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Random sequence generation (selection bias) | Low risk Judgement Comment: Randomized via statistical program
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e e Judgement Comment: Not described but probably not possible
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Methods Study design: Randomized controlled trial
Study grouping: Parallel group

Participants Baseline Characteristics

Intervention
® Age mean (sd):
® Number of females:
® Number of males:
® Mean weight:
® Mean BMI:
® Main reason for chronic oedema - DVT:
® Main reason for Chronic oedema - Varicose veins:
® Mobile/immobile:

Control
® Age mean (sd):
® Number of females:
® Number of males:
® Mean weight:
® Mean BMI:
® Main reason for chronic oedema - DVT:
® Main reason for Chronic oedema - Varicose veins:
® Mobile/immobile:

Overall
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® Age mean (sd): 71.7(8.5)

® Number of females: 115 (35.8)

® Number of males: 206 (64.2)

® Mean weight:

® Mean BMI: 23 (4.5)

® Main reason for chronic oedema - DVT:

® Main reason for Chronic oedema - Varicose veins:
® Mobile/immobile:

Included criteria: Patients age 55 or older with confirmed venous leg ulcer

Excluded criteria: Necrotic tissue. Unable to understand cantonese. Ulcers les than 5 cm2 or greater than 118
cm2. Ulcer duration less than 4 weeks or longer than 1 year. Multiple ulcers. ABPI less than 0.8

Pretreatment: Not reported

Interventions

Intervention Characteristics
Intervention
® Time interval: 24 weeks
® Description of treatment. Compression with Profore multicomponent bandage or short strectch unelastic
bandage

Control
® Time interval: 24 weeks
® Description of treatment: No compression

Outcomes

Sarheling (wound healing) End of treatment, max 6 mdr.
o Outcome type: DichotomousOutcome

Tryksar (pressure ulcer) End of treatment, max 6 mdr.
® Outcome type: DichotomousOutcome

@dem (oedema) End of treatment, max 6 mar.
® Outcome type: DichotomousOutcome

Drop out End of treatment, max 6 mdr.
® Outcome type: DichotomousOutcome

Hudforandringer (alle typer) (skin changes) End of treatment, max 6 mdr.
® Outcome type: DichotomousOutcome

Roseninfektion (erysipelas, cellulitis) End of treatment, max 6 mdr.
® Outcome type: DichotomousOutcome

Smerter (pain) End of treatment, max 6 mdr.
® Outcome type: ContinuousOutcome
® Scale: WAS
® Range: 1-10
o Direction: Lower is better

Livskvalitet (quality of life) End of treatment, max 6 mar.
@ Outcome type: ContinuousOutcome
o Direction: Lower is better

Sarheling (wound healing) End of treatment, max 6 mdr. -4 lags bandage
® Outcome type: DichotomousOutcome
o Direction: Higher is better

Smerter (pain) End of treatment, max 6 mdr - 4lags bandage
® Outcome type: ContinuousOutcome
® Scale: WAS
® Range: 1-10
o Direction: Lower is better

Livskvalitet (quality of life) End of treatment, max 6 mar.- 4 lags bandage
o Outcome type: ContinuousOutcome
@ Scale: Charing cross venous leg ulcer questionaire
o Direction: Lower is better

Drop out End of treatment, max 6 mdr. - 4 lags bandage
o Outcome type: DichotomousOutcome
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.. Erratum: Randomized controlled trial comparing treatment outcome of two compression bandaging systems and standard care without compression
in patients with venous leg ulcers (Journal of Vascular Surgery (2012) 26 (102-110)). Journal of Vascular Surgery 2012;56(6):1830. [DOI: ]

Retracted: Randomized controlled trial comparing treatment outcome of two compression bandaging systems and standard care without compression
in patients with venous leg ulcers [J Vass Surg 2012;55:1376-85]. Journal of Vascular Surgery 2012;56(6):1830. [DOI: ]
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Data and analyses

1 Bandages vs No treatment

‘Outcome or Subgroup Studies Participants | Statistical Method Effect Estimate
1.2 Livskvalitet (quality of life) End of 2 321 Mean Difference (IV, Random, 95% ClI) -4.15[-8.16, -0.14]
treatment, max 6 mdr. SSB + 4 layer
1.2.1 Time (final value) 2 321 Mean Difference (IV, Random, 95% CI) -4.15[-8.16, -0.14]
1.3 Smerter (pain) End of treatment, max 6 |2 321 Mean Difference (IV, Random, 95% ClI) -0.89 [-1.50, -0.27]
mdr - SSB + 4lags bandage
1.3.1 Time (final value) 2 321 Mean Difference (IV, Random, 95% CI) -0.89 [-1.50, -0.27]
_————
1.5 Sarheling (wound healing) End of 2 321 Risk Ratio (IV, Random, 95% CI) 1.20 [1.00, 1.44]
treatment, max 6 mdr. SB + 4 layer
1.5.1 Time (final value) 2 321 Risk Ratio (IV, Random, 95% CI) 1.20 [1.00, 1.44]
_— - —
1.7 @dem (oedema) End of treatment, max |0 Risk Ratio (IV, Fixed, 95% ClI) No totals
6 mdr.
1.8 Drop out End of treatment, max 6 mdr. |2 321 Risk Ratio (IV, Random, 95% CI) 0.62 [0.38, 0.99]
SSB + 4 layer
1.8.1 Time (final value) 2 321 Risk Ratio (IV, Random, 95% CI) 0.62 [0.38, 0.99]
1.9 Hudforandringer (alle typer) (skin 0 Risk Ratio (IV, Fixed, 95% Cl) No totals
changes) End of treatment, max 6 mdr.
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1.10 Roseninfektion (erysipelas, cellulitis) |0 Risk Ratio (IV, Fixed, 95% ClI) No totals
End of treatment, max 6 mdr.
Figures
Figure 1 (Analysis 1.2)
Bandages No treatment Mean Difference Mean Difference Risk of Bias
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI ABCDETFG
1.2.1 Time (final value)
wong 2012 4 layer 209 152 107 251 181 54 508%  -420[-9.82,1.42) —r @200
Wyong 2012 556 21 158 107 251 184 53 481%  -4.10[9.82,1.62) — @20208>
Subtotal (95% CI) 214 107 100.0% -4.15[-8.16, -0.14] L 2
Heterogeneity: Tau®= 0.00; Chi®= 0.00, df=1 (F = 0.98), F=0%
Test for overall effect 2= 203 (F =0.04)
Total {95% CI) 214 107 100.0% -4.15[-8.16,-0.14] L 2
Heterogeneity: Tau®=0.00; Chi*=0.00, df=1 {F =098} F=0%

1 1 1 1
20 <10 0 10 20

Testfor overall effect 2= 2.03 (P = 0.04) Favours Bandages Favours Mo treatment

Test for subgroup differences: Not applicable

Risk of bias [egend

(A) Random sequence generation (selection hias)

B) Allocation concealment (selection bias)

(C) Blinding of participants and personnel (performance bias)
(D) Blinding of outcome assessment (detection hias)

(E) Incomplete outcome data (attrition hias)

(F) Selective reporting (reporting bias)

(G) Other bias

Forest plot of comparison: 1 Intervention vs Control, outcome: 1.2 Livskvalitet (quality of life) End of treatment, max 6 mdr. SSB + 4 layer.

Figure 2 (Analysis 1.3)

Bandages No intervention Mean Difference Mean Difference Risk of Bias
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI ABCDETFG
1.3.1 Time (final value)
wong 2012 4 layer 15 238 107 227 285 54 486%  -0.77 [1.65 0.11) — @200
Wyong 2012 SSB 1.27 204 107 227 285 53 51.4% -1.00[1.86,-0.14] — RN BT B
Subtotal (95% CI) 214 107 100.0% -0.89 [-1.50, -0.27] &>

Heterogeneity: Tauf=0.00; ChF=013,df=1 (P=071) F=0%
Test for overall effect 2= 2.83 (P =0.009)

Total (95% CI) 214 107 100.0% -0.89[-1.50,-0.27] : 2
Heterogeneity; Tau? = 0.00; Chif= 013, df= 1 (P=0.71%; P= 0% 54 52 3 152 ali

Testfor overall effec.t: Z=283(P= D'DD_S) Favours Bandages Favours Mo intervention
Test for subgroup differences: Mot applicakle

Risk of bias [egend

(A) Random sequence generation (selection hias)

B) Allocation concealment (selection bias)

(C) Blinding of participants and personnel (performance bias)

(D) Blinding of outcome assessment (detection hias)

(E) Incormplete outcome data (attrition hias)

(F) Selective reporting (reporting hias)

(G) Other bias

Forest plot of comparison: 1 Intervention vs Control, outcome: 1.3 Smerter (pain) End of treatment, max 6 mdr - SSB + 4lags bandage.

Figure 3 (Analysis 1.5)
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Bandages no treatment Risk Ratio Risk Ratio Risk of Bias

Study or Subgroup  BEvents Total BEwvents Total Weight IV, Random, 95% CI IV, Random, 95% CI ABCDETFG
1.5.1 Time (final value)
wong 2012 4 layer 77107 31 54 50.8% 1.25 [0.97, 1.62] Hl— @702087
Yang 2012 S5B 72107 et 53 49.2%  1.15(0.88,1.50] - @7202087
Subtotal (95% CI) 214 107 100.0% 1.20 [1.00, 1.44] >
Total events 149 62
Heterogeneity: Tau®=0.00; Chi*= 021, df=1 {F = 0.658);, F=0%
Testfor overall effect Z = 1.96 (F = 0.05)
Total (95% CI) 214 107 100.0% 1.20 [1.00, 1.44] -3
Total everits 149 g2
Heterogeneity: Tau?= 0.00; Chf= 0.21, df= 1 (P = 0.65); "= 0% o o 1 pa—

Test for averall effect 7=1 96 (F = 0.08)

Test for subgroup differences: Mot applicable

Risk of bias leqend

(A) Random sequence generation (selection bias)

(B) Allocation concealment (selection hias)

(C) Blinding of paricipants and personnel (performance hias)
D) Blinding of outcome assessment (detection bias)

(E) Incomplete outcome data (attrition bias)

(F) Selective reporting (reporting bias)

(G) Other bias

Favours no treatment Favours bandages

Forest plot of comparison: 1 Intervention vs Control, outcome: 1.5 Sarheling (wound healing) End of treatment, max 6 mdr. SB + 4 layer.

Figure 4 (Analysis 1.8)

Bandages Mo intervention Risk Ratio Risk Ratio Risk of Bias

Study or Subgroup  Events Total Fvents  Total Weight IV, Random, 95% CI IV, Random, 95% CI ABCDEFG
1.8.1 Time (final value)
Wong 20132 4 layer 2 107 13 53 57.0% 076 [0.41,1.41] ——— @202 88>
Wong 2012 S5B 12 107 13 54 43.0% 0.47 [0.23, 0.95] —— 20982
Subtotal (95% CI) 214 107 100.0% 0.62 [0.38, 0.99] el
Total events 32 26
Heterogeneity: Tau®= 0.01; Chi*=1.05, df= 1 (P = 0.31); = 5%
Test for overall effect Z=1 98 (F=0.05)
Total (95% CI) 214 107 100.0% 0.62 [0.38, 0.99] el
Total events 3z 26

o 2 - 2 - — - 1 1 1 1
Heterogeneity: Tau*=0.01; Chir=1.05,df=1 {P=031) F=5% DTE DTS ﬁ :'3

Testfor averall effect Z=1.98(F =009

Test for subgroup differences: Mot applicakle

Risk of bias [egend

(A) Random sequence generation (selection hias)

B] Allocation concealment (selection bias)

(C) Blinding of participants and personnel (performance bias)
(D) Blinding of outcome assessment (detection hias)

(E) Incormplete outcome data (attrition hias)

(F) Selective reporting (reporting bias)

(G) Other bias

Forest plot of comparison: 1 Intervention vs Control, outcome:
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Favours Mo intervention

Favours Mo bandages

1.8 Drop out End of treatment, max 6 mdr. SSB + 4 layer.



