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study eligibility criteria, participants, and
interventions; study appraisal and synthesis methods;
results; limitations; conclusions and implications of
key findings; systematic review registration number.

INTRODUCTION
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METHODS
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registration be accessed (e.g., Web address), and, if available,
provide registration information including registration
number.
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Search 8 | Present full electronic search strategy for at least one
database, including any limits used, such that it could
be repeated.
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screening, eligibility, included in systematic review,
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Risk of bias in 12 | Describe methods used for assessing risk of bias of

individual individual studies (including specification of whether
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how this information is to be used in any data
synthesis.

Summary 13 | State the principal summary measures (e.g., risk

measures ratio, difference in means).
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analysis.
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Additional 16 | Describe methods of additional analyses (e.g.,

analyses sensitivity or subgroup analyses, meta-
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RESULTS
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CASP Randomised Controlled Trial Standard Checklist:
11 gquestions to help you make s=nze of a randomised controlled trial {RCT)

Main issues for consideration: Several aspects need to be considered when sppraising &
randomised controlled trial:

’\ Is the basic study design vakid for a randomised
controlled trial? [Section A}

'\ Was the study methodologically sound? [Section B}
'\ What are the rezults? {Section C)

I\ Will the rezults help locally? {Section D)

The 11 questions in the checklist are designed to help you think about these aspects
systematically.

How to use this appraisal 100l: The first three questions (Section A} are screening guestions
about the validity of the basic study design and can be answered quickly. If, in light of your
rezponses to Section A, you think the study design iz valid, continue to Section B to aszezs
whether the study was methodologically zound and if it is worth continuing with the appraisal by
anzswering the remaining questions in Sections C and D.

Record Yes', ‘No’ or ‘Can’t tell” in response to the guestions. Prompts below all but one of the
questions highlight the issues it iz important to consider. Record the reasons for your answers
in the space provided. As CASP checifists were designed to be used as educational/teaching
tools in a workshop setting, we do not recommend using a scoring system.

About CASP Checklists: The CASP RCT checklist was originally bazed on JAMA Users’ guides to the
medical literature 1954 (adapted from Guyatt GH, Sackett DL and Cock DJ), and pdoted with
healthcare practitioners. This version haz been updated taking into account the CONSORT 2010

guideline (htto//www.conzort-statement.org/consort-2010, acceszed 16 September 2020).

Citation: CASP recommend: using the Harvard style, i.e. Critical Agpraisal Skifls Programme
(2020). CASP (insert nome of checklizt i.e. Randomized Controfled Tnal) Checklist. [online]
Available at: insert URL. Accessed: insert date accessed.

©CASP thiz work iz Bcensed under the Crestive Commons Attribution — Non-Commercial- Share
A Fke. To view a copy of this licence, visit httos://creativecommons.crz/licenses/by-za/4.0/

Critical Appraizal Skilz Programme |CASP) part of Oxforc Centre for Tripie Value Healthcare Ltd www.casp-uk.net
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Study and citation:
Section A: s the basic study design valid for a randomised controlied trial?
1.  Did the study address a clearly focused Yes No Can'ttell
research question? (| (| O
CONSIDER:

Wes the study dezigned to gszezs the outcomes
of an intervention?

Iz the research question focuzed’ in tarms of:

e Population studied

o Intervention given

o Comparator chozen
.

Cutcomes measured?
2. Was the assignment of participants to Yes No Can’t tell
interventions randomised? O O a
CONSIDER:

o How wos rondomizction carried out? Wos
the method cppropriate?

o Was randomization sufficient to elimingte
systematic bioz?

o Was the alocation sequence concealed
from investigators and participants?

3. Were all participants who entered the study Yaz No Can'tzall
accounted for at its conclusion? O 7] O
CONSIDER:

o Were lozzes to follow-up and exclusionz
ofter randomization accounted for?

o Were participants anglysed in the study
groups to which they were rondomized
(intention-to-treot analysis)?

o Was the study stopped early? If 20, what
was the reozon?

Section B: Was the study methodologically sound?

4 Yaz No Can't tell
e Were the participants ‘blind’ to

intervention they were given? (| O O
*  Were the investigators ‘blind’ to the O O O
intervention they were giving to
participants?
e Were the people assessing/anelysing
outcome/s ‘blinded"? o O =
5. Were the study groups simitar at the start of Ye:z No Can't tell
the randomised controlled trial? O O

CONSIDER:

o  Woare the baseline charactenstics of each
study group (6.g. 5ge, Sex, socic-economic
group) clecrly set out?

o  Waere there any differences between the
study groups that could gffect the
outcome/s?




CNSP

Ju

6. Apart from the experimental intervention, did
each study group receive the same level of
care (that is, were they treated equally)?

CONSIDER:

o Was there o clearly defined study protocol?

« [fany odditional interventions were given
{e.g. tests or treatments), were thay similar
between the study groups?

o Were the follow-up intervalz the same for
each study group?

n't tell

&)

Section C: What are the results?

7. Werethe effects of intervention reported
comprehensively?
CONSIDER:
«  Was a power calculation undertaken?
. myum wers measwed, and wers
«  How were the mm-expmsed? For

Can'ttell

8. Was the precision of the estimate of the
intervention or treatment effect reported?

CONSIDER:
o Were confidence intervals [Cls) reported?

Can't tall

9. Do the benefits of the experimental
intervention outweigh the harms and costs?

CONSIDER:
o Whot was the size of the intervention or
trectment effect?

o  Were harms or unintended effects
reported for eoch study group?

o Was g cost-effectivensss analysis
undertoken? [Cozt-gffectiveness anclysiz
cllows o comparison to be made between
different interventions used in the care of
the some condition or problem. ]

Can'tzall

O
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Section D: Will the results help locally?
10.  Canthe results be applied to your local Yez No Can't tell
population/in your context? O O

CONSIDER:

e Arg the study particigants simiicr to the
people in your core?

»  Would any differences between your
population and the study participants clter
the cutcomes reported in the study?

®  Are the outcomes important to your
population?

*  Are there any outcomes you would hove
wanted information on thot hove not been
studied or reported?

»  Arethera gny limitotions of the study thot
would gffect your decision?

11.  Would the experimental intervention provide | Ye: No Can't zell
greater value to the people in your care than O O
any of the existing interventions?

CONSIDER:

o Whot resources cre neaded to introduce
thiz intervention taking into gecount time,
finances, and skillz development or troining
needs?

e  Are you cble to disinvest resources in one
or more existing interventions in order to
be able tc re-invest in the new
intervention ?

APPRAISAL SUMMARY: Record key pointz from your critical oppraisal in this box. What is your
conclusion about the paper? Would you uze it to change your proctice or to recommend changes to
care/interventions used by your organization? Could you judiciously implement thiz intarvention
without deloy?




JBI Critical Appraisal Checklist for Quasi-Experimental Studies
(non-randomized experimental studies)

rReviewer__ Date____
Author Year Record
Number

Yes No Unclear Not

applicable

1. Isitclearinthe study what is the ‘cause’ and what
is the ‘effect’ (i.e. there is no confusion about
which variable comes first)?

2. Were the participants included in any comparisons
similar?

3.  Were the participants included in any comparisons
receiving similar treatment/care, other than the
exposure or intervention of interest?

4.  Was there a control group?

5. Were there multiple measurements of the
outcome both pre and post the
intervention/exposure?

6. Was follow up complete and if not, were

differences between groups in terms of their
follow up adequately described and analyzed?

7. Were the outcomes of participants included in any
comparisons measured in the same way?

O o o o o o o 0O

8. Were outcomes measured in a reliable way?

9. Was appropriate statistical analysis used?

O 0o o o o o d o o
0O o o o o o od o o
O 0o o o o o o o

[

Overall appraisal: Include D Exclude I:l Seek further info D

Comments (Including reason for exclusion)



Lampiran 3: Penilaian Risiko Bias

Cochrane Collaboration’s tool for assessing risk of bias (adapted from Higgins and Altman13)

Bias domain Source of bias

Selection bias Random sequence

Support for judgment

Describe the method used to generate the
allocation sequence

Review authors’ judgment (assess
as low, unclear or high risk of bias)

Selection bias (biased allocation to
interventions)

generation in sufficient detail to allow an assessment of due to inadequate generation of a
whether it should randomised
produce comparable groups sequence

Allocation Describe the method used to conceal the Selection bias (biased allocation to

concealment

allocation sequence in

sufficient detail to determine whether intervention
allocations

could have been foreseen before or during
enrolment

interventions)

due to inadequate concealment of
allocations

before assignment

Performance bias Blinding of
participants and
personnel*

Describe all measures used, if any, to blind trial
participants and

researchers from knowledge of which intervention
a participant
received.Provideanyinformationrelatingtowhetherth
eintended

blinding was effective

Performance bias due to knowledge
of the

allocated interventions by participants
and

personnel during the study

Detection bias  Blinding of outcome

assessment*

Describeallmeasuresused,ifany,toblindoutcomeass
essment

from knowledge of which intervention a participant
received.

Provide any information relating to whether the
intended blinding

was effective

Detection bias due to knowledge of
the allocated
interventions by outcome assessment

Attrition bias Incomplete outcome

data*

Describe the completeness of outcome data for
each main

outcome, including attrition and exclusions from
the analysis.
Statewhetherattritionandexclusionswerereported,th
enumbers

in each intervention group (compared with total
randomised

participants), reasons for attrition or exclusions
where reported,

and any reinclusions in analyses for the review

Attrition bias due to amount, nature,
or handling
of incomplete outcome data

Reporting bias  Selective reporting

State how selective outcome reporting was
examined and what

was found

Reporting bias due to selective
outcome

reporting

Other bias Anything else, ideally

Prespecified

Stateanyimportantconcernsaboutbiasnotcoveredint
heother

domains in the tool

Bias due to problems not covered
elsewhere

*Assessments should be made for each main outcome or class of outcomes



