to
BMI: 23.7 vs 25.2 laparoscopic
Uterus weight (g): 157 (SD 83) vs 174.7 hysterectomy was
(SD 82.2) possible without
Country: Swed compromising the health
ountry: sweden status of the patients,
and it provided
substantial financial
benefits to society.
Ellstrom Randomised 40 (20 LAVH, 20  Population characteristics: Women; Laparoscopic Time of surgery; LH vs AH: Funding source:
199841 EL=1- TAH) benign conditions; maximum uterus width  Hysterectomy; complications; Time of surgery: 138 vs 90 (P < 0.001) Swedish Medical
of 11 cm. Abdominal pulmonary function Complications: Council
Baseline (LAVH vs TAH): Hystzrfitﬂmyhbotg Fover 1vs1 Study summary:
mixed total and sub- : i
Age: 46 vs 48.6 total Abdominal wall haematoma: 2 vs 0 Laparoscopic .
. hysterectomy results in
BMI: 24.3 vs 24.5 Vaginal cuff infection: 0 vs 1 | ystere é’l
Length of uterus (sm): 8.5 vs 8.9 Pul function: less pain and less
Width of uterus: 7.1 vs 7.2 uimonary function: impairment of
Country: Sweden Post-operatively, the Peak expiratory flow and forced expiratory respiratory fgnct|on
: flow were significantly better in LH compared with AH (P < 0.05).  compared with
Other measures in favour of LH over AH, but not consistent abdominal
hysterectomy.
Ellstrom randomised; 854 eligible, 248  Population characteristics: Women; AH; LH Psychological well- Psychological general well-being index (LH vs AH): Funding source: Not
200342 EL=1+ invited into study;  scheduled for abdominal hysterectomy for  gyrgery vs surgery being; sexual well- Baseline: stated

241 agreed to
enter study, 74
randomised (38
to AH, 36 to LH -
4 excluded or
converted to AH)

benign disorder; not suitable for vaginal
hysterectomy

Indications for surgery (LH vs AH):

Menorrhagia: 20 vs 20
Metrorrhagia: 15 vs 15

Uterine fibroids: 13 vs 16
Endometrial hyperplasia: 9 vs 6
Pelvic pain: 5vs 9

Mechanical symptoms: 1 vs 1
Endometriosis: 0 vs 2

Age: 50.6 vs 49.7
BMI: 24.4 vs 24.7

Country: Sweden

being

Anxiety: 22.5 (SD 5.4) vs 21.3 (SD 4.9)

Depression: 14.5 (SD 3.2) vs 14.4 (SD 3.0)

Well-being: 15.3 (SD 3.9) vs 14.8 (SD 3.9)

Health: 13.8 (SD 3.9) vs 12.7 (SD 3.1)

Vitality: 15.5 (SD 4.7) vs 15.1 (SD 4.6)

Self-control: 14.3 (SD 3.1) vs 13.9 (3.0)

Total: 93.9 (SD 23.7) vs 92.0 (SD 18.7)

1 year:

Anxiety: 24.6 (SD 54.1) (P < 0.05) vs 23.1 (SD 5.2) (P < 0.05)
Depression: 15.8 (SD 2.5) vs 14.9 (SD 3.2) (P < 0.05)
Well-being: 17.4 (SD 3.6) vs 16.1 (SD 3.7) (P < 0.01)
Health: 15.3 (SD 2.3) (P < 0.01) vs 14.6 (SD 2.9) (P < 0.05)
Vitality: 17.7 (SD 3.3) vs 16.8 (SD 4.1) (P < 0.05)
Self-control: 15.0 (SD 2.7) vs 14.6 (2.9)

Study summary: This
study implies that
psychological well-being
and sexuality after
hysterectomy are not
influenced by surgical
technique.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Total: 102.8 (SD 15.8) vs 97.3 (SD 19.1)
No differences between groups for psychological well-being index
No differences between groups for McCoy sex scale questionnaire
Falcone randomised 218 ineligible and  Population characteristics: Women; LAVH; TAH 6 weeks Duration of operation ~ TAH vs LAVH: Funding source: Not
1999493 EL=1+ 55 eligible, 48 scheduled for TAH for benign condition; Surgery vs surgery (min); estimated Duration of operation (min): 130 (97 to 155) vs 180 (139 to 225) stated
randomised (24 excluded if — pelvic mass < 2 cm below blood loss (ml); (P <0.001) Study summary:
to LAVH-1 umbilicus, concomitant incontinence or Uterine weight (g); . ) _ Laparoscopicall
withdraw, 24 to pelvic reconstruction procedure planned. postoperative Estlmated PlOOd loss (mi): 250 vs 450 (P = 0.003) asgisted ve?ginaly
TAH -3 Baseline: (TAH Vs LAVH) comphcanons; Length Uterine Welght (g) 309 (1 78 to 635) vs 370 (195 to 561) (P = 078) hysterectomy appears to
withdraw), other 7 Age: 43.8vs 42.8 of stay; analgesia use  Postoperative complications: allow patients a more
declined ent ge: 43.0vs az. ) i i
o BMI: 28.9 vs 28.6 Fever: 0 vs 3 rapid postoperative
and had TAH. $£09 V8 2. UTI: 2 vs 3 recovery and an earlier
Uterine size: 13.8 (SD 2.6) vs 13.3 Wound infection: 3 vs 0 return to work with
(SD37) Vaginal cuff infection: 0 vs 1 hospital costs similar to
Any medical iiness: 66.7 vs 82.5 Lower respiratory tract infection: 0 vs 1 those of abdominal
rrd?wo:s éurgery. 79.2vs58.3 Length of stay: 2.5 vs 1.5 (P = 0.038) hysterectomy.
;bmédloné? 5 s 875 Analgesia use (hours): 36.7 vs 22.1 (P < 0.001)
ibroids: 87.5 vs 87. . ) .
Adnexal mass: 8.3 vs 4.2 No difference in number of pills used.
Endometriosis: 8.3 vs 12.5
Uterine weight of ineligible groups:
VH=129¢
LAVH =199
AH =478
Country: USA
Falkeborn Non-comparative 17126 available, ~ Population characteristics: Women; Hysterectomy; Up to Risk factors for M Relative risk of M by operation (95% ClI): Funding source: Not
2000580 epidemiological 1339 records Uppsala region of Sweden; undergone Oophorectomy 18 years BSO with or without hysterectomy, < 50 years: 0 to 5 years = 0.7 stated
EL=2- assessed (207 hysterectomy and/or oophorectomy (0.210 2.7); > 5 years = 0.9 (0.5 to 1.6).
myocardial Country: Sweden BSO with or without hysterectomy, > 50 years: 0 to 5 years = 1.9
infarction(MI), (0.6 10 5.6); > 5 years = 1.5 (0.9 {0 2.6).
1307 non-MI) Unilateral oophorectomy only: 0 to 5 years = 1.3 (0 to 52);
>5years =0.8 (0.4 10 1.9).
Hysterectomy alone or with oophorectomy: 0 to 5 years = 0.8 (0.4
t01.7);>5years =1.1 (0.8 t0 1.5)
Ferrari Randomised; 108 assessed, 65 Population characteristics: Women; LAVH; TAH Operating time (min); ~ LAVH vs TAH: Funding source: Not
20004 concealed eligible, 62 uterine fibroids; between 500 and 1500 ml > 500 g vs < 500 g; Uterine weight (g); Operating time (min): 135 vs 120 (P = 0.001) stated
EL =1+ agreed to uterine volume; excluded if — lack of SUTgery vs surge Blood transfusions; ' , . Study summary:
randomisation (31 vaginal access. e gen Hospital stay (days); Uterine we|ghtl(g). 400 (263 to 590 vs 400 (255 0 556) Com);;ared witLyTAH,
LAVH, 31 TAH)  Baseline (LAVH vs TAH): Post-operative Blood transfusions: 0 vs 1 LAVH has advantages

Age: 48 vs 46

Uterine volume: 388 (257 to 570) vs 370
(243 10 463)

Adnexal masses: 3 vs 5

Previous pelvic surgery: 5 vs 7

Country: Italy

analgesics

Hospital stay (days): 3.8 vs 5.8 (P < 0.001)
Post-operative analgesics: 7 vs 24 (P < 0.001)
No change in pattern between < 500 g and > 500 g uterine weight.

in removing uteri
weighing < or =500 g,
with comparable
operating time, less
post-operative pain and
shorter recovery. Among
uteri weighing > 500 g
LAVH showed a shorter
recovery, but longer
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
operating time than TAH
and a 27% rate of
conversion to
laparotomy.
Garry 20044%  randomised; 1380 recruited. Population characteristics: Women; Laparoscopic 6 week, Complications; QoL AH vs LH: Funding source: HTA
concealed; ITT Abdominal requiring hysterectomy for benign hysterectomy 4 months,  (SF-12, EQ-5D); Major complications (292 vs 584): Study summary:
EL =1+ trial = 876 (292 condition; excluded if — uterine prolapse, (various); vaginal 12 months  length of stay; Maior haemorthage: 7 vs 27 Laparoscopic
(172 by uterine mass > 12 weeks gestation; hysterectomy; duration of surgery BO\JN eliniury: 3 ng1 : hysterectomy was
12 months) to medical condition precluding laparoscopic ~ abdominal (min); Conversions Ureterichn'rl}JIf 0vs 5 associated with a
AH, 584 (418 by  surgery; requiring bladder or other pelvic ~  hysterectomy Bladder inJu y: 3vs 12 significantly higher rate
12 months) to surgery; refused consent. LH vs AH; LH vs VH pmmonar;, e?/r.lbolus: 2vs 1 of major complications
Laparoscopic Baseline (AH vs LH): Anaesthesia problems: 0 vs 5 than abdominal
Cﬁztie:];elctomy). Age: 41.2vs 41.7 Unintended laparotomy: 2 vs 26 hysterectomy. It also
. . Wound dehiscence: 1 vs 1 took longer to perform
trial = 504 (168 BMI- 25.9vs 266 Other complications: 0 vs 0 but was associated with
(105 by Gravidity: 2 vs 2 ) ) o less pain, quicker
12 months) to Vaginal deliveries (%): 83.4 vs 80.9 Minor complications: recovery, and better
VH, 336 (198 by Cae_sarean se_ctlons (%): 16.9 vs 19.1 Minor haemorrhage: 3 vs 8 short-terryn quality of ife.
12 months) to LH) ~ Vaginal capacity narrow: 4.8% vs 5.5% Anaesthesia problems: 0 vs 2 The trial comparing

Endometriosis: 3.4% vs 3.3%

Current smoker: 48.5% vs 41.3%
Previous pelvic surgery: 63.3% vs 63.0%
Uterine size (weeks): 6 vs 6

Baseline (VH vs LH):

Age: 40.8 vs 40.9

BMI: 26.5 vs 26.4

Gravidity: 2 vs 2

Vaginal deliveries (%): 91.0 vs 94.3
Caesarean sections (%): 9.6 vs 10.2
Vaginal capacity narrow: 4.8% vs 2.1%
Endometriosis: 0.6% vs 0%

Current smoker: 42.9% vs 39.0%
Previous pelvic surgery: 60.7% vs 58.6%
Uterine size (weeks): 6 vs 6

Country: UK

Fever: 9 vs 29

Infection: 47 vs 86
Haematoma: 17 vs 25
DVT:0vs 2

Other complications 22 vs 40

At least 1 major complication: 18 vs 65
QoL (SF-12, EQ-5D):
SF-12 physical component:

Baseline (221 vs 447): 45.6 (SD 11.5) vs 44.9 (SD 11.7)

6 weeks (148 vs 301): 41.7 (SD 9.7) vs 46.8 (SD 10.1) (P < 0.001)
4 months (134 vs 304): 51.6 (SD 8.6) vs 52.6 (SD 8.6)

12 months (148 vs 330): 52.7 (SD 9.3) vs 53.6 (SD 8.4)

SF-12 mental component:

Baseline (221 vs 447): 45.3 (SD 11.3) vs 45.8 (SD 11.7)
6 weeks (148 vs 301): 51.9 (SD 10.8) vs 50.0 (SD 11.4)
4 months (134 vs 304): 51.8 (SD 9.5) vs 50.9 (SD 10.5)
12 months (148 vs 330): 51.9 (SD 10.2) vs 50.7 (SD 10.7)

Length of stay (days): 5.11 vs 3.95
Duration of surgery (min): 5.0 vs 4.2
VH (n =168) vs LH (n = 336):
Complications:

Major haemorrhage: 5 vs 17
Bowel injury: 0 vs 0

Ureteric injury: 0 vs 1

Bladder injury: 2 vs 3
Pulmonary embolus: 0 vs 2
Anaesthesia problems: 0 vs 2
Unintended laparotomy: 7 vs 10
Wound dehiscence: 2 vs 7

vaginal hysterectomy
with laparoscopic
hysterectomy was
underpowered and is
inconclusive on the rate
of major complications;
however, vaginal
hysterectomy took less
time.

190



Evidence tables

Bibliographic
information

Study type and
evidence level

No. of patients

Intervention and
comparison

Patient characteristics

Follow-up

Outcome measures

Effect size

Source of funding and
additional comments

Other complications: 1 vs 0

Minor complications:

Minor haemorrhage: 2 vs 8

Anaesthesia problems: 1 vs 3

Fever: 12 vs 18

Infection: 24 vs 36

Haematoma: 10 vs 14

DVT:0vs 0

Other complications 17 vs 24

At least 1 major complication: 16 vs 33

QoL (SF-12, EQ-5D):

SF-12 physical component:

Baseline (127 vs 260): 47.0 (SD 11.3) vs 47.4 (SD 11.1)
6 weeks (84 vs 150): 46.3 (SD 9.6) vs 46.2 (SD 9.6)

4 months (82 vs 152): 53.5 (SD 6.7) vs 53.9 (SD 6.7)
12 months (94 vs 173): 53.7 (SD 7.3) vs 54.6 (SD 6.3)
SF-12 mental component:

Baseline (127 vs 260): 45.1 (SD 12.1) vs 47.9 (SD 10.7)
6 weeks (84 vs 150): 53.2 (SD 9.1) vs 52.5 (SD 10.4)
4 months (82 vs 152): 53.1 (SD 8.1) vs 51.6 (SD 9.8)
12 months (94 vs 173): 51.7 (SD 9.8) vs 52.3 (SD 9.9)
Length of stay (days): 4.32 vs 4.29

Duration of surgery (min): 39 vs 72

Gimbel
200551

RCT
EL=1+

4227 assessed,
2106 eligible, 319
randomised (158
to total
hysterectomy —
18 lost to follow-
up, 140in ITT, 15
protocol
violations, 125 in
per-protocol
analysis. 161 to
sub-total
hysterectomy —
24 lost to follow-
up, 137in ITT,
121in PP
analysis

Population characteristics: Women;
scheduled for hysterectomy due to benign
condition.

Baseline demographics (total vs sub-total)

Age (years) = 47.6 vs 46.6
Deliveries =1.7 vs 1.8
Indications for surgery:
fibroids = 90 vs 93

DUB =53 vs 52
Dysmenorrhoea = 6 vs 6
Pelvic pain =5vs 8
Endometriosis = 1 vs 0
Other=2vs 1

Country: Denmark

Total hysterectomy;
Sub-total
hysterectomy

12 months

Urinary incontinence;
Frequency;
Doubleftriple voiding;
Incomplete bladder
emptying; Nocturia;
Dysuria; Urinary tract
infection; stress
incontinence; urge
incontinence; mixed
incontinence; all
incontinence; risk-
factors for
incontinence; risk-
factors for bother

Lower urinary tract symptoms (total vs sub-total):

No difference between groups at 0 or 12 months, except for:
urinary incontinence at 12 months — 13 vs 25, P = 0.03
double voiding at 0 months, 3 vs 16, P = 0.002

All urinary incontinences at 12 months — 13 vs 25, OR = 0.46
(0.23 to0 0.95), P = 0.03.

Predictors of urinary incontinence at 12 months:
Preoperative incontinence OR = 11.2 (5.1 to 25.9), P < 0.0001
Operative method OR = 0.43 (0.18 to 0.96), P = 0.044

Size of uterus OR = 1.56 (1.00 to 2.49), P = 0.051

Five other factors were not significant

Multi-variate analysis of symptoms that cause ‘bother’:
Urinary incontinence OR =463 (69 to 3109), P < 0.001
Frequency OR =29.2 (4.1 to 211), P = 0.001

Incomplete bladder emptying OR = 20 (5.4 to 74.6), P < 0.001.

Other urinary symptoms were not significant.

Funding source: Public
funded

Study summary: Urinary
incontinence was found
less often among TAH
women than among
SAH women. This was
due to a larger reduction
of the number of women
with stress and urinary
incontinence in the TAH
group. No other
differences were found
between the two
operation methods. The
number of women with
urinary incontinence and
frequency was reduced
from study entry for
follow-up, while
doubleftriple voiding was
increased. Incontinent
women had significantly
lower quality of life
scores than continent
women
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Gimbel randomised; 4227 assessed, Population characteristics: Women; Total hysterectomy; 12 months  Urinary incontinence;  Patient outcomes at 0 and 12 months based on ITT analysis (total ~ Funding source: Public
2003518 concealed; non- 2106 eligible, 319 scheduled for hysterectomy due to benign  subtotal Quality of life (SF-36);  (n = 140) vs subtotal (n = 136), OR, 95% ClI, P value): funding - various
blinded; randomised (158  condition. hysterectomy Constipation; 0 months: sources
multicentre LO ;(t)(ta?tlactom _ Basline demographics (total vs sub-total) 3;&'1@?&;?}:@2‘32 Urinary incontinence: 30 vs 28 Study summary: A
EL=1+ T lost ool Age (years) =476 vs 46.6 i Vaginal Quality of life - physical score: 48.58 (9.04) vs 47.77 (8.69) smaller proportion of
. Deliveries = 1.7 vs 1.8 O Quality of life — mental score: 49.67 (9.45) vs 48.76 (10.71) women suffered from
up, 140in ITT, 15 o bleeding; Constibation: 26 vs 30 urinary incontinence
protocol Indications for surgery: Complications — per Prolapze' 00 after total abdominal
violations, 125 in ﬂbr0|d_s =90vs 93 and post-operafion Satisfaction with sexual life: 95 vs 87 hysterectomy than after
per-protocol DUB =53 vs 52 ic pain: subtotal abdominal
. B Pelvic pain: 109 vs 103

analysis. 161to  Dysmenorrhoea = 6 vs 6 ) . hysterectomy one year

sub-total Pelvic pain = 5 vs 8 Vaginal bleeding: 135 vs 129 post-operatively.

hysterectomy - Endometriosis = 1 vs 0 12 months:

2 '(1’2‘7“.’ f‘l’#‘”‘ Other =2 vs 1 Urinary incontinence: 13 vs 24, 2.08, 1.01 to 4.29, P = 0.043

up, 1o in I, Country: Denmark Quality of life - physical score: 53.78 (8.81) vs 52.92 (8.81),

121 in per- P =009

protocol analysis Quality of life - mental score: 53.78 (7.73) vs 53.03 (8.74)

Constipation: 25 vs 27, 1.13, 0.62 to 2.07, P = 0.69
Prolapse: 0 vs 3, 0.14, 0.01 to 2.67, P = 0.12
Satisfaction with sexual life: 95 vs 85, 0.6, 0.31 to 1.16, P = 0.13
Pelvic pain: 32 vs 31, 1.01, 0.57 to 1.78, P = 0.98
Vaginal bleeding: 0 vs 27 (2 normal, 25 slight).
Complications:
All =64 vs 54, 1.02,0.55t0 1.88, P = 0.95
Serious adverse events (Rupture of wound): 22 vs 21
Severe adverse events (urinary tract infection): 7 vs 8
Moderate adverse events (wound infection): 19 vs 12
Mild adverse events (bleeding from surface of wound): 16 vs 13
Halmesmaki  randomised; 119LNG-IlUSvs  Population characteristics: Women; 35— LNG-IUS; 12months ~ FSH serum levels; FSH levels increased from 8.4 iu/ml at baseline to 13.8 iu/ml at Funding source: Not
2004264 prospective 117 49; menstruating; completed family. No Hysterectomy Kupperman index — 12 months vs 8.7 to 9.2 in LNG-IUS groups. (P = 0.005). stated
EL=1+ hysterectomy. 81 fibroids, endometrial polyps, urinary or Treatment vs menopausal No difference between or within groups on Kupperman index at Study summary:

1UDs at bowel symptoms, ovarian pathology. baseline; treatment symptoms- hot 12 months (based on treatment use not intention-to-treat). Hot Hysterectomy may

12 months — 24 Hysterectomy: age 43.1, parity = 2.1, vs treatment flushes et flushes increased in hysterectomy (P = 0.02) but not IUD; no impair ovarian function.

hystereztosmy, 13 BMI = 26.6. difference between groups.

removed, S USES | NG-IUS: age = 43.0, parity = 2.1,

ERT. 107 BMI = 25 1

hysterectomies e

undertaken at Country: Finland

12 months.

Harkki-Siren Randomised; 50 randomised Population characteristics: Women; Aged  Laparoscopic 28 days Operating time (min); ~ LH vs AH: Funding source: Clinical
200046 concealed l(f:)tcg IéH, 2|5 to ) 3010 70; z‘enilgg' conditi%n’;;l ex3c|2udeid if - Ryésdterelctolmy; zEslt;m:‘lted bIOIOdb'IOSS Operating time (min): 85.3 vs 57.5 (P < 0.001) Research Institute grant
EL =1+ , 36 analysed  major medical disease; BMI > 32; uterus ominal ml); Haemoglobin ) . Study summary:

(18 LH, 18 AH) > 14 weeks or width > 10 cm; severe hysterectomy drop (g/L); Hospital Estimated b.IOOd loss (mi): 156.8 vs 268.0 Lapa);oscopic v
adhesions or endometriosis; prolapse; stay (days); Sick Haemoglobin drop (g/L): 18.8 vs 27.4 hysterectomy should
contraindications to surgery. leave (fia){s); Hospital stay (days): 2.1 vs 3.4 replace abdominal
Baseline (LH vs AH): Complications Sick leave (days): 21.4 vs 38.5 hysterectomy whenever

Age: 47 vs 48

BMI: 25.5 vs 25.6
Nulliparity: 7 vs 9

Prior laparotomy: 12 vs 14

Complications: 6 vs 7
Trauma markers:
IL-6 atday 0=3.7vs 4.4

possible because of a
more favourable clinical
outcome and less tissue
trauma.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Prior laparoscopy: 8 vs 8 IL-6 at day 1=10.4 vs 21.6 (P <0.01)
Uterine weight (g): 210.7 (SD 83.0) vs 230 IL-6 at day 2= .5.5vs 17.0
(SD 99.4) IL-6 at day 28 = 3.7 vs 3.7
Country: Finland CRPatday0=1.4vs0.7
CRP atday 1=12.1vs 21.8 (P = 0.03)
CRP atday 2 =26.5vs 55.3 (P < 0.001)
CRPatday28=1.8vs 1.4
Same pattern for tumour-associated trypsin inhibitor (TATI), but
not for cancer antigen CA 125.
Harmanli Non-comparative 288 (200 Population characteristics: Women; Vaginal N/A Complications Vaginal vs abdominal complications: Funding source: Not
2004581 cohort study abdominal enlarged uterus > 250 g; undergone hysterectomy; Post-operative febrile morbidity: 18 vs 28 stated
EL=2- hysterectomy, 88  hysterectomy for — uterine leiomyomata, abdominal Bleeding requiring transfusion: 8 vs 23 Study summary: For
vaginal endometriosis, uterine prolapse, hysterectomy Urethral injury: 1 vs 1 women with a uterus
hysterectomy) endometrigl hyperpla.sia, adgnomyosis, Vaginal Bladder injury: 1vs 3 weighing 250 g or more,
DUB, cervical dyplasia, pelvic pain, early  pysterectomy vs Venous thromboembolism: 0 vs 0 vaginal hysterectomy
stage cervical or endometrial carcinoma.  gpdominal lleus: 1 vs 21 (P = 0.006) shortens the hospital
Hysterectomy in combination with other hysterectomy Haematoma: 2 vs 5 stay without significantly
surgery excluded. Urinary tract infection: 5 vs 13 increasing peri-operative
Patient characteristics (vaginal vs Readmission: 3 vs 6 morbidity when
abdominal): compared with the
Mean age: 44 vs 44.1 abdominal route.
Parity =2.4 vs 2.3
Mean uterine weight: 500.9 (SD 277.2)
(250 to 1768) vs 737.4 (SD 637.8) (250 to
5650), P = 0.0006
Adnexal removal: 19 vs 67, P = 0.049
Indication for surgery:
Uterine fibroids — 84 vs 188
Menometrorrhagia - 3 vs 6
Other-1vs 6
Country: USA
Hehenkamp randomised; 349 eligible, 177 Population characteristics: Women; UAE; hysterectomy 2 years Surgery completed; Completed surgery: Funding source: ZonMw
200548 multicentre; randomised (89 in  uterine fibroids; menorrhagia; pre- complications; 72 of 81 completed. 5 with unilateral procedure due to technical - Netherlands
concealmentand  hysterectomy menopausal; scheduled for hysterectomy. duration of surgery; failure on one-side, 4 with bilateral failure. organisation for health
blinding not group - 75 Women excluded if - future fertility length of stay ) . . research and
mentioned received desired, active pelvic infection, allergic to ? 0;1.52 I(f5$%) of arteries available were not embolised due to development
EL =1+ hysterectomy, 14 contrast material, uterine malignancy, o n'?a ?' ure. . ) Study summary: UAE is
had not. 88 in submucosal fibroids > 50% within uterine Complications during hospital stay and at 6 weeks follow-up:

UAE group - 81
received UAE, 7
had not)

cavity.

UAE vs hysterectomy:

Age =446 vs45.4

Parity > 1 58 vs 69
Previous treatment:

none = 11vs 15

hormonal = 59 vs 59
NSAIDs = 45 vs 41

Iron supplement = 50 vs 52
Surgery =17 vs 11

At hospital (UAE vs hysterectomy):

Nausea = 52 vs 42

Pain=72vs 71

Febrile morbidity =4 vs 15
Minor complications = 23 vs 26 |
Major complications = 1vs 1|

At 6 weeks follow-up (UAE vs hysterectomy):

Nausea =25 vs 11 (RR=2.10 (1.11 t0 3.97)
Pain = 57 vs 52
Febrile morbidity = 17 vs 8

a procedure similar to
hysterectomy with a low
major complication rate
and with reduced length
of hospital stay
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Symptoms: Minor complications = 68 vs 34 (RR = 1.45 (1.04 t0 2.02),
Menorrhagia = 88 vs 89 P=0.024
Dysmenorrhoea = 47 vs 50 Major complications = 3 vs 1 (RR =2.78 (0.3 to 26.13), P = 0.62
Duration of symptoms = 24 vs 24 Unscheduled visits to health professionals: UAE = 45 vs
Number of fibroids (median) = 2 vs 2 hysterectomy = 24
g}%”"e volume (median, cm?) = 321 vs Readmission after UAE up to 6 weeks = 9
Fibroid volume (median, cm?) = 59 vs 89 Duration of pro_cedurg (median): UAE = 75 min vs
Country: Netherland hysterectomy = 90 min
ountry- Retheriands (P =0.007 for comparison of means)
Blood loss (median, ml): UAE = 20 vs hysterectomy = 300
(P <0.01 for comparison of means)
Length of stay (days): UAE = 2 vs hysterectomy = 5.1
Hehenkamp randomised; 349 eligible, 177 Population characteristics: Women; UAE; Hysterectomy Pain; Retun to daily ~ UAE (n = 72) vs Hysterectomy (n = 68):
2006419 multicentre; randomised (89 in  uterine fibroids; menorrhagia; pre- activities Analgesia use:
concealmentand  hysterectomy menopausal; scheduled for hysterectomy. Tablets onlv = 15 vs 5
blinding not group - 75 Women excluded if - future fertility Oa' ? S (in 4y6_ 43'3
mentioned received desired, active pelvic infection, allergic to plales =45 Vs 45 _
h . : ; Epidural anaesthesia = 8 vs 20
EL=1+ ysterectomy, 14 contrast material, uterine malignancy, Secondarv eidural = 3 vs 0
had not. 88 in submucosal fibroids > 50% within uterine ryep -
UAE group — 81 cavity. Time to return to activity (days, SD):
received UAE, 7 UAE vs hysterectomy: Paid work = 28.1 (257) vs 63.4 (332), P <0.001
had not) Ade = 44.6 vs 45.4 Voluntary work = 16.6 (8.9) vs 46.6 (30.1), P =0.016
Pgrity S 1 58 vs ég Usual household activities = 12.0 (12.4) vs 29.0 (30.1), P < 0.001
- ] Heavy household activities = 20.7 (15.4) vs 53.7 (30.8), P < 0.001
Previous treatment: Buying groceries = 14.0 (12.1) vs 35.0 (30.2), P < 0.001
none = 11vs 15 Doing things around the house = 18.9 (14.4) vs 39.8 (24.7),
hormonal = 59 vs 59 P <0.001
NSAIDs = 45 vs 41 Leisure time activities = 14.8 (13.3) vs 40.4 (40.1), P < 0.001
Iron supplement = 50 vs 52 Activities with children = 17.4 (14.2) vs 30.3 (20.6), P = 0.001
Surgery =17 vs 11
Symptoms:
Menorrhagia = 88 vs 89
Dysmenorrhoea = 47 vs 50
Duration of symptoms = 24 vs 24
Number of fibroids (median) = 2 vs 2
Uterine volume (median, cm3) = 471.9 vs
483.5
Fibroid volume (median, cm?) = 121.5 vs
159.0
Country: Netherlands
Hurskainen randomised; 236: 119 LNG- Population characteristics: women; LNG-IUS; 5 years QoL -EQ-5D, SF-36 QoL at 5 years: change in EQ-5D was 0.08 for IUS vs 0.1 for Funding source:
2004104 allocation IUS (57 had IUS;  menorrhagia; no pathology hysterectomy hysterectomy from baseline of 0.76 (0.7,0.8) and 0.78 (0.7, 0.8). Government grant
concealed; 10 nothing; 50 Country: Finland treatment vs No difference between groups (P = 0.6). SF-36: change in general  styqy summary: Study
controlled had hysterectomy baseline; treatment health = 3.6 vs 4.4 from baseline of 64 vs 65 ; physical shows that at 5 years
EL = 1++ by 5 years); 117 vs treatment functioning = -1.4 vs -2 from baseline of 83 vs 84; social LNG-IUS offered

hysterectomy
(109 had
hysterectomy by
5 years). 5 LNG-

functioning = 8.7 vs 9.0 from baseline of 72 vs 76. No difference
between groups (P = 0.8, 0.9, 0.9).

At 5 years: 50 LNG-IUS users had hysterectomy. Another 10

effective alternative to
hysterectomy.
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IUS, 7 women were without LNG-IUS in situ. 7 Hysterectomy group had
hysterectomy lost cancelled operation or had IUD fitted.
to follow-up. Baseline figures:
EQ-5D (LNG-IUS, Hysterectomy) - 0.76, 0.78; SF-36 general
health — 64, 65; physical functioning — 83, 84; emotional well-being
- 67, 70; social functioning — 72, 76; energy — 55, 57; pain 63, 62;
role functioning — emotional - 65, 66; emotional — 61, 66. No data
for entire population average.
Hurskainen randomised; 236: 117 LNG- Population characteristics: women; LNG-IUS; 12months QoL - EQ-5D, SF-36  Baseline QoL: Funding source:
2001105 allocation IUS (24 had menorrhagia; no pathology - fibroids, hysterectomy EQ-5D - 1US = 0.76 (0.7 to 0.80), Hysterectomy = 0.78 (0.70 to Government funded.
concealed hysterectomy); cancer etc.; no previous failure with LNG-  reatment vs 0.80) IUD provided free by
EL = 1++ 119 hysterectomy  IUS; no acne baseline; treatment SF-36 scores: Leiras.
(107 underwent  Country: Finland vs treatment _ _ Study summary: Study
operation). 3 General health - 1US = 64 (60.6 too 67.4), Hysterectomy = 65 shows LNG-IUS was
LNG-IUS and 5 (61.01069.0) _ _ effective alternative to
hysterectomy Physical functioning — IUS = 83 (79.4 to 86.6), Hysterectomy = 84 hysterectomy at
patients were lost (80.8t087.2) 12 months.
to follow-up. Emotional functioning - IUS = 67 (63.2 to 70.8),

Hysterectomy = 70 (66.6 to 73.4)

Social functioning — IUS = 72 (67.6 to 76.4), Hysterectomy = 76
(72210 79.8)

Energy - IUS =55 (50.6 to 59.4), Hysterectomy = 57 (53.0 to
61.0)

Pain - IUS = 63 (58.4 to 67.4), Hysterectomy = 62 (57.6 to 66.4)
Role functioning — physical - IUS = 65 (57.5 to 72.3),
Hysterectomy = 66 (58.9 to 73.1)

Role functioning — emotional - IUS = 61 (53.5 to 68.5),
Hysterectomy = 66 (58.7 to 73.3)

General Health questionnaire — IUS = 73 (69.4 to 76.6),
Hysterectomy = 75 (71.8 to 78.2)

Anxiety — IUS = 32 930.8 to 33.2), Hysterectomy = 31 (30.0 to
32.0)

Depression - IUS = 5.2 (4.2 to 6.2), Hysterectomy = 4.2 (3.4 to
5.0)

Sexual satisfaction — IUS = 23.6 (22.4 to 24.8),

Hysterectomy = 23.7 (22.9 to 24.5)

Sexual problems — 1US = 4.4 (4.0 to 4.8), Hysterectomy = 4.5 (4.1
t0 4.9)

Partner satisfaction — IUS = 11.2 (10.6 to 11.8),

Hysterectomy = 11.6 (11.2 to 12.0)

QoL at 12 months (intention-to-treat): all measured improved for
both groups. EQ-5D by 0.1 in both groups (P = 0.0001) from
baseline of 0.76 (0.7,0.8) for LNG-IUS and 0.78 (0.7, 0.8) for
hysterectomy. SF-36 General health - 5.5 for IUS and 6.2 for
hysterectomy from baseline of 64 vs 65; physical functioning 4.8
vs 7.1 from baseline of 83 vs 84; social functioning 11.8 vs 12.4
from baseline of 72 vs 76. No difference between groups, except
pain 11.8 vs 21.2 (P = 0.01).

At 12 months: 24 LNG-IUS group had undergone hysterectomy.

Another 10 women had had LNG-IUS removed. 5 hysterectomy
group cancelled operation.
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Hwang Randomised; 90 (30 LAVH, 30  Population characteristics: Women; LAVH, Total 6 weeks Complications; Total complications: LAVH = 6, TAH =9, VTH = 5 (P < 0.05) Funding source: Not
200247 blinding not TAH, 30 VTH) myoma > 6 cm, Less than 3 in total; Abdominal duration of operation;  pyration of operation (minutes): LAVH = 119 (z 20), TAH = 117 stated
mentioned; excluded if — adenomyosis, uterine Hysterectomy, blood loss; length of (4 39 yTH =93 (+ 15). (P = 0.12) Study summary: The
envelope prolapse, chronic pelvic pain, DUB, Vaginal Total hospital stay; return to ) _ _ study shows vaginal
concealed cervical dysplasia, pelvic inflammatory Hysterectomy work; use of BIood_Ioss (cmd): LAVH_' 343 (+ 218), TAH = 293 (2 182), h stZrectom agd
di R VTH =215 (+ 134). (P =0.0.4) Y ny
EL = 1+ isease. antibiotics; post- ) laparoscopically
Mean average age: operative tenderness Iﬁen%tlz)gé)hospltal stay: LAVH=47 TAH=5VTH=47. ( assisted vaginal
- - - score; uterine weight =U. hysterectomy can be
;Ao\g:'ﬁer‘gc:i:m::n V:J Sti colleae (@) Return to work: LAVH = 30 (£ 16), TAH = 41 (x 10), VTH = 29 performed in women
education, previous cagsaregn section ? (& 11). (P = 0.001) with uterine weight of at
>3 pregnéncies BMI ’ Use of antibiotics: LAVH = 1.3, TAH=1.7, VTH=1.3. (P =0.001) least450g.
' - . - - - Preoperative
Country: Taiwan ﬁo:t(;og;&r;mve tenderness score: LAVH = 4, TAH =6, VTH = 3. ( Ultrasonographic
i examination can provide
Uterine weight (g): LAVH = 748 (+ 255), TAH = 1020 (+ 383), the surgeon with P
VTH = 835 (£ 330). (P =0.02) valuable information on
the size of the fibroid
and the estimated
weight of the enlarged
uterus before
implementing a suitable
surgical method.
Iversen Comparative 7410 (3705 with  Population characteristics: Women; either  hysterectomy Average of  Risk of mortality; risk  Adjusted hazard ratios (95% Cl) for hysterectomy causing Funding source: Mixed
2005%2 cohort hysterectomy, had hysterectomy or not 240 month  of mortality from mortality (adjusted for cigarette use, oral contraceptive use, history  public, private and
=0+ 3705 without . S cardiovascular of hypertension, cardiovascular events, gynaecological charitable
EL=2 Country: UK
hysterectomy) disease; risk of malignancy, other malignancies) divided by median age of whole  styqy summary:
mortality from cancer  group: Hysterectomy did not
All-cause mortality: increase the risk of
Aged < 43.7: 0.82 (0.65 to 1.03) death in the medium to
Aged > 43.7:0.94 (0.75 t0 1.18) long term.
Cardiovascular mortality:
Aged < 43.7:0.85 (0.54 to 1.33)
Aged > 43.7: 0.80 (0.52 to 1.23)
Cancer mortality:
Aged < 43.7: 0.81 (0.55 t0 1.19)
Aged > 43.7: 1.02 (0.69 to 1.49)
Johnson Systematic 27 RCTs Population characteristics: MDSG Different surgical Varied: Operation time Operation time: Funding source: NA
2005% review -mefa-  involving 3643 Specialised registered for controlled trials,  approaches to tll Intra-operative 1) AH operation significantly shorter than LH (WMD 10.6 min, 95%  Study summary:
analysis women CENTRAL, MEDLINE, EMBASE, hysterectomy discharge  complications Cl7410138). Significantly improved
EL=1++ undergoing Biological Abstracts, National Research  AH vs LH, vs VH, vs ~ from Short-term: 2) LAVH operation significantly shorter than AH (WMD 7.6 min, outcomes suggest that
abdominal Register LH(a), vs LAVH hospital, £ e ureterd 95% Cl3.0t0 12.2). VH should be performed
hysterectomy Country: NA or il adder, ureteric, 3) VH operation significantly shorter than LH (WMD 41.5 min, 95%  in preference to AH
(AH), vaginal » bowel and vascular ¢ 33 71 49.4) where possible. Where
participants  injyries - A re p >
hysterectomy return to 4) LAVH operation significantly shorter than LH(a) (WMD 25.3 VH is not possible, LH
I(VH)’ . workinorm  Dlood loss min, 95% C1 10.0 o 40.6). may avoid the need for
; pz:rosc;)pm al activities ~ infections/febrile Intra- and post-operative complications: AH. However, the length
ysterectomy (6 days episodes - . . . . of surgery for LH needs
(LH) for benign ' ) No significant difference between VH vs AH; LH vs AH; LH vs VH; to be considered
diseases 2-8weeks  Hospital stay LH(a) vs LAVH in bladder, ureteric and bowel injuries. , '
after Surgical approach to
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including fibroids surgery) Long-term: No significant difference between LH vs AH, LH vs VH or LH(a) vs  hysterectomy should be
or6— fistula formation LAVH in vascular injury. decided by the woman
12months  yrinary and sexual No significant difference between VH vs AH in mean blood loss. af}e{ldlsguss?tg thed
after dysfunction No significant difference between the no of women with LZ;;:;S v?irt]r? ;]Zran
surgery patient satisfaction - substantial bleeding between LH vs AH and LH vs VH. surgeon.
QOL (SF12) No significant difference between LH vs VH, or LH(a) vs LAVH in

unintended laparotomy.

Significant fewer unspecified infections/febrile episodes between
VH vs AH (OR 0.42, 95% CI 0.21 to 0.83).

Significant fewer wound/abdominal infections (OR 0.32, 95% ClI
0.12 to 0.85) unspecified infections or febrile illness (OR 0.65,
95% Cl 0.49 to 0.87) between LH vs AH.

8) No significant differences in:

Need for blood transfusion for VH vs AH, LH vs VH, LH(a) vs
LAVH;

(LH associated with significantly lower mean blood loss (WMD
45.3 ml, 95% CI 17.9 to 72.7) and smaller drop in Hgb (WMD
0.55 g/L, 95% Cl 0.28 t0 0.82));

Occurrence of pelvic haematoma for VH vs AH, LH vs AH, or
LH(a) vs LAVH;

UTI for VH vs AH, LH vs AH, LH vs VH;

Other unspecified infection or pyrexial illness for LH vs VH, or
LH(a) vs LAVH;

Thrombo-embolic events for LH vs AH, LH vs VH

Hospital stay:

Shorter hospital stay (WMD 1.0 day, 95% CI 0.7 to 1.2) and return
to normal activities (WMD 9.5 days, 95% Cl 6.4 to 12.6) for VH vs
AH.

Shorter hospital stay (WMD 2.0 days, 95% Cl 1.9 to 2.2) and
return to normal activities (WMD 13.6 days, 95% CI 11.8 to 15.4)
for LH vs AH.

No significant differences in hospital stay and return to normal
activities for LH vs VH.

No significant differences in hospital stay for LH(a) vs LAVH

Long-term outcomes — No significant differences in:

Fistula formation for LH vs AH, LH vs VH.

Urinary dysfunction for VH vs AH, LH vs VH.

Sexual dysfunction (dyspareunia od failure to orgasm) for LH(a) vs
LAVH.

Patient satisfaction for LH vs AH

Exclusion of 3 trials in which the surgeons for on intervention were
different to those performing the other intervention did not alter the
statistical significance of any meta-analysis results.

Data expressed as medians were not included in the meta-
analysis results.
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Kung 199683 Prospective 291 women (144 Population characteristics: Women; LAVH; TAH No follow- ~ Completed surgery; Comparison of LAVH vs TAH: Funding source: Not
cohort in LAVH group, hysterectomy; u up Operative time; Blood  Completed surgery: stated
EL =2+ and 157in TAH) LAVH group: 105S; COMPICANIONS: | p\h = 138 of 144, TAH = 157 of 157 (NS)
_ ength of stay; post- ’
Age = 44.2 operative Operative time = 134.5 (SD 31.2) vs 112 (SD 21.7) (P < 0.001)
Gravidity = 4.2 P ;
Parity = 3 ’ haemoglobin Estimated blood loss (ml) = 260 vs 259
BMI = 24 Uterine weight: 272 (SD 131) vs 309 (SD 186)
Indication for surgery: Complications:
Leiomyoma = 71 Transfusion =2 vs 6
Adenomyosis = 42 UTl=2vs 1
Combination = 13 Al =
Normal sized uterus = 12 Intestinal njury =1 vs 0 _
Pre-operative haemoglobin = 119 g/l Subcutaneous emphysema =2 vs 0
TAH group: Abdominal wall ecchymosis = 2 vs 0 Total = 8 vs 7 (NS)
Age = 44.5 Post-operative complications:
Gravidity = 4.1 Total = 13 vs 21 (NS)
Parity = 3 Length of stay = 4.9 vs 5.2 days
BMI =249 Post-operative haemoglobin = 107 vs 109 (NS)
Indication for surgery:
Leiomyoma = 86
Adenomyosis = 38
Combination = 13
Normal sized uterus = 20
Pre-operative haemoglobin = 117 g/l
Country: Taiwan
Kupperman RCT 63intotal, 31 (2  Population characteristics: Women; failed ~ Hysterectomy; 24 months  SF-36; Body image Baseline QoL scores (all on 0 to 100 scale, with 100 being optimal ~ Funding source: Agency
2004326 EL =1+ lost to follow-up) ~ medical treatment — expanded medical and sexual health): for Healthcare Research
to hysterectomy medroxyprogesterone; 30 to 50 years of treatment functioning; Mental SF-36 MCS score: hysterectomy = 45 (SD 11), Medicine = 45 and Quality grant
and 32 (2lostto  age; minimum of 2 months AUB; no treatment vs health; General health (g 10). Study summary:
follow-up) to hyperplasia on biopsy; excluded if - treatment; treatment SF-36 PCS score: hysterectomy = 43 (SD 8), Medicine = 42 Hysterectomy was
medical treatment ~ wanted future fertility desired, pregnant, or s paseline (SD 9). superior to expanded
coagulopathy; long-acting treatments Body image score: hysterectomy = 59 (SD 28), Medicine = 62 medical treatment at
within 6 months; COC or IUD within (SD 22). 6 months in study
3 months; pelvic pathology for which Satisfaction with sex: hysterectomy = 45 (SD 31), Medicine =56 population, at 24 months
surgery was indicated. (SD 32). there was no difference

Average age: hysterectomy = 42,
medicine = 40

Health insurance = 65%, 81%

< high school education = 39%, 38%
<$25,000 income = 42%, 53%
Uterine fibroids = 65%, 63%
Pervious treatment:

hysterectomy = COC 39%, Prostaglandin
inhibitors 13%, GnRH-a 10%, D&C 19%,
myomectomy 6%, endometrial ablation
3%

Medicine = COC 50%, Prostaglandin

Psychological well-being score: hysterectomy = 73 (SD 17),
Medicine =71 (SD 18).

Overall health score: hysterectomy = 58 (SD 19), Medicine = 59
(SD 18).

Satisfaction with health: hysterectomy = 38 (SD 22),

Medicine = 39 (SD 24).

Change in QoL scores from baseline to 6 months using intention
to treat (hysterectomy, medicine, P value for difference between
groups):

SF-36 MCS score: hysterectomy = 8, Medicine = 2, P = 0.04.
SF-36 PCS score: hysterectomy = 6, Medicine = 3, P = 0.21.
Body image score: hysterectomy = 15, Medicine = 5, P = 0.07.
Satisfaction with sex: hysterectomy = 20, Medicine = 10, P = 0.19.

by half of women in
medical group had had
hysterectomy.
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inhibitors 19%, GnRH-a 6%, D&C 38%, Psychological well-being score: hysterectomy = 8, Medicine = 0.2,
myomectomy 0%, endometrial ablation P=0.07.
0% Overall health score: hysterectomy = 12, Medicine = 2, P = 0.006.
Country: USA Satisfaction with health: hysterectomy = 31, Medicine = 14,P -
0.01.
Symptom resolution: hysterectomy = 75, medicine = 29,
P <0.001.
Satisfaction with symptom level: hysterectomy = 44, medicine = 7,
P <0.001.
By 24 months 17 (53%) of medical group had undergone
hysterectomy
Change in QoL scores from baseline to 24 months using intention
to treat (hysterectomy, medicine, P value for difference between
groups):
SF-36 MCS score: hysterectomy = 7, Medicine = 4, P = 0.25.
SF-36 PCS score: hysterectomy = 7, Medicine = 9, P = 0.19.
Body image score: hysterectomy = 11, Medicine = 12, P = 0.97.
Satisfaction with sex: hysterectomy = 17, Medicine = 18, P = 0.89.
Psychological well-being score: hysterectomy = 7, Medicine =3,
P=0.24.
Overall health score: hysterectomy = 11, Medicine = 9, P = 0.64.
Satisfaction with health: hysterectomy = 27, Medicine = 25,
P =0.68.
Symptom resolution: hysterectomy = 70, medicine = 256,
P =0.09.
Satisfaction with symptom level: hysterectomy = 46,
medicine =40, P = 0.36.
Change in QoL scores from baseline to 24 months using as
treated (hysterectomy, medicine, P value for difference between
groups):
SF-36 MCS score: hysterectomy = 7, Medicine = 2.
SF-36 PCS score: hysterectomy = 7, Medicine = 11.
Body image score: hysterectomy = 12, Medicine = 8.
Satisfaction with sex: hysterectomy = 17, Medicine = 13.
Psychological well-being score: hysterectomy = 7, Medicine = 0.6.
Overall health score: hysterectomy = 11, Medicine = 5.
Satisfaction with health: hysterectomy = 27, Medicine = 20.
Symptom resolution: hysterectomy = 71, medicine = 35.
Satisfaction with symptom level: hysterectomy = 47,
medicine = 31.
Kuppermann ~ RCT 135 undergoing Population characteristics: Premenstrual SCH vs TAH up to Sexual functioning Sexual functioning: Funding source: funded
2005521 EL =1+ total abdominal women > 30 years old, with abnormal SCH (n=68) vs 2 years using the Medical SCH: higher mean score the TAH group on orgasm frequency at by a grant from the
hysterectomy uterine bleeding, or fibroids (confirmed by TAH (n = 67) (data Outcomes Study 6 months (likely due to better sexual functioning at baseline) Agency for Health Care
(TAH) or supra- ultrasound) available (MOS) Sexual . o . Research and Quality
cenvical Exclusion criteria: for96% of  Problems Scaleand  Reported problems with sexual functioning (on a 0-100 scale with Stud . SCH
Xclusion criteria: - 100 indicating the absence of problems) udy summary: S
hysterectomy > 50 i TAH and Body Attitudes and TAH resulted in
(SCH) positi)\;zar:?egnancy test 90% of Questionnaire, and SCH: 82 similar sexual
Total or supra- Desire for future childbearing SCH at modified to assess ~ TAH: 80 (Mean difference 2, 95% CI -8 to 11) ( functioning and health-
cervical Known cervical or genital tract cancer 2 years) hfe?flth-related qualty  pt no significant differences in both groups at 2 years (mean related quality of life at
hysterectomy Complex endometrial hyperplasia orie 2 years follow-up
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(TOSH) study Candidates for vaginal hysterectomy scores above 90)
Sig higher scores on Sexual Problems
Scale in the SCH group (indicating fewer
problem; 69 vs 55, P = 0.03), all other
demographic variables were comparable
Country: USA
Langebrekke ~ Randomised; 100 (46 LH, 54 Population characteristics: Women; LAVH; TAH N/A Operation time (min); ~ LAVH vs TAH: Funding source: Not
1996498 concealed TAH) women excluded if — malignancy found, Hospital stay (days);  Median operation time (min): 100 vs 60.5 stated
EL=1+ intra-abdominal adhesions, Uterus > 12 Resumption of work . . Study summary: In
weeks in size; serious cardiopulmonary (days); Postoperative Hospital étay (days):2vs 5 (P < 0.001) expe);t hands,rﬁlH asa
disease or previous colporraphy pain; Estimated blood ~ Resumption of work (days): 19.5 vs 36.5 (P < 0.001) primary method for
Country: Norway loss (ml); Estimated blood loss fall in haemoglobin (g/l): 2 vs 1.9 uterine removal is
Complications Complications: superior to TAH.
Hgb fall <3 g/l: 2 vs 6
Haematoma: 3 vs 1
Wound infection: 1 vs 0
Bladder injury: 1 vs 1
Urinary infection: 1 vs 2
Ureteral injury: 2 vs 0
Nerve lesion: 0 vs 1
Abscess: 0 vs 1
Pneumonia: 0 vs 1
Bundle branch block: 0 vs 1
Learman randomised — 63 in total, 31 (2 Population characteristics: Women; failed ~ medical treatment; 2 years Menstrual bleeding; Baseline symptomology figures: Funding source: Agency
2004119 block; non- lost to follow-up) ~ medical treatment — hysterectomy Pelvic discomfort; Hysterectomy group = pelvic pain 74%, pelvic or bladder pressure of HealthCare Research
blinded; to hysterectomy ~ medroxyprogesterone; 30 to 50 years of  reatments vs urinary symptoms; 55%, low back pain 68%, Hot flushes 19%, Urinary symptoms — and Quality grant
concealment and 32 (2lostto  age; minimum of 2 months AUB; no baseline menopausal urgency 26%, frequent urination 26%, stress incontinence 29%. Study summary:
EL=1+ follow-up) to hyperplasia on biopsy; excluded if - symptoms Continued vaginal bleeding at 6 months was 87% for medicine Hysterectomy was more
medical treatment  wanted future fertility desired, pregnant, or and 11% for hysterectomy (P < 0.001). effective treatment than

coagulopathy; long-acting treatments
within 6 months; COC or IUD within

3 months; pelvic pathology for which
surgery was indicated.

Average age: hysterectomy = 42,
medicine = 40

Health insurance = 65%, 81%

< high school education = 39%, 38%
<$25000 income = 42%, 53%

Uterine fibroids = 65%, 63%

Pervious treatment:

hysterectomy = COC 39%, Prostaglandin
inhibitors 13%, GnRH-a 10%, D&C 19%,
myomectomy 6%, endometrial ablation
3%

Medicine = COC 50%, Prostaglandin
inhibitors 19%, GnRH-a 6%, D&C 38%,
myomectomy 0%, endometrial ablation

Continued vaginal bleeding at 24 months was 37% for medicine
and 7% for hysterectomy (P < 0.001).

Continued bleeding in hysterectomy group due to cross-over
between treatments.

Medicine group = pelvic pain 88%, pelvic or bladder pressure
84%, low back pain 72%, Hot flushes 41%, Urinary symptoms —
urgency 44%, frequent urination 41%, stress incontinence 25%.

Change in symptom frequency fro baseline at 6 months (intention-

to-treat):

Pelvic pain: hysterectomy = -2.3, medicine = -0.7, P < 0.01.
Urinary urgency: hysterectomy = -0.7, medicine = 0.0, P = 0.03.
Urinary incomplete emptying: hysterectomy = -0.6,

medicine = +0.1, P = 0.03.

Breast pain: hysterectomy = -1.3, medicine = -0.5, P = 0.02.
No difference for other pelvic, urinary or menopausal symptoms.
Change in symptom frequency fro baseline at 2 years (intention-
to-treat):

Urinary incomplete emptying: hysterectomy = -0.8,

medicine = -0.3, P = 0.04.

Hot flushes: hysterectomy = -0.6, medicine = 0.5, P < 0.01.

additional medical
treatment in this
selected patient group.
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0% No difference for other pelvic, urinary or menopausal symptoms.
Country: USA Change in symptoms for groups as treated:
Hysterectomy only groups produced significant reduction in
symptoms, except for stress incontinence (P = 0.34) and urge
incontinence (P = 0.74).
Medicine then hysterectomy group produced same results, except
hot flushes not significant (P = 0.13).
Medicine only group produced significant reductions in symptoms
for pelvic pain, pelvic pressure, and stress incontinence
(P <0.05), all other changes were non-significant.
Learman RCT 135 undergoing Population characteristics: Premenstrual TAH or SCH up to Symptoms relief Symptoms relief: Funding source: funded
20034 EL=1+ total abdominal women > 30 years old, with abnormal TAH (n = 67) vs 2 years Surgical 48-97% reduction in pelvic symptoms and back pain: NS by a grant from the
hysterectomy uterine bleeding, or fibroids (confirmed by gcH (n = 68) (data characteristics M | foms: NS Agency for Health Care
(TAH) or supra- ultrasound) _ available L enopausal symptoms: Research and Quality
cervical Exclusion criteria: TAHgroup (N=67) - op0s of Operat.|ve lflndmgs 41-88% reduction in urinary symptomatology and incontinence: Study summary: No
hysterectomy < 50 vears old 3 had SCH, 2 had TAH and Complications NS significant differences
(SCH) 4 no hysterectomy 90% of Surgical characteristics and operative findings (concomitant between SCH and TAH
positive pregnancy test _ SCH at N . : . . ! g oA
Total or supra- Desire for future childbearing SCH group (n = 68) a procedures, antibiotic prophylaxis, ovarian removal, uterine weight  in surgical complications
cenvical Known cervicalor genal tract cancer 4 had TAH, 1 had no 2 years) and histopathologic diagnosis): NS and clinical outcomes at
hysterectomy Complex endometrial hyperplasia hysterectomy Narcotic use of analgesia: 2 years' follow-up.
(TOSH) study Candidates for vaginal hysterectomy SCH - 42% at 3 months, 5% at 24 months

No sig differences between the 2 groups
in demographic variables

Country: USA

TAH - 51% at 3 months, 3% at 24 months (NS)
Complications:
Mean estimated blood loss:

SCH - 382 + 355 ml
TAH - 418 + 306 ml (RR -36.3, 95% CI -153 to 80) (NS)

Febrile morbidity:

SCH: 15%
TAH: 25% (RR 0.75, 95% CI 0.52 to 1.08) (NS)

Urinary tract injury:

SCH: 0%

TAH: 3% (NS)

Intra-operative blood transfusion:

SCH: 3%

TAH: 3% (RR 0.98, 95% Cl 0.36 to 2.64) (NS)
Postoperative blood transfusion:

SCH: 3%

TAH: 3% (RR 1.49, 95% Cl 0.30 to 7.44) (NS)
Procedure time:

SCH: 113+ 35 min
TAH: 123 + 46 min (RR -10.1, 95% Cl -27.3 to 7.20)

Length of stay in hospital:

SCH: 3.3 £ 1.1 days
TAH: 3.5 £ 1.2 days (RR -0.25, 95% CI -0.65 to 0.14)

Missed days of work:
SCH: 29.2 + 18.5 days
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TAH: 8.8 + 18.8 days (NS)
Cut down on activities:
SCH: 9.3 £ 15.7 days
TAH: 6.0 £ 14.6 days (NS)
Rate of patients hospital admission (0-2 years):
SCH: 31%
TAH: 16% (Relative hazard 2.05, 95% Cl 0.99 to 4.2) (NS)
During 1st year:
SCH: 7.4%
TAH: 6%
Baseline body weight > 100 kg associated with hospital re-
admission (by multivariate analysis)
for all cause (RR 2.18, 95% CI 1.06 to 4.48)
for readmission related to hysterectomy (RR 2.83, 95% CI 0.86 to
9.36)
2 deaths (1 from stroke and 1 from breast cancer)
Lethaby systematic 5RCTsincluded  Population characteristics: Searches Transcervical MBL - subjective and  Comparison of improvement in MBL between ablation/resection Funding source: Not
200430 review; meta- with 752 patients  undertaken on Cochrane library, Resection of the objective; QoL; and hysterectomy: At 12 months (3 studies, n = 440) Peto stated — Cochrane
analysis MEDLINE, EMBASE, PsychLIT; Web of Endometrium Length of stay; OR =0.12 {0.06 to 0.25) review usually
EL = 1++ Science; CINAHL. Searches of (TCRE); Laser Durationof Comparison of satisfaction between ablation/resection and unfunded.
bibliographies. ablation; procedure; Patient hysterectomy: Study summary: Study
Search designed to identify studies electrocautery satsfaction; Adverse At 12 months (3 studies, n = 519) Peto OR = 0.46 (0.24 to 0.88) shaws that
; ; ablation; events; mortality; S s ’ or ; on i
comparing ablation and hysterectomy. diof furth At 24 months (3 studies, n = 354) Peto OR = 0.31 (0.16 to 0.59) ablation/resection is an
: radiofrequency urther surgery ’ ’ ’ Rt i
Free-text and MeSH headings used as ablation; Comparison of QoL between ablation/resection and hysterectomy: ﬁlt(:trgr":gggr;o butis less
search terms. hysterectomy — any SF-36 — no difference between groups, except for general health egfe ciive at r§du cing
Search date 1999 route. (P =0.02), pain (P = 0.007), and social functioning (P = 0.007) MBL and improving
Country: Resection/Ablation that were all in favour of hysterectomy. satisfaction. However,
vs hysterectomy Comparison of duration of procedure between ablation/resection ablation/resection does
and hysterectomy: 5 studies, n = 706, WMD = -23.06 [ -23.80, lead to better QoL,
-22.32 ] in favour of ablation/resection. shorter surgery and
Comparison of duration of hospital stay between fewer complications.
ablation/resection and hysterectomy: 5 studies, n = 706,
WMD = -4.91[ -4.95, -4.87 ] days in favour of ablation/resection.
13 types of adverse events reported. Results favour
ablation/resection over hysterectomy for 8 of these, 5 were no
different.
Proportion requiring further surgery at 12 months: 5 studies,
n =706, Peto OR = 7.33 (4.18 to 12.86).
Lumsden Randomised 200 (100 LAVH - Population characteristics: Women; TAH; LAVH 12 months  Length of operation TAH vs LAVH: Funding source: Not
20005 EL=1- 5 lost to follow- scheduled for hysterectomy for benign (min); total length of | ength of operation (min): 45 vs 80 stated
up, 100 TAH-5  conditions; uterine size > 14 weeks stay (days); Study summary: This

lost to follow-up)

included, Need oophorectomy included;
HRT inappropriate excluded.
TAH vs LAVH:

Age: 42.7 vs 41.1
BMI: 26.6 vs 26.3

Admission to ITU;
Additional surgery;
Readmissions; Blood
transfusions;
Complications; QoL
(euroQol)

Total length of stay (days): 6 vs 4
Admission to ITU: 0 vs 2
Additional surgery: 2 vs 3
Readmissions: 8 vs 6

Blood transfusions: 2 vs 1

study demonstrates that
despite the decreased
length of hospital stay,
LAVH is more expensive
than TAH. In addition,
recovery following
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Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Previous significant vaginal surgery: 3 vs Complications: operation and patient
6 Haemorrhage: 0 vs 2 satisfaction were not
Previous abdominal surgery: 29 vs 21 UT damage: 1vs 2 affected by the route
Significant adhesions: 8 vs 12 Pulmonary embolus: 0 vs 1 chosen. Itis unlikely that
Uterine fibroids: 25 vs 24 Bowel damage: 0 vs 0 LAVH represents an
Severe endometriosis: 3 vs 2 Severe infection: 0 vs 1 efficient use of NHS
Immobile uterus: 1 vs 1 Pyrexia: 3 vs 4 resources.
Indication for surgery: Positive urine culture: 6 vs 4
Menstrual problems — 55% vs 59% Chest infection: 4 vs 0
Pelvic pain — 17% vs 22% Wound infection: 4 vs 1
Country: UK Erythema wound: 9 vs 3
Patient reported outcomes:
Oral analgesic use: 68 vs 75
Number of visits to GP: 1.71 vs 1.75
Discharging wounds: 12 vs 12
Fever: 15vs 15
Antibiotics prescribed: 23 vs 35
Urinary symptoms: 12 vs 18
Difficulty with micturition: 22 vs 21
QoL (Mean EuroQol):
1 month — 6.8 (SD 19.2) vs 7 (SD 24.1)
6 months — 14.9 (16.7) vs 11.3 (SD 23.9)
12 months - 15.9 (21) vs 12.6 (25)
Marana Randomised; 116 (58 in LAVH  Population characteristics: Women; Laparoscopically 3 days Operating time (min); ~ LAVH vs AH: Funding source: Not
1999501 multicentre %Lo;p, 58 :n contraindicatio;;oto vaginal surgelzry - ﬁssisted vaginal Estimated blood loss;  Operating time (min): 91.1 vs 01.8 stated
= 1= ominal uterine size > 280 g, previous pelvic ysterectomy; postoperative . ) .
EL=1 Hysterectomy) surgery, history of inflammatory pelvic abdominal haemoglobin drop Estimated blood loss: 264.7 (SD 134.4) vs 353.9 (SD 234.6) ﬁ:ggé/nstusr&rgs " The
surgery, endometriosis, concomitant hysterectomy (g/100 ml); Postoperative haemoglobin drop (g/100 ml): 1.09 vs 1.55 demonstrates that, given
adnexal mass, nulliparity with lack of LAVH vs AH Complications; Complications: adequate training in
uterine descent or limited vaginal access. Postoperative pain Conversions to AH from LAVH = 0 laparoscopic surgery,
Excluded if - uterus size > 16 weeks or levels; Length of stay g2 der laceration: 1 vs 0 laparoscopically
700g. (days) Febrile morbidity: 2 vs 0 assisted vaginal
Baseline (LAVH vs AH): Vaginal cuff haematoma: 0 vs 1 hysterectomy may
Age: 49.2 vs 49.1 Pelvic bleeding: 0 vs 1 replace abdominal
Parity: 1.67 vs 1.78 Post-operative fever: 0 vs 5 hygterectomy in mpst
Uterine weight: 326.4 (SD 125.8) vs 352.3 Length of stay (days): 4 vs 5.9 (P < 0.001) patients who require a
(SD 165.9) Postoperative pain levels: hystert_actqmy and have
Country: ltaly P P : conltra|nd|cat|ons to
' day 1=5.2vs 6.3 (P <0.05) vaginal hysterectomy,
day2=2.3vs 4.4 (P<0.001) with all the benefits
day 3=1.3vs 2.8 (P <0.005) associated with the
vaginal route.
Martel 1995%4  Matched case- 212 (106 had Population characteristics: Women; LAVH; TAH No follow-  Operative time; Operative time (minutes): LAVH = 146 vs TAH = 61.9 Funding source: Not
control study LAVH, 106 had matched for age and uterine weight up Length of stay; (P =0.00001) stated
TAH) Narcotic use;

EL=2-

Country: Canada

Complications

Length of stay: 3.5 vs 6.4 days (P = 0.00001)
Narcotic use (mg): 527 vs 983 (P = 0.00001)
Complications (LAVH vs TAH):

24vs 15

Study summary: There
was no difference in the
complication rate
between the two groups.
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Heavy menstrual bleeding

Bibliographic
information

Study type and
evidence level

No. of patients

Patient characteristics

Intervention and Outcome measures

comparison

Follow-up

Effect size

Source of funding and
additional comments

No difference between groups
None: 89 vs 94

UTl:4vs3

UT injury: 1vs 0

Bowel injury: 0 vs 2
Abdominal wall haematoma: 5 vs 1
Haemorrhage: 3 vs 3
Transfusion: 2 vs 2

Vault cellulitis: 3 vs 1

Wound infection: 2 vs 2
Respiratory: 0 vs 1

Abdominal pain: 2 vs 2
Vaginal cuff bleeding: 2 vs 0

TAH:2vs 0
Mehra 19995 Case series 663 (312 had Population characteristics: Women; VH; TAH; LAVH N/A Operating time (min); ~ VH vs TAH vs LAVH: Funding source: Not
EL=2- TAH, 174 had Decision for surgical method based on Recovery time (days);  Operating time (min): 82.9, 94.8, 130.8 (P = 0.001) stated
I\_/AHVH, 177 had uterme size. N . Lengtlh o{lstay (days); Recovery time (days): 18, 30, 16.4 (P = 0.001)
) Patient characteristics (VH, TAH, LAVH): complications )
Length of stay (days): 6.4, 7.6, 4.3
Age: 47.2,44.7,43.8 Complications:
Uterine size (weeks): 6.95, 9.18, 9.94 Bl‘”;‘g 'C? fons: 02
- . adder trauma: 1, 0,
In.d|czla\t|on for surgery: Haemorrhage: 0, 0, 1
Fibroids: 42, 153, 94 Febrile illness: 6, 21, 7
Prolapse: 71, 1,0 Paralytic ilcus: 0, 16, 3
DUB: 24, 42, 27 Uterovaginal fistula: 0, 0, 1
Multiple pathology: 15, 30, 26 Wound haematoma: 0, 2, 1
Other: 9, 64, 10 Wound infection: 0, 33, 0
Country: India UTI: 14, 26, 5
Vault granulation: 1, 0, 2
Abdominal wall ecchymyosis: 0, 0, 3
Meikle Systematic 5420 Population characteristics: Medline search  LAVH No follow-  Complication and Complication rates for LAVH (n = 2273): Funding source: Not
1997525 review hysterectomies from 1989 to 1995. Any study on LAVH. up recovery rates Bladder trauma = 39 (1.8%) stated
EL=2+ (3112 LAVH, English language only Bowel trauma = 10 (0.4%) Study summary:
1618 TAH, 690 Country: USA Fistula = 1 (0.04%) Although laparoscopy-
VH) from 34 Ureter trauma = 6 (0.3%) assisted vaginal
studies (28 Pulmonary embolus = 4 (0.2%) hysterectomy involves a
retrospective, 6 Sepsis =0 shorter hospital stay,
others) Transfusion = 43 (1.4%) speedier postoperative
Complications rates for TAH (n = 434): recovery, and less
Bladder trauma = 0 analges!a use, there is
Bowel frauma = 0 alsoa hl_gher rate of
Fistula = 0 bIaddgr injury and
Ureter rauma = 0 lengthier surgery. These
Pulmonary embolus = 0 outlcomes must be .
oo weighed when choosing
Sepsis =2 (0.5%) an intervention
Transfusion = 43 (2.65%) '
Miskry randomised — 120 assessed, 57  Population characteristics: Women; Abdominal 6 months QoL - SF-36; Outcomes for AH (n =18) vs VH (n = 18): Funding source: Not
2003502 sealed eligible, 36 scheduled for hysterectomy; excluded if - hysterectomy; Recovery; SF-36 at 6 weeks — no differences between groups. However, stated
envelopes; randomised genital tract malignancy, adnexal Vaginal Complications trend towards AH group having lower scores than VH group. Study summary: Vaginal
blinded; (AH =18, pathology, uterine size > 14 weeks
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Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
concealed VH = 18). All pregnancy, need for concurrent hysterectomy SF-36 at 6 months - no differences between groups hysterectomy was
EL=1+ completed trial.  procedure, reduced uterine mobility, AH vs VH Change in SF-36 - significant improvements for AH on physical ~ @ssociated with
inadequate vaginal access. functioning (P = 0.05), Physical role (P = 0.009), Bodily pain significant benefits in
Baseline characteristics (AH vs VH): (P = 0.04), social functioning (P = 0.02). And for VH on physical ~ terms of reduced
Age: 42.0vs 414 role (P =0.008). hospital stay and
) ) improved patient
BMI: 27.4 vs 29.0 VAS diary scores for 2 weeks after surgery = no difference recovery. Vaginal
Uterine size (weeks): 6.9 vs 7.8 between groups for energy, appetite, pain, mobility, overall well- ‘
: ’ . : hysterectomy should be
Nulliparous: 11.8% vs 27.7% being. However, trend towards AH group having lower scores than the route of choice not
Uterine weight (g): 150 vs 218 VH group. 6 ot O ChOIcs N
only for women with
Indications for surgery: Postoperative recovery (mean, SD): genital tract prolapse but
DUB: 12vs 9 Intravenous infusion = 32.7 (9.8) vs 25.3 (7.6), P = 0.05 also those without.
Leiomyomas: 3 vs 6 Analgesia use (mg) = 131.4 (58.2) vs 75.4 (29.7), P = 0.002
Pelvic pain: 3 vs 3 Bowels open (days): 3.7 vs 2.6, P = 0.002
Planned oophorectomy: 8 vs 5 Postoperative stay (days) = 5.0 (1.49) vs 3.6 (1.42), P = 0.01
Country: UK T!me to dpmestic activity (weeks): 8.5 (4.1) vs 4.6 (1.9), P = 0.01
Time to fitness to work = 13.9 (9.5) vs 7.0 (2.9), P = 0.005
Time to full recovery (weeks) = 16.9 (10.1) vs 7.9 (4.5), P = 0.02.
Complications (AH vs VH):
Febrile morbidity = 5 vs 2
Vault haematoma = 1 vs 2
Abdominal wound infection = 1 vs -
UTI=1vs0
Unidentified =2 vs 0
Haemorrhage requiring transfusion = 0 vs 3
Intra-operative = - vs 2
Postoperative = - vs 1
Unintended surgical procedure = 0 vs 1
Re-hospitalisation = 0 vs 1
Mousa Matched case-  169: 91 rollerball  Population characteristics: Women; Rollerball ablation; At least Procedure outcomes; ~ Operative complications: ablation = 4, hysterectomy = 0 Funding source: Not
2001363 control ablation, 78 surgery for menorrhagia hysterectomy 18 months  Patient outcomes Post-operative complications: ablation = 0, hysterectomy = 5 stated
EL =2+ abdominal Average age: ablation = 43, Bleeding pattern: Study summary: Both
hysterectomy hysterectomy = 41 . ) treatments are effective,
. ablation — 35 amenorrhoea, 32 improved, 6 same, 7 had but hysterectomy i
Duration of problem = 20 months, hysterectomy uthysterectomy Is
24 months ) associated with better
M hagia = 25%. 25% Hysterectomy — all amenorrhoea. patient outcomes.
enor ag!a TS eon Patient satisfaction: ablation: 63 (79%) satisfied, hysterectomy: 40
Menorrhagia and dysmenorrhoea = 75%, (100%) satisfied
0,
75% Would recommend to friend: ablation: 73 (91%), hysterectomy: 40
Country: UK (100%).
Neumann Comparative 451 womenwho  Population characteristics: No previous supra-cervical H during a Duration of operation  Supra-cervical H vs AH vs VH: Funding source: not
20045 case series Eadthad ta ; surgery total AH gerlod of Blood loss Mean duration of operation: 63 vs 71 vs 57 min (P = 0.01) stated
EL=2- ystereclomy lor - 53 supra-cervical H - i . - Study summary: supra-
reasons of " p " VH 45months  Hospital stay Blood loss: 252 vs 303 vs 137 ml (P = 0.01) cervi)éal s rgatedpto
meno/metrorrhagi 51tota vs control Bladder injury Sig longer hospital stay in AH group more urinary symptoms
aor 247 VH supra-cervical H de novo urinary Bladder injury: 1 in supra-cervical H, 0in AH, 7 in VH than VH and AH. De
dysmenorrhoea/d  Country: Denmark total AH symptoms based 0N rinary symptoms: novo urinary symptoms
yspareunia VH subjective report by Pre-op: and cure are common,
Control postal questionnaire g ) ) ) hence need to be
vs control Women in supra-cervical H group experienced sig more
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
110 women who bothersome incontinence than AH, VH and cholecyctectomy reviewed over time
hadhada De novo urinary symptoms post-op:
laparoscopic ) ) . .
cholecystectomy Women in supra-c_er\(lcal H group experienced sig urge, urgency
’ ' and feeling of hygienic problem than AH, VH and cholecyctectomy
excluding ) .
nulliparous De novo cure sig more common than in cholecyctectomy group
Use of devices and feeling of having a hygiene problem more
associated with women after supra-cervical H than AH
Olsson randomised; 150 eligible, 143 Population characteristics: Women; Laparoscopic Anaesthesia (min); LH vs AH: Funding source:
199650 concealed agreed to enter  benign disorders; uterine width <11.cm;  hysterectomy;, Duration of surgery Anaesthesia (min): 190 (range 125 to 305) vs 125 (range 65 to Swedish Medical
EL=1+ study (71 not suitable for vaginal hysterectomy abdominal (min); Hospital stay 275) Research Council
laparoscopic (which are undertaken on: normal size hysterectomy (days); ! . Study summary:
hysterectomy, 72 uterus, no endometriosis, no prolapse, no Convalescence Durat'lon of surgery (min): 148 (range 70 to 240) vs 85 (45 10 225) Lapa);oscopic v
abdominal post-inflammatory disorders). (days); Complications ~Hospital stay (days): 2.0 vs 4.0 hysterectomy is a safe
hysterectomy) Baseline (LH vs AH): Convalescence (days): 16.0 (o to 74) vs 35.0 (7 to 125) procedure for selected
Age (years): 47 vs 47 Complications: patient§ scheduled for
BMI: 23.1vs 23.8 Haematoma of vaginal cuff: 6 vs 5 ﬁbdomlnal doff
Parity: 2 vs 2 Haematoma of abdominal wall: 5 vs 12 ysterectomy, and ofiers
Prior laparotomies: 1 vs 1 Pyrexia: 5 vs 8 beneflts to the pafients
Uterus width (cm): 7 vs 7 Vaginal cuff infection: 6 vs 4 in the form of less
Uterus length (cm): 9 vs 9 Abdominal wall infection: 1 vs 6 operafive bleeding, less
Uterus weight (g): 149 (range 60 to 540) Pyelonephritis: 2 vs 0 post-opgratlye pain,
vs 159 (57 to 394) Cystitis: 3 vs 3 shorte e n hospitl
- . and shorter
Indications for surgery: Bladder laceration: 1 vs 1 )
o Vesicovaginal fistula: 1 vs 0 convalescence time.
Menorrhagia: 44 vs 37 Patients with at least lication: 19 vs 24
Metrorrhagia: 26 vs 30 B? |ednts Wlf a ealssonegcomp ication: 19 vs
Uterine fibroids: 22 vs 20 Blood ra‘rzs u_5|on.s.“ Vs 23 (P < 0,001
Endometrial hyperplasia: 21 vs 25 ood units given: 11 vs 23 ( 001)
Dysmenorrhoea: 13 vs 23
Mechanical symptoms: 4 vs 6
Endometriosis: 2 vs 7
Adnexal mass: 0 vs 4
Country: Sweden
Ottosen Randomised; 120 (40 VH, 40 Population characteristics: Women; LAVH; abdominal Duration of surgery; TAH vs VH vs LAVH: Funding source: Funded
2000504 concealed; ITT ~ AH, 40 LAVH) indications of menorrhagia, uterine fibroids  hysterectomy; Length of stay; Duration of surgery: 68 (P < 0.05) vs 81 (P < 0.05) vs 102 by charitable
EL=1+ <15 cm in diameter, dysplasia, vaginal Recovery (days); (P <0.05) foundations
endometrial atypia, pain; excluded if — hysterectomy Peri-operative blood Stud .
Length of stay: 3.7 (P < 0.05) vs 2.8 vs 3.1 udy summary:
uterus > 16 weeks, known dense LAVH vs AH vs VH loss (ml); 9 y:37( )V v Traditional vaginal

adhesions, narrow vagina or inaccessible
uterus.

Baseline (TAH vs VH vs LAVH)

Age: 47 vs 49 vs 48

BMI: 165 vs 165 vs 166

Previous caesarean section: 6 vs 2 vs 3
Nulliparity: 4 vs 7 vs 2

Uterine weight (g): 258 (43 to 1025) vs
266 (86 to 1175) vs 263 (61 to 671)

Indications:
Uterine fibroids: 18 vs 21 vs 21

Complications

Recovery (days): 28.1 (P < 0.05) vs 21.3 vs 19.7
Peri-operative blood loss (ml): 225 vs 287 vs 311
Complications:

Re-operation and transfusion: 0 vs 2 vs 1
Transfusions: 1vs 0 vs 0

Bladder tear: 0 vs 1vs 0

Paralytic ileus: 1vs 0 vs 0

Pyrexia: 1vs 1 vs 1

UTE:1vs1vs 0

UTI and vaginal cuff infection: 0 vs 1 vs 1
Vaginal cuff haematoma: 1 vs 1 vs 0

hysterectomy proved to
be feasible and the
faster operative
technique compared
with vaginal
hysterectomy with
laparoscopic assistance.
The abdominal
technique was
somewhat faster, but
time spent in theatre
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Evidence tables

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information evidence level comparison additional comments
Menorrhagia pain: 17 vs 15 vs 13 Abdominal wall infection: 1 vs 0 vs 0 was not significantly
Pre-malignant conditions: 5 vs 4 vs 6 Prolonged catheter time: 0 vs 0 vs 1 shorter. Abdominal
Histopathology: Converted to TAH: 0 vs 1vs 4 hysterectomylrequired
Uterine fibroids: 21 vs 31 vs 23 bospitl tay of one day
Ader_]omyos]s 8vs 2 vs 8 and one additional week
Uterine malignancy: 3 vs 5 vs 5 of convalescence
Normal: 8 vs 2 vs 4 compared with
Country: Sweden traditional vaginal
hysterectomy. Vaginal
hysterectomy should be
a primary method for
uterine removal.
Perino Randomised 108 - 51 Population characteristics: Women; Laparoscopic No follow-  Operating time (min) ~ Operating time (min): Funding source: Not
1999505 EL=1- laparoscopic scheduled for hysterectomy; not > 16 hysterectomy; up period Laparoscopic  first 15 = 129.2 min (SD 22.3), last 36 = 93.6 stated
hysterectomies, weeks gestation abdominal (SD=214) Study summary: Study
57 abdominal Laparoscopic groups: age = 47.8, hysterectomy Abdominal - first 15 = 87.9 min (SD = 20.3), last 36 = 87.8 min shows the learning
hysterectomies parity = 2.3, uterine weight = 368 g (SD=207) curve involved in
(SD 125.3) Blood loss (ml): Epa’?SC"SiC?WgeW'
abdominal group: age = 47.6, parity = 2.4, Laparoscopic = 140 ml (SD = 41.5) utafterthisitis
uterine weight = 389 g (SD 143.9) Abdominal = 406 ml (SD = 103.9) (P < 0.001) equivalent to abdominal
. hysterectomy in terms of
|Each surgeon had gndertaklent1 0(: mdajor Postoperative stay: operating time, but with
aparoscopic procedures prior to study. Laparoscopic = 2.4 days less blood loss and
Country: Italy Abdominal = 6.2 days (P < 0.001) shorter stay.
Postoperative pain (LH vs AH, VAS):
Day 1=4.1vs 6.9
Day2=23vs5.4
Day3=1.0vs 3.1
All P <0.001)
Pinto 200340 randomised; 64 eligible. 57 Population characteristics: Women; UAE; hysterectomy 2 years ER visits after Success of treatment on bleeding patterns: Funding source: Not
concealed — randomised (38 in  bleeding associated with uterine fibroids; surgery; UAE = 31 of 36 (86%) had cessation of bleeding. stated
sealed UAE group -1 patient with fibroid > 10 cm; complications; . Study summary:
envelopes; refused contraindications to surgery; desire to success on bleeding Hys.terectomy bleeding not measured. Com);;ared witLy
blinding not assignment and maintain fertility and/or sensitivity to iodine patterns; length of Visits to ER after surgery: hysterectomy, UAE is
mentioned had were excluded from study. stay UAE = 13, Hysterectomy = 4 safe and effective
EL=1+ hysterectomy, 19 Baseline characteristics (UAE vs Intra-operative complications: treatment for bleeding

in hysterectomy
group - 3 refused
assignment and
had UAE, 1 of
whom later had
hysterectomy)

hysterectomy):

Age (years) 46.4 vs 44.6

No pregnancies = 2.6 vs 3.2
Births =2.2vs 2.5

Previous treatment:

None =23 vs 9

Hormonal = 14 vs 10
Myomectomy =1 vs 0
Number of fibroids = 1.6 vs 1.6

Fibroid type:

Minor - UAE =11 vs 0

Major — UAE = 0 vs hysterectomy = 4
Post-operative complications:

Minor — UAE = 20 vs hysterectomy =3
Moderate — UAE = 19 vs hysterectomy = 2
Major — UAE = 1 vs hysterectomy = 7

Length of stay (based on intention to treat) - UAE = 1.71 days
(SD 1.59), hysterectomy = 5.85 day (SD 2.52)

fibroids, necessitates a
shorter hospital stay,
and results in fewer
major complications.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
mural = 16 vs 13
Submucosal = 15 vs 2
Subserous =7 vs 4
Fibroid volume (cm?) = 72 vs 113
Symptoms:
Menorrhagia = 37 vs 17
Metrorrhagia = 19 vs 9
Country: Spain
Raju 199456 randomised; 80 (40 abdominal ~ Population characteristics: Women; Laparoscopic- 6 weeks Operating time (min); ~ LAVH vs TAH: Funding source:
concealed hysterectomy; 40 scheduled for hysterectomy and bilateral ~ assisted bilateral estimated blood 10ss Operating time (min): 100 (61 to 180) vs 57 (25 to 151) Study summary: The
EL=1+ LAVH) oophorectomy for benign condition; salpingo- (ml); Length of stay; (P <0.0001) study shows
excluded if — uterus > 14 weeks in size, oophorectomy and duration of post- ' ) laparoscopic-assisted
morbidly obese, uterine prolapse. vaginal operation analgesia Estimated blood loss (ml}: 260 (70 to 700) vs 220 (50 o 500) bilzneral sglpingo-
Baseline characteristics (LAVH vs TAH): ~ hysterectomy; total (days); recovery from ~ Length of stay: 3.5 (1 10 6) vs 6 (3 to 13) (P < 0.0001) oophorectomy and
Indication: abdominal pain (days); time for  Duration of post-operation analgesia (days): 6.6 vs 13.3 vaginal hysterectomy is
" X " 285 28 hysterectomy with recovery (days) (P <0.0001) a safe and cost-effective
Deno” 39': - :Sg 5 ggafgi:?olg:ngo- Recovery from pain (days): 13 vs 26 (P < 0.0001) procedure for women
ysmenorrmosa = 16 Vs P Y Time for recovery (days): restricted physical activity — 16 (6 to 35) requiring a hyster_ectomy
Pelvic pain - 8 vs 4 Surgery vs surgery vs 27 (510 47) (P < 0.001) and bilateral salpingo-
Post-menopausal bleeding - 2 vs 1 ‘ oophorectomy.
Failed TCRE -2 vs 4
Mean age —45.5 vs 45.9
BMI-25.7 vs 24.9
endometriosis - 5 vs 4
Adhesions - 5 vs 6
Fibroids — 11 vs 6
Maximum uterus size:
12 weeks vs 14 weeks.
Country: UK
Ribeiro randomised 60 consecutive Population characteristics: Women; Abdominal 2 days Operative time; Operative time (min): TAH = 109, VH =78, LH = 119 Funding source: Not
2003507 EL=1- patients (20 AH,  suitable for hysterectomy; excluded if - hysterectomy; complications; blood  Bload loss: VH had lower levels of haemoglobin than TAHand LH ~ Stated
20 VH, 20 LAVH)  uterine volume > 400 cm?, use of anti- vaginal loss; C-reactive (P <0.05) Study summary: Vaginal

inflammatory drugs in past 3 months;
diabetes mellitus; coagulation disorders;
autoimmune diseases.

Average uterine weight: TAH = 189.50,
VH = 155.65, LH = 154.50

Patient age: range 34 to 76 (mean
average = 42.33)

HMB = 57

Myoma = 41
Adenomyosis = 19
Country: Brazil

hysterectomy; LAVH

protein levels;
interleukin 6 levels

Inflammatory response: TAH different from VH and LH (P < 0.05)

hysterectomy presents
superior results in terms
of operative time and
inflammatory response
when compared with
total abdominal and
laparoscopic
hysterectomy and it
should be the first option
for hysterectomy.
Laparoscopic
hysterectomy should be
considered when the
vaginal approach is
unfeasible, showing
clear advantages over
abdominal
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
hysterectomy.
Richardson randomised 45 randomised Population characteristics: Women; Laparoscopic 6 weeks Operating time; LH (n=22) vs VH (n = 23): Funding source: Not
1995506 EL =1+ (22 LH, 23 VH) contraindications to vaginal surgery — hysterectomy(LAVH) Opioid injections; Operating time: 131.4 vs 76.7 stated
endometriosis, need for oophorectomy, ; Vaginal analgesia required e Study summary: Our
uterine enlargement. hysterectomy (days); inpatient stay Opiod injections:2.3 vs 2.6 y surmary
21 Analaesi ired (davs): 2.9 vs 2.6 study confirms that most
Baseline (LH vs VH): (days); discomfort na 995'3 required (days): 2.9 vs 2. hysterectomies could be
Age: 41 vs 45 (days); Normal Inpatient stay (days): 3.2 vs 3.3 performed vaginally, and
L ) activities (days); Work . that LH i hl
Uterine size (weeks): 9 (4 to 15) vs 8 (4 to (weeks) Discomfort (days):10.2 vs 9.5 at LH is a much slower
16) Normal activities (days): 23.1 vs 22.2 ﬁr:rfgglzrzélfcc%:vs niodnt%
Previous pelvic surgery: 6 vs 4 .
NuIIiparOlfs: 6vs4 o Work (weeks): 6.4 vs 5.7 a vaginal procedure as
Oophorectomy: 9 vs 9 early as possible to
Previous caesarean section: 4 vs 2 reducs thet_o"era'll §
o . operating time. oes
Indications for surgery (LH vs VH): seem to be a waste of
Fibroids/menorrhagia: 16 vs 16 time for most patients.
Pelvic pain/endometriosis: 4 vs 3
Dysmenorrhoea: 2 vs 4
Country: UK
Sawin 200047  Prospective 394 women Population characteristics: Mean age AM vs AH Chart Morbidity Morbidity: Funding source: Not
comparative Abdominal AM: 36 years AM vs AH review over - post op care Overall morbidity: AM: 39%, AH: 40% (OR 0.93, 95% Cl 0.63to  Stated
cohort study myomectomy AH: 44 years (P < 0.0001) ; period of 1.40) Study summary: No
EL=2+ (AM):n =197 \ean weight: years Febrile morbidity: AM: 33%, AH: 26% (OR 141, 95% Cl 0,91t Clinical difference in
Abdominal AM: 156 lbs 2.17) peri-operative morbidity
h}\/;t?regtﬂrg AH: 174 Ibs (P < 0.0001) Haemorrhage: AM: 10%, AH: 14% (OR 0.46, 95% CI 0.26 to 0.83) 2‘;&Wﬁ;’sqe'g§m;t°my
(AH):n = Mean parity: Unintended procedure: AM: 4.5%, AH: 0.6% (OR 0.45, 95% CI Myomectomy should be
AM: 0.5 02010 0.99) considered a safe
AH: 1.6 Life-threatening event: AM: 1.5%, AH: 1% (OR 1.51,95% Cl 0.17  alternative to
(P <0.0001) to 18.00) hysterectomy
Pre-op uterus size (weeks equivalent): Readmission: AM: 1.5%, AH: 2.5% (OR 0.59, 95% Cl 0.09 to
. 3.10)
AM:14
AH: 16 (P < 0.0001) Post-op care:
Indications: Mean operative time (min): AM: 201, AH: 176 (P < 0.00002)
AM: vaginal bleeding (37%) or pain (39%), Estimated blood loss (ml): AM: 227, AH: 484 (P < 0.00001)
recurrent miscarriage, infertility. Length of hospital stay (days): AM: 4, AH: 4.4 (P < 0.048)
AH: vaginal bleeding (62%) or pain (31%). Max drop in Hgb: AM: 2.5, AH: 4 (NS)
Country: USA Transfusion (no.): AM: 9%, AH: 13% (NS)
Schutz Randomised; 48 (28 LAVH,20  Population characteristics: Women; Laparoscopically 12 months ~ Duration of operation ~ LAVH vs AH (median, 25 to 75 percentile): Funding source: Not
2002500 concealed AH) Uterine weight > 200 g; no preference for  assisted vaginal (min); Estimated Duration of operation (min): 133 to 132 stated
EL=1+ surgical method. _ Rﬁere.cmlmy' b'°°g '°sz glnl)’d Estimated blood loss (mi): 200 (150 to 280) vs 600 (400 to 1225)  Study summary: For the
Baseline (LAVH vs AH; median (25 to 75 omina number or bloo Number of blood transfusions: 3 vs 10 treatment of uteri
percentiles)): hysterectomy transfusions; umber orblood ranstusions: 5 vs >200 g, LAVH has
Age: 475 vs 48 LAVH vs AH Additional .y Additional procedures: 5 vs 3 several advantages over
Gravidity: 2 vs 2 prolcedure.s, uterine Actual uterine weight (g): 334 (244 to 500) vs 428 (263 to 675) AH: lower postoperative
weight (g); morbidity, quicker short-

Parity: 2 vs 2
Estimated uterine weight: 283 (234 to 435)

complications;
Haemoglobin levels;

Complications:
UTI=2vs2

term recuperation, and
better patient
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
vs 369 (254 to 595) pain index (WHO); Anaemia=1vs 4 acceptance.
Country: Germany length of stay (days);  Lymph node swelling = 1vs 0
Recovery time (days) ~ Haemoglobin levels day 3: 0.6 vs -1.55
Pain index (WHO): 0 vs 5
Length of stay (days): 6.5 (5to 7) vs 10 (8.25 to 11)
Recovery time (days): 42 vs 42
Seracchioli Randomised 62 (31 GnRH, 31 Population characteristics: Women; GnRH pre-treatment 3 months Preoperative GnRH vs no treatment: Funding source: Not
2003%7 EL =1+ no treatment) %Jéering ;igroidsi;( Utel:ine vqurfne tlagtween (1d1eggt De)c?peptyl prior to Eaemogl(i'bin (gz/d.l); Pre-treatment uterine volume (ml): 528 (SD 275) vs 579 (SD 337)  stated
and 20 weeks; absence of pelvic .25 mg) for surgery reoperative uterine ) ) . Study summary: In
pathologies; no therapy with GnRH or 3 month; no and volume (ml); Uterine Preoperat!ve haemoglobln (/- 12.3vs 11.4 (P < 0.02) wom)elzn with arlérge
progestational agents within 6 months; no  treatment 2months  weight (g); operating  Preoperative uterine volume (mi): 388 (SD 193) vs 587 (SD 341) 10 ¢ "2 3 month
condition requiring hospital monitoring after time (min); Drop in (P <0.005) preoperative course of
(diabetes etcl),l previous abdominal surgery haemoglobin; number  Uterine weight (g): 328 (SD 165) vs 462 (SD 226) (P < 0.02) GnRH may facilitate
surgery requiring laparotomy, of ransfusions; Mean  perating fime (min): 85.3 vs 115.3 (P < 0.001) laparoscopic
contraindications to surgery. hospital stay (hours) ) ) hysterectom
, Drop in haemoglobin: 1.2 vs 1.9 (P < 0.005) ysierectomy,
Baseline (GnRH vs No treatment) o decreasing uterine size,
hoe 475 s 404 o gt s 1621804 ot
BMI: 23.1 vs 24.4 ean nospral s:ay (hours): 1.2 VS L. 00 oss.
) 7in GnRH and 8 in no treatment group had BSO.
Pre-treatment uterine volume (ml): 528 ) L
(SD 275) vs 579 (SD 337) 3 women in no treatment group converted to TAH due to fibroid
Country: Italy size.
Seracchioli Randomised; 122 enrolled (60  Population characteristics: Women; TLH; TAH 2 months Operating time (min); ~ TLH vs TAH: Funding source:
2002510 concealed TLH, 62 TAH) uterine fibroid > 14 weeks Surgery vs surgery Esrimatedbbloo? loss  Qperating time (min): 95.2 vs 88.6 Study summary:
EL=1+ Baseline (TLH vs TAH): ggl’)l’slqjusrlgnir %umber Estimated blood loss (ml): 311.6 vs 376.9 Laparoscopic '
Age: 46.3 vs 47.4 of with fever Lapro-  Number of transfusions: 0 vs 1 hysterectomy is safe
BMI: 24.7 vs 23.1 conversions. Lerath Number of with fever: 8 vs 18 (P < 0.05 and feasible even in the
Previous pelvic surgery: 31.6 vs 24.1 of sta (hoqu)' Ie%gth umber of wiih fever. & vs (P<0.05) presence of large
Mean number of myomas: 3.3 vs 2.9 of rec’(;very (days) Laparo-conversions: 1 vs 0 uterus, and is a valid
Mean diameter of myomas (cm): 4.2 vs Length of stay (hours): 76.4 vs 121.8 alternative to abdominal
4.9 Length of recovery (days): 22 vs 36 hysFerectomy'when the
Mean longitudinal diameter of myomas: o ' vaginal route is
14.1vs 14.7 Complications: contraindicated.
Mean uterine weight (g): 411.8 (SD 175) TAH = 1 cystotomy
vs 429.6 (SD 125) TLH=0
Country: Italy
Soriano Randomised 80 (LAVH=40-  Population characteristics: Women; Vaginal 1 day Operative time (min); ~ VH vs LAVH: Funding source: Not
20015 EL=1- \3/ nad :Bl;l Inccljusion cfrifte”ria - uterine sjze > 2:30 mg tljysterectom_y; zaer?o'%l;l;ilrb d(ro)p in Operative time (min): 108 (SD 35) vs 160 (SD 50) (P < 0.001) stated
= and one of following — previous pelvic aparoscopic ay 1; q); . . . Study summary: In
surgery, history of pelvic disease, assisted vaginal Paracetamol (g); Haemoglobin drop in day 1:2.0vs 2.2 contr};st with erﬁr”er
endometriosis, concomitant adnexal hysterectomy Opiod (mg); Gasand ~ NSAID (g): 137 vs 137 reports, there was no

masses. Exclusion criteria were —
suspicious adnexal mass, anaesthetic

contraindications, contraindications to pain

relief.
Baseline (VH vs LAVH):

Age: 49.1vs 49.3
Gravidity: 3.7 vs 2.4

stool (day); Length of
stay (day);
Conversion to
abdominal
hysterectomy

Paracetamol (g): 10.1 vs 11.1

Opioid (mg): 8.7 vs 6.8

Gas and stool (day): 1.3 vs 1.5

Length of stay (day): 5.3 vs 5.7

Conversion to abdominal hysterectomy: 0 vs 3

difference in short-term
recovery between
patients undergoing
vaginal or laparoscopic
hysterectomy. No
advantage was found
performing laparoscopic
assisted vaginal
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up ~ Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Parity: 2.7 vs 1.6 hysterectomy in
Vaginal delivery: 33 vs 32 comparison with the
Previous caesarean: 7 vs 0 standard vaginal
Previous pelvic surgery: 5 vs 8 hysterectomy.
Indication for surgery:
Menorrhagia: 16 vs 13
Uterine fibroids: 40 vs 37
Pelvic pain: 16 vs 12
Adnexal mass: 2 vs 4
Endometriosis: 3 vs 2
Adnexectomy: 21 vs 15
Uterine weight (g): 424 (SD 211) vs 481
(SD 329)
Country: France
Spies 200443 Prospective; 102in UAE, 50in  Population characteristics: Women; UAE; hysterectomy ~ 12months ~ PBAC score; Baseline symptoms: Funding source:
cohort hysterectomy g\(/)mpté)rggtig Ieiﬁxéolnggé/ ag;eld between  UAE vs Baseline Men(irrhagila Sh.12 Menstrual flow: Biosphere Medical
EL =2+ and 50; For b of leiomyomas questionnaire; SF-12; . - - Study summary: Both
within uterine cavity or dominant UAE vs complications Heavy. !AE 906%’ Hysterectomy = 84% rocgdures surgstamia"
; hysterectomy Normal = 2%, 8% p Y
pedunculated serosal leiomyoma improved symptoms for
excluded. Menstrual bleeding score: UAE = 467.4, Hysterectomy = N/A most patients, with an
Average age: UAE = 42,6, SF-12 physical score: UAE = 44.4 (SD 8.3), Hysterectomy =42.0  advantage for’
Hysterectomy = 41.6 (SD 10.1). hysterectomy at
Number of leiomyoma: SF-12 mental score: UAE = 44.7 (SD 11.8), Hysterectomy =40.3 12 months for pelvic
1=26%, 40% I (SD 10.8) pain. Serious
2= 32%‘: ' 38°/: UAE baseline vs 6 month follow-up results: f:omplicatiqns were
>3 = 41%, 20% PBAC score at baseline = 435.6 (SD 286.5), 6 months = 140.6 g‘:;ﬁg:e“t in both
- 0, .
Largest leiomyoma volume (ml): 146.8, (SD 110.1), -58.1% (SD 36.6)
90.6 Menorrhagia questionnaire score at baseline = 47,2 (SD 13.8),
Previous treatment: 6 months = 19.2 (SD 8.3), - 56.6% (SD 20.3)
None = 52%. 70% Comparison of UAE and hysterectomy for SF-12 scores:
Hormonal = 59%, 24% SF-12 physical for UAE at baseline = 45.1 (SD 8.2),
Surgery = 53%, 20% 12 months = 53.6 (SD 6.1), +22.6% (SD 27.1), P < 0.001.
Country: USA SF-12 physical for hysterectomy at baseline = 43.0 (SD 9.9),
' 12 months = 51.4 (SD 6.9), +25.4 (SD 32.7), P < 0.001.
SF-12 mental for UAE at baseline = 45.4 (SD 11.5),
12 months = 52.6 (SD 7.9), +23.4% (SD 37.7), P < 0.001.
SF-12 mental for hysterectomy at baseline = 40.6 (SD 11.1),
12 months =51.1 (SD 11.2), P < 0.001
Complications:
On SCVIR: UAE =4 (3.9%), hysterectomy = 6 (12.0%)
On ACOG: UAE = 15 (14.7%), Hysterectomy = 17 (34%)
Summitt randomised; 70 eligible, 56 Population characteristics: Women; Vaginal 6 weeks Duration of operation ~ LAVH vs VH: Funding source: Not
1992512 EL =1+ included (27 for  Included if — aged 18 to 65, no significant  hysterectomy; LAVH (min); Uterine weight,  Dyration of operation (min): 120.1 (SD 28.5) vs 64.7 (SD 27.0), stated
VH, 29 for LAVH)  medical condition, a telephone, a support  gyrgery vs surgery Intra-operative (P <0.001) Study summary: Other

person, understanding of postoperative
instructions, uterine size < 16 weeks,
presence of uterine mobility, pubic arch of
at least 90 degrees. Excluded if -

complications;
postoperative
complications;
surgery completed;

Uterine weight: 162.6 (SD 89.5) (range 41 to 390) vs 203.7
(SD 143) (range 60 to 650)

Intra-operative complications:

than cost, laparoscopy-
assisted vaginal
hysterectomy and
standard vaginal
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
concomitant anterior or posterior post-operative pain LAVH = 1 laceration, 1 cystotomy hysterectomy appear
colporrhaphy required, cervical conisation relief use. VH =none comparable in patients
performed, antibiotic prophylaxis used for 5 (2 VH and 3 LAVH) patients underwent oophorectomy who could otherwise
heart disease, patient could not tolerate Postoperative complications: undergo a vaginal
anaesthesia, severe bleeding disorders, LAVH = 1 readmitted for pai irol hysterectomy.
acute peritonitis of upper abdomen; VH = 1_ rea Iml ﬁ?' fortpa|n1con r;) inal fistul
uterine fibroid or pelvic mass > 16 weeks. - vaglha cul n ejc fon, 1 vesticovaginal fistula.
Baseline (VH vs LAVH): Post-operative pain relief use:
Age: 37.5vs 377 Day of surgery: 3.13 vs 3.82
Parity: 2.5 vs 24 Day 1: 3.67 vs 3.61
T ' Day 2: 2.71 vs 1.57 (P = 0.027)
Indication:
Leiomyomata uteri: 18 vs 16
Recurrent CIN: 2 vs 1
Abdominal bleeding 3 vs 4
Adenomatous hyperplasia: 1 vs 2
Chronic pelvic pain: 3 vs 6
Country: USA
Summitt Randomised; 65 (34 LAVH, 31 Population characteristics: Women; not Laparoscopic- 6 weeks Operating time (min); ~ TAH vs LAVH: Funding source: US
1998513 concealed TAH) suitable for vaginal hysterectomy; Had assisted vaginal Estimateq bloodl loss Operating time (min): 146 (SD 69.9) vs 179.8 (SD 56.4) surgical corporation
EL=1- TAH if - pelvic endometriosis, pelvic hysterectomy; total (ml); Uterine weight Study summary: Except

adhesions, > 3 laparotomies, Uterine
fibroid between 12 to 18 weeks, previous
tubo-ovarian abscess or pelvic
inflammatory disease, adnexal mass,
hysterectomy in presence of mobility and
unfavourable vaginal introitus. Inclusion
criteria were — > 18 years old, a working
telephone in the home, support person,
understanding of post-operative
instructions. Excluded from study if —
concomitant colporrhaphy, urethropexy,
vaginal vault suspension, or
nongynaecologic major operation, major
medical condition requiring monitoring,
Fibroid or pelvic mass > 18 weeks,
intolerant to anaesthesia, severe bleeding
disorder, acute peritonitis of the upper
abdomen, midline abdominal hernia.
Baseline (TAH vs LAVH):

Age: 41.5vs 38.3

Gravidity: 2.4 vs 3.1

Parity: 1.7 vs 2.3

Weight (Ibs): 178.1 vs 168.8

Indications for surgery:

Endometriosis: 1 vs 1

Adhesions: 2 vs 0

Uterine fibroids: 23 vs 23

abdominal
hysterectomy

LAVH vs TAH

(9); Haematocrit

levels; Length of stay
(days); Convalescent
(days); complications

Estimated blood loss (ml): 660.5 (SD 610.0) vs 568 (SD 394.0)
Uterine weight (g): 383.9 (SD 227.8) vs 336.8 (SD 276.0)
Haematocrit levels:

Pre-surgery — 35.8 vs 36.9
Day 2-29.3vs29.3

Length of stay (days: 4.13 vs 2.12 (P < 0.001)
Convalescent (days): 38 vs 28 (P = 0.002)
Complications:

Cystotomies: 0 vs 2
Artery damage: 0 vs 1
Intra-operative haemorrhage > 100 ml: 2 vs 2

Need for IM narcotics: 26 of 34 vs 30 of 31 (P = 0.018)

for operating time, there
are no differences
between
laparoscopically
assisted vaginal
hysterectomy and
abdominal hysterectomy
regarding intra-operative
characteristics among
abdominal hysterectomy
candidates.
Postoperatively,
laparoscopically
assisted vaginal
hysterectomy requires a
shorter hospital stay and
convalescence. Hospital
charges are similar
between the
procedures. A larger
number of cases will
help determine the
indications for
laparoscopically
assisted vaginal
hysterectomy.
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Thakar double-blind n=279 Population characteristics: Women Subtotal 12 months  Urinary, bowel and At 12 months post-op: Funding source: NHS
200250 EL=1+ Subtotal undergoing hysterectomy for benign hysterectomy and sexual functions Urinary functions: R&D
g)_/rslflerec_tc;rg% slllsease » 2o 59 total hysterectomy ReCO\I/'er);and Frequency (> 7 times/day): gﬁ:ﬁy sur_Plr:lna(rjy: Neitlher
(n=133) ean age: 44 years (29-59) Subtotal complications Pre-op: STH 33%: TH 31% " tnor § adversely
Total > 88% pre-menopausal hysterectomy vs ) ] _ altects pelvic organ
hysterectomy TH o Post-op: STH 24%; TH 20% at 12 months (P = 0.03 for the functions at 12 months.
(n = 146) Indications: total hysterectomy change over time within each group; P = 0.84 for the interaction STH results in more
BSO STH and TH: between treatment assignment and time) rapid recovery and
2 Menorrhagia 67% vs 54% (P < 0.03) Reduction in nocturia and improvement in bladder capacity: NS fewer short-term
concomitant . lications but
procedure: Menorrhagia and dysmenorrhoea NS between groups complications bu

81in TH group;
61in STH group

dysmenorrhoea only NS
Pelvic pain NS

irregular bleeding NS
Abdominal mass NS
PMT NS

Ovarian cyst NS

urine retention NS

No sig differences in base-line
characteristics between groups

Country: UK

Bowel functions:

Frequency of symptoms (report of constipation, urgency, flatus
and use of laxatives): NS between both groups

Sexual functions:

Frequency of and desire for intercourse pre- and post-op: NS
between the 2 groups

Sig increase in frequency of intercourse in both groups combined
after surgery (P < 0.01)

Frequency of orgasm, and sexual relationship: NS between both
groups post-op

Deep dyspareunia:

Pre-op: STH 46%; TH 39%

Post-op: STH 7%); TH 14% (P < 0.001 for change over time in
each group)

Intra- and post-operative complications:

Operating time (min): STH 59.5 + 20.6, TH 71.1 + 23.4 (difference
-11.6, 95% CI -16.9 to -0.6)

Blood loss (ml): STH 320+ 271, TH 422 + 302 (difference -102.4,
95% Cl -172 to -32.8)

Blood transfusion: (NS)

Hospital stay (days): STH 5.2 + 1.1, TH 6.0 + 4.7 (difference -0.8,
95% Cl -1.6 to -0.04)

Pain score: NS

Intra-op complications: STH 11 (8%), TH 21 (14%) NS

Post-op complications:

Before discharge:

STH 13 (10%), TH 40 (27%) (P < 0.001)

Pyrexia (STH 8; TH 28)

Urine retention (STH 0; TH 2)

vault haematoma (STH 0; TH 1)

wound haematoma ((STH 3; TH 4)

wound infection (STH 2; TH 3)

lleus (STHO; TH 1)

vaginal bleeding (STH 0; TH 1)

At 12 months:
STH 14 (11%), TH 9 (6%) (P < 0.001)

infrequently cause
cyclical bleeding or
cervical prolapse
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
bowel obstruction (STH 0; TH 2)
cyclical vaginal bleeding (STH 9; TH N/A)
cervical prolapse (STH 2; TH -N/A)
persistent pain (STH 3; TH 7)
Tsai 20035 randomised 222 assessed. Population characteristics: Women; Laparoscopic 1 day Estimated blood loss  Estimated blood loss (ml): 202 vs 238 Funding source: Not
EL =1+ 200 eligible and  estimated uterine upper margin is not assisted vaginal (mi); Operating time  Operating time (min): 77 vs 102 (P < 0.05) stated
randomised (100  beyond the midpoint between umbilicus hysterectomy plus (min); Weight of . )
to LAVH plus and pubic symphysis; no pre-existing light-endorsed uterus (g); Welgh? of Iuterus (g): 375 (SD 206) vs 380 (SD 203)
LETS, 100 to cardiopulmonary dysfunction or poor transvaginal section; Complications; Complications:
TAH) control of systemic diseases; bimanual total abdominal Length of stay (day);  Febrile—0vs 5
pelvic examination confirmed good hysterectomy Number of Blood transfusions — 1 vs 3
mobility of an enlarged uterus; no cervical meperidine ampules  Bladder injury — 0 vs 1
malignancy; no indication for conventional Dysuria—0vs 1
vaginal hysterectomy; very large myoma; Gl dysfunction — 1 vs 3
uterine prolapse; combined surgery. Vaginal stump infection — 1 vs 2
Baseline (LAVH vs TAH): Total -3 vs 15 (P < 0.05)
Age: 46.7 vs 46.9 Length of stay (day): 3.2 vs 5.5 (P < 0.05)
Parity: 2.8 vs 2.7 Number of meperidine ampules: 1.2 (SD 0.7) vs 3.7 (SD 1.3)
BMI: 23.2 vs 24.1 (P <0.05)
Indication for surgery:
Myomas: 78 vs 73
Chronic pelvic pain: 2 vs 3
Endometriosis: 8 vs 10
DUB:4vs5
Cervix carcinoma in situ: 5 vs 8
Endometrial atypia: 3 vs 1
Country: Taiwan
Unger 200258  Comparative 318 (group 1 uteri  Population characteristics: Women; Abdominal N/A Estimated blood loss ~ Group 1 (n = 208) vs group 2 (n = 63) vs group 3 (n = 47): Funding source: Not
case series; <500 g =208, undergone abdominal hysterectomy. hysterectomy (ml); EBL > 500 (ml);  Estimated blood loss (ml): 387.6 vs 464.3 vs 555.86 (P = 0.032) stated
retiospective - growp 2 wler . Baseline (group 1, group 2, group 3) Surgical outcomes glperdatt"’e ame (m'f‘kt EBL > 500 (ml): 25.5 vs 41.3 vs 55.3 (P = 0.004) Study summary: The
EL=2- CIWSEN U =03 age: 41, 42.8, 45.1 by uterine size 00d ransiusions; oo - complication rate from
and 999 g, group e least one Operative time (min): 122.6 vs 129.5 vs 124 hysterectomy increases
‘ Parity: 2.5, 2.6, 2.2 o o ySte 'y Increa
3 uteri Black: 63%, 93.6%, 93.6 (P < 0.001 complication - blood Blood transfusions: 6 vs 4 vs 4 with increasing uterine
> 1000 g = 47) ack: 63%, 93.6%, 93.6 (P < 0.001) loss > 500 ml, blood . i} - -
g ; e At least one complication: 32.7% vs 41.3% vs 61.7% (P =0.006)  weight, due mainly to an
Uterine weight: 227.7, 729.3, 1658.8 transfusion. pelvi p !
P <0.001 ansiusion, pelvic : . increased blood loss
( ) organ injury, antibiotic Hospital stay (days): 2.9 vs 2.8 vs 2.9 ; )
Presence of PID: 5.9%, 8.2%, 2.4% use. h ospita] associated with surgery
Prior surgery: 38.05%, 50.8%, 36.2% readmission, mejor for larger uteri.
i . 0, 0, 0, ’
Adhesions: 43.3%, 54%, 42.6% systemic
Country: USA complication; Hospital
stay (days)
Wattiez Matched case- 283 admitted for ~ Population characteristics: Women; Total laparoscopic 6to6 Operating time (min); ~ Operating time (min): 159.8 vs 107.9 (P < 0.0001) Funding source: Not
200258 control hysterectomy for  hysterectomy for benign conditions; hysterectomy with or ~ weeks oral analgesia use Oral analgesia use (mg): 57.7 (SD 18.4) vs 62.5 (SD 37.2) stated
EL =2+ benign Excluded if - aesthetic contraindications ~ without Burch (mg); Opioid iy I . Study summarv: A ve
conditions. 240 or malignancy; No upper limit on uteri operation and/or administration (mg); Op|0|.d adminisiration (mg): 23.2 (SD 4.9) vs 25.8 (SD 12.9) enIar)(j;ed uterLg shoulrg
were appropriate  size; High BMI, previous pelvic surgery, ~ adnexectomy. Hospital stay (days); ~ Hospital stay (days): 3.6 vs 3.5 not be considered a

for TLH. 34 had
uteri 500 g>, and
68 matched

history of pelvic disease, or endometriosis
were not contraindications.

Baseline (> 500 g vs < 300 g):

Complications

Complications:

Haemorrhage: 1vs 1
Blood transfusions: 0 vs 0

contraindication for TLH.
However, it may be
necessary to undertake
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Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
controls had uteri ~ Age: 47.6 vs 47.6 Conversion to laparotomy: 0 vs 0 certain surgical steps to
<3009 Parity: 1.8 vs 1.5 Bladder laceration: 0 vs 1 ensure optimal exposure
Nulliparity: 3 vs 15 Ureter injury: 1 vs 1 of the operative field and
Previous caesarean section: 1 vs 11 Vaginal cuff haematoma: 2 vs 0 more effective and safer
Previous pelvic surgery: 16 vs 41 Pyrexia: 2 vs 4 excision of the uterine
Preoperative GnRH agonist: 20 vs 14 Vaginal cuff infection: 0 vs 1 vascular pedicle.
Adnexectomy: 18 vs 36
Uterine weight (g): 617 (SD 177.8) vs
178.9 (SD 66.7)
Country: France
Weeks Randomised; 51:26 (2 Population characteristics: Women; Leuprorelin acetate 120 days Operative outcomeds;  Operative blood loss: Leuprorelin = 183, placebo = 285, P=0.27  Funding source: Wyeth-
200052 Double-blind; withdrawals due  menorrhagia requiring hysterectomy; or placebo pre- complications; patient  Qperative difficulty: Leuprorelin = 2.4, placebo = 3.2, P = 0.09 Lederle UK
concealment to side effects) in  failed medical treatment; Excluded if treatment; outcomes — return to Lenath of tion: L lin = 39. placebo = 49, P = 0,64 Study summary:
EL=1- Leuprorelin treated with gonadotrophin agonist within -~ hysterectomy normal activity eng Io Iopera Ilon'.l eupr9re h= 59, placebo = T Leuprorelin pre-
group, 25 (no 6 months; Exclude if leiomyomas > 2.5 cm No statistically significant qlﬁerences for ppst-operatlve outcpmes treatment before
withdrawals to present; excluded if malignancy present. between groups - analgesia use, day of discharge, transfusions. hysterectomy in non-
side effects) in Average age: Complications: Leuprorelin = 11, placebo = 14 fibroid patients had no
control group leuprorelin = 39,placebo = 40 Patient return to normal health: Leuprorelin = 37 days, operative or post-
No pathology: 15, 13 placebo = 64 days, P = 0.06 operative benefits.
Abdominal hysterectomy: 14, 20
Country: UK
Ylikorkala randomised; 188 of which 125  Population characteristics: Women; Nafarelin 200 ugas  Upto Change in uterine Change in uterine volume (ml) at 3 months: Funding source: Syntex,
1995528 double-blind were in nafarelin  scheduled for hysterectomy for benign nasal spray or surgery volume; adverse Nafarelin = -84.1 (SD 10.7), - 23.7% Palo Alto, USA
EL=1- group, and 63 conditions. placebo for events Placebo = +6.6 (SD 18.3), +14.2%
were in placebo 111 had uterine fibroids, 58 had 3 months prior o P, <0.001 from baseline, P < 0.05 between groups.
group menometrorrhagia, 19 had pelvic pain. surgery, ) o _ )
i hysterectomy Adverse events: nafarelin = 107, placebo = 59. Mainly hot flushes
Average age: Nafarelin = 43, and headaches
placebo = 44.5 Treatment vs ’
Uterine volume: 301 ml, 336 ml placebo
Country: Finland
Yuen 199855 randomised 44 (laparoscopic  Population characteristics: Women; no Laparoscopic 3 days Trauma response (IL.-  LH vs AH: Funding source: Not
EL=1+ hysterectomy =2 major medical condition; benign hysterectomy; 6, C-reactive protein,  Trayma response (IL-6, C-reactive protein, cortisol): stated
0, TAH = 24) gynaecological condition; excluded if - abdominal cortisol) Operating IL-6: 50.6 vs 73.9 (P = 0.01 Study summary:
uterus > 16 weeks; suitable for vaginal hysterectomy time (min); S_ ‘ C vs i 9( _t 2)8 1vs 447 (P = 0.005 Laparoscopic
hysterectomy LH vs AH Anaesthetic time erum C-reacive protein: 28.1vs 44.7 (P =0.005) hysterectomy is

Baseline (LH vs TAH):

Age: 44 vs 43

BMI: 23.8 vs 25.0

Median uterine weight (g): 225 (164 to
473) vs 328 (168 to 420)

Country: Hong Kong

(min); Estimated
blood loss (ml);
Decline in
haemoglobin level
(g/dl); Postoperative
stay (days);
complications

Serum cortisol: 23.4 vs 27.2 (P = 0.04)

Plasma glucose: 41.5 vs 45.6

Urinary epinephrine: 32.2 vs 34.1

Urinary norepinephrine: 80.8 vs 132.4 (P = 0.001)
Urinary cortisol: 34.8 vs 44.2 (P = 0.02)

White blood cell: 59.5 vs 69.8 (P = 0.009)

Operating time (min): 95 vs 105

Anaesthetic time (min): 135 vs 120

Estimated blood loss (ml): 200 (150 to 350) vs 450 (300 to 800)
Decline in haemoglobin level (g/dl): 1.2 vs 1.7

Postoperative stay (days): 4 vs 6

Complications:

associated with a lower
morbidity and a less
intense stress response
than abdominal
hysterectomy for benign
diseases.
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Heavy menstrual bleeding

Bibliographic ~ Study type and  No. of patients Patient characteristics Intervention and Follow-up  Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Febrile: 3 vs 11
UT:2vs 3
Vault haematoma: 4 vs 1
Wound infection: 1 vs 0
Zupi 2003333 Randomised; 203 entered Population characteristics: Women; Hysteroscopic 2 year Peri-operative Operating times: HER =41.7 min, LSH = 71.5 min, P < 0.01 Funding source: Not
concealmentand  study. 13 from referred with menometroorhagia; younger ~ endometrial outcomes; Operative complications: HER = 13, LSH = 9 stated
blinding not HERand 9 from  than 50 years; less than 100 kg; finished  resection (HER), complications; QoL — o _ _ Study summary:
mentioned LSH withdraw families; clear pap test; uterus size < 12 Laparoscopic supra- SF-36; Additional L°”9j“*”“ complications: HER =3, LSH =6 Lapa};oscopic Y
EL=1+ from study prior  weeks equivalent; no adnexal masses or  cervical treatment; Additional surgery by 2 years: HER = 12, LSH =1 hysterectomy may offer
to treatment. 89 endometriosis. hysterectomy (LSH) Haemoglobin levels SF-36 outcome (HER pre-operatively scores, HER post-operative  curative advantages of
had HERand 92 Ayerage age: HER = 43.2, LSH = 42.6 and GnRH-a score, LSH pre-operative score, LSH post-operative score): hysterectomy with
hadLSH.No b = HER = 1.8, LSH = 1.9 (3.75 mg) 1 month General health — 51.9 (SD 12.7), 59.6 (SD 13.7), 52.1 (SD 12.2),  operaive advantages of
difference . prior to surgery. 69.4 (SD 14 2) ablation.
between those Irregular bleeding: HER = 62.9%, Ablation vs ' o
; LSH =59.7% Physical function — 62.6 (SD 14.4), 66.4 (SD 15.1), 62.8
that withdraw and hysterectomy
those that Country: Italy (SD 10.9), 67.6 (SD 13.2).
underwent Role (physical) — 58.3 (SD 13.0), 61.3 (14.8), 59.2 (SD 15.4), 62.1
treatment. (SD 13.9).

Role (emotional) - 60.8 (SD 12.0), 64.2 (SD 14.4), 60.3 (SD 11.9),

68.1(SD 15.2).

Mental Health - 58.1 (SD 12.3), 60.5 (SD 14.8), 59.8 (SD 12.9),
63.2(SD 13.6).

Social function - 56.4 (SD 11.0), 67.3 (SD 12.7), 53.6 (SD 9.7),
88.5(SD 11.5).

Vitality 56.7 (SD 11.0), 61.0 (SD 12.8), 55.4 (SD 10.3), 72.3
(SD11.3).
Pain - 57.1 (SD 19.2), 58.6 (SD 17.0), 56.4 (SD 18.5), 60.1
(SD 14.0).

P <0.01 for change in general health score for both treatments,
and for difference after treatment between groups in favour of
hysterectomy.

P < 0.01 for change in emotional role in hysterectomy group.

P < 0.01 for change in social function score for both treatments,
and for difference after treatment between groups in favour of
hysterectomy.

P <0.01 for change in vitality score for hysterectomy treatments,
and for difference after treatment between groups in favour of
hysterectomy.
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Table 12.3 Hysterectomy for treatment of HMB — non-comparative studies

Evidence tables

Bibliographic ~ Study type and  Aim of study

No. of patients

Population characteristics

Outcomes

Results

Source of funding and

information  evidence level additional comments
Clarke Cohort Hysterectomy; 5294 of 15280 in Women; underwent hysterectomy or ~ Readmission rates ~ Readmission rates by 5 years: Funding source:
2005%4 EL=3 TCRE hysterectomy group  TCRE; Surgery for DUB to hospital Any type of readmission — 2754 (44.6%) of TCRE, 3477 (41.7%) of hysterectomy. Hazard Department of Health, UK
,antdh 40T3é ;f 11478 part of VALUE/MISTLETOE cohorts ratio = 0.87 [C1 0.80 to 0.95], P = 0.038 Study summary:
in the R tgroup Country: UK Gynaecological readmission — TCRE = 837, hysterectomy = 440. Hazard ratio = 0.40 [CI Differences in readmission
responaed to 0.33 to 0.48], P < 0.0001 patterns for hysterectomy
5 year follow-up . - _ _ o and ablation. Women
Operation-related readmission — TCRE = 1026, Hysterectomy = 721. Hazard ratio = 0.53 underaoing hysterectom
C10.45 t0 0.61], P < 0.001. going ny y
[ ' are less likely to be
readmitted to hospital.
Cravello case series hysteroscopic 196 women haemorrhagic submucous fibroids Failure rate Death: 1 due to malignant lymphoma Funding source: not stated
1999460 EL=3 myomectomy  undergoing Country: France (women who Failure: 18% (13% subsequent hysterectomy, 5% recurrent bleeding) Study summary:
tr;ysteros;:opm underwent Satisfaction: 68% Hysteroscopic
yomectomy hysterectomy after o, | e myomectomy appears to
the resection, or 01085 10 Tollow-up be satisfactory over the
with long term with low
recurrent/uncontroll complication rates
ed haemorrhagic
symptoms
Success rate
(complete absence
of symptoms, no
repeat surgical
procedures, taking
HRT)
De Meeus retrospective AH and VH 171 women VH: Uterine weight Uterine weight: Funding source: Not
199750 study undergoing Mean age: 45 years Intra-operative Mean weight: VH: 236 + 137 g, H: 608 + 432 g (P < 0.0001) stated
EL=3 ?zzt?é?)czoo/r:yVH g/lgf/n parity: 1.95| events Weight > 280 g: VH: 32%, H: 77% (P < 0.01) Stll.ldy Sl.lllm!'{'la{'/yli1 Uterine
4% .5% menopausal ; volume limits VH.
; weight+myomas: VH: 267 g, AH: 879 g (P < 0.0001
62 (39.6%) AH 63?’ previous surgery | tg yt. is: g 9 ) Duration of procedure,
146 (85.4%) 10% previous laparoscopy nira-operative events: blood loss and recovery
menométrorrhagia AH: Bleeding (mean vol.): VH: 140z 119 ml, AH: 384 + 283 ml (P < 0.0001) time lower in VH than AH
19 (11%) chronic Mean age: 47years Duration of procedure: VH: 50.6+16 min, AH: 90 + 34.4min (P < 0.0001) group
pelvic pain Mean parity: 1.59 Hospital stay: VH: 6 + 1.6 days, AH: 8 £ 2.3 days (P < 0.0001)
0 . 6.5% menopausal Bladder injury: VH: 1. AH: 1 (NS
6 (3.5%) ovarian 40% previous surgery adder injury: VH: 1, AH: 1 (NS)
tumour 5% previous laparoscopy Conversion to abdominal route: VH: 1
Country: France
Erian 2005%'  case series, laparoscopic 100 women Mean age: 44.6 years (28-56) Post-op Post-op complications: Funding source: not stated
prospective subtotal undergoing Mean parity: 2 (0-4) complications Mean blood loss: 114 ml (20-600) Study summary:
EL=3 hysterectomy  laparoscopic Mean BMI: 26.8 (20-42) Operating time 2 haemorrhage requiring blood transfusion Laparoscopic subtotal
with Plasma subtotal s . 0 bowel ini hysterectomy f
ineti 64 had previous abdominal/pelvic Hospital stay ove Ity ysieresomy 1or
Kinetic (PK) hysterectomy for P P L 0 bladder injury menorrhagia using the PK
and Lap Loop  menorrhagia surgery satisfaction 0 ureteric injury and Lap loop system is
system Concomitant surgery: 0 unintended laparotomy safe and can be
39 oophorectomy 0 haematoma performed as an

0 thrombosis

outpatient procedure,
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Heavy menstrual bleeding

Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
7 pelvic adhesiolysis 0 anaesthetic complications reduced operating time
2 excision of implants Operating time: 45.5 min (15-90) and high patient
2 ovarian cyctectomy . ) . satisfaction
1 cystoscopy Hospital stay: median 3 days (2-5)
59% of laparoscopic subtotal Satisfaction: 100% satisfaction with operation and would recommend to friends
hysterectomy performed on an
outpatient basis
Country: UK

Gath 19821%  Cohort; hysterectomy 174 invited: 18 women; menorrhagia — benign psychiatric state —  Baseline PSE: 1-4 = 66 (42.3%), 5a = 37 (23.7%), 5b = 22 (14.1%), 6-8 = 31 (19.9%). (5 or  Funding source: Not
prospective refused, 156 origin; scheduled for hysterectomy present state > = case). stated
EL=3 entered study. Country: UK Examlnitlon (PSE);  Ppatients had higher PSE scores than general population (P < 0.001). Study summary:

ysenck, Patients vs general population: Hysterectomy reduces
Personality level of psychiatric
inventory; Profile of ~ Worry = 45% vs 89% (P < 0.001), Somatic features of depression = 9% vs 85% (P < 0.001), "
' o oao 0 S o e morbidity. Hysterectomy
Mood States. tension = 33% vs 77% (P < 0.001), irritability = 17% vs 62% (P < 0.001), situational . P
D - ) did not cause psychiatric
anxiety = 28% vs 55% (P < 0.001), lack of energy = 8% vs 53% (P < 0.001), simple " .
e o ; ~ oo 0 morbidity. Psychiatric
depression = 16% vs 47% (P < 0.001), social unease = 23% vs 43% (P < 0.001), morbidity higher in patient
anxiety = 6% vs 40% (P < 0.001), loss of concentration = 12% vs 31% (P < 0.001). group th);n general
Patients after vs patients before surgery (P values for after surgery figures vs general population.
population figures:
Worry = 61% vs 89% (P < 0.01), Somatic features of depression = 37% vs 85%,
(P <0.001), tension = 64% vs 77% (P < 0.001); irritability = 22% vs 62% (NS), situational
anxiety = 48% vs 55% (P < 0.001), lack of energy = 27% vs 53% (P < 0.001), simple
depression = 24% vs 47% (NS), social unease = 28% vs 43% (NS), anxiety = 22% vs 40%
(P <0.001), loss of concentration = 22% vs 31% (P < 0.05).

Gath 199552 case series hysterectomy 239 women Study 1 - mean age: 42 years Levels of Levels of psychiatric morbidity@ Funding source: MRC
U?;‘ Otf z.serk')es Endterg()ltng ‘ gtugy g ~mean age: gg years psy%h&gttnc Pre-op level of PSE drop: Study 1: 58%, Study 2: 28%, Study 3: 9% (P < 0.001) Study summary: Clinicians
of 3 studies by ysterectomy for udy 3 — mean age: 39 years morbidity ) ) ) ) h hanaed

| Post-op level of PSE drop: Study 1:26%, Study 2: 7%, Study 3: 4% (P < 0.001 may have chang
the same mer}orrhalg[a of Country: UK Association D P hic factors: P y ’ y ’ y b ) referral practice for
authors) benign origin between psychiatric  —cmodrapnic ac.ors. . emotional symptoms, less
EL=3 morbidity and Study 1 women sig older than women in Study 2 and 3. inclined to refer women
demographic No significant differences between the 3 groups in social class, marital status and menstrual ~ with psychological
factors symptoms problems for
. afio hysterectomy. GP treating
psthot_roplc Me(lilcatlon. . . ) ) more women with
medication Anti-menorrhagic drugs: prescribed more frequently in Study 3 than in Study 1 and 2 explanation and
past psychiatric (P < 0001) reassurance
iiness Psychotropic medication: prescribed more frequently in Study 1 than in Study 2 and 3
women’s (P <0.001)

understanding and
expectation of the
operation

Past psychiatric illness: significant fall in ‘neuroticism’ across the 3 studies (P < 0.001)
Women’s understanding and expectation of the operation:

Satisfaction with GP’s explanation: Study 1: 65%, Study 3: 49% NS

Satisfaction with gynaecologists’ explanation: Study 1: 64%, Study 3: 60% NS

Books and magazines as source of information for women: Study 1: 51%, Study 3: 42% NS
Limited information in 10% of women in Study 1 and Study 3.

Women expressing concern about side effects of hysterectomy: Study 1: 56%, Study 3:41%
NS
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Evidence tables

Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Harkki-Siren Survey Laparoscopic 1165 Women; Undergone laparoscopic Duration of Duration of operation (min): 132 Funding source: Not
199759 EL=3 hysterectomy hysterectomy. céptta.rati?r:j (kr)rlmin)(;j Estimated blood loss (ml): 295 stated
Age=453 Slimated bioo i : Study summary:
Bft\l/I o1y loss (ml): Hospital Hospital stay: 3.3 Lapa);oscopic ry
. ‘ _ : Recovery time (days): 17.9
Weight of uterus = 185 s_tay,. EBCOV‘?W ) = hysterectomy offers a
Indication for surgery: time; Complications - Complications: short hospital stay and
e fibraide = Bleeding = 14 (1.2%) convalescence time to the
kjf;gﬁ;:ggismgﬂ Urinary tract = 32 (2.7%) Pa“e”_‘v b_ut .eﬁectiv.e
Dvsmenorthoea = 96 Bowel = 5 (0.4%) tegghlpg is |mpelrat|ve to
Exdometriosis -9 Infections = 65 (5.6%) minimize, in particular, the
Other = 101 Other = 3 (0.3%) r|§k pf urinary tract
Country: Finland Additional surgery: injuries.
Blood transfusion = 44 (3.8%)
Laparotomy = 47
Laparoscopy = 6
Vaginal surgery = 14
Ureteral stenting = 2
Hur 19955 Case series LAVH 176 Women undergoing LAVH Operating time Mean operating time: 110 min (55-380) Funding source: Not
EL=3 Concomitant Mean age: 40.3 years (27-59) duration of Duration of operation: 4-7 days stated
procedures: Indications: operation Mean recovery period: 3 weeks Studg sun;rrlmry: #AVHd
67 _ 139 myoma recovery period Mean post-op Hgb: 1.2 g/dl gar:,vele;;dee orme
appendicectom 11 dysmenorrhoea post-op hgb Intra-on complications: y b
y 7PID : p comp : Iaparoscop|st§ with
64 posterior 6 DUB intra and post-0p 4 pladder perforation reduced surgical
repair 11 cancerftumour complications 1 massive haemorrhage, requiring 3 units of blood transfusion morbidity, blood loss,
39p 2 TV abscess 1 inferior epigastric injury post-op di?comfon’
dhesiolysi . Post-op complications: recovery time and
adhesiolysis Country: Korea . . . ) . ) o hospitalisation
4050 7 (infection, high fever, perineal palsy, voiding problems, vaginal vault bleeding, incsional
o hernia, pelvic abscess)
10 vaporisation
of
endometriosis
1
salpingectomy
Hurskainen randomised LNG-IUS; 236-119 (116 women; menstruating; subjective Predictors of Neither presence of fibroids nor age were predictors of outcome at 12 months for LNG-IUS ~ Funding source: Not
2004483 EL=3 hysterectomy  available at menorrhagia; aged 35 to 49; outcome or hysterectomy. stated
12 months) to LNG-  completed families; Excluded if - Multiple regression analysis showed that MBL was the most significant factor predicting Study summary: Success
IUS}I 1 t:|7 (1t12 su:)mucoqs f|br0|d§, en(ljometrt|al outcome. or failure of freatment of
?;ar;?)nti:) o zag ?; f :rrgl;zeafri}tl)gid Og\rlivzyr?;ﬁ oms Comparison of women with and without objective menorrhagia (> 80 ml MBL). ;“et”".”:‘ag'ad':rmlﬂt't'
, ) ) ) actorial, so difficult to
hysterectomy pathology. For women in LNG-IUS group women without menorrhagia had better QoL outcomes than predict i individual cases.

Country: Finland

women with menorrhagia on: anxiety (P =0.04), EQ-5D ( P = 0.05). In the hysterectomy
group, women without menorrhagia had better outcomes than those with menorrhagia on:
anxiety (P = 0.007), emotional well-being (P = 0.01) and energy (P = 0.0002).

Women without menorrhagia had better outcomes with LNG-IUS than women with
menorrhagia on EQ-5D (P = 0.03).

Women with menorrhagia had better outcomes with hysterectomy than LNG-OUS for:
anxiety (P = 0.003), general health (P = 0.04), energy (P = 0.05), and pain relief (P = 0.04).
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Heavy menstrual bleeding

Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Johns 19945 case series LAVH 119 women Mean age: 39.2 £ 0.7years Operation time Mean operation time: 79 + 3 min Funding source: not stated
EL=3 undergoing LAVH  Parity: 1.7 + 0.1 blood loss Mean blood loss: 135 + 10 ml (25-500) Study summary: The
82 concomitant Previous abdominal operations: length of hospital Mean length of hospital stay: 59 hours (1-5 days) potential advantages of
oophorectomy 0.9+0.1 sta o LAVH were suggested
Indications: y Intra- and post-op complications:
ndica |Ions. . Intra- and post-0p 1 pladder laceration
67 pelvic pain complications 1 elective bladder entry to resect endometriosis
‘3‘2 DLfB Association 4 others (voiding problems, sinus infection, upper resp infection)
11 peivic mass between Significant association between experience of LAVH and blood loss (P < 0.01) and hospital
myoma . experience of LAVH  ggay (p < 0,001)
9 cervical dysplasia and blood loss and . _—
8 pelvic relaxation hospital stay Association between operating time and blood loss: NS
8 endometriogis Association between no of previous operations and operating time blood loss or length of
3 adenomyosis hospitalisation: NS
3 pelvic adhesion/pressure
Country: USA
Kjerulff Prospective hysterectomy 1299 Women undergoing hysterectomy for  In-hospital In-hospital complications: Funding source: Agency
2000526 case series 30% had benign conditions, enrolled in the complications 21% had no complications of Health Care Policy and
study, concomitant Maryland Women's Health Study Symptoms relief 67% had = 1 mild complications Research, USA
EL=3 surgery fro 1992-1993 (28 hospitals) (vaginal bleeding, ~ 11% had = 1 moderate complications Study summary:
urinary Age range: < 30-70+ years pelvic pain, back 0.7% had = 1 serious complications Significant improvement
incontinence Parity: 0-3+ pain, activity 4% readmission related to hysterectomy during 1st year, 5% in 2nd year (common reasons:  after hysterectomy for
Diagnosis: limitation, sleep infection, adhesions, intestinal blockage and UTI) symptoms relief,
48% uterine lei disturbance, Symot lief psychological function and
. uterine leiomyomas fatigue, abdominal ymptoms refier. quality of life up to 2 years
gof’ merstrual disorders bloating, urinary Mean no of symptoms at problematic-severe levels (adjusted): post-op. Hysterectomy did
9% ‘;ﬁ[i%ampestﬁosis incontinence) 4.0 pre-op not relieve symptoms for
3%3 cancer Psychological 0.9 at 2 years post-op (P < 0.001) those in therapy at time of
3% adnexal condition functions 8% women had same no of symptoms at problematic-severe levels post-hysterectomy as operation and those who
had low incomes
2% infectious condition (depressed, before
Country: USA ﬁmgzsr)]:?r? QoL Psychological functions and limitations in QoL:
(physical, social Si%niﬁcant im.prover.nent post-op (P < 0.001)
functions, poor 730/0 deplressmr? relieved
health perception) 68% anxiety relieved » . .
) 89% no longer reported limited social function
Problems relieved _ ) - .
and new problems Predictors of lack of symptom relief by logistic regression:
Predictors of lack of  Baseline depression and therapy sig associated with poor outcomes (OR 3.46, 95%Cl 1.84
symptom relief 106.51)
BSO sig. associated with symptom relief at 2 year (OR 2.01, 95%Cl 1.14 to 3.53), but not at
1 year (OR 1.48, 95%Cl 0.82 to 2.75)
Household income of < $35,000 sig. associated with lack of symptom relief (OR 0.37, 95%
C10.24 10 0.59) at 2 years
Malzoni Case series; LAVH 1020 (series Women; symptomatic myomas or Operating time Series 1 (1997 to 1999) vs series 2 (2000 to 2002): Funding source: Not
20045% retrospective 1= 396, series uterine fibroatosis; not suitable for (min); Hospital stay  Operating time (min): 105 vs 80 stated
EL=3 2=624) vaglngl hyster.ectomy. . gidnz]ﬂéls(zj;aRE;:'overy Hospital stay (days): 2.4 vs 2.3 Study summary:
Baseline (Series 1, Series 2): days), . ] Laparoscopic
Ade: 50.1. 49.8 complications; Recovery time (days): 19 vs 20 hysterectomy is a safe,
B,‘(\]M; 25:2: 248 Postoperative Postoperative haemoglobin drop (g/dl): 1.44 vs 1.39 effective, and reproducible

haemoglobin drop
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Evidence tables

Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Indication: (grdI) Complications: technique after completion
Uterine size > 12 weeks: 171, 398 Bowel injury — 0 vs 1 ofa peﬂodtof t;a'néngd,
ies: Bladder rupture — 5 vs 1 necessary lo siancardize
AQnexaI patholo_gles. Af3' 61 ) s _ the procedure. The results
History of chronic pelvic pain: 34, 55 Ureteral injury -2 vs 0 .
Endometriosis: 71, 111 Vascular damage — 1 vs 1 support the importance of
Limited vaginal access: 6 vs 9 Febrile morbidity from infection — 22 vs 32 optimizing some steps of
Previous laparotomy: 58, 96 Vaginal cuff haematoma - 2 vs 0 the surgical technique to
. s _ reduce severe
Previous laparoscopy: 42, 68 Vault prolapse — 4 vs 0 o
Country: Ita Vaginal cuff granulation — 4 vs 3 complications.
ountry: ftaly Hernia complication — 0 vs 0
Re-operation: 2 vs 1
Blood transfusions: 2 vs 1
Maresh Clinical auditof ~ Hysterectomy 37048 cases of Median age: 45 years (12-91) (70%  Length of stay LOS: Funding source: DH
2002 a group of hysterectomy <50 years) (LOS) Median 5 days (1-205, mode 5 days) BUPA Foundation
Ezzfsr?:t:my 46% had dysfunctional uterine deaths AH: mode 5 days
ulfcentre bleeding with no gynae pathology Peri-operative VH: mode 4 days
cohort study 67% treated by AH complications LH: mode 3 days
EL=3 Indications: Deaths:
46% DUB (7% fibroids) 14 deaths (8 AH; 6 VH; 0 LH) reported 6 weeks post-op (Mortality rate 0.38/1000, 95% ClI
35% fibroids (12% clinically relevant) 0.25t0 0.64)
4% previous treatment with Median age at death: 58 years
endometrial resection/ablation . . .
Country: UK Peri-operative complications:
ountry: Respiratory/CVS complications@
Significantly less risk with VH (Age adjusted — OR 0.51, 95% CI 0.33 to 0.79)
Significantly less bleeding with VH in older women (age dichotomised to = 50 years)
Significantly higher rate of complications with LH vs AH and VH (visceral damage,
haemorrhage, return to theatre) (crude OR 1.75, 95% Cl 1.36 to 2.24)
Bladder damage : 0.5-0.6% for all methods
McPherson Cohort TCRE; Numbers Women; undergone TCRE or Libido loss, difficult  Adjusted OR for loss of libido against TCRE (adjusted for age and HRT use): Funding source:
200530 EL=3 hysterectomy  responding at hysterectomy. sexual arousal; Some - Hysterectomy = 1.25 (1.13 to 1.39), BSO = 1.32 (1.16 to 1.51), P = 0.254 Department of Health and
with or without 5 year follow-up:  Average age at 5 year follow-up: vaginal dryness.  Severe - Hysterectomy = 1.29 (1.16 to 1.44), BSO = 1.68 (1.48 to 1.92), P < 0.001 BUPA foundation
BSO ;CFFE = ?845'— 439 TCRE= 47.9, hysterectomy = 54.1, Extreme — hysterectomy = 1.42 (1.2 to 1.65), BSO = 1.80 (1.51 to 2.14), P < 0.001 Study summary: At
7yf1yesr?ecr;cr?gm_y BSO =506 Adjusted OR for difficulty of sexual arousal against TCRE (adjusted for age and HRT use): 9 r)}/eahrsdfollo&/v up women
ahd BSO = 2305 Country: UK Some — Hysterectomy = 1.16 (1.05 to 1.29), BSO = 1.27 (1.11 to 1.44), P = 0.068 n’ ;eraectgnm e:gsgfted
Severe — Hysterectomy = 1.28 (1.15 to 1.44), BSO = 1.79 (1.56 to 2.05), P < 0.001 inycrease psy)éhosexual
Extreme — hysterectomy = 1.35 (1.15 to 1.58), BSO = 1.82 (1.52 t0 2.19), P < 0.001. problems than those who
Adjusted OR for vaginal dryness against TCRE (adjusted for age and HRT use): had undergone TCRE,
Some - Hysterectomy = 1.28 (1.15 to 1.41), BSO = 1.17 (1.03 to 1.33), P = 0.057 and these figures were
Severe — Hysterectomy = 1.55 (1.36 to 1.78), BSO = 1.43 (1.22 to 1.69), P = 0.170 higher for women who had
Extreme — hysterectomy = 1.50 (1.19 to 1.88), BSO = 1.69 (1.29 to 2.22), P = 0.195. had BSO at the time of
hysterectomy.
McPherson Case series Women 37295 cases of Median age: 45 years (12-95) Peri- and post-op 14 deaths (0.38/1000) (No death in LH group) Funding source: DOH
20042 EL=3 undergoing - hysterectomies - 46% DUB complatons Operative complications in: BUPA
abdomina 19% fibroids association i
hysterectomy 190/2 orolapse between these 3% overall Study sum_mary. Younger
(67% AH, 30% complications and ~ Age: women, with more

5% endometriosis/adenomyosis
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Heavy menstrual bleeding

Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
VH, 3% LAVH) 3% pelvic mass age, comorbidity, 20-39 (NS) vascular pelvises,
729% received 8% misc indications, pre-op  40-49 (Reference category) undergoing hysterectomy,
antibiotic Country: UK use of antibiotics, 50-2=60 (NS) especially LAVH for
prophylactic grage o; surgeon, Operator: ﬁbroiqs, are at most risklof
. grade o experiencing severe peri-
58% Cl?mted by supervisors and Consultants vs non-consultants (NS) and post-operative
consultants ) types of Supervisor: complications. A less
Hysterectomie hysterectomy Non-supervised vs consultant (Adjusted OR 1.27, 95% CI 1.06 to 1.52) invasive approach for
s by non- Non-supervised vs non-consultant (NS) fibroids for this group wil
consultants Indications: be beneficial. A less
(34% ) invasive approach for DUB
supervised) DUB (Reference category) needs further evaluation
<2% by un- Fibroids (4.4% vs 3.6%, adjusted OR 1.34, 95%Cl 1.14 to 1.56)
supenvised Endometriosis/prolapse, pelvic mass and others (NS)
SHO History of serious illness:
152/194 No (ref category)
consultants Yes (4.8% vs 3.4%, adjusted OR 1.47, 95%Cl 1.18 to 1.82)
performed LHs Method:
11% LH by AH (ref category)
non- VH (NS)
consultants LAVH (6.1% vs 3.6%, adjusted OR 1.92, 95%Cl 1.48 to 2.50)
0,

Eﬁfsl/f envised Reduction in risk associated with increasing age in women with fibroids but not DUB
3% P ' Post-op complications:
supervised) 1% overall

Age:

20-39 (NS)

40-49 (Reference category)

50-260 (NS)

Operator:

Consultants vs non-consultants (NS)

Supervisor:

Non-supervised vs consultant (NS)
Non-supervised vs non-consultant (NS)

Indications:

DUB (Reference category)
Fibroids (1.2% vs 1.0%, adjusted OR 1.34, 95%Cl 1.10 to 1.95)
Endometriosis/prolapse, pelvic mass and others (NS)

History of serious illness:

No (ref category)
Yes (NS)

Method:

AH (ref category)
VH (1.2% vs 0.9%, adjusted OR 1.39, 95% CI 1.01 to 1.90)
LAVH (1.7% vs 0.9%, adjusted OR 1.92, 95%CI 1.00 to 2.68)

Prophylactic antibiotics:
No (ref category)
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Bibliographic
information

Study type and  Aim of study

evidence level

No. of patients

Population characteristics Outcomes

Results

Source of funding and
additional comments

Yes (NS)
Operative complications:

No (ref category)
Yes (adjusted OR 8.39, 95% Cl 6.53 to 10.77)

McPherson
2005381

Prospective
cohort

EL=3

TCRE;
Hysterectomy

11323 (5592 with
TCRE, 5731 with
hysterectomy —
1240 vaginal, 4227
abdominal, 251
LAVH)

Women; undergone hysterectomy or
TCRE for DUB.

Mean average age: TCRE = 42.17,
Hysterectomy = 42.21

Presence of fibroids: TCRE = 924 of
3740 (24.71%), hysterectomy = 424
(7.44%) of 5701

Country: UK

Risk of urinary
incontinence

OR of Urinary symptoms for hysterectomy compared with TCRE (adjusted for age, BMI,

number of pregnancies, caesarean sections, fibroids, co-morbidities, age of first
pregnancy):

Urinary incontinence — mild: OR = 1.28 (1.12 to 1.45)
Urinary incontinence — severe: OR = 1.54 (1.29 to 1.85)
Urinary frequency — mild: OR = 1.17 (1.04 to 1.33)
Urinary frequency — severe: OR =1.36 (1.14 to 1.62)
Nocturia — mild: OR 1.23 (1.04 to 1.46)

Nocturia — severe: OR 1.28 (1.09 to 1.50)

Vaginal:

Urinary incontinence — mild: OR = 1.19 (1.00 to 1.41)
Urinary incontinence — severe: OR = 1.52 (1.20 to 1.93)
Urinary frequency — mild: OR = 1.28 (1.08 to 1.52)
Urinary frequency - severe: OR = 1.51 (1.20 to 1.90)
Nocturia — mild: OR 1.34 (1.06 to 1.69)

Nocturia — severe: OR 1.33 (1.08 to 1.64)

Abdominal:

Urinary incontinence — mild: OR = 1.30 (1.15 to 1.46)
Urinary incontinence — severe: OR = 1.59 (1.34 to 1.89)
Urinary frequency — mild: OR = 1.10 (0.97 to 1.23)
Urinary frequency — severe: OR = 1.15 (.96 to 1.37)
Nocturia — mild: OR 1.19 (1.01 to 1.39)

Nocturia — severe: OR 1.17 (1.00 to 1.36)

LAVH:

Urinary incontinence — mild: OR = 1. 8 (1.28 to 2.59)
Urinary incontinence — severe: OR =2.02 (1.32 to 3.07)
Urinary frequency — mild: OR = 1.03 ( .74 10 1.43)
Urinary frequency — severe: OR = 1.33 (0.85 to 2.07)
Nocturia — mild: OR 1.03 (0.68 to 1 57 )

Nocturia — severe: OR 0.90 (0.57 to 1.41)

Funding source: DoH and
BUPA

Nathorst-Boos
1992486

Survey
EL=3

Hysterectomy

678

Women; aged < 55; Hysterectomy
for benign conditions.

Indication:

Leiomyoma = 78.9%
Endometriosis = 10.8%

Symptoms (% before-after surgery):

HMB = 67.5vs 0
Dysmenorrhoea = 43.8 vs 2.2
Pressure =41.8 vs 6.2
Frequent nocturia = 28.4 vs 2.4
Pain=174vs 1.8
Dyspareunia = 15.2 vs 3.4

No complaints = 6.8 vs 71.4

Country: Sweden

positive and

hysterectomy

Patient opinions on

negative aspects of

Advantages of hysterectomy:

No bleeding = 53%

No pain or pressure = 21.2%

Feel strong, healthy, fit = 13%

No need for contraceptives = 12%
No social handicaps = 4.8%

No worry about cancer = 4.1%
Better blood count = 3.8%

Better sexual life = 2.9%

Other = 3.5%

Disadvantages:

Hot flushes = 6.1%

Ugly scar = 3.4%

Dry sore mucous membranes = 4.0%
Weight gain = 3.5%

Incontinence = 2.9%

Funding source: Not
stated
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Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Panici 200557  case series minilaparotomy 148 women All women: Operating time Operating time: 50 min (34-88) Funding source: not stated
EL=3 hysterectomy  undergoing AH Median age: 47 years (37-85) intra- and post-op 0 intra-operative complications Study summary:
(1.1§| t Median BMI: 25 (18-45) complications 0 needed blood transfusion Minilaparotomy
minilaparotomy Median parity: 2 (0-4) Post-op sta .- _ . hysterectomy is feasible
hysterectomy) for p stay 16 (14%) minor post-op complications ( not specified) f derqoi
benian avhae 27(18%) menopausal women Median bladder drainage: 1 day (12 Or women undergoing
p qn gy 18 (12%) hypertension ledian bladder drainage: 1 day (1-2) hysterectomy for benign
isease 1(19%) diabetes Median post-op stay: 3 days (2-5) disease because of the
Reasons for 1 (1%) myastenia excellent outcomes
hysterectomy: . achieved
o Country: Italy
115 (78%) fibroids
with HMB
20 (13%) fibroids
with adnexal
pathology
7 (5%) stress
incontinence
6 (4%) DUB
Parkar Retrospective LAVH 149 LAVH Women undergoing LAVH Operation time Operation time: 45-245 min (58% between 91-120 min) Funding source: Not
20045 case analysis 86 Menorrhagia Hospital stay Hospital stay: 2-29 days (95% 2 nights) stated
EL=3 27 dysmenorrhoea Intra- and post-op  Intra-op complications: Study summary: LAVH
21 intermenstrual bleeding complications 5 bladder injury gaining popularity
9 post-coital bleeding 1 venticular fibrillati
3 asymptomatic fibroids 9 \éen |c|q ar fiorilation
3 renal changes on IVP owe |nJury. )
84 previous surgery Post-op complications:
Age: 35-> 56 (51% between 46— 1 intra-abdominal haemorrhage
50 years) 2 omental evisceration
. 1 intestinal obstruction
Country: Kenya 1 bladder injury ( delayed recognition)
Laparotomy conversion:
Intra-op: 5 due to bladder/rectal injury
Post-op: 3 due to bladder tear and bleeding
Riza 19975%¢  Case series LAVH 209 (1090 records ~ Women; LAVH for benign condition ~ Operative time; Average operative time = 117.3 minutes Funding source: Not
EL=3 available for Endometriosis = 52.2% operative blood Post-operative length of stay = 0.7 days stated
review) Leiomyomas = 30.2% loss; complications;

Endometriosis and
Leiomyomas = 8.8%
Menorrhagia = 5%
Adenocarcinoma = 1.1%
Squamous = 1.1%
Cancer in situ and
menorrhagia = 0.5%
Other=1.1%

Average age =41.3
Gravidity = 2.7

Weight (Ibs) = 159.6
Uterine weight (g) = 178.6
Country: USA

Length of stay

Average intra-operative blood loss = 242.3 ml

Complications: fever = 6, transfusion = 3, UTI = 2, Vaginal cuff cellulitis = 1
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Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Schofield retrospective Hysterectomy 236 Women who had had a Hysterectomy Hysterectomy characteristics: Funding source: NH and
1991600 survey by hysterectomy between 2-10 years characteristics Perceived reasons: MRC Public Health Grant
telephone ago (50% between 2-5 years, 50%  perceived benefits . . Stud  Hiah
e 50% for bleeding and pain udy summary: nig
|nterv:ew and between 6-20 years) and problems 200/2 fibroids gance levels of satisfaction with
zﬁztsationnaire 512/0 hysterectomy only Satisfaction with 16% prolapse hysterectomy. Problems
13% hysterectomy + 1 ovary hysterectomy 17% endometriosis after hysterectomy also
EL=3 36% hysterectomy + BSO . . high enough to warrant
) Perceived benefits: ideration for trials of
Mean age at time of hysterectomy: o . consideration for trials o
57% relief from heavy periods hysterectomy vs
44.2 years (28-68) 0 ! . Y my
i Overall 66% of all symptoms experienced before hysterectomy have improved conservative treatment
Country: Australia 28% no different
59% had symptoms made worse by hysterectomy (22% required visit to GPs and 7% to
gynaecologist in previous 12 months)
Satisfaction with hysterectomy:
96% women satisfied
95% would make same decision again
4% said hysterectomy caused more problems
7% would not have agreed to have op
Women with fewer than 3 children significantly more satisfied with their recovery
Women aged < 50 years more likely to be satisfied with hysterectomy outcome
Takamizawa  Case series Total 923 Women; undergone hysterectomy Complications Complications: Funding source: Not
1999601 EL=3 hysterectomy for uterine fibroids Bladder laceration = 5 stated
Country: Japan Ureteric injury = 5 Study summary: The
Bowel injury = 2 incidences of
Haemorrhage requiring transfusion = 41 complications and
Pulmonary embolism = 1 unrecognized uterine
Re-operation = 1 malignancies were similar
Prolonged paralytic ileus = 6 to the results of previous
Vaginal vault problem =7 studies. Of patients
Abdominal wound dehiscence = 3 undergoing hysterectomy
for presumed benign
leiomyomas, the risk of
major complications was
6.0% (55/923) and the risk
of preoperatively
undiagnosed uterine
malignancies was 0.4%.
Toma 200402 Retrospective Hysterectomy  chart audit of 372 Mean age: 48.5 £ 11.5 years Factors associated 26 visited emergency room within 30 days of discharge Funding source: not stated
chart audit hysterectomies Mean BMI: 28.6 7.3 (29.6% BMI with: 19 readmission Study summary:
_ — . 0, > . : .
EL=3 25-29.9, 3?'“’ BMI 2 30) length of stay (LOS) 1539 infections (UTI, wound and pelvic) (significantly higher BMI and longer LOS length of ~ Significant reduction in
Mean Parity: 2.1 £ 1.5 in thi LOS with the VH when
length of surgery surgery in this group) >
78% AH L o compared with AH
14% VH indication for 4% repeat/unplanned laparotomy
5.9% LAVH surgery ﬁ"d 24.5% other complications (11.3% excessive bleeding, 5.4% post-op ileus)
2.2% VH converted to AH approz?c ) < 2% bladder, bowel, pulmonary function, cardiac function or drug reactions
79.8% total hysterectomies readm}sspns Removal of both or last ovary:
106/'1 % §ub/tota| i ) Icomp|||cat|ons 65% (57% of the 257 pre-menopausal women; 84% of the 113 post-menopausal women).
4% radicalimodified radical infections 35% in women with dysfunctional uterine bleeding.
hysterectomies

repeat laparotomies

71.4% in women with leiomyomas.
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Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Indications: Rate of concurrent  AH vs VH:
26.4% abnormal uterine bleeding oophorectomy Age-NS
16% leiomyomas BMI-29.2 (7.8) vs 25.8 (4.6) (P < 0.01)
11.4% pelvic mass, neoplasm or LOS in days - 5.2 (4.8) vs 3.0 (1.6) (P < 0.01)
cyst Length of surgery in minutes — 106.3 (48.7) vs 84.7 (34.6)
11% endometrial/ovarian/cervical Infection — NS
cancer Readmission - NS
10.6% Chronic dysmenorrhoea Excessive bleeding or complication — NS
8.9% endometrial hyperplasia, Logistic regression:
gygg/nlasm or family hls_ton/ o_f cancer Patient 1.1 times more likely to have AH for each one-point increase in BMI (P = 0.003);
.6% pelvic prolapse/incontinence . h . X .
5.1% endometriosis 47.6 times more I_|ke|y to hav_e AH if concurrent .un|IateraI/b|I_alteraI oophorectomy
2.9% chronic salpingitis, hydro- and (P <0.001); 1.7 times more likely to have VH with each additional child
pyo-salpinx
16% had diagnosis of cancer pre-op
20% had diagnosis of cancer post-
op
Country: Canada
Varol 2001524 retrospective VH, AH and 1940 women VH: Post-op Post-op complications: Funding source: Victoria
review of LAVH undergoing Mean age: 57 years complications and  Mortality rate: 1.5/1000 women Medical Foundation
medical records  prophylactic hysterectomy for Mean parity: 3.1 injuries to adjacent VH: Study summary: Higher
EL=3 antibiotics benign non- 6.5% Leiomyomas organs no - complication in AH than
received: obstetric indications  1g 59 pUB 27.30Aa overall complication rates VH
45% AH 1986-1995: 0% endometriosis ;Oﬁ/;nf?brtlilenmorbmny
84% VH 462 (24%) VH 1.7% adenomyosis 5.°/ ;aerﬁgrrohas e requiring transfusion
80% LAVH 1440 (74%) AH 67.3% uterovaginal prolapse 10/" intend dg equinng | d
36 (2%) LAVH 2.6% cervical dysplasia o unintenaed major surgical procedure

0% adenal mass

0% PID

0.2% endometrial hyperplasia
0.9% pelvic pain

1.3% others

AH:

Mean age: 45.3 years
Mean parity: 2.5

34% Leiomyomas

26.5% DUB

5.4% endometriosis

11% adenomyosis

0.4% uterovaginal prolapse
4.9% cervical dysplasia
7.6% adenal mass

1.7% PID

4.3% endometrial hyperplasia
2.6% pelvic pain

1.5% others

LAVH:

Mean age: 44.4 years
Mean parity: 1.8
25% leiomyomas

0% life-threatening event

2.4% re-hospitalisation

3.4% minor complications (retention, incontinence, ileus etc)

Injuries to adjacent organs (0.5-1.5% bladder, 0.05-0.1% ureter, 0.1-0.8% bowel, 0.1-
0.2% vesicovaginal fistula)

AH:

44% overall complication rates

15.9% febrile morbidity

12.6% infections

6.5% haemorrhage requiring transfusion

3% unintended major surgical procedure

0.4% life-threatening event

2% re-hospitalisation

14.4% minor complications (retention, incontinence, ileus etc)

Injuries to adjacent organs (1-2% bladder, 0.1-0.5% ureter, 0.1-0.5% bowel, 0.1 -0.2%

vesicovaginal fistula)
LAVH:

22.2% overall complication rates

5.5% febrile morbidity

0% infections

5.5% haemorrhage requiring transfusion
2.8% unintended major surgical procedure
0% life-threatening event
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Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
50% DUB 8.3% re-hospitalisation
11% endometriosis 2.8% minor complications (retention, incontinence, ileus etc)
0% adenomyosis Injuries to adjacent organs (1.1% bladder, 0.3% ureter, 0.5% bowel, 0.3% vesicovaginal
2.8% uterovaginal prolapse fistula)
0% cervical dysplasia
0% adenal mass
0% PID
0% endometrial hyperplasia
5.6% pelvic pain
5.6% others
Concurrent surgical procedures:
VH:91.5%
84.8% colporrhaphy
2.2% adnexectomy
0% adhesiolysis
1.3% Burch colposupension
0% appendicectomy
0% lipectomy
3.2% other
AH: 65.7%
1.9% colporrhaphy
50.8% adnexectomy
4.5% adhesiolysis
2.3% Burch colposupension
3.7% appendicectomy
Walker Cross-sectional  UAE 258 questionnaires  Women; undergone UAE Amenorrhoea/meno  Amenorrhoea/menopause rate: Funding source: Not
2006503 survey sent out, 172 Country: UK pause rate; vaginal  Amenorrhoea = 8 stated
EL=3 replied discharge; sexual Normal flow = 96
function; Reduced flow but heavier than normal = 32
subsequent No change = 4
treatment for Heavier = 1
fibroids; Longer = 3
Sa&sfachon with Reduction only temporary = 32

164 women were pre-menopausal at time of treatment
Vaginal discharge:

83 women complained of vaginal discharge post-treatment.
Sexual function:

Improved = 31

Same = 64

Worse = 12

Subsequent treatment for fibroids:

28 (16%) had further treatment.

Satisfaction with UAE:
Very satisfied = 104
Satisfied = 48

Dissatisfied = 5
Very dissatisfied = 2
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Bibliographic ~ Study type and Aim of study  No. of patients Population characteristics Outcomes Results Source of funding and
information  evidence level additional comments
Quality of life:
Better = 146

Not improved = 8
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Table 13.1 Oophorectomy undertaken at the time of hysterectomy — comparative studies

Evidence tables

Bibliographic ~ Study type and ~ No. of patients  Patient characteristics Intervention and Follow-up Outcome measures  Effect size Source of funding and
information  evidence level comparison additional comments
Ballard Chart review 151 (90 ovaries  Population characteristics: Removal of ovaries and No follow-up Success of operation  There was no statistical difference between groups on any of ~ Funding source: Not stated
199651 EL=2- removed, 61 Women; > 50 years old; vaginal  fallopian tubes (ovary removal); the outcome measures.
ovaries not hysterectomy operating time; Only difference was age of groups (66.4 for BSO vs 71.1 or
removed) Country: USA estimated blood loss;  non-8SO)
length of stay; ) .
complications Of the 61 women where ovaries were not removed:
In 48 cases women wanted BSO, but ovaries were found to
be normal or could not be removed vaginal.
In 12 cases women opted not to have BSO.
In 1 case women had already had BSO.
Davies Prospective 88 (40 Population characteristics: Hysterectomy with or No follow-up Duration of surgery; Comparison of oophorectomy vs no oophorectomy: Funding source: Not stated
1996542 cohort oophorectomy, ~ Women; undergone without cophorectomy uterine weight; Duration of surgery( min) 88.3 vs 64.9 (P < 0.001)
EL =2+ 48 no hysterectomy with estimated blood loss;  UJterine weight — 243 vs 275.7
oophorectomy)  oophorectomy or not. blood transfusions; Estimated blood loss (ml) 262 vs 227
Oophorectomy vs no overall complications;  Blood transfusions — 3 vs 4
oophorectomy major complications;  Qerall complications - 16 vs 14
Age = 48.6 vs 43.1 post-operative stay Major complications ~ 1 vs 4
o Post-operative stay — 3.9 vs 3.8
Indications:
DUB=18vs 19
Fibroids = 15 vs 20
Country: UK
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Table 13.2 Oophorectomy undertaken at the time of hysterectomy — non-comparative studies

Bibliographic ~ Study typeand  Aim of study No. of patients  Population characteristics Outcomes Results Source of funding and
information evidence level additional comments
Bhavnani Qualitative Oophorectomy 16 Women; waiting for Patient opinions on Women who want to retain ovaries view them as a healthy organ that does notneed  Funding source: NHS R&D
20033 interviews hysterectomy for benign oophorectomy removing. programme
EL=3 conditions. Women who wanted oophorectomy viewed ovaries as source of problems, and
Average age =45 needed to be removed.
Country: UK Women often expressed views that ovaries were ‘worn out’ so should be removed.
Few women talked about long-term impact of oophorectomy for preventing ovarian
cancer.
Women who wanted oophorectomy highlighted potential of ovarian cancer.
Women who wanted to retain ovaries often expressed concern about menopause,
and want to postpone it as long as possible.
For all women, the health professional played a key role in the evolution of patient
preferences.
Women highlighted that it was them who had to raise the issue of oophorectomy.
Women had a variety of sources of information about oophorectomy — books,
newspapers, internet and people.
Fry 200125 Survey Factors influencing ~ 58: 30 having women Factors related to Frequency of item being rated high or extremely important: Funding source: Not stated
EL=3 decision to have oophorectomy,  Country: UK oophorectomy Reducing risk of ovarian cancer, reducing cancer worry, Age, worries about
oophorectomy 28 ovarian effectiveness of screening, partner’s attitude, loss of periods. All at P < 0.05
sereening No difference for other factors — need for HRT, risks of surgery, recovery time, desire
for children.
Hallowell Interviews Information needs 23 Women; Undergone bilateral ~ Themes related to Information needs of women: Funding source: Not stated
2000540 EL=3 of women oophorectomy; pre- patient information Oophorectomy will lead to menopause
undergoing menopausal needs What menopausal symptoms to expect
oophorectomy Country: UK The need to use HRT
Risks and benefits of HRT
Financial cost of long-term prescriptions
Type of surgery being undertaken
Convalescence
Inherited genetic mutations
Parker 20056 Modelling Oophorectomy or Unknown Women undergoing Risk of mortality by age ~ Ovarian conservation and no ET vs oophorectomy and no ET vs ovarian Funding source: No stated
EL=3 no oophorectomy; oophorectomy at time of 80 by hip fracture, conservation and ET vs oophorectomy and ET. Study summary: Ovarian
W'tthOUt orr\:wth hyst(jgtrgctomy for benign ovarian canier, breast  proportion of women aged 50 to 54 alive at age 80 (%): conservation until at least age
eefogen fherapy soneens ﬁzg(r:tecr!}sset;()s: ,O(iﬁg)rnary Ovarian conservation and no ET = 62.46 65 benefits long-term survival
' Oophorectomy and no ET = 53.88 for women at average risk of
Ovarian conservation and ET = 62.75 ovarian cancer when
Oophorectomy and ET = 62.15 undergoing hysterectomy for
benign disease.
Wagner 20005  Survey Opinions on 138 individuals ~ Women; BRCA1 or BRCA2 Willingness to undergo ~ Women'’s views about oophorectomy (both affected and non-affected carriers) agree  Funding source: Not stated
EL=3 prophylactic in 35 families gene mutation surgery; attitude to vs disagree:
oophorectomy Country: Austria surgery; surveillance vs - willingness to undergo surgery: 30 vs 0
and/or mastectomy surgery; feelings Attitude to surgery: 15 vs

associated with surgery;
effect of surgery on
QoL; Motivation in

Surveillance vs surgery: 25 vs 4
Feelings associated with surgery:
Anxiety = 15vs 8
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Bibliographic ~ Study typeand  Aim of study No. of patients  Population characteristics Outcomes Results Source of funding and
information evidence level additional comments
favour of surgery. Helplessness = 9 vs 11
Invasion of privacy = 10 vs 13
Effect of surgery on QoL:

General = 13 vs 6
Female identity = 12 vs 12
Sexuality = 11 vs 13

Motivation in favour of surgery:

Future plans =10 vs 11
Reduced cancer risk =17 vs 7
Fear of dying of breast cancer = 16 vs 8
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Table 14.1 Surgical competencies in HMB — comparative studies

Population characteristics

Intervention and
comparison

Follow-up

Outcome measures

Source of funding and
additional comments

Effect size

Bibliographic ~ Study type and  No. of patients

information evidence level

Arndt 1995550 Case series 2220 Total abdominal
EL=2+ hysterectomies; total

cholecystectomy = 43
70; transurethral
prostatectomy = 2851
; Intervertebral disc
excision = 1764.

MedisGroup Comparative
Hospital Database: total
cholecystectomy;
transuretheral
prostatectomy; Total
abdominal hysterectomies;
Intervertebral disc excision.

Country: USA

total cholecystectomy;  N/A
transuretheral
prostatectomy; Total
abdominal

hysterectomies;
Intervertebral disc

excision.

Volume-outcome
relationship on length
of stay and cost

Effect of surgeon volume of total charge based on multivariate Funding source: Not stated
regression: beta-coefficient = 0.005, T-statistic = 0.71 (NS). Cost

was significantly influence by patient age and severity.

Effect of surgeon volume on length og stay: beta-
coefficient = 0.021, T-statistic = 2.98 (P < 0.05). Length of stay
more influenced by age and severity

All other procedures show stronger volume outcome
relationships.

Total cholecystectomy: beta-coef = -0.128 and t-

statistci = 20.38; transuretheral prostatectomy — beta-

coef = -0.49 and t-statistic = 8.13; Intervertebral disc excision —
beta-coef = -0.091 and t-statistic = 20.48.
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Table 14.2 Surgical competencies in HMB — non-comparative studies

Evidence tables

Bibliographic ~ Study typeand  Aim of study Outcomes

information evidence level

No. of patients  Population characteristics

Results Source of funding and

additional comments

Abramovich Audit
1995546 EL=

Endometrial 978
ablation

Women; undergone
endometrial ablation

Country: UK

Complication rates;
satisfaction levels

Funding source: Clinical
Response and Audit
Group

Operative complications:

Fluid overload = 61
Uterine perforation = 11
Excessive bleeding = 35
Immediate surgery = 12
Death = 1

Satisfaction at 12 months:

Very satisfied = 283 (53%)

Satisfied = 167 (31%)

Dissatisfied = 65 (12%)

Very dissatisfied = 22 (4%)

Further treatment for failed EA by 24 months:

Repeat ablation = 84
Hysterectomy = 73
Drug treatment = 107
HRT = 60

No association between operator experience and outcomes.

Case series
EL=3

Altgassen
200451

Laparoscopic-
assisted
vaginal
hysterectomy

929 patients -
33 surgeons

Laparoscopic-assisted
vaginal hysterectomy
Splitinto 3 groups: O, A, B
0O = surgeons doing fewer
than 30 procedures

A = Procedures 1 to 30 for
surgeons doing more than
30

B = Procedures > 30 for
surgeons doing more than
30 procedures.

Country: Germany

Volume—-outcome
assessment

Change in duration, intraoperative complications and postoperative complications with experience:
1t0 10 (n = 273) - 145.8 min, 7, 22

111020 (n=131)-144.7,5, 14

21-30 (n=97)-148.3, 3, 12

31-40(n=80)-131.3,0,8

41-50 (n=75)-1384,0,3

51-75(n=129)-122.1,2,12

76-100 (n =98)-117.3,0, 8

>100 (n =46)-120.8,0,0

Analysis showed reduction in complication rates ater 30 procedures.
Group O (< 30 procedures):

Intra-operative compications = 5 (1.9%)
Post-operative complications = 17 (6.5%)

Group A (Procedures 1 to 30 in surgeons undertaking > 30):

Intra-operative complications = 10 (4.2%)
Post-operative complications = 31 (12.9%)

Group B (Procedures > 30 in surgeons undertaking > 30):

Intra-operative complications = 2 (0.5%)
Post-operative complications = 30 (7.0%)

Significant difference between A and B, and between A and O. Not difference between O and B.

Funding source: Not
stated

Luft 1987552 Audit
EL=3

Volume- 20249
outcome

relationship

Actual vs expected mortality by volume performed: 1 to 24 hysterectomies per year OR = 1.874; 361
or more hysterectomies per year OR = 0.733

Overton Audit
1997545 EL=3

Endometrial 18641 cases

ablation

Women; undergone
endometrial ablation

Country: UK

Complications rates;
Operator experience

Peri-operative complications:
Loop and ball = 171 (4.20%)

Loop alone =229 (6.40%)
Laser = 46 (2.70%)
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Bibliographic
information

Study type and  Aim of study

evidence level

No. of patients

Population characteristics

Outcomes

Results

Source of funding and
additional comments

Ball alone =13 (2.10%)
Total = 474 (4.44%)

Intra-operative emergency surgical procedures.

Loop and ball = 50 (1.36%)

Loop alone =69 (2.39%)

Laser =6 (0.34%)

Ball alone =6 (1.11%)

Total = 135 (1.26%)

Immediate complication by operator experience:
<100 =107 (8.1%)

101-200= 26 (4.0%)

201-300 = 36 (5.6%)

301-400 =9 (4.1%)

401-500 = 12 (5.0%)

>500=7 (4.8%)

P <0.005 for trend

Uterine perforations by experience:
<100 =53 (4.0%)

101-200 = 4 (0.6%)

201-300 = 11 (1.7%)

301-400 = 3 (1.4%)

401-500 = 2 (0.8%)
>500=1(0.7%)

P < 0.00005)

Operative haemorrhage by experience:
<100 =52 (4.0%)

101-200 = 16 (2.5%)

201-300 = 26 (4.0%)

301-400 = 5 (2.3%)

401-500 = 10 (4.1%)

> 500 =4 (2.8%)

P> 0.040 for trend

Overton
1995544

Audit/Survey
EL=3

Endometrial
ablation

7426

endometrial ablation.
Part of MISTLETOE survey
Country: UK

Training standards of
those performing
endometrial ablation

Training standards for TCRE:

Of 5388 undertaken 1095 were by surgeons who had not attended a traiing course and who were
not surpervised. 1686 were undertaken by surgeon who had not attended a course. 2790 were
undertaken with no prior supervision.

Training standards for laser ablation:

Of 983 undertaken 15 were by surgeons who had not attended a traiing course and who were not
surpervised. 16 were undertaken by surgeon who had not attended a course. 73 were undertaken
with no prior supervision.

Funding source: Not
stated

Roos 1986553

Audit
EL=3

Volume-
outcome
relationship

6609

Country: Canada

adjusted OR comparing low to high volume by procedure: hysterectomy = 1.35 (95% CI 1 to 1.82
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Evidence tables

Bibliographic ~ Study typeand Aim of study  No. of patients  Population characteristics  Outcomes Results Source of funding and
information evidence level additional comments
Spies 2001547 Training Training Country: USA Training fellowship: 100 arteriographic procedures, including at least 50 visceral catherisations and ~ Funding source: Not
guideline standards 25 selective embolisation proceudres. stated
EL=4 required for Qualification by experience: As above
UAE . - )
Radiation safety training also required.
Spies 2004549 Consensus Consensus No patients Country: USA Experience; Audit Two consensus statements reported: SIR report suggests volume of 25 operations required, Funding source: Not
statement statement on standards McLucas suggests 12.5 in order to be competent. stated
EL=4 credentials
needed to
perform UAE
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