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Preferred Reporting Items for o jss 4 s bzl jg,0 5 50 b oslo (3,155 sl p (solgidon ogud (5 o3
ol sas 4]l Y- Y- e 0 Systematic reviews and Meta-Analyses (PRISMA)

m Identification of new studies via databases and registers ldentification of new studies via other methods

Studies included inprevious  Records identified from*®: Records removed before Records identified from:

version of review (n=) Databases (n=) — sCreening Websites(n=)
‘Reports of studies included  Reglsters (n=) Duplicate recoeds. Crganisations {n=)
in previous version of removed (n=) Citation searching {n=) etc
review {n=) Records marked as

Ineligible by automation

toostn=)

Records removed for

‘othar reasons (n=)

Records screened in=)  —» Records excludedt (n=)

}

am)mmfum —» Reportsnot tetrieved (n=)  Reports sought foe retrieval —+ Reparts not retrisved (n=)
=) n=1

} !

‘Reports assessed for - Reports excluded: Reports assessed for __, Reponts excluded:
eligibility (h=) Reason 1in=) eligibifity (= ) —* Reason 1(n=)
Reason 2{n=) Reason 2 (n=)
l Reason 3 {n=) etc Reason 3(n=) etc
MNew studies included in
review (n=) I
Reports of new Included  *
studies (n=) ) )
*Consider, If feasible to do S0, reparting the number of recards identifed from each database of register
l searched (rather than the total number across 3l databases/tegisters)
tif automation tools were used, indicate how many records were excluded by a human and how mary were
Total studies included in exciuded by automation tocks
review (n=)
Reports of total included
studlies (n=)

The PRISMA 2020 statement: an updated guideline for reporting systematic reviews. BMJ 2021;372:n71
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S o ool NOS

m=CONSORT

L7 I TRANSPARENT REPORTING of TRIALS

CONSORT 2010 Flow Diagram

[ Enoliment ] Asgsessed for eligibility (n= )

Excluded (n= )

+ Not meeting incluson critera (n= )
+ Dechned to partiopate (n= )

« Otherreasans (n» |

[ Randomezed (n= ) |

!

! Allacation ,I
Allocatedto imenenton (0= ) Afocatedtomtervention (n= )
« Received allocated imarvention {(n= ) » Received allocated mterventian (0= )
« Did not recesve allocated intervention (gve « Did not receive allocated interverdon (give
reasons) (ne ) reasons) n= )
l‘ Fallow-Up ,'|
Lost to follow-up (give reasons) (n= ) Lost to followup (give reasons) (n» )
Discontinued intervention {give reasons) (n= ) Discomnued intervention (gve reasons) (n= )

Analysed (n= ) Analysed (n= )
» Excluded from analysis (gve reasons) (n= ) » Excluded from analyss (gve masons) (n= )
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STROBE: Strengthening the Reporting of Observational Studies in Epidemiology

STROBE Statement—Items to be included when reporting observational studies in a conference
abstract

Item Recommendation

Title Indicate the study’s design with a commonly used term in the title (e.g cohort, case-
control, cross sectional)

Authors Contact details for the corresponding author
Study design Description of the study design (e.g cohort, case-control. cross sectional)
Objective Specific objectives or hypothesis
Methods
Setting Description of setting, follow-up dates or dates at which the outcome events occurred or at

which the outcomes were present. as well as any points or ranges on other time scales for

the outcomes (e.g.. prevalence at age 18, 1998-2007).

Participants Cohort study—Give the most important eligibility criteria. and the most important sources
and methods of selection of participants. Describe briefly the methods of follow-up
Case-control study—Give the major eligibility criteria. and the major sources and
methods of case ascertainment and control selection
Cross-sectional study—Give the eligibility criteria, and the major sources and methods of

selection of participants

Cohort studv—For matched studies, give matching and number of exposed and
unexposed
Case-control study—For matched studies, give matching criteria and the number of

controls per case

Variables Clearly define primary outcome for this report.
Statistical Describe statistical methods, including those used to control for confounding
methods
Results
Participants Report Number of participants at the beginning and end of the study
Main results Report estimates of associations. If relevant, consider translating estimates of relative risk

into absolute risk for a meaningful time period
Report appropriate measures of variability and uncertainty (e.g., odds ratios with

confidence intervals

Conclusions General interpretation of study results

44 |Page



STROBE Statement—Items to be mcluded when reporting observational studies in a conference
abstract

Item Recommendation
Title Indicate the study’s design with a commonly used term in the title (e.g cohort, case-
control. cross sectional)
Authors Contact details for the corresponding author
Study design Description of the study design (e.g cohort, case-control. cross sectional)
Objective Specific objectives or hypothesis
Methods
Setting Description of setting. follow-up dates or dates at which the outcome events occurred or at

which the outcomes were present. as well as any points or ranges on other time scales for
the outcomes (e.g.. prevalence at age 18, 1998-2007).

Participants Cohort study—=Give the most important eligibility criteria. and the most important sources
and methods of selection of participants, Describe briefly the methods of follow-up
Case-control studv—Give the major ehigibility eritenia. and the major sources and
methods of case ascertainment and control selection
Cross-secnonal studv—=Give the eligibility eniteria. and the major sources and methods of
selection of participants

Cohort studv—For matched studies, give matching and number of exposed and
unexposed

Case-control studv—For matched studies. give matching criteria and the number of
controls per case

Variables Clearly define primary outcome for this report.
Statistical Describe statistical methods. including those used to control for confounding
methods
Results
Participants Report Number of participants at the beginning and end of the study
Main results Report estimates of associations. If relevant, consider translating estimates of relative risk

into absolute risk for a meaningful time period
Report appropriate measures of variability and uncertamty (e.g., odds ratios with

confidence intervals

Conclusions General interpretation of study results
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STROBE Statement—Checklist of items that should be mcluded m reports of cross-sectional studies

Item
No Recommendation
Title and abstract 1 () Indscate the study’s design with a 1y used term m the tatle of the abstract
() Provide m the abstract an mformative and balanced sununary of what was done
and what was found
Introduction
Background rationale 2 Explaan the scientific backgronnd and rtouale for the mivestigation being teported
Obsectives 3 State specific objectives, inchulug any prespecified hypotheses
Methods
Study desigu 4 Present kev el of study desagn early s the paper
Setting s Describe the setting. locations. and relevant dares, including persods of recruinent.
exposure, followsup, and data collection
Participants 6 (a) Gave the ehigshality critena, and the and methods of selection of
participants
Variables 7 Clearly define all outcomes, exposures, predictons, potential confounders, and effect
mwodifiers. Give dingnostic criteria, if applicable
Data sources’ 8¢ For each vaniable of mterest, give sources of data and details of methods of
measrement assessment (mensurement ), Describe comparability of assessament methods if there is
maore than one group
Bias 9 Describe any efforts to address potential sources of baas
Study size 10 Explaim bow the smdy size was amved at
Quantitative varinbles 1 Explam lsow quantitative varables were handled i the nnalyses. If applicable,
describe which sroupmas were chy annd why
Statistical methods 12 (o) Desenibe all statistical wethods, including those used 10 control for confounding
() Describe any methods used to examine subgroups and bermctions
(¢) Explatn how mussing data wese addressed
() If applicable, descnbe analytical methods taking sccount of sampling strategy
(&) Descnibe any sensatrvary analyses
Results
Participants 13*  (a) Report nmmbers of individuals at ¢ach stage of sdy—eg numbers potentially
eligible, examined for eligability, confirmed eligible, mchsded in the study,
completing follow-up. and analysed
(b} Gave for pou-p i at each stage
(<) Consider use of a flow diagram
Descriptive data 14%  (a) Give characteristics of smdy participants (eg demographic, climcal, social) and
mfornmation on exposures and potential confounders
(b} Inclscate muanber of participants with datn for each varable of mterest
Ontcome data 15*  Report munbers of outcome events or sunupary measires
Ma results 16 (a) Give unadjusted anudl. of applicabl totmder-adjusted and
thheis po {eg. 9%% confid, asterval). Make clear which confounsders were
fusted for and why they were tnchuded
(D) Repoet category boundaries when variables were categorized
() If relevant, convider translating estunates of relative risk mto absokute nisk tor a
meaningfil tune penod
Other analyses 17 Report other analyses done—eg nualyses of subgroups misd interactions, and
sensitivity analyses
Discussion
Key results 18 Summarise key results with reference to study objectives
Linmutanons 19 Discuss lmutations of the study, kg mto ofp | biss or
imprecision. Discuss both direction ind magnimde of any potential bias
Inferpretation 20 Give a cautious overall interpretation of results conssdenng objectives, lunitations.
mltiplicity of analvses, results from similar studies, and other relevant evidence
Generalisability 21 Discnss the generalisability (external validity) of the study results
Other information
Funding 22 Give the source of funding and the role of the funders for the present study and, if

applicable, for the onigmal study on which the present aricle is based
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STROBE Statement—Checklist of items that should be mcluded m reports of case-controi studies

Item
Ne Recommendathon

Title and abstract I () Tndicate the study”s design with & commonly used tevm in the title or the sbstract
() Provide i the ab an mi and balanced v of what was done
and what was foand

Introduction

Background iatimake 2 Explain the scientific background and rationake for the myvestigation bemg reported

~ Objectives 3 Srate specific objectives, inchuding any prespecified hvpoth

Methods

Study design 4 Presant key ey of study destgn early m the paper

Sermng s Describe the serming, Jocatons, snd relevant dates, weluding peaods of recruitment,
exposare, follow-up, and data collection

Participants [ () Give thse ehgibility 1, and the and metlods of case ascertamment
and 1 el Give the ratwmale for the choice of cases and i
(5} For matched studies. give lai irerin and the ber of s per case

Variables T Clemdy define all outcomes, exp predictors. p inl confonnders, and effect
modifiers. Gave dingnostic criteria, if applicabl

Diata sousrces’ §* For each varsable of mterest, give sources of data sud detals of methods of

TR et nsessanent ( ). Descrid parabubiry of hyods of 1here 15
move than one group

Bias @ Describe any efforts 1o address potential sowces of bias

Study size 10 Explain how the smdy size was mrived at

Quantitative varables 11 Exphan how quantitative vanables were hasdled w the malyses. 1f apphcable.
describe which groupungs were chosen and why

Seatistical methods 12 (o) Describe all statistacal miethods, melodmg those used to | for coufoundmg
(b) Descnbe any methods used to subgroups and uteractions
(c) Explain how missing data were addressed
(o} 1f applicable, explam bow masching of cases and controls was addressad
(e} D ibe amy itivaty. anaky
Resulis
Participanns 13*  (n) Report mumbers of mdivadusls at ench stage of stidy —eg tunbers potentially
eligtble. examined for elizibility. confimued elizible. inchided in the study.
completing follow-up, and anakysed
(b) Give for non-particiy o each stage
(€} Cogider use of a low &
Descriptive data 14*  (n) Give ch istics of study participants (ez demographic. clinical, social) sud
information on exposares and potennal confoundens
(b) Tnd ber of partscipants witls iy data for each varsable of mterest
Ourconse dars 15 Report pnmbers i ¢ach axposing CAGRory. oF sumnary measires of exposure
Maun resnles 16 (a) Grve umdjmsted esti and. 3f applicable. confornder-adjusted esti and
their precision (g, 95% confid interval). Make clear which confounders were
adqusted for and why they were mchusded
(b} Report ry boundartes when coati inbles were d
() If relevant. ud lating of relative sk imnso absolute nsk for a
zful time period
Ollser nnalyses 17 Report other analyses dove—eg mualyses of subgroups and mier and hvity analyses
Discussion
Key results 18 Summanse key results with refe to study objectives
Limatations 19 Discuss mitations of the smdy, taking mwo of p 1l bias or my
Dascuss both dmection and magmmde of any p inl bans
Interpretation. 20 Give & cantious overall interpretation of resulry Jermng objectives, hmamtions, waltiphcty
of analyses. resules from sinzil chies, and othes rel evidence
Generalisabality 21 Discuss the zeneralisability {external validity) of the stdy resuilts
Other information
Funding 22 Give the sonece of fanding and the rode of the funders for the present smady and, if applicable.

for fhe orgmal study on which the p t arficle 1s based

47 |Page



STROBE Statement—Checkliat of items thar should be included w reports of cobort studies

Item
No Recommendation
Tithe and abstract 1 (2) Fudacate thie stindy ‘s design with o nly sed teran m the tile or the ol
(5) Provede ins the abstract an informative snd balanced swmmary of what was done
and what was found
Backgrovad rotional 2 Explain fhw sciennific bockground md mtionale tor the igation besg reported
_Objectives 3 Suate specific objectives, mcluding any prespecified hypoth
Methods
Study desizn 4 Present key el of study destzn early in the paper
Settng b Descnibe the sething, Jocanons, sod sel dases, mcluding periods of
exposure, follow-ap, and data collecton
Participants & (0) Give the ehigitidity critersa. sod the and methods of selection of
parncig Desceshe mechods of follow-up
(5) For masched smudies. zive lung crstenin nnd munber of exposed and
nuexposed
Variables T Cleasly define ali P predictors. poteutial confousders, and effect
modifiers. Give diaznosti ia, if applscabl
Data souzces/ 8¢ For eaxch variable of imterest. give sources of data and details of mwethods of
IREASN CIens et (| ment). Descnb wpanabiliry of ethods if thiere 1w
more than ove group
Bias 9 Describe any efforts 1o address potential sonrces of buas
Study sze 10 Explam how the sty suze was armved 3
Quanmtizative variables " Explain how quantitative vanables weve handled in the analyses If applicable,
describe which groupings were chosen and why
Stanstical inethods 12 (a) Desenbe all stanstical methods, mcluding those wsed sa control for confounding
{5) Describe sy methods used 10 i bgroups and 1 )
() Explaiu bow missing data were add d
1) I applicable, explam how loss 1o follow-np was addressed
(g} Describe any seusitivity aualyses
Results
Participants 13* () Report nmbers of mndividualy at eacls stage of study—eg munbers potentinlky
ehgible, exmmned for ehgbality, confinped ehgible, welnded in the study,
cotpletg follow-up. and sualysed
(b) Give for participation at each stage
{¢) Coasider use of 2 flow dingram
Dessriptive data 4% (8) Givect ies of study particrpants (eg & phic, chinsal, socanl) and
‘e ion o1t exp and p ia} confommders
1b) Indx ber of participants with missing dats for esch varinble of i
(<) Summarise follow-ap time (ez. average and toral amsount)
Outoouse dsta 15 Report ovunbers of OIICOmE ¢Vents Of SUBIAY neasines over liow
Mamn results 16 (o) Give unadjusted est and, if applcabl founder-adyussed esti nd
tlvesr presi (e 95% confid miteryaly. Moke clear which confounders were
adjusted tor md why they were mcluded
{5) Report catezory boundaries whven contimous vanables were d
() 1f exlesant, id datng of refative mak miro absolste 1isk for a
meanmgiul e penod
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Discussbon
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Other information
Fundinz 22 Give the sousce of funding and the sole of the fumders for the present study and, of

Izxcable. for the crigimal study on which the p anticle i based

48 |Page



3,50 Lo, 38 opdes gz oolaiwl 8550 (V1Y) il o cad S

........................... 3538 1330 0,50 5,155 1015 35 a3 0550 dilaio o5lg S O LY 2 ol o E5lg

i @ 1) Gz 4z Towl 08 4 pamie 8,90 (pl Logar ;0 Gz 4z —dedie ouus
LSaas = asls! Gi..;).,

3a

e b sl sl g Loy (Lol (e

3b
@l g Sloys O (ol jacits | g6

¢ “4-?'))5“’@‘)')61“‘@&16); ot 3d
375 & pazmie )50 nl Iz 1S S5 45 wlio jl eoliul b asdls SISTL 55 L S, Ao

S| 4
.......................... Wl oo les Hlewm 4 by e Sledbl K0 9 S8l,5 900 Sleds! loww wleMb|
5a

ot ol sl s 5 o 1S

5b

(Sloj Jgoz (eizon)

5¢C

........ LQ)T C.:Lu 9 PUVALY LY Jay)a &-J)L>'LM

5d

..................... A2 b |y azg BB b sl 4Bl ple 5 abogs e (SG58 alee 6 b by 4l
................ w‘ o ‘SQJJLQ)L\A @La) Jsd.?- g_i.) JS“‘ 4_, )Lo.u kj"‘ﬁ"‘u )‘ W \.JLC)Lb‘ 7 x . ’)L’.

(S0 p pyas ( LT sleins ((Sojd Slulae wile) paeis slo o, PSR
(s 3

8a
(F2258 b Jlo o yims wiile) et glo lz EL33)
8b

.......................... Col ol a3 5 Lai 0 Ko o aseis dlex | casis Yol
8c

ol BB as sl 50 (6591555 )0 o al> o wile) (5T i slo (S
...... o 8d

49 | Page



.................................. (Bl o 955 6y « 1> (55 s wiile) WSl glgs! Sloyd OIS law
9a

...... (QLQ)’ S 8 G0 dible) allowe Jles!

9b

(Gl L) alsloe ol s

9c

(ps3) &y90 1) Jlam byl mbs s b mbs g g5
10a

...... uul.a)—l @L.: J..:.L...: 9 Ga.,.zm o LSL“ 6;..;

10b

(Qw‘ 03 ‘5!‘.)))| 4.:9§>) J.o.?u 9 FICERW (;W}.u

10c

e OAES (L e S0lg> g il 5)lee
10d

.................................. Oy50 oyl o Lol 0,505, 10 Cand 9 g8 bli 0450 40 Eou oy
1la

11b

(it Mo b)) oz 5 (g5 a2 shate
11c

...... 3590 ol )l 5l el sl 0
11d
Shysl as 00,5 b, a5 sle loys 5550 j0 1) 055 sBd jlow Sl & g0 4o o s
9,85

12

...................... OiS A 5Ls & yge 0 Ladal Suul 00,5 bl o wilalST cols, jlew 51 LT 4ol Cddlgo
13 &bl

50| Page



olai ol Al e lelllas (5w o labiowl § by155 g1y TTREND awsly conad S

oSy g Olgne
Mo a5 Loaxly (5,135g 0928 5,50 40 Oledlbol
S9d (o0 dpogs wnylSLu (Slo 00 S ) oAy g plge
adllae 5905 b Bud Camez 3590 40 Sledbl
doddlo
ol g Ghie sy 5 (sole o) i \ Ao
i, e b o eslil o 0e (gla 4,k
L 09, 9 dlgo
ool 5 Blate medsi g (sole ate) Ay
Tob )0 Gloslns aloz Sl GEaS 08,0 6l (KLt slojlne
o oSl o o s e Jlio Slsic ) 58 Wiged | plasiias] asliy 4 aliseo v SFAS S p

(1,3l

il ods (g, &= & ools a5 L':‘»{Lm O 5 Cuxdge

505.?!.:5MJLEA)QMMB@ij)AOMM)f}h))OUM?‘MULJF
Wigd (o 2 lye ol o o ) bl s

el ool ASU Sr 4 :|5.'I.m (]

el ooy djl)‘ 4.:5§> 6‘5:“’“’ :ASU 0339) L]

Taiads (5o 05,5 ol 3l digS> wall | uly @ ¥ Ml

fols ploil 1 alzloe ol oS Az oaed g @

Bl 1S 5o alblae aiyl b icopbye @

e wim (BXPOSUTE) o yx0 10 65e5 ,,38 oo b e @
391 41,8 oo ax Fogs oals a8 T a5 o &) gl olayg, b Cand
S, b o5

s 3 a0 asly o gl alslae @l gl o ax i ley o @

?‘55‘. 0l

Gl b glbasl ildl elp e cdles @

b as,8 5 ol Jloal o Slaal
oowla)yubg))mjLaooloL;”Té@Lglﬁoou;@\o)ydl.mu:” 4

51| Page




Lm‘_g).:f o)"..\3|¢.:.6¢56L55)| 6‘)-.‘

9 i (s, sle (Shs ale (e Jliel Glajlil o 50 50 Sledbl

Jelos 4355 30 gds pgi) O 900 g Aiged ojlal ad atie (SisSe \ aged (s ol
oS dﬁg.uo u...v|55 9 uﬁ}n L.SLQ

Jle ylsie ay candllan bayl i 4y 00ls 00ls plaizl axlg) anass o=y
(asol> 09,5 0,8

41.4_’>)| daxllas .‘a)‘).u.v 6‘,) L:a.\:>15 ua.\..apu 6‘,) oolawl Sy90 LSLQ U’“ﬁ)

4 g Al (50,5 Sgdus (Sl (i ) Cadgazme aigS e LS5 A p55 s
(il JBlo

Ol Plaz 4 cpr SaS gl oolenl 850 o as uilS
(o3 «Jlie oylgie a) 6, SIb e pae Jdo L,>_IL¢,.‘;.>| s ass

ploul |y wMSlaw a5 (ol,8l ol Bl j0gui b 09 00iiS &S 1 4y az g5 9y q (3w olss) s 3tw 595
Lyl Jdo 4 ais 57 o 23l ) mmlo 5 Cdlae oS (01,80 g wisls oo
0975 950,80 (5l il Byg0 (pl ;0 Bi0g sal (Hla),sS axlllas

29 dl)) Camlie ol (23 052 5 (S3be Sl 5LessS

05 Vi) Alilone S5 Gimins (5l ol 90 aly ot S sS o
(anol> L 09,5 \e Julxi g a9 325 alg

ko sla g, bl Dglite Larass axly 5l g g 455 sy S
39l s (Jle lgre ) 098 ;3 yal (ol dwle (glps ooliinl 390
5l eoliial L L (design effect)asly il lg o560, b o lastenl slas

(e diz ol 5 4y 55

(sl)azs slp anlllas sleng S amslio lp ooliul 0,50 édm sk,
o (51 0010 oduzey sl g, dex | cddol roiw

2225 wiile ( Bl sl Jelow 5 42525 (sl oolil 9,90 (55l (sl b, ) bl sl o)
ol fasd Jelod g 4325 9 05,5 25 slo Sl

oolauwl S,90 sl d.ol.;).g L Lg)La] )1)'5‘ ey

5 arass «oluiil ol codiaddllas jlal> e o 50 (oS &858 L >
Soges jlosliinl) Jolow g 4505 6 oS alS e (B 0 (285 18
(395 (o0 dogd

axly odgedie (slp 0ad gy p QEALS ES 0 slaxi el 25 @ VY OB s eS8 i by

Pl o pae oog llpd axly pas b o Ll o0

Lyl i a5 oads ool plais! Boass oS b olowi (janass @

52|Page




axlllas

4 oads ool plaiz! (Bous eS8 b ol illoe g avaxs @
OB aS &8 b slass g addllae Loyl 51 SO0

L wo)S JeaSS 1) (6,05 &5 (B0 8,00 5l golasi 16,5y @
b (6 pn ool w31 Jline Glgie a)aio SO LSS | (6,50
adllae Loyl

fdo g 5z j0 a8 eSS oS b 5l eolaws s o g agys @
axdllae boyl s b caiods Bdo aslllas 51 L g a5 )13 Lol

FYo Lol pan caalllas (o35 anli o3l ST g, Dbl il loxisgs

LS)"‘i"’ 9 f\ml 6[.@ 0,93 oS RS Lgl.b @)U \v |°|m|

Lyl by (Bass a8 8 b sl (Shs g sl S8l T g00 Olasin
axllas

3 6 Sty Dladion 4 bgyye adlllae byl l 51 S p0 sl a0l sla (S \F Al oleMb|
B sl ks

Sl aS Sl 5 wisls cews 511 650K a5 SLaS 5l Al ol anslis
anlllas Lyl 5 b g S sb a wiils

é)}aé)l.cig_glbuws)s‘M‘)QMLEQOB;MQ‘E}J)AGLQOQ‘O ‘A Q'IJ:M
b o oglis S gl aslitul

g iz ol 51 G ey ool sols LI,8 (L) BasS &S b olaws
Al aisS oyt Dgliie gl Gl byl a5 gloj ohug 4 e Judo L N WES PP TETS PPNV
el pdy el &S Sley sllas slacl &0 a4 gl

S1g s bosg leyo dad a4 o g ao0 655wl LT aso!l Lo
cail00,55 () Kan Judow g 4y i (0 a5 (g0l B 0,95 5 0o 7y 0095

S Sy 0,90 sl mls 5l 6l aods gl g adgl mls S e sl
8o pols lias gl p plell alold g 51 ol (pasd g caalllae Loyl 1% o9l p g b

e g g sl Bl puilnS

Gk 5l oo crend o 5l sl ialesT (sl e 51 ol ol ailuS
D925 Dyg 40 (50,5 s (glpoad a8 3 a5 s Ml

94320 b b og)S 55 alax 5l weads sloxl sl Judos g 4320 51 gl aodls A | (Sl b s g a3
Q&y ‘;LA.M-QS‘ l) 9 u&yuazm.‘o w.u)‘ OADY ULMA-' cbam 6L® J.A.l?u

el

Ll 51 e pp 5 il b ol b g won il olse plod 31 a0 1 5l B)lse
(liabsl alols 5 il o3l glos 5Ty dgusliio a0ds alax ) axlllas

53| Page




slhs wogilly e i (3o lo and b (85 LA S el e
Wlfuz sl Ll dgwlio

&lp OM3ae 1 10 a5 Slb euilSo 4 a5 b gl 5,90 ,0 Eou
ul.‘}b..oyla9L®ﬁ)ﬂl&ajwlowdﬁ;fla))é(wél@ob)é)ﬂo&

Gl glodoly b el putlie (Dlibo 5 )90 40 dny

Comaz 38,8 50 50 b pialesl slo 4l (S 215)s 2% peess

A

SR paons

39> g0 (5lo au,lai g anlel die) ;0 S ages s

Yy

A5 815

131 bl

Des Jarlais, D. C., Lyles, C., Crepaz, N., & the Trend Group (2004). Improving the reporting
quality of nonrandomized evaluations of behavioral and public health interventions: The
TREND statement. American Journal of Public Health, 94, 361-366. For more information,

visit: http://www.cdc.gov/trendstatement/
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Section A: Is the basic study design valid for a randomised controlled trial?

1. Did the study address a clearly focused research question? Yes
CONSIDER: No
. Was the study designed to assess the outcomes of an intervention? Can't tell
. Is the research question ‘focused” in terms of:
e Population studied
* Intervention given
e Comparator chosen
e Qutcomes measured?
2. Was the assignment of participants to interventions randomised? Yes
CONSIDER: No
. How was randomisation carried out? Was the method appropriate? Can't tell
3 Was randomisation sufficient to eliminate systematic bias?
3 Was the allocation sequence concealed from investigators and participants?
3. Were all participants who entered the study accounted for at its conclusion? Yes
CONSIDER: No
o Were losses to follow-up and exclusions after randomisation accounted for? Can't tell
3 Were participants analysed in the study groups to which they were randomised (intention-to-treat analysis)?
. Was the study stopped early? If so, what was the reason?
Section B: Was the study methodologically sound?
4. Yes
. Were the participants ‘blind’ to intervention they were given? No
. Were the investigators ‘blind’ to the intervention they were giving to participants? Can't tell
. Were the people assessing/analysing outcome/s ‘blinded’?
5. Were the study groups similar at the start of the randomised controlled trial? Yes
CONSIDER: No
e Were the baseline characteristics of each study group (e.g. age, sex, socio-economic group) clearly set out? Can't tell
e Were there any differences between the study groups that could affect the outcome/s?
6. Apart from the experimental intervention, did each study group receive the same level of care (that is, were they treated Yes
equally)? No
Can't tell
CONSIDER:
e Was there a clearly defined study protocol?
e [fany additional interventions were given (e.g. tests or treatments), were they similar between the study groups?
e Were the follow-up intervals the same for each study group?
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Section C: What are the results?

7. Were the effects of intervention reported comprehensively? Yes
No
CONSIDER: Can’t tell
3 Was a power calculation undertaken?
3 What outcomes were measured, and were they clearly specified?
3 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?
3 Were potential sources of bias identified?
3 Which statistical tests were used?
3 Were p values reported?
8. Was the precision of the estimate of the intervention or treatment effect reported? Yes
No
CONSIDER: Can’t tell
. Were confidence intervals (Cls) reported?
9. Do the benefits of the experimental intervention outweigh the harms and costs? Yes
No
CONSIDER: Can’t tell
. 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.)

Section D: Will the results help locally?

10. Can the results be applied to your local population/in your context? Yes
No
CONSIDER: Can't tell
. 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?
3 Are there any outcomes you would have wanted information on that have not been studied or reported?
3 Are there any limitations of the study that would affect your decision?
11. Would the experimental intervention provide greater value to the people in your care than any of the existing Yes
interventions? No
Can't tell
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?

| APPRAISAL SUMMARY: Record key points from your critical appraisal in this box. What is your conclusion about the paper? Would you use it to
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change your practice or to recommend changes to care/interventions used by your organisation? Could you judiciously implement this
intervention without delay?
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e Clegg, Andrew, Hewitson, Paul, and Milne, Ruairidh. Explicit and reproducible: how to
assess the quality of the evidence in a systematic review. StudentBMJ. 8:24. Feb. 2000

e Heneghan, Carl and Badenoch, Douglas. Evidence-based Medicine Toolkit, 2nd edition.
Oxford: Blackwell Publishing; BMJ Books. 2006. p. 27.

e Systematic Review Appraisal Sheet. Centre for Evidence Based Medicine. University of
Oxford [http://www.cebm.net/index.aspx?0=1567]

e AMSTAR, the validated systematic review measurement tool:
http://amstar.ca/Amstar_Checklist.php
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Section A: Are the results of the review valid?

1. Did the review address a
clearly focused question?

2. Did the authors look for the
right type of papers?

3. Do you think all the
important, relevant studies
were included?

4. Did the review's authors do
enough to assess quality of
the included studies?

5. If the results of the review
have been combined, was it
reasonable to do so?
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Yes

Can't Tell

No

Yes

Can’t Tell

No

Yes

Can't Tell

No

Yes

Can't Tell

No

Yes

Can’t Tell

No

HINT: An issue can be ‘focused’ In terms of
e the population studied

e the intervention given

» the outcome considered

HINT: “The best sort of studies” would
e address the review's question

e have an appropriate study design
(usually RCTs for papers evaluating
interventions)

HINT: Look for

e which bibliographic databases were
used

« follow up from reference lists

* personal contact with experts

e unpublished as well as published studies
e non-English language studies

HINT: The authors need to consider the
rigour of the studies they have identified.
Lack of rigour may affect the studies’
results (“All that glisters is not gold”
Merchant of Venice — Act |l Scene 7)

HINT: Consider whether

» results were similar from study to study
= results of all the included studies are
clearly displayed

» results of different studies are similar

e reasons for any variations in results are
discussed




6. What are the overall results of the review? HINT: Consider
e |f you are clear about the review's

‘bottom line” results

e what these are (numerically if

appropriate)

* how were the results expressed (NNT,

odds ratio etc.)

7. How precise are the results? HINT: Look at the confidence intervals, if
given

8. Can the results be applied to Yes HINT: Consider whether
the local population? e the patients covered by the review
Can't Tell could be sufficiently different to your

population to cause concern
No e your local setting is likely to differ much
from that of the review

9. Were all important outcomes Yes HINT: Consider whether
considered? e there is other information you would
Can’t Tell like to have seen

No
10. Are the benefits worth the Yes HINT: Consider
harms and costs? e even if this is not addressed by the
Can’t Tell review, what do you think?

No
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Moher D, Liberati A, Tetzlaff J, Altman DG, The PRISMA Group (2009). Preferred Reporting
Items for Systematic Reviews and Meta-Analyses: The PRISMA Statement. PLoS Med 6(6):
€1000097. doi:10.1371/journal.pmed1000097

For more information, visit: www.prisma-statement.org.
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