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Lampiran 2: Prisma Checcklist

: PRISMA 2009 Checklist

Reported

Sectionfopic # Checklist itam on page

TITLE

Tille 1| Ieerifify the report a5 & systematic raviaw, meta-analysis, of both,

ABSTRACT

Sliuchured summary 2 | Provide & structured summary including, a8 applicable: background, objectives, dala sources, sludy algibity crteria,
participants, and intervantions, sudy appraisal and synihasis melhods, resulls, limitatians, conchusians and
imglications of key findings, systematic review registration number.

INTRODUCTION

Rationale 3 | Destribe fhe rationale for the review in Ihe context of what is alréady known,

Objechives 4 | Provide an explicit statement of questions being addrassed with reference to paricipants, interventions, comparisons,
dutcaries, and shudy dasign (FICOS).

METHODS

Profcel and registratian 5 | Indicate f & review prolocol exists, if and where f ¢an be accessed (e, Web addrass), and, if avaiable, pravide
fegistratian infofmatian including regisiration number.

Eliibity crteria 6 | Specify shudy characteriafics (2.6, PICOS, léngth of fallow-up) and report characteristics (8.9., years considared,
language, publication status) used as critena for eligibilty, giving ratianale.

Informafion sources 7 | Describe al information sources (2.g., databases with dafes of coverage, caniact wilh study authors fo idently
additional studias) in the saarch and dale (st searched

Saarch B | Presant full elactianic search siralagy for al léas! one dalabase, mcluding any liifs used, such that it could be
fepaated.

Study selection 0 | State the process for selacting studies (1., sreening, eigibiity, included in syslematic review, and, if applicable,
inluded in fhe meta-analysis).

Data collection process 00 | Describe method of data exiraction from reports (2.9., piloted forms, independently, in duplicale) and any pracesses
for abining and confierning dala from inveshators.

Data ifems 1 { List and defin all variables for which dafa were sought (2.9., PICOS, funding sources) and any assumplions and
simplficafions made.

Risk of bis in indhvidual 12 | Describe methods used for assessing risk of bias of individual studies (including speciication of whether this was

Hludies fiarie &t the sludy ar outcome lével], and how this information is to ba usad in any data synhesis.

Summary measres {3 | Gtate the principal summary measures (2.9.,risk ratio, diferenca in means).

Synihasis of resuls {4 | Describe the methods of handing data and cambining results of studies, if done, including measures of consistency
(&g, F for each féla-analyss.

Page 14l
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: PRISMA 2009 Checklist

Sactionftopic

Risk of bias across studies

Reported

Checklist itam on page #

Specity any assessment of fisk of bias that may affact the cumulative evidence (e.q., publication bias, selective
réparting within studies).

Additional analyses 16 | Descrbe mathods of addifional analyses (e.g., sensitivty or subgroup analyses, mela-regression), if done, indicating
which were pre-specihd.

RESULTS

Study selection 1T | Give numbers of studies screenad, assessad for efigibility, and included in the review, with reasans for exclusions af
each stage, idealy with 2 flow diagram.

Study characteristics 18 | For each sudy, present characteristics for which data were exiracted (2.9, study size, PICOS, follow-up periad) and

provide the citations.

Risk of bias within studies

Present data on risk of bias of each shudy and, f available, any oufcome level assessmant (see item 12).

Results of individual studies

For all qutcomes considered (benafts o harme|, present, for each study. (a) simple summary data for each
intérventian group (b) effect estimates and confidence infervals, ideally with a forest plat.

Synthesis of results

Present rasults of each mela-analysis done, including confidenica intervals and measures of consistency.

Risk of bias across sfudies

Present rasults of any assessment of fisk of bias across sludias (see liam 15).

Additional analysis 23 | Give results of additional analyses, i done (a.q., sensifivty of subgroup analyses, meta-tegression [see lem 16]).

DISCUSSION

Summary of evidence 24 | Summarize tha main findings including the strength of evidence for each main cutcame: consider thei relevance to
key groups (e.g., healihcara providers, users, and policy makers).

Limitations 25 | Discuss limitations at study and outcome level (&9, risk of bias), and al review-level (e.g., incamplete retrieval of
idenified research, reporting bias|.

Canclusions 26 | Provide a general imterpretation of the results in the context of other evidence, and implications for fulure research,

FUNDING

Finding 7 | Nesreribe saireas of funding for the systamatic raview and nfhar suppar (e g supply nf data): ol of findars fa e

systematic review.

From: Moher D, Libaral A, Tetzlaff J, Aliman OG, The PRISMA Group (2004, Prefurrad Reparting llems for Sysemakic Reviews and Meta-Anafyses: The PRISMA Statemend. PLaS Med 7). e1000097.

dai 10,1371 foumal prad 1000047

For mare Information, visi wi. prisma-slatement.ofg.
Page 2l 2
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Lampiran 3: Lampiran 2: Tools Penilaian Kualitas Artikel

k. Instrumen CASP dengan studi cohort

CNSP B

Crtical Appraios

Skita Programene 0 Summirionn Pibon, Mtk
- Wiy Qeford 02 NG

CASP Checkdist: 1) cuestions 10 help you make sonse of 3 Cohort Sudy

How to use this appralssl tool: Trree broad ksues need to be consldered when 3poralsing 3

cohort study.

I\ Are the results of the study valie? {Section A)
l\ What are the results? {Section 8)
l\ Will the results help locally? {Section C}

The 12 questions on the following pages are designed to hefp you think about these (ssues
systematically. The first two questions are screening questians and can be answered quickly
¥ the answer to both & *yes”, it & worth procoeding with the remalning questions. There &
some degree of overkp between the questions, you are asked to recoed 3 *yes”, “no” or
“can't tell” to most of the questions. A number of Italicised promots are glven after each
Quisticn. These are designed to remind you why the guestion 1s enpartant. Record your
reasons far your answers In the spaces provded,

Abou: Thesa checkdists were designed 1o be used as educational pedagogic tools, as part of a
workshop sotting, therefore we do not suggest 3 scoring system. The core CASP checidists
{randomised controlled triat & systomatic coveerw) were based co JAMA "Users' guides to the
modical iterature 1934 {adapted from Guyatt GH, Sackett DL, and Cook Of), and ploted with
nealth care practitiones.

For each new chockdst, a group of experts were aszembled 10 develop and plot the chockkst
and the workshop format with which it would be usod. Over the years overall adjustments
have been made to the format, but 3 recent survey of checklist users reiterated that the basic
format continues 1o be useful and appropriate

Raferencing we rocommend using the Harvard style otation, Le.. Carlcal Appratsa’ Skiiks
Programme (X118}, CASF {insert mame of cheokAs? e, Cotort Study) Checkiist. [anbine)
Avaliobie ot URL Accessed. Dote Accessed,

DCASP this wark & hcensed undor the Creatwve Commans Attribution = Non-Caommercial
Share A lke. To view a copy of this hoense, visit http//creativecommans org/llcenses oy ne.

=3/3.0/ waw casp-uk. nat

Critics) Appratasl Shiis Programme |CASP) part of Owdord Camton for Triphe Vakue Hasthoars Lid wwvw.cmp-utant
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Critical Appraisal tools Checklist for Quasi-Experimental Studies

@)

HE Oarh BRIGES IMSTITUTE

1Bl Critical Appraisal Checklist for Quasi-Experimental Studies

Rsrwtirain

{non-randomized experimental studies)

[ati

Yiar, [Racoid Mumis

. it i i the ihedy whef i the ‘e’ and whit i the ‘allegt’

|Le. Ehwrw is no mnheon i bewt which vansb e comas find] 7

. Ware the participanb included in any compansoni dmilie?

. Wee the perixipen b included in @y compansom nEsving

rnilar Irpatman|cars, olher Than the spoure or neaemlicn
of inhiwast?

. Wk there & central group ¥

Wee there mukipls measoremembs ol She oubcome Bath pre
ared panit lhe infenvembonepawne?
Wi follow up complete and f rot, wirs dé¥anmen betwsn

[Erivupi in B of Hhear Follow up deguibaly e ribed ind
aritlyzed?

. Warw the suloomen of particpanti includid in @y comgarsions

i in the i wi?

Wew d in i iy’

Wi approprife ik nlicl analun used?

Owerallsperaissk Incluse L] Escuge (]  Sesk further it
Comments (including reason Por axdu s

O o o o o 0o o 0o O
O O o o o o o o o O

O o o o o o o o .4

O o o o o o o od

i Joanna Briggs Institute 2017

Critical Appraisal Chascklist
tor Quasl- Experimental Sudies
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Lampiran 4: Evidence Level and Quality Guide

Johns Hopkins Nursing Evidence-Based Practice
Appendix C: Evidence Level and Quality Guide

Experimental study, randomized controlled trial (RCT)
Systematic review of RCTs, with or without meta-analysis

Evidence Levels Quality Guides
Level| A High quality: Consistent, qeneralizable results; sufficient sample size for the study

Levell

Quasi-experimental study

Systematic review of a combination of RCTs and quasi-
experimental, or quasi-experimental studies only, with or without
meta-analysis

Levelll

Non-experimental study

Systematic review of a combination of RCTs, quasi-experimental
and non-experimental studies, or non-experimental studies only,
with or without meta-analysis

Qualitafive study o systematic review with or without a meta-
synthesis

design; adequate contral; definitive conclusions; cansistent recommendations based
on comprehensive fiterature review that includes thorough reference to scientific
evidence

B Good quality: Reasonably consistent results; sufficient sample size for the study
design; some control, fairly definfive conclusions; reasonably consistent
recommendations based on fairly comprehensive literature review that includes
some reference to scientific evidence

C Low quality or major flaws: Little evidence with inconsistent resuls; insufficient
sample size for the study design; conclusions cannot be drawn

Johns Hopkins Nursing Evidence-Based Practice
Appendix C: Evidence Level and Quality Guide

Opinion of respected authorities and/or nationally recognized
expert committees/consensus panels based on scientific evidence

Includes:
v Clinical practice quidelines
+  Consensus panels

Evidence Levels Quality Guides
Level IV A High quality: Material officially sponsored by a professional, public, private

organization, or goverment agency, documentation of a systematic literature
search strategy; consistent results with sufficient numbers of well-designed studies;
criteria-based evaluation of overall scientific strength and quality of included studies
and definitive canclusions; national expertise is clearly evident; developed or
revised within the last 5 years

B Good guality: Material officially sponsored by a professional, public, private
organization, or govemment agency; reasonably thorough and appropriate
systematic literature search strateqy; reasonably consistent results, sufficient
numbers of well-designed studies; evaluation of strengths and limitations of
included studies with fairly definitive conclusions; national expertise is clearly
evident; developed or revised within the last 5 years

C Low quality or major flaws: Material not sponsared by an official organization or
agency; undefined, poorly defined, or limited literature search strategy; no
evaluation of strengths and imitations of included studies, insufficient evidence with
inconsistent results, conclusions cannot be drawn; not revised within the last 5
years
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Johns Hopkins Nursing Evidence-Based Practice
Appendix C: Evidence Level and Quality Guide

Level V
Based on experiential and non-research evidence

Includes:
Literature reviews

o Quality improvement, program or financial evaluation
s Case reports

»  Opinion of nationally recognized experts(s) based on
experiential evidence

Organizational Experience:

A High quality: Clear aims and objecives; consistent results across multiple settings;
formal quality improvement, financial or program evaluation methods used,
definitive conclusions; consistent recommendations with thorough reference to
scientific evidence

B Good quality: Clear aims and objectives; consistent results in a single setting;
formal quality improvement or financial or program evaluation methods used
reasonably consistent recommendations with some reference to scientific evidence

C Low quality or major flaws: Unclear or missing aims and objectives; inconsistent
results; poerly defined quality improvement, financial or program evaluation
methods; recommendations cannot be made

Literature Review, Expert Opinion, Case Report, Community

Standard, Clinician Experience, Consumer Preference:

A High quality: Expertise is clearly evident; draws definitive conclusions; provides
scientific rationale; thought leader(s) in the field

B Good quality: Expertise appears to be credile; draws fairly definitive conclusions;
provides logical argument for opinions

C Low quality or major flaws: Expertise is not discernable or is dubious; conclusions
cannat be drawn
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Lampiran 5: Instrumen Risiko Bias

B. The Risk Of Bias In Non-randomised Studies - of Interventions (ROBINS-I) tool
Website: https://www.riskofbias.info/

Major Components

Response options

Part 1: Bias due to confounding

1.1 Is there potential for confounding of the effect of intervention in this study? Yes/ Probably No/ Probably No

If No/ Probably No to 1.1: the study can be considered to be at low risk of bias due to Yes

confounding and no further signalling questions need be considered

If Yes/ Probably Yes to 1.1: determine whether there is a need to assess time-varying

confounding:

1.2. Was the analysis based on splitting participants’ follow up time according to intervention | Yes/ Probably No/ Probably No | No Information | Not Applicable
received? Yes

If No/ Probably No, answer questions relating to baseline confounding (1.4 to 1.6)

If Yes/ Probably Yes, go to question 1.3.

1.3. Were intervention discontinuations or switches likely to be related to factors that are Yes/ Probably No/ Probably No | No Information | Not Applicable
prognostic for the outcome? Yes

If No/ Probably No, answer questions relating to baseline confounding (1.4 to 1.6)

If Yes/ Probably Yes, answer questions relating to both baseline and time-varying

confounding (1.7 and 1.8)

Questions relating to baseline confounding only (1.4 to 1.6)

1.4. Did the authors use an appropriate analysis method that controlled for all the important Yes/ Probably No/ Probably No | No Information | Not Applicable
confounding domains? Yes

1.5. If Yes/ Probably Yes to 1.4: Were confounding domains that were controlled for Yes/ Probably No/ Probably No | No Information | Not Applicable
measured validly and reliably by the variables available in this study? Yes
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1.6. Did the authors control for any post-intervention variables that could have been affected Yes/ Probably No/ Probably No | No Information | Not Applicable
by the intervention? Yes

Questions relating to baseline and time-varying confounding (1.7to 1.8)

1.7. Did the authors use an appropriate analysis method that controlled for all the important Yes/ Probably No/ Probably No | No Information | Not Applicable
confounding domains and for time-varying confounding? Yes

1.8. If Yes/ Probably Yes to 1.7: Were confounding domains that were controlled for Yes/ Probably No/ Probably No | No Information | Not Applicable
measured validly and reliably by the variables available in this study? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to confounding?

Favours experimental/ Favours comparator/ Unpredictable

Part 2: Bias in selection of participants into the study

2.1. Was selection of participants into the study (or into the analysis) based on participant Yes/ Probably No/ Probably No | No Information
characteristics observed after the start of intervention? Yes
If No/ Probably No to 2.1: goto 2.4
2.2. 1f Yes/ Probably Yes to 2.1: Were the post-intervention variables that influenced Yes/ Probably No/ Probably No | No Information | Not Applicable
selection likely to be associated with intervention? Yes
2.3 If Yes/ Probably Yes to 2.2: Were the post-intervention variables that influenced selection | Yes/ Probably No/ Probably No | No Information | Not Applicable
likely to be influenced by the outcome or a cause of the outcome? Yes
2.4. Do start of follow-up and start of intervention coincide for most participants? Yes/ Probably No/ Probably No | No Information
Yes
2.5. If Yes/ Probably Yes to 2.2 and 2.3, or No/ Probably No to 2.4: Were adjustment Yes/ Probably No/ Probably No | No Information | Not Applicable
techniques used that are likely to correct for the presence of selection biases? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information
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Optional: What is the predicted direction of bias due to selection of participants into the

study?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Part 3: Bias in classification of interventions

3.1 Were intervention groups clearly defined? Yes/ Probably No/ Probably No | No Information
Yes

3.2 Was the information used to define intervention groups recorded at the start of the Yes/ Probably No/ Probably No | No Information

intervention? Yes

3.3 Could classification of intervention status have been affected by knowledge of the Yes/ Probably No/ Probably No | No Information

outcome or risk of the outcome? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to measurement of outcomes or

interventions?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Part 4: Bias due to deviations from intended interventions

If your aim for this study is to assess the effect of assignment to intervention, answer questions 4.1 and 4.2

4.1. Were there deviations from the intended intervention beyond what would be expected in | Yes/ Probably No/ Probably No | No Information
usual practice? Yes
4.2. If Yes/ Probably Yes to 4.1: Were these deviations from intended intervention Yes/ Probably No/ Probably No | No Information | Not Applicable
unbalanced between groups and likely to have affected the outcome? Yes
If your aim for this study is to assess the effect of starting and adhering to intervention, answer questions 4.3 to 4.6
4.3. Were important co-interventions balanced across intervention groups? Yes/ Probably No/ Probably No | No Information
Yes
4.4. Was the intervention implemented successfully for most participants? Yes/ Probably No/ Probably No | No Information
Yes
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4.5. Did study participants adhere to the assigned intervention regimen? Yes/ Probably No/ Probably No | No Information

Yes
4.6. If No/ Probably No to 4.3, 4.4 or 4.5: Was an appropriate analysis used to estimate the Yes/ Probably No/ Probably No | No Information | Not Applicable
effect of starting and adhering to the intervention? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to deviations from the intended

interventions?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Part 5: Bias due to missing data

5.1 Were outcome data available for all, or nearly all, participants? Yes/ Probably No/ Probably No | No Information
Yes
5.2 Were participants excluded due to missing data on intervention status? Yes/ Probably No/ Probably No | No Information
Yes
5.3 Were participants excluded due to missing data on other variables needed for the Yes/ Probably No/ Probably No | No Information
analysis? Yes
5.4 If No/ Probably No to 5.1, or Yes/ Probably Yes to 5.2 or 5.3: Are the proportion of Yes/ Probably No/ Probably No | No Information | Not Applicable
participants and reasons for missing data similar across interventions? Yes
5.5 If PN/N to 5.1, or Y/PY to 5.2 or 5.3: Is there evidence that results were robust to the Yes/ Probably No/ Probably No | No Information | Not Applicable
presence of missing data? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to missing data?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Part 6: Bias in measurement of outcomes
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6.1 Could the outcome measure have been influenced by knowledge of the intervention Yes/ Probably No/ Probably No | No Information

received? Yes

6.2 Were outcome assessors aware of the intervention received by study participants? Yes/ Probably No/ Probably No | No Information
Yes

6.3 Were the methods of outcome assessment comparable across intervention groups? Yes/ Probably No/ Probably No | No Information
Yes

6.4 Were any systematic errors in measurement of the outcome related to intervention Yes/ Probably No/ Probably No | No Information

received? Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to measurement of outcomes?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Part 7: Bias in selection of the reported result

Is the reported effect estimate likely to be selected, on the basis of the results, from...

7.1. ... multiple outcome measurements within the outcome domain? Yes/ Probably No/ Probably No | No Information
Yes

7.2 ... multiple analyses of the intervention-outcome relationship? Yes/ Probably No/ Probably No | No Information
Yes

7.3 ... different subgroups? Yes/ Probably No/ Probably No | No Information
Yes

Risk of bias judgement:

Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of

bias/ No information

Optional: What is the predicted direction of bias due to selection of the reported result?

Favours experimental/ Favours comparator/ Towards null/ Away from null/

Unpredictable

Overall bias
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Risk of bias judgement: Low risk of bias/ Moderate risk of bias/ Serious risk of bias/ Critical risk of
bias/ No information

Optional: What is the overall predicted direction of bias for this outcome? Favours experimental/ Favours comparator/ Towards null/ Away from null/
Unpredictable
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Lampiran 6: Hasil Penilaian Risiko Bias
Risk Of Bias In Non-randomized Studies - of Interventions (ROBINS-1)

No

ROBINS-1

Ben
Fredj
etal,
(2020)

Saitoh
etal,
(2020)

Yousef,
Salem, &
Mahmoud,
(2019)

Arntz
etal.
(2016)

Chen
etal.
(2016)

Sakihama
et al
(2016)

Mahfouz et
al (2014)

Schmitz
etal
(2014)

etal
(2013)

Dos IAllegran
Santos i et al

(2013)

Mathai,
George &
Abraham
(2011)

Bias due to confounding

1.1 Is there potential for confounding of the effect of intervention in this study?
If No/ Probably No to 1.1: the study can be considered to be at low risk of bias
due to confounding and no further signalling questions need be considered
If Yes/ Probably Yes to 1.1: determine whether there is a need to assess time-
varying confounding:

No

No

No

No
information

No

No
information

No

No

No
information

No

No

1.2. Was the analysis based on splitting participants’ follow up time according to
intervention received?
If No/ Probably No, answer questions relating to baseline confounding (1.4 to
1.6)
If Yes/ Probably Yes, go to question 1.3.

1.3. Were intervention discontinuations or switches likely to be related to factors
that are prognostic for the outcome?
If No/ Probably No, answer questions relating to baseline confounding (1.4 to
1.6)
If Yes/ Probably Yes, answer questions relating to both baseline and time-varying
confounding (1.7 and 1.8)

Questions relating to baseline confounding only (1.4 to 1.6)

1.4. Did the authors use an appropriate analysis method that controlled for all the
important confounding domains?

1.5. If Yes/ Probably Yes to 1.4: Were confounding domains that were controlled for
measured validly and reliably by the variables available in this study?

1.6. Did the authors control for any post-intervention variables that could have been
affected by the intervention?

Questions relating to baseline and time-varying confounding (1.7to 1.8)

1.7. Did the authors use an appropriate analysis method that controlled for all the
important confounding domains and for time-varying confounding?

1.8. If Yes/ Probably Yes to 1.7: Were confounding domains that were controlled for
measured validly and reliably by the variables available in this study?

Risk of bias judgement:

Low risk
of bias

Low risk
of bias

Low risk
of bias

No
information

Low risk
of bias

No
information

Low risk of
bias

Low risk
of bias

No
information

Low risk
of bias

Low risk
of bias

Bias in selection of participants into the study

2.1. Was selection of participants into the study (or into the analysis) based on
participant characteristics observed after the start of intervention?
If No/ Probably Noto 2.1: goto 2.4

No
information

Yes

Yes

Yes

Yes

No
information

Yes

No
information

No
information

Yes

Yes

2.2. If Yes/ Probably Yes to 2.1: Were the post-intervention variables that influenced
selection likely to be associated with intervention?

Yes

Yes

Yes

Yes

Yes

Yes

Yes

2.3. If Yes/ Probably Yes to 2.2: Were the post-intervention variables that influenced
selection likely to be influenced by the outcome or a cause of the outcome?

Yes

Yes

Yes

Yes

Yes

Yes

Yes

2.4. Do start of follow-up and start of intervention coincide for most participants?
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2.5. If Yes/ Probably Yes to 2.2 and 2.3, or No/ Probably No to 2.4: Were adjustment
techniques used that are likely to correct for the presence of selection biases?

No Low risk | Low risk of | Low risk | Low risk No Low risk of No No Low risk | Low risk of
Risk of bias judgement: information|  of bias bias of bias | ofbias |information|  pjag  |information|information| of bias bias
Bias in classification of interventions
3.1. Were intervention groups clearly defined? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
3.2. Was the information used to define intervention groups recorded at the start of Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
the intervention?
3.3. Could classification of intervention status have been affected by knowledge of | Probably | Probably Yes Yes Yes Yes Probably Yes | Probably Yes Yes
the outcome or risk of the outcome? Yes Yes Yes Yes
Low risk | Low risk | Low risk | Low risk | Low risk | Low risk | Low risk of | Low risk | Low risk | Low risk | Low risk of
Risk of bias judgement of bias of bias | of bias of bias | ofbias | of bias bias of bias | ofbias | of bias bias
Bias due to deviations from intended interventions
If your aim for this study is to assess the effect of assignment to intervention, answer
questions 4.1 and 4.2
4.1. Were there deviations from the intended intervention beyond what would be
expected in usual practice?
4.2. If Yes/ Probably Yes to 4.1: Were these deviations from intended intervention
unbalanced between groups and likely to have affected the outcome?
If your aim for this study is to assess the effect of starting and adhering to intervention,
answer questions 4.3 t0 4.6
4.3. Were important co-interventions balanced across intervention groups? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
4.4. Was the intervention implemented successfully for most participants? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
Yes Probably | Probably | Probably | Probably | Yes Probably | Probably | Probably |  Yes Yes
4.5. Did study participants adhere to the assigned intervention regimen? Yes Yes Yes Yes Yes Yes Yes
4.6. If No/ Probably No t0 4.3, 4.4 or 4.5: Was an appropriate analysis used to estimate
the effect of starting and adhering to the intervention?
Low risk | Low risk | Low risk | Low risk | Low risk | Low risk | Low risk of | Low risk | Low risk | Low risk | Low risk of
Risk of bias judgement ofbias | ofbias | of bias ofbias | ofbias | of bias bias ofbias | ofbias | of bias bias
Bias due to missing data
5.1. Were outcome data available for all, or nearly all, participants? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
No No No Yes No No No Yes No No No
5.2. Were participants excluded due to missing data on intervention status? information |information| information information |information| information information |information| information
5.3. Were participants excluded due to missing data on other variables needed for the No No No Yes No No No Yes No No No
analysis? information|information| information information|information| information information|information| information
5.4. 1f No/ Probably No to 5.1, or Yes/ Probably Yes to 5.2 or 5.3: Are the proportion
of participants and reasons for missing data similar across interventions?
5.5. If PN/N to 5.1, or Y/PY t0 5.2 or 5.3: Is there evidence that results were robust
to the presence of missing data?
No No No Low risk No No No Low risk No No No
Risk of bias judgement information|information| information | of pjas |information|information| information | of pjgs |information|information| information
Bias in measurement of outcomes
6.1. Could the outcome measure have been influenced by knowledge of the Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
intervention received?
6.2. Were outcome assessors aware of the intervention received by study participants? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
6.3. Were the methods of outcome assessment comparable across intervention groups? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
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6.4. Were any systematic errors in measurement of the outcome related to intervention No No No No No No No No No No No
received? information
Low risk | Low risk | Low risk of | Low risk | Low risk | Low risk | Low risk of | Low risk | Low risk | Low risk | Low risk of
Risk of bias judgement of bias | of bias bias of bias | ofbias | of bias bias of bias | ofbias | ofbias bias
Bias in selection of the reported result
Is the reported effect estimate likely to be selected, on the basis of the results, from...
7.1 ... multiple outcome measurements within the outcome domain? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
7.2 ... multiple analyses of the intervention-outcome relationship? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
7.3 ... different subgroups? Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes
Low risk |Low risk | Low risk [Low risk |Low risk |Low risk | Low risk [Low risk |Low risk [Low risk | Low risk
Risk of bias judgement of bias | of bias of bias of bias | ofbias | of bias of bias of bias | ofbias | of bias of bias
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