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Lmumwﬁ 1 AUBANANIYDILUUUTELIN CASP randomized controlled trial checklist

Section A: JUuuuuIFedlanuuIdezuiuy RCT uialai?
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NWITeFULUU RCT wielal Usenaulumediniu 3 4o laun
1. Did the trial address a clearly focused issue?
Consider: Was the study designed to assess the outcomes of an intervention?
An issue can be ‘focused’ In terms of
« the population studied
« the intervention given
» the comparator chosen
« the outcomes measured
Foit 1 Hunmsanudsnnudmauvesionlumudde Feeliiunmsinvedideromels
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2) Intervention () Aedmnans Wudiaulafnwiuasdosnisnsuimadnsiiintuainas
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3) Comparator %39 Control (C) AeduuIsuiiisy 1Yudaililunguarvquiiield
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2. Was the assignment of participants to interventions randomized?
Consider:
« How was randomization carried out? Was the method appropriate?
« Was randomization sufficient to eliminate systematic bias?
« Was the allocation sequence concealed from investigators and participants?
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3. Were all participants who entered the study accounted for at its conclusion?
Consider:
 Were losses to follow-up and exclusions after randomization accounted for?
« Were participants analyzed in the study groups to which they were
randomized (intention-to-treat analysis)?
« Was the study stopped early? If so, what was the reason?
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Section B: su1d8u3533e1duadnals?
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4. Were the participants ‘blind’ to intervention they were given?
Were the investigators ‘blind’ to the intervention they were giving to participants?

Were the people assessing/analyzing outcome/s ‘blinded’?
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5. Were the study groups similar at the start of the randomized controlled trial?
Consider:
« Were the baseline characteristics of each study group
(e.g. age, sex, socio-economic group) clearly set out?
« Were there any differences between the study groups that could affect the
outcome/s?
wiimsauanfiuiinisiiviganeafiainanuuandswestadefunndeiussninngumeaaes
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6. Apart from the experimental intervention, did each study group receive the same
level of care (that is, were they treated equally)?
Consider:
« Was there a clearly defined study protocol?

« If any additional interventions were given (e.g. tests or treatments), were

they similar between the study groups?
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« Were the follow-up intervals the same for each study group?
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= I Y IS v Y = dl' Aa ! Y 1 g:v ! o/ [ 1%
Wisuiigulvlasumilouduie swlufnssuiudu q Nlsenquiitegisisassnguseadulusiey
WINTFIUAEIN LU FT5TaNa szezatlunisiafnniuna L Uiy s1eaziBenig o waidaasi

nsseybilusedeuisidel g

Section C: waawsiuadnsls?
Tuduislunmsusefiufwadnsiiuanddunuive Ussnouludesam 3 3o léun
7. Were the effects of intervention reported comprehensively?
Consider:
« Was a power calculation undertaken?
« What outcomes were measured, and were they clearly specified?
« How were the results expressed? For binary outcomes, were relative and
absolute effects reported?
« Were the results reported for each outcome in each study group at each
follow-up interval?
« Was there any missing or incomplete data?
« Was there differential drop-out between the study groups that could affect
the results?
« Were potential sources of bias identified?
« Which statistical tests were used?
« Were p values reported?
foil 7 1unmsussiiiuimadnivesnideiinienulfogrsnsounquasuiiu Taeizuain
n3UsEfiuNadnEnan®® (primary outcome) Liasannidusuusdrdalunisiunauindiegig
(sample size) warg1UINEDR TeHadwindnenailfssianiitanaiiiedaien vsearady

6 1 a

Uszianiiusenevlumenaansdes 9 nateviasiuiuls (composite outcome) LU 91U

o v s

= v ) = Y P o aa | . .
WNeeInulsAnaenldenitilaagiin1sMUUARAaNSNAaNALS8nI1 major adverse cardiovascular

events (MACE)? Usznausisaiunadnseos lawn lsanaiuilarmlavisiisn 1sanasnidsnauas

'
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wazn1sldetinanlsaasnaeniila @991Ae953T0AEIAU composite outcome AONAANGULARY

ag NN TanudpduRusLasIANguiulAD3
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8. Was the precision of the estimate of the intervention or treatment effect reported?

Consider
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« Were confidence intervals (Cls) reported?

Tof 8 Aon1susziduanuuiugiresuide amnsafiansuildanndarsanudedy
(confidence interval, CN2Y1 Fadugnafavamilafitnasiinismenusiuiuiaunadnsnanaae
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9. Do the benefits of the experimental intervention outweigh the harms and costs?

Consider:

« What was the size of the intervention or treatment effect?

« Were harms or unintended effects reported for each study group?

« Was a cost-effectiveness analysis undertaken? (Cost-effectiveness analysis
allows a comparison to be made between different interventions used in the
care of the same condition or problem.)
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radnidlawfisuiuanudssomadiafssiionafatuldduduavioll uazdudrdoalddneiivos
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Section D: wadwsluldldaenele?
drugnieidunisusziduanuiismssnieuen (external validity) Aonisuszifiuning
wanganvesiIslunsaaesnaufiaztluussgndltate
10. Can the results be applied to your local population/in your context?
Consider:
« Are the study participants similar to the people in your care?
« Would any differences between your population and the study participants
alter the outcomes reported in the study?
« Are the outcomes important to your population?
« Are there any outcomes you would have wanted information on that have
not been studied or reported?
« Are there any limitations of the study that would affect your decision?
o7l 10 AonsUszifiuingihediandenisinuvieudiym faudnvazimilounio

¥ o IS

waneingluangUlendadiunlusideegnls dMaudnvazdanuwandsiuan agliaunse
vanladudielinissnwimusuimenldluaniddesegUisvessluudraglanadnslunissnwivlu
a Y Y1 r-:l' = v Y1 = v U 6 ¥ . . . . a
wwadgniy fUieunzaudsiesiiednudnvauzasaiuinaeiaad (inclusion criteria) uaglald
% A o ¢ v . . . a ) a Y Y]
Tarulanuniivualiluinueifneesn (exclusion criteria) waglinadnuaglagsiuilndifeiu
ToyalunsnuanyNgNfiIeg1
‘221’ v Y a | v Ay aa A o b=} | 1 a v |
wenantlenadenesiiarsaunirduiiveyansadinladudnuselunlivsngluanide uiens
Julssinulymludireseild wu nsidgueilsasiuuitedanlilafinisseylilunuide e19
< ¥ o W . . . 1 U a aa v 4:91/ ¥ a o 1 Yo 1 o [
na1ewdudadnin (imitation) sien1sdndulanisedinlugihesetld lunsddnarigemgeniniy
= DI v LY A A A A A A a oA a o Y = aw
Mgdosrumdoyadnuvasdedaindeionuy q iufuieUszdufsanudasndy vivelunuidy
foalin13nIfanuNan e fuRnisutedadsluaarunisaliulianunsavinle deudndu
gsdnaulaizulionuanudsiiogidls
11. Would the experimental intervention provide greater value to the people in your
care than any of the existing interventions?
Consider:
« What resources are needed to introduce this intervention taking into
account time, finances, and skills development or training needs?

« Are you able to disinvest resources in one or more existing interventions in

order to be able to re-invest in the new intervention?
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