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« Joanne E McKenzie, Sue E Brennan, Rebecca E Ryan, Hilary J Thomson, Renea V
Johnston, James Thomas. Chapter 3: Defining the criteria for including studies
and how they will be grouped for the synthesis: Higgins JPT, Thomas J, Chandler J,
Cumpston M, Li T, Page MJ, Welch VA(editors). Cochrane Handbook for Systematic
Reviews of Interventions version 6.0. Cochrane, 2019. Available from https://train-
ing.cochrane.org/handbook/current/chapter-03

« COMET(Core Outcome Measures in Effectiveness Trials) Initiative. Available from
http://www.comet-initiative.org/

« ICHOM - International Consortium for Health Outcomes Measurement. https://
www.ichom.org/

« COSMIN tool. Available from https://www.cosmin.nl/cosmin-tools/

Better reporting of interventions: template for intervention description and rep-

lication(TIDieR) checklist and guide. https://www.equator-network.org/report-

ing-guidelines/tidier/

+ McKenzie JE, Brennan SE, Ryan RE, Thomson HJ, Johnston RV, Thomas J. Chapter
3: Defining the criteria for including studies and how they will be grouped for the
synthesis. In: Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page MJ, Welch
VA (editors). Cochrane Handbook for Systematic Reviews of Interventions version
6.0 (updated July 2019). Cochrane, 2019. Available from www.training.cochrane.org/
handbook.

+ Schiinemann HJ, Tugwell P3, Reeves BC, Akl EA, Santesso N, Spencer FA, Shea B,
Wells G, Helfand M. Non-randomized studies as a source of complementary, sequen-
tial or replacement evidence for randomized controlled trials in systematic reviews
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dler J, Cumpston M, Li T, Page MJ, Welch VA(editors). Cochrane Handbook for Sys-
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Available from www.training.cochrane.org/handbook.

« Sterne JAC, Herndan MA, McAleenan A, Reeves BC, Higgins JPT. Chapter 25: Assess-
ing risk of bias in a non-randomized study. In: Higgins JPT, Thomas J, Chandler J,
Cumpston M, Li T, Page MJ, Welch VA(editors). Cochrane Handbook for Systematic
Reviews of Interventions version 6.0(updated July 2019). Cochrane, 2019. Available
from www.training.cochrane.org/handbook.

+ Reeves BC, Wells GA, Waddington H. Quasi-experimental study designs series-paper
5: a checklist for classifying studies evaluating the effects on health interventions-a
taxonomy without labels.J Clin Epidemiol. 2017 Sep;89:30-42
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Box 8-1. £2 2230A DIST Xt& E3 ({0 M2 reboxetine2| &1}

Eyding & ¥-7Eyding, 2010)= &% &4 0]9]9] HAo] Fg/gof it F=e7 o
£ HojErh A7 ARt 92350 sl reboxetine ™ 919F A/FAI A=} A%
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wjZoll 3Rt SRt} oA = - Tholl AL Aol 7t QIIAINE, 6719 uld R AAAI 0]
F71 A= W, reboxetine AR Fol axtz QIRt A3 7s/do] 28] o4 &3kth

OR (95% CI)

Reduction in Hamilton dep ion rating scale by 50% or more

Published data (1 study) e 247 (1.49,4.11)
Published and unpublished data (7 studies) —— 1.24 (0.98, 1.56)
Withdrawals owing to adverse events

Published data (2 studies) e B 0.95 (0.45, 1.99)
Published and unpublished data (& studies) . 2.21(1.45, 3.37)

T T

T T
.25 5 1 25 5

More frequent with placebo More frequent with reboxetine

Box 8-2. 1A EM0]| Cht Y&

RIAT(Restoring Invisible and Abandoned Trials) | AlE] ¥ Afo|Eof= 1A &4
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8.2.1 7{A] ZZE(inception cohorts)
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Box 8-3. fibromyalgiaOflA] SSRI 245 #I%Fdt Hlwsh= 32 2[R7 - M 7He SSZao st

AT 7188 HEZA| of

Syntheses assessed for risk of bias

No. with at Mean
Sample Sample least30% Mean fatigue depression
size size pain scores (any  scores (any
Study ID (SSRI) (placebo) reduction scale) scale)
Anderberg 2000 17 18 v v v
Arnold 2002 25 26 v v v
Goldenberg 1996 22 19 v v v
GSK 2005 26 26 v = v
Norregaard 1995 20 21 v v v
Patkar 2007 58 58 v = X
Wolfe 1994 15 9 v v v

Key:

v Astudy result is available for inclusion in the synthesis
No study result is available for inclusion, (probably) because the P value, magnitude
or direction of the results generated were considered unfavourable by the study
X investigators
No study result is available for inclusion, (probably) because the outcome was not
assessed, or for a reason unrelated to the P value, magnitude or direction of the
- results
No study result is available for inclusion, and it is unclear if the outcome was assessed
? in the study

14
Q oX

= QAR diel 'H A 30% 5 A4 T 4 Y AAE Al B R A8 A 2
ol A=, F N DEAE AFZTE o] 8 5 USIAE, AR pgt, 37] Eas W F
s} eh(e] At /\1 T2= SR godth. B 25 A4 &3 Aol A, patell 2
AGPE 7Fs790] &2 g Aol ol 2THE o] 8T = AATHILGAIE ARE2 IF 7t "]
U=" Aol 7+ ME}—L Hugon oMo B3t ARE dog= TN AR Ak 455
P Kirkham 52 £33 0|5 219} flsf 21 & tho] fis) &R ELAE 830t
(Kirkham et al. 2018).
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8.3.4 1 A0 2SE AL A MR Y2t Wt 7t5d0] A=K 1

A3 pgt, 7] Bl W o] A% ATANE ST S ATk AT B9, T
Al it 23] A JFL 2o} ek Box 8-49] o7t E:go] Aet.

Box 8-4. 223 T HEREAM0 ALY = U= 2t} 218 ZaE BAek=s & 18

Walitt 5= Patkar 2007 A7-232] AeHd v|H 1 Aot Walitt 52 AHE- 7Fsgt A+
Aot AZo] Qe AFEUE Eesto] AASIHTh AN 7Hs R YA B2 2719 AF-A
ZZ0] Sl YAIEY #E 7|5 AN W Patkar 2007 W/GAAY A ZE A4 AGA
3 A #2 F2719] A9 1/30] A5H 5o SiFsFTH(GS + 58)/(125 + 119 + 58) = 0.32). ¥
AN A7AT EAZOE FuIsh ghtks A 7t 23 Q7] whge], Tl EeHA
71 89F 34| 2717} Eol5 Aol WehM $-2F5 o ATl 259 A4 3t 2ol vl
EFYFo] i Walitt et al, 2015).

Study x‘eight SMD (95% CI)  nl1 n2

Available results

Anderberg 2000 e — 1487 -0.31(-0.98,038) 17 18

Arnold 2002 —_— 2018 -0.74(-1.31.-017) 25 26

Goldenberg 1996 i 1718 -0.26(-0.88,0.36) 22 19

GSK 2005 _ 2154 -0.44 (-0.89,0.11) 26 26

Nerregaard 1995 _— 1743  0.01(060,062) 20 21

Wolfe 1994 6.00 -067(-152,0.18) 16 9

Sublotal (-squared = 0.0%, p = 0.584) <> 100.00 -0.39 [-0.65, -0.14)

Missing results

Patkar 2007 000 P=005 58 58

T T T T T
A5 =1 -5 o 5 1
Favours 55Rls Favours placebo
S SIS sl SR s B0 e Aol ol 12 e 3
5, 2%t goF A7 s HakE © Ag TR A7 HEREAS Halst
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8.3.5 7} g7 Zu7t YN ZE5E 7t580| A=K Bk “LAHX|X] U2 FA”

37k ATAI} 0] A3 7K A4S WAk whel dhel At

8.3.5.1 £} A= 9|52 MJ|5t= HUX M5
04—‘,1734«1 ZAZo| 27197 oBL B8 1% u3} 7|29 Holo] wet gebAlct A4 7
SEO] Ayt AE 7Hsotthd, 1 ojd Ak RHE|R] gg Zlojth MEDLINES] ZAgt
OS2 BE W AT 2RIT o §7] whizol FAof whek CINAHL 3L PsycINFOSF 22
= glojeWo] AZ HAsHA] Fatgirtd He A7vt A3 JFsAo] S 4 Ut
o] 0]9]9] olo]2 A}&sH= HtolA T YutH o & AFEi 2 (o] AEH ] 205} =
S WrsH= Ao 7Mo] o] =Bul n3ly glojgHo] AR AekE Ao 271H9] A
A7} r2hd RsAo] Atk 7sHE o] g ol o]s BE HE TEste] o] &
7R3t Al Amol TAs] Teke el Zo] Bastt,
o)A QATATI] A W9l thef o B Hx
of o5 A E 7] = SpA}

8.3.5.2 Zm7| 1
Zwj7] 282 27 B p TEE BA o R vEREA oM A2t e Vs
Hrtshr] sl 23t ARGE o gk & Al siide] st Zuy] I olzke A
AT FEE ALRE FE TA 2] ULt Horrlnks AMolA WIS wEhA Lt
I AFolA =2E B3 FYXE GubF o g T sido] B QA AREHY, T 2 AF9ES
| A2d A Zloltt. o FH o z= TFo] tﬂﬂﬁ(ﬂﬁcﬂﬂ) Zuf 7|2k 9] frArsfor st
Zw)7] Z1de] Wi o] A2 79 71 A2 ol 252 7hsAdol AtHIH 8-1).

(=1 L)
S
P
F | %
# "
0 S e
]
. ‘ 1 ]x
o= F | "
QO ~ {i " \\‘
=
b o '.".‘ . :‘ \
= .-’{ [ \\
. / | !
11_| -] !.' P : \\
v f‘ [ ] 1o b
'_f’ : \\
ot “, I. \\\
) L ] I \\
™ e . . | ® “
N
oL 1 1 10
Odds ratio

132 8-1. HRAXE ZEOF Ol5f 27| 1210 H|CHRI0] AiZI HL
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8.3.5.3 Zijj7| 13 H[cHFe| CHE 0|7
2u7] 1Y SIS ORE BT HEYT FAT R0 1R AT, )7
Yo AT AT w3ke] ubel A SEOR Hofof gtk AR AT A
FoA 238 34 ko] FFol Pitn A7 TAT S Holck, A AT
£ HlE3 B o]9lo] Theat e ol WY 4 9

C e WMEX A EER o] B ATk FALNE HYE Fo] YonE AA)
2 2470 A0S HoloRt A77F AA|E YA FBE B 7Rs4e] 900 o]zl
2}7] 339 v 39 Yele] F 5 ek

- ol LB B B 0} A7k A NP Tk FEA 2L 27] ] EG

S 97} piek, thit A7) $410) 27 A1) Qb mate] 7174 A o] Sk

- 54 Eah 2N A A% w3} FYA (S xuloh B0 Bt Aok ExoAe
Apo] SlolA B4 e o wol o 4 itk

- 9l

514 73}t 2w 7] Z1¥8(contour-enhanced funnel plots)2 T2 QQlof oJ3t H|EH T}
HE 1 HEHOR QI v A S F-8sk= H =] 2 4 Ut 54l 7335t Zujr] 19
o= FA4 1949 o E(milestones)l siFsh= 2telo] Z3=o] St o] Bdf A

Fx e A4 2459 FAA fo4dS 18T o Utk Al =0, A2 SAE
o7 {ostA] kil AIAIE FAl BTt FolA At S0l A4lEE S HgHo]
H| B3 HEY 7Y 7Fs/30] wtHI R 8-2).

I 01> p>0.05
I 005> p o> 0.01
p<i0.m

S bies

-

18l 8-2. S1M s} 27| 22 (contour-enhanced funnel plots).
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% QEZo| F2te AT 7RsAlo] L o] JAAIY FAlo EElshal F-2olokA] Y2
A(F, P 0.19] 34 JH)o]7] w0 vlE Y H[EHY 7hsAdo] QT

0l

8.3.5.4 ZZ{7| J! H|=! HAE
2v7] 28 e AETE AT bl oie A5 24 B4 et dT 27] 2%
Afolo] Aztio] 18] WA A cEl Auth 24 o}RE A Aol g
B A AGHS Egger testolth. o] AAME QurHOR Aol wow uehd vz
HEYS QAo AT 4 gick. Zu7] 19 WY AAel: Tt 2 ATk
o] 9Itk.

2u)7] 213 Hejol ohek AL 107 o4Fe] 7k ;s Aolat AHg afof s,

© ATEY I AR A 0] AALE AL Spotok B,

+ Z)7) 1 Hleh Aol e A Aake Zuly] 9] St AALE Lol Tefsto] sl
of 31t}

- ARAT 2v7) 29 )R] A7 e A%, R vELS me ol 1A A

X2 mefstelol 3k 753k o] 48 skl AES ok gk,

8.4 H|H 1 H|EE &#& MECIR

HMAHZHLHOIL MAHSHLHO ZefdE  Cet Aol H[=E1 HIEH0| At e B2
HEFZMOl 2MOAl HIEL BISE HMA 2747t AT HE) HIEHS S0 HO| Cdet
FEO| USA| A2t AEHOiA CHR01E == QIO EAfet M} OjZE
AFZNE od= U2 S HAsY 5
ULt GIE S0f 27| 28S AEote S 2
A9 Z2NE EAolH Wz 2XH9 7tset

PIE 2Yots ol =30 2 + U

« Page MJ, Higgins JPT, Sterne JAC. Chapter 13: Assessing risk of bias due to missing
results in a synthesis. In: Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page
MJ, Welch VA(editors). Cochrane Handbook for Systematic Reviews of Interventions
version 6.0(updated July 2019). Cochrane, 2019. Available from www.training.co-
chrane.org/handbook.

+ Eyding D, Lelgemann M, Grouven U, Harter M, Kromp M, Kaiser T, Kerekes MF, Gerken
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M, Wieseler B. Reboxetine for acute treatment of major depression: systematic re-
view and meta-analysis of published and unpublished placebo and selective sero-
tonin reuptake inhibitor controlled trials. BMJ. 2010 Oct 12;341:c4737.

« Kirkham JJ, Altman DG, Chan AW, Gamble C, Dwan KM, Williamson PR. Outcome re-
porting bias in trials: a methodological approach for assessment and adjustment in
systematic reviews. BMJ 2018; 362: k3802.

« Walitt B, Urrutia G, Nishishinya MB, Cantrell SE, Hauser W. Selective serotonin re-
uptake inhibitors for fibromyalgia syndrome. Cochrane Database of Systematic Re-
views 2015; 6: CD011735.
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&1t 37| Me

s HOIE

« AN SHDEN B5] HoHH Ei= SUZL XRO| S 0|2 K17, G4 K2, 2
S 2, A AR T 618 A2 U ALY Am(ume to event) XERO|CH

+ 2t XE Q0] thet £ SAE 210 BN X2('ED} 37))2 HITEH= 012 7K Hio| 3

o

9.

Ct. OIE 201, 012 SMZ = AAFH, QEHI, PR EEER X2 > SEMEZ U
C}. P43 Zik= Bt X0| E= H28 = B X015 AFR6H0 S HII’LE R
21 37| JUEM ZFX|O : 2], 22H]) E= EHsn ZYR|Of : Bz xH0], AR
0|} Hlg 22 U 21 M2 E4E0

S HUM0IN FE B L= 24

=~

J

oI QB3I HAOR HBE HRT} oI,

ogt

ofof 2t

HIT
mjo
0z

152 /R & 5404 37|

9.1.1 XI& §¢

24 Ak Yo ool ohi 74§30 274 Wrk

H 9-1. HE}RMO| £ Xtz /¥

R 4%
JE SUZIL 7453 1R HEY SHOR LEILIE X2
o SR G4 R0l SHIOR LELIS KR
= E ST} £ME TR HEHOR B H AR
A4t vl Zae IO 28 LEILE X2
A AZERIR  MIO| S IIIXIQ) AiZH2 LEHL= KIS SERES 8ok X2

FA] QS WA 5 Y PHS SR Aol 420 2 ek o] HolAlk o)
999) Amol ol S B BE 20 thet 4, £4 ¥ NS AEsty ok
w27} 22 A0 BIE AMsAo] Y AmeR 3 3718 Adshs Wil o

7_}

2
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HoF =t =7| M=

e 98 AFUch Ao Agst B3k 271 % £E 0A4E $E 3L Review

4

9.1.2 g1} 37|(Effect measures)

23} 37 & AT SAZT ARE Blachs $A4 A #olh & 50, F 1F A
o]9] At EEZ H|wot= Qlﬂle} = 2 7b0] YA v e B ;(]-o](mean dif-
ferences)’} Qtt. &3 37]1= v]& D xo|(fj 2= At 2 A g3 F7]g 1% HE 37
U 4= Utk A& £01, 28| = H[EolH Bt 2ol Afo|t}.,
a3} 37| (effect estimates)= 23} AE7} & 15 7k dupt o2 Z]of] T3t 27 :QJ—L]_
9] 3715 yehdith. Hl&9] A9 3 12 1F bl Zol7h §la2 UEia, 541-9] Ao 2k
2 I%F 7t Aol 92 e ol#et ‘FaH(null) FES EAY $2 2 Zzﬁ
£ H|wok= A (Q] 1 A T B E= B W Ao 20| A wet S 2] o5 = HOH— Lt
9o A e -7—7@ A& P4 418 7K confidence interval)e]y E5 @ H(standard
error, SE)Q} -2 B3A10] 24 2)9} 3H7 18 & o]of sit}

9.2 g1} 372 AF ==

BpY YA AAH BT o 2t
BHH 429 4] uhet 20F g FEstol A P4
SRe o] . T fEt 97 B CER
Siek. 27 Aol Wad 49 bt ek,

B2 8% AnE B4
O

1574 999 TANY QYA T TN BIAE L 04 PG 149 4

2RI PPAIBS SIEN: 35 R £E A minmiacion)] 42
W42 B S8 R4S SUSL 714 AelE RS S8 BEAL BAE A8
A9

354 §99 FAEL AT A7 AR B9 241 © vl 4R B

4.4 RS QAP W FASIY YA oI A ke ek AL

5,20 150] et 89 ARE AST & Gk A9 90l w2 FAo] i 8 AR

22 4L W52

i

1%
E‘.
=
‘(%E

R3} 271 Als) 77 B p-glat WA AA] B 4 ok QubHel ojuist A1 B A
85to] HEEA S St ALES] WA R 7 AP L3t 2719 EE 0A
P Y ARE A7) 2] ol oI EXOAE AL Zlo] Basht
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9.2.1 AETZH U p-2S 0|85t BEQX} A4t

of : BZSIR W Aol, B, 11 Fo))ol theh 95 % A1) THCDL
L thet Zo] A4t 8 5 itk

dE E0], 254 A=A 9184 0.03(P = 0.008)S FHAZ AAIFHIL 7oA
o}, 0.0082] p-#toll HBst= Z 7S 7 = 2.6520]th. Q19A19] HEE A= Q3AH0.03)5 7
#*(2.652)2.2 Y 0.0110] "t

9.3 0|2 Xtz
9.3.1 013 SAZM CHet &t 37|

SR TS, 9 AR T 2 B o4 Ao 4qu A o
29 A7} Gt o2 A2F ol8F FISPNY YHAYIN /g BT A AN o
232t

1. 9184 (risk ratio, RR, At Ygv|zt= §);
2.2 ZH](odds ratio, OR, L ZH]);
3. 9182 Krisk difference RD; 2} Y& #rA(absolute risk reduction)2til® )

4.57 07 {lstAY YJsfiet ATE Skt 28 A& F(number needed to treat,
NNT)
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HoF =t =7| M=

E9-2. YLATUM STHZ 1t =] A7 ZaHO0IZH X1=)

UL A £(HB) LOLEX| L2 At £(AL) A
SM=(Experimental, E) SE FE NE
i Z==(Control, C) SC FC NC

FATAN A B 9D _ SNy

9]
RR= o 9 =

ol o] AbA 2 A4E T S /N,
op_ EATAA AR g o= Sy S
ol A o] AbA Aol ek o= S /F,  FS,
RD = SATIA ] AHAEA A3 - tfRLo|AY AFAEY 9E = %f%
E C

1 1
e A Aole At RD

NNT=

0.3.1.1 & 1t 37|: 2i&iH| & @XH|

gl 21t 371= o 282 ol ZIE OE 182 Ol Zate} H|w sk LIEFHT

SIZHIRR E= MO fIRE)2 F 1E2| Al #I&2| HIZD, 2ZH|(odds ratio)= AlZd 2%
| HIZO|Ct. Z} HIZ2 20| 10|H F SKHe| Ml YEl= 27t SYS LIEHHC,
ti2tol] Aol Qs Aol Hisl fduy =S At 4= gtk AT e AR

4 Aol L2HE AL 4 it ol2fRt AR B AT AL E 4

x 2 39 7t Alofl 0.55 Bk Zlo] RbAolt}. &+ o EFoAM Aol
% (e BE Aol TEE 499 A+ AR A2 e digt JH=
7b glom HEREA oA AN EA] b=t AR Rl AROlA AT e 27 EEE 99
e} @ 2H| = ThEth wEhA 2 2H1E EH| = A5t siAshd ZA7E ST o e AR
o 71918 S7H7IE SAS] A%, 228l fen|En #Ad Zlolal et A5td siA2
SA A3E A BrRIth AR 713 Eole SAIY B¢, L2 H = AArET A2 A
olEz, FAIS] a¥E i IR o] sj4 Y] 2F= 0 NE ATt AAA £
HIMAM &3] & = .

o
ol
ok
— Mo g

Jo o i

o
S~
<5~

ox M

ol o
=2

X

=9
o fr

el
i,
)

,O

03.1.2 HIY 53 53 : YA}

Risk differencelts T 104 BE AR 237} Y= 712le] ¥ @)e] Fol
oft}. Ao] gl A9l BE Aol the) RS AN 4 Ak AR] A F
e mAT A179] 714 $i919] 2710 et ThE 4 Ut o Sol, 0.02(EE 2 %))
AR 714 913lo0] 58 %9l RATAL AL QH o R Gol5A] gk WsiASE 9]
3, 714 el 1 %<1 Lol Heste] WA o 23 GO FaT HolE et
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—

9 2 ek, SR 4 Henc o 9859 B 3RS AL A, AUHE
S & uh A9} 7|49 Ao) AnkE QT glolokeih. S1RIRIe 2 A HAE
FA A ololst AFS FAIo) Lefstol vl T u) 53] §-§3H.

FAEILTE AEHR] FAoIAY AP AR W a7t B2 7ol sigEt. o
3 2159 WERRA o= W Zfo|ot B3 W Ao] T 1A goF A7 dutHog A

2V T1—

S o] A2 ZH ARl Am Tt SA & ST 71 S8 A Bk oA 25 5 A
H90-3. SXz0} X A7 ZIHALH Xtg)
7| X7t (Baseline) Z|ZZf(Final) 312K Change)
SIh=(Experimental, E) M baseline M final M;,change
(BEMZQ B237|: Np) SD,,baseline SD final SD..change
tZ=Z(Control, C) M_,baseline M_,final M_,change
(=S BEFT|N,) SD,baseline SD,final SD.,change
(M: Bz, SD: B&HRY)
* B mean difference, MD): 5Lt ZH =2 SH UL ], F 7 7+2] A5 Ajo]

MDfinal = ME,final - MC, final(3 A3} SRt ZF 712 ZF:4F Hat Z}o))
MDchange = ME,change - MC,change(EA| w1} ot &L 7+ 9] A

SD;  SD;
Ny * N,

SE(WMD) =

(SE(standard error): 522}, WMD(weighted mean difference): 715 H+A})

]

o ¥&3} PHF+Kstandardized mean difference, SMD): EL3HEA)AE thofst AT
T2 ZAoAS o, 94 FH(scale)E AFZIE EZ3ol7] gt QA FOEN J
S AFHAAREONA BEE BEHALR Use gloltt.

r:(J
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3 ane A9 (FA) AT BEE X
SMD= 5 s e 0] A (2 A) A9 F

-

°]
T

=]
[

NE+NC+ SMD?
NN, 2(Ny+N,)

SE(SMD) = \/

9.4.1.1 WxxXKmean difference)

P DAGEY YA T 1F 719 B Arf Fol S BE BAF
=

oltt. A9 FA7t HlwFAet vlaste] Pt o ANE WAV FE ST BE
AollA A2 S4o] FLL AR o]Foi AP vEREAolA 2oF $A= AN 5

At

9.4.1.2 E—’F—i}El M XKstandardized mean difference)

A7 B Ut A 2E Uk o2 GRE £ 2 of 3535t B ZHSMD)
= vjelAo| /\1 Q0F EA 20 2 A3} SMDE ARAAF 7F M= (variability)o] didt
a3te] 2718 UeRic SMD e Axwo) W Aol g wejotA] ehmri Hol folaor
Qe #230F Ao 23 | HE 5] Weko] oA 5 sfjof gt

A4 20| VA S Sasteln The-S Hotokgitt

- 7t 3A 2o EA AT 240 B}

- 7 320 FAAT 240 BE WR

+ 7 FAEO) FAATE 20 ATHAA

WE S A70] S0 wet theps] Bug 517] wEo] A4 s 0klA o]

TAE D& Ao] ofH@AY E7FsT o It HilEE 89 AARe Bt Be ST B
HAK(SD) Ex EEQAHSE), A=) 77, ARG W9, 89l 5 vl BAe] Bt
E3F AR BAL 95 Adet Hrk o 4 Qlth E3] gol HAYsks 0RE EFR XS
BZUAE O35k Zlolth. Y%, o @ Zo] WY ofd keld 23 2 ave}
o] uli7t Q7 ©X] WA ghth BEEA 9 HEOAE AT HIAA Y A
93 o7t AT glol ALgHLt.

g2t AP 5, B L EEA7E RTE0] 914 gt tiAlslo] MD 4 SMD
of 22 3} A7|7F Bl He AL AUk o]He Ame EELAL 95 % AlF 1t B
483t p-3at 22 B Jrt utEE Aol gyt F 24 71HE AR8oto] ot
Ek]oﬂ 3&%1—9 A 011—4-_



9.4.2.1 X 32} 71X X222 RE|Q| HalE £=
itz o g AAIA gl AgE A7l 714 H3 SA § ko] Hobh EgEo B
i g Zojnt. I A7 & o BAlskal AR= HelE ke A - g HAd SA &
P HolE2 2 AT 240 2 2 4 B g HtEA] o]Flo] A7t Bl A2 of
Ut gt Yatd #E HAE AT 5 e A7 V1A w1 SA 5 23] Hal] of

g
-,

3
Z7ste] B3 8 5 QIrk WARES AN S Ak 714% 34 F 53 BE HIs: o
FOALE APEak AL ol 4 Utk

BEHAL EZOAE 2T 5 QU ARIS WL WIS & 4 Ak AP 0lF ol &
3o} BEWAS 2L 0= rk. o] AL FAFY BYRY BEsh YFRme
L 72 s Ak, BEES] 7PY Sl ARSI oF BEHA 13587 5] HR
of o] A4S ol 3to] EEMAZ T 5 Utk B 2L 71 Sl A EZHAE WY
18 24 5 U 2o Yo B4 Avke TEES tEA] 9] di] A
I 9IS ol85te] BEHAE Yok AL WY 54 Pt

9.4.2.2 00| T3 K g2
BEEAT} 23 B 490l QY RN EEUAS ALY 4 glon Bau
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= ot o8 $H 1

ox
19
o
il
re
-
=2
Rod
|
SN
&
Wi
u
e
o=

A 2Rk B MDY WEFEA 0] A9, 2 BREAE As A7 Sk B
(down-weights) & & 41%] 77ko] A&slc}. i} SMD WERA ] 49 2 BEHA}
2 Heishd Avpt a3 REo R HepE 4 gk

2o 7hste ALgSHA ok Zo] Eek. et
HojlA] $jo] 2 B rieo] Aol N EEEATL A5 = AS AL ek 2
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EZ(E=37) B, SD B, SD {1

Aol= BAIHOE AAFH ] FUT L 7| A H O RRE AL FA Bt

o

QIck. 2} o] Fo] Gl FRELE Holo] EXUAES AN 5 gk,

WAS AN S Ik FET PHOE G2 1), BhE ATl UL FUT
3% 29001 A2 9T Aol BTUAS 4834 Y28 9K ¢ Ak T4 02 o
o) BERRE Hgote 0] AASIE A AP SUT 2 ARE HSHEA, 2
o A9 24 977 UAEA, 1A *JEHQ} 570 5 249 A2 440) 02 A, 197 §
A3t el gk Aol 2 gl

HBASE ol gtel 34 A 2] Aol s} A2H BRUAE ALAL A}
7] 9191 A8 5 SUek. BB ASE o] G5t e ARAIANA 1A gt A 5
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F

SA7F dub SARE RS YRl (1) Aok R A-Ro)lA] A AleE Alklsk=
WP} (2) ABASE o|8-oto] EEHAE giAok= WS Aottt

(1) AAI8] B AtollA A2 A Al AlAL

A& o] Aol 712 9 FA F('FF) P8 ofe} HIE s By 2E H
A2 AAIREAL 71 o BRI
T 9-5. W BEMAP HE X2 (H i + .5D)
7| M2k EdEoHe 0|
EMAEE37)) 15.2+6.4 16.247.1 1.0+45
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Outcomes lllustrative comparative Relative effect Number of  Certainty of Comments
risks* (95% Cl) (95% ClI) participants
(studies)

Assumed risk  Corresponding
risk

Without With
stockings stockings

Symptomatic deep See comment See comment Not estimable 2821 See 0 participants developed
vein thrombosis (9 studies) comment  symptomatic DVT in these
(OvT) studies
Symptomless DVT  Low risk population® RR0.10 2637 DDDD
10 per 1000 1per1000  (0.0410026) (9studies)  High
(0t03)
High risk population®

20 per 1000 2 per 1000
(110 8)

Superficial vein 13 per 1000 6 per 1000 RR 0.45 1804 @DDO
thrombosis (2to 15) (0.18t01.13) (8 studies)  Moderate®
Oedema The mean The mean 1246 ®@®00
Post-flight values ~ oedema score oedema score (6 studies)  Lowd

measured on a scale ranged across in the
from 0, no oedema,  control groups  intervention

to 10, maximum from groups was on
oedema 6to9 average
4.7 lower
(95% Cl 4.9 to
—4.5)
Pulmonary embolus See comment See comment Not estimable 2821 See 0 participants developed
(9 studies) comment  pulmonary embolus in these
studies®
Death See comment See comment  Not estimable 2821 See 0 participants died in these
(9 studies)  comment studies
Adverse effects See comment See comment Not estimable 1182 See The tolerability of the

(4 studies) comment  stockings was described as
very good with no
complaints of side effects in
4 studies’

*The basis for the assumed risk is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on
the assumed risk in the intervention group and the relative effect of the intervention (and its 95% ClI).
Cl: confidence interval; RR: risk ratio; GRADE: GRADE Working Group grades of evidence (see explanations).

a o] E¥lazto] x3te 9710 AofA A Fgol 45 AEolqch 47 Aol %% At $EolA 20 mmHg-30 mmHg Rt ThE 4
il Aol Al 10mmHg- 20 mmHg@th. A& Tt 3712 At Aepdo] 75 F900 U & 7] o]i= A% 54 JHoRo BAS
WAsto] @ojo] g F:910] HolA & 4= ik, P& AEI2 SuHEA gt ofof Stk YR Tk e AR WA T o] £FE E 5 9
o FAAOR AFE FESHL DVTY] 9138S S7HAIZIch Heket 2842 91af ogotr] Aol oA 26k 2gsks o] ot AT1s
& RS ATolA BIR7] 2 2-3417F Aol 2eH) A& 219 7R E HIE2 T 4 Atk

b 27} A7 DVT o Ad, 3L gofl, A vleh, v B d EAIR A% o549 A, A 2 oo A dg 2 AR 19d A7d
AE BAPoH AL F FfolA AFPAAEL 190cmBE Tt 717} 23 BFA 90kgol 4} oAtk PR L7t 2o AFPARES A Qg 771 At
oA AL 1.45% A AFET} w2 AFoPHE 4T sht) Y 94 EFHE B o F Ao WHEL 2.43%% 47 E 9 5
(strata)Z E&@5}7] 915} 1000 107 302 AHEHCH

¢ AlF] 77H2 2po)7} glom A2 F7Hsmall increase)S ¥iAIGH & oh=tt.

d 739 242 ASHA BAETY W) SAEEL ARl sl =7H=sHA sHA] etk

e APIEA0] A9 Qlal AT 7 e A, A A(Ss] DAl thigh weholl gt sk Aoid o] 2A & S ok 2k A
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A0 SHAEK|Of Chet 2 AX| S X2 ZZ2HI0|QEIA E0{9F H|E0] H|w
CHASXL AR =04 00|
HE: U 22h etxt S Z2HI0|QEA W TZH0|QEA i

Outcomes Relative Anticipated absolute effects* (95% Cl) Certainty of the Comments
effects evidence
No of participants (95% Cl) Without With Difference (GRADE)
(studies) probiotics probiotics
Incidence of diarrhoea: SO0 Probably
Probiotic dose 5 billion moderate® decreases
CFU/day Due to risk of bias  the incidence
Follow-up: 10 days to 3 of diarrhoea.
months
Children < 5 years Children <5 years
1474 (7 studies) RR 0.41 22.3%° 8.9% 13.4% fewer
(0.29 to 0.55) (6.5t0 12.2) children?
(10.1t0 15.8
fewer)
Children > 5 years Children > 5 years 69998@ May
624 (4 studi 1.2% 9 2.2% f o o risk of bias | Lecrease the
(4 studies) RR 0.81 2% % . .A: ev:er Due to risk of bias incidence of
(0.53 to 1.21) (5.9t0 13.6) children and imprecision diarrhoea.
(5.3 fewer to 2.4
more)
Adverse events® - 1.8%° 2.3% 0.5% more DOOO There may be
Follow-up: 10 to 44 days (0.8t03.8) adverse events® low"9 little or no
(1 fewer to 2 Due to risk of bias  difference in
1575 (11 studies) more) and inconsistency  adverse
events.
Duration of diarrhoea - The mean - 0.6 fewer days ©®00O May
Follow-up: 10 days to 3 duration of (1.18 t0 0.02 low"™! decrease the
months diarrhoea fewer days) Due to imprecision  duration of
without and inconsistency  diarrhoea.
897 (5 studies) probiotics was
4 days.
Stools per day - The mean - 0.3 fewer stools ®®O0O There may be
Follow-up: 10 days to 3 stools per day per day low! ¥ little or no
months without (0.6 to 0 fewer) Due to imprecision  difference in
probiotics was and inconsistency  stools per
425 (4 studies) 2.5 stools per day.
day.

*The basis for the risk in the control group (e.g. the median control group risk across studies) is provided in footnotes. The risk in the intervention
group (and its 95% confidence interval) is based on the assumed risk in the comparison group and the relative effect of the intervention (and its
95% Cl). CI: confidence interval; RR: risk ratio.

a9

a v Feke] 98 421 v w79] 58(poolded) FHA ZHE 2o}, A aih=olg /Mgt Al £42 7]9ho & gith

b ¥ FHAE SR QA HER Y] Tt

c Abdo] A1 A1g] F3ko] 4Gl o] 5ol 9jelE meteto] ulg WA Ay,

dfsiast 3, o4, W (flatulence), FE, A9 571 B, ¥, u]Z Aol 418 A5k

e 913 FH A (pooled) APAFEFE A= gLt

f =2 WEANY. 16 4 F 11 Avto] R azte] tisf Hixlo] Ay 1By vjEd

g AlZket YT A 0 & AL =0 Aol A H Lnlo] Q El Ao} gFo] 7E| o], ARA W ZRHlo] QE A9t &
2] QPAA o) tjgt A2 o]Zo] W=t AgHao|ck.

h A7kt A7) ek u|AT(E o] 84 17=79 %, P 7k [P = 0.04], ¥ % (point estimates)¥t A1) 77+ 4355] Thakeh)

i Azt g AA7E0.02% Bt A2 AFetA 2 oAl Fa8 A0 R 15EA] gt

j A7 AER] e uLTAE oA I7 =78 %, P [P = 0.05), A 5% (point estimates) T A1Z] 7+ AFeks] Thorgh)

k A1Zet w1, 95 % A1) 1ol A makrt gL, ok 0.603] AARE T 22 fsto] BkAolA] FaeHA] ofEAYT
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Sk of® ARA(A] @ of' iz ob 8)0] #A419] 2 whEh = ZHA1S] 917 HlEo] itk H|E
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H|16%! EE=RERS|

siA| HOIE

+ 712 BE A (health equity)S 20N S|I7Hs3 2|1 SR RH0|7} Q= 22 9|
Bict

+ 712 2T (health inequity)2 PROGRESS-plusOil /3 HOIE SA0| w2} SoIst 4 9

Ct.(PROGRESS:Place of residence, Race/ethnicity/culture/language, Occupation,
Gender/sex, Religion, Education, Socio-economic status, Social capital; plus : 4% X|
&, LIo], ol St 22 THE E4).

© T2 2R TEE LA ST SE HIAS IO SNZHO| TS H
g5 490
.+ 712 1Y SRS S0P Y3t WHOR CST 22 20| ULt
- A2 OiS 1 2% DYS Tt
HIY 2 S BED B 2718 HOISID WHoh| 205 OfF WHS AISE H0IK 2
3
- 7T QUEOY BT 2 DRI, HOPASS ot HEO| H MG, Ai0| Chet 913
of Xf0|0} Cif3t H=| B AIS 5)
- DR E0N 217 ST EF ATS oI

07 BBE AF8] Aol tigh BAlE vttt A Aolg o 4 AL, 22 4+ A
1, Relal B A0 d ), A7 BP5E Lt e A A7t BEYEet
L oyt ol & 01 A4 A2 F(sickle sell disease)> FH4 #olz QI A7 1
Zo]A] o A YerA| et B58e A0 R HFHR|E o) 8y 7] 29 Ed &
3O Apo| 2 Q8| Ueht ofE7] A4 Hl&2 EHET A0 R 74 Zolth

F2K(disadvantaged)-2 AFS] 4, 924, YA Lz} B 93] o7 == E&oltt. 7
A& FoF %2 PROGRESS-plus(Place of residence, Race/ethnicity/culture/language,

Occupation, Gender/sex, Religion, Education, Socio-economic status, Social capi-

tal)2h= ofol= goud 4= Utk of7]01A Pluse Hel, g4 A% 2 1ol Aol digt
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713 YFE & 5= U= Folet T2 7M1 HFE YuRItHO'Neill et al 2013). £33
Zo] EA150) wet A7ely SCRAP(Sex, Comorbidities, Race, Age, Pathophysiology)
I 22 oE 49 550 k3ol € & Atk

BHAQl AFATE AR o I WollA a3te] Aol w11t wEhA £z
At BHA o2 Ayt lekal gk ofy gt A% £l thet A4S YFE B sfof
Qe A A RD FRAEE Al 7R §-8 Y] FAol whet A7) Aol diet JF Bt
%> QIth(Welch et al 2012):

gt TS 2= she FA1°l 1L, it o 4Fe] PROGRESS-Plus 430 gt &t &
LE ofgfsh= Aol T2

]_

TAZ,

ol
rir
09.,
oE.,
O_u
i)
[
rlr
EQ,
P}
=
i

A oA = o] ARt IS dideE
2o “4@ TAEATE =+ U=
]

A T 519 Atk 71o] AH81A 7127 (social gradient)? S ZHAA]T

=1

rTr
Y
o
Nts

WAL TF FoF AlSolv E4 AGEY AU W2 AlRtES ALl Olfﬂ A
= HiAIoh= A2 dGAIRoA AT A" olQ]o] A& ﬂ&—a}htﬂ IFS = 4 AUt
A 17 AAH= s PROGRESS-plus 2.010] whet B gkt ofujg} ojd AOPEHL} 249 9
do] ¢ & 5h9] Heo] Ql=Al, e Yi HAol dF= A= 8810 Zpol7t A=A o
FE Basfof gttt o]#gt 8RlE0l= S/ S 7H4], ARk, 714 84 2 Ad 7
7, SJAtel oJjt A A T= F-o) 414 HHo| 29k 4= Qltt

PROGRESS-plus?] RE EAS Hrlsle AL Yutz o g2 Erlssict uais B7ie &
Ae AU o, A9 FafAtet A9 ARGARY] TS ALEsfjof gt

Hﬂ i

o

16.2 2g11 % 114517 (formulation)
T AP ST thee] B AH ol4vt Bashet 1) 4% 984 49, 2)

S =2 ey gE 7MY, 3) AEet AEA, 4) A A2, 5) B2 con-

16.2.1 2424 WM Xo|5}7|

LLO OOO O

2) “HLBUAML ALEIY 7127 1= ALSIZEMIE X0 RA0IA SES E B MHE0| O U2 oSS B AFMSER0T AZ0A O L
B HAS AR | ol AFRElE 0{0IC}. (Institute of Health Equity)



shot & HHA TAL W7t el HE/BA B FASt Bste] 17 BEES A
Q178 Hofshe Zolck. oE Sol L FAlo] tie T efRolA ARAAA Sz,
5 A B RBE Aol AT A AOLA AYe AS A 2

BT

S22 ARE-E I tH(Kristjansson et al 2007). the] SAX] A&l st FE
g | ]'Er Sfjof st, AFEZolu SAQ] At whet He W e
Bz g 20 W9 ‘D_ﬂ 7S B3 EA ol AT /dF oz 1Es " QU 9t
A AR A IR YA 50l <l
A| B7}sfio it

FFY 2olE A f8) U= B Sk 249 Ha4S Brk=
A= 3-9-3}‘:} P AL oft o)A PROGRESS-plus 8%1(c]. oJRIA}, & A
of e, Aol Qs AFofH - 7+ AolE 1T & Stk 1Y BE PROG-
RESS-plus 821 thE o= §lth. webs] 2 44 dAoIA £ 1% A= ofd 847}

M S8R9 HAE S o oA AT ARIAE HES] AL fof Qi

l‘[l‘ ='= m
oﬁ
—lo
[‘-{U
(‘&

16.2.2 B0l tiet 71dS EoH of7| flet 2% 234} Hst 0|2

AAH g 22 mdl A3t JAY U 7h4 9] Zj7|(funnels of attrition)2} 2
EA450] ¥4 wol ARSE L . g3 AibE Alo]o] AAE HoFE: 22 nd2 HhS
o] Zjo|, 7| A4 e 9] Ao], AL 7HsA U e AT & e 9912 d&3to] A%

Fl

0.

o] 1|XE GRS B AT BAE Fo ES Solshsy B0 4 ot 2
Nude B BANE RO WIS A5, 44712L Fsty, P4 WS +Yat,
42 32 ol a@—wé 1 % ek

B4 B71E % A AT ATUAS Hestolo} shui, 0|22 L7} YA Aol
of R}, B3] WA A7} A7 9 Aol The S G Al st o
Bejeke Hlo] Bast,

16.2.4 JH-E0f| Chst MEst SxHZat

SAAL= olsh ARG AREARE] QIR0 weh A=E vt ok AAS &
Aofsk=t §4 €0l &&o] & & Aok 9§ 01, opgh= £°] =t IAL patients,
practitioners, public, policy-makers, press, product-makers, payers(dll. 747 EZA}),

purchasers(]. 2-8, %), principal investigatorse|tt. I ojof & FA A= o] &
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I Hlsfoltt (Luka]/ A EolH) AFTE, SAFHS, AAA /AP A /AEA/I94 7S,
49 A, 28, 29 AA F9), 121 /2] A2/ vtol et 5

A7 B AL A SAA ] E S84 A E¥S d¥ctke Tl wE vE
+ AT AE S0, FF AT olHy 9] Fst A o2 -?4’5‘ E¥(day care”)ol W2t Za%
Zlold Faet FAdE 2 18, 715 9 B 250]0tHZoritch et al 2000). 12
& SAE I AFE] A A ol w2 ARoAE € S8 o AU =9 dFolA = A
2 F87g00 tigt vlseet £40] 7hs et dsolu thE FHE Q) ARl B A7t kel A
ore T3t FAZITHE 5 A

A3 gofR o o FAAIE AT [ A I Oﬂ ot SA 2] S84
of mt HoE vid 2ot Ao w2 A2 S8=0 Mg vl o a2Eojof gt
o} T3 BT, (. out-of-pocket H-E, o3 A|7h), 121 YRI(stigma) S= YA}
Aol A LubA oz B ER] QRoteiEte A tidAtelA J8s8] S8 &+ Jlonz IA
2 SAETEA 5E 2aTt o

O

16.2.5 M2k (context)} LA

FA7 A D Al A28, Bobd, YA weke wetelor k. B A28 34
o that Q3 A ST AHA, Bb, 2, JHA, 258 AP o]FeiAu], o]
£ 349 mvel] 9L = 4 Uk

Wee TS W FAT ZUES ofshel
WA QoS 0)E 4 A, FAET] S 1|XE HES 7

o] ZA)(el. Aa)] of
&3t A L Bk

A ougitth. A& 501, kflS X3t Y 49, 5FH JAgE ¥A] Eok=
tHgHmultimobodity) 2 AWl 589] Fae= 5a% Wk ool g 7HA] SHE
A oJorRe] e Frre = Jleng N AAp= o] A #rt HAET|E A ¢
Qltt. Context and Implementation of Complex Interventions(CICI) ZH Y25 g+
sto] Aol whe AARE Fystal FE617] gt E 7HA] E50] ZgE ] ltk(Pfaden-
hauer et al 2017).

EFH A7 AT FA) LA 122 FHA7I=A WISk BASKH: Zlo] B

28 4 oIk e A% BHEL AT Y ATHGS tfEE Hork WdRjols, 27
29l Badeo] WRT 4 7] wholck. AAH TH A B AT elH S
2 FRToRA S AN P 4 ek

A7 7 WG Py WHOR, T2 FHOE WD 5 Uk W YA AT of
¥ HEol} HRE =8 BiA, 32 £ oAb BAo] 7148 5 Ui, oleiet /¢S
2 27) 98I AEAQ A4o] WA 4 k. wrehd AA Wt LA EL sl

230



PARTII XA

4] ojshu AR £el o] §-8513 Eel] 487153 Slafof g,
16.3 2 ZMi(identification)
Ha0iz

on] Blo] tfst £ AA7E AlFAo] gi A% Bk, o] AL At Hlo]eo]x
o A4 gojo] S % 4= Atk

T
N
ok
rin
oY,
N
5.
=
A
a
>
L
utt)
o g
s
ol
oL
1o
=
Mo
ol
P~
[
i)
>
i3
¢
i)
s

16.3.1 11213 HO|E{H|0| A

g 7t A48% 4= k. Campbell A9 JHAM 22 A}
37 AupHe) A E HMoA EF53t Aol vhHol| EPOC(Effective Practice and
Organisation of Care) 20| A9 TIFA= ALS, SAaS =710l Z4g Holy
Hlo]A B]AEE 7HA| 2L QIEHEPOC, 2013). flE S°] geteor o2 fsf A45A A
H I &fd A2 S7H171e Al dieh 235 EPOCS| 182 MEDLINE,
EMBASE 2]o] CINAHL, Web of Science, &&=, African Index Medicus, LILACS,
WHOLIS € 712 AAsIEtH(Augustincic Polec et al 2015).

16.3.2 SYJ0il Ciet A0 g a} A4 TE|Q| ALE
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of % AN UE(F, dlolgHjo]A0] A QIE|H|o] 204 AR 7HsSt DE)E ARSol=

& At 93-S SuRFHMEDLINE/Pubmed: 201699 A7 FHA'S MeSHel A
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5 54 Aol o] et chek, A8
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o A7 Y o
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=5 BE S Ho} P AFIE DA T A2t B
HRE LA 5 U 9] AL 13D DKL,
(o]
=

AEE S A7 FAS TR Fuk A1 544

Q8
ﬁ%&*‘d Eﬂ°lﬂﬂﬂ°l’\ 29 A
dloefHlo] A7 B8 A = Sl

A4 ekl et 22 HRA olahep] 91 24 BUL A
. HREA 0 7 7 M5}e}

R B

16.4 2H "I}

BB Al B PROGRESS—plus 821 Afo]o} 7] MAe) 78 (baseline imbalance)
< Hrbotd A @2 FA9uigo] gt A5 & S vk E3 B 84E0] HFEAY
Aol mekglog v&#HE & it AAH= PROGRESS-plusol Al A 2jgt £7 9l
gelo] 207 B R] o e BASs o} it} 1 9]0 24]9] vjwA

AN
B7te o £ E3 fARSH.
16.5 27 &4(synthesis)

BB EA2 Al AR olFojZtk AR, A% BB = FAY 7FeAol e AT
= ZEREZA eIzt =4, A7 588 MAE 7HASA] BRIt AlA, ERlE <l
Aol o AT iR IA 2 AdjA avet A4 83 HRolA FUg A=

ol&=A] @risttt, a39] 7]&7|(gradients of effects)?} Ao & At a7}9] X}O](gap)—
H7}ok= WL Bvans et al(2007)°] 71&%] o] Qlt}.

16.5.1 59 =M

of | FA7t HESI AT ool A9 P4 AT 24 nd Y mEES
of) Ablefl 4 2]5l PROGRESS-plus 21 5 31} ol44e] sh9lz #41g mefet 4 9k,
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Flowchart for Initial | Existina Review for consideration

Assessmant of an

Existing Review
({Revised Version 2011) | Did the re

view an
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|:. Consider for references, background,
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Effectiveness: Studies
include data on one or maone.
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No
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B 19-2. MEE HAXM ZSHDHOHM 0|8 158 X2 =£5.(AHRQ, 2009) Adapted table
AHRQ(Original publisher)
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- 24
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*H OE 2 Bt =75 018510 371 0102t E LRtz Ris 25 HO0F MG 7HoH0F St

AAH BADR] FA7H BFATH BE TFsAo] Ui Eokel Aol 371 Fajo] B
2% % gk AE% AAH BETRY HF ANAL FAG T, AFAAL 19 AR
A7 Akt Q3 80 A4 S PART I 3. A4S Zshe =eh 44 A
2o] 79 Aeist AAA BHILE] EetElo] Yrhe, T o] §F 4= glom, AEA 7
WG S ek 371 AAE Bhol ok, AWt ARSE, T4 52 A 9T Be
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L 71 AAH BH R AE QoFstel 2R AAE Lol
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« AAR £8 8] e 2] B8
oFA71A] of @7 F8sto] AT AIE EEHe Ao HAAX AT vt 917 whe] o
Fet 0w BEE T k. ofo] that 2744e Avt asitt
« 712 AAH BAnEe] 27149 2AZ A U
2712 B9 AJEA 3HE Bdlo] ATty ol 2 ofmA] 729 Arduie] LA

w3l =047t B aste.
19.8 FuEa S 7=

« Shea B, Grimshaw J, Wells G, Boers M, Andersson N, Hamel C, et al. Development
of AMSTAR: a measurement tool to assess the methodological quality of systematic
reviews. BMC medical research methodology. 2007;7(1):10-17.

+ Shea B, Hamel C, Wells G, Bouter L, Kristjansson E, Grimshaw J, et al. AMSTAR is a
reliable and valid measurement tool to assess the methodological quality of sys-
tematic reviews. Journal of clinical epidemiology. 2009;62(10):1013-20.

+ White CM, Ip S, McPheeters M, et al. Using existing systematic reviews to replace de
novo processes in conducting Comparative Effectiveness Reviews. In: Agency for
Healthcare Research and Quality. Methods Guide for Comparative Effectiveness Re-
views [posted September 2009]. Rockville, MD. available at: http://effectivehealth-
care.ahrg.gov/healthinfo.cfm?infotype=rr&ProcessID=60.

« Whitlock EP, Lin JS, Chou R, Shekelle P, Robinson KA. Using existing systematic re-
views in complex systematic reviews. Ann Intern Med 2008;148:776-82.
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H 21-2. MEDLINE(OvidSP) filter for cost-of-illness studies

1.(cost? adj2(iliness or disease or sickness)).tw.

2.(burden? adj2(illness or disease? or condition? or economic¥)).tw.
3.("quality—adjusted life years" or "quality adjusted life years" or QALY?).tw.
4. Quality-adjusted life years/

5. "cost of illness"/

6. Health expenditures/

7 (out-of-pocket adj2(payment? or expenditure? or cost? or spending or
expense?)).tw.

8.(expenditure? adj3(health or direct or indirect)).tw.

9.((adjusted or quality—-adjusted) adj2 year?).tw.

10. or/1-9

E 21-3. EMBASE(OvidSP) filter for cost-of-illness studies

1.(cost? adj2(iliness or disease or sickness)).tw.

2.(burden? adj2(iliness or disease? or condition? or economic*)).tw.
3.("quality—adjusted life years" or "quality adjusted life years" or QALY?).tw
4. Quality—adjusted life years/

5. "cost of illness"/

6. Exp “health care cost’/

7 .(out-of-pocket adj2(payment? or expenditure? or cost? or spending or
expense?)).tw.

8.(expenditure? adj3(health or direct or indirect)).tw.

9.((adjusted or quality—adjusted) adj2 year?).tw.

10. or/1-9
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H 21-4. PsycINFO filter for cost—of-illness studies

1.(cost? adj2(iliness or disease or sickness)).tw.

2.(burden? adj2(illness or disease? or condition? or economic®)).tw.
3.("quality-adjusted life years" or "quality adjusted life years" or QALY?).tw.
4. Health Care Economics/

5. Costs and Cost Analysis/

6. Health care costs/

7 .(out-of-pocket adj2(payment? or expenditure? or cost? or spending or
expense?)).tw.

8.(expenditure? adj3(health or direct or indirect)).tw.

9.((adjusted or quality—adjusted) adj2 year?).tw
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¢ (A9 05 Bl 2 40 Ae] o) 527 30 32

© (BEAY BH ATl 2AW ARe] . AR B 0 BT
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B A Wbt el get A0 tektom, [ A% A Z1o that [EA Xol Bt 44
X 27 WA BESHehe 2L Uehdith

75 79 B33 23}
('A% el 218 7V B9 AROIA, [ W] E Yo vl g [ 34 X o] A 71 A

['EA XT= [ WL 2} Yo} vlatste] [ 7

e [ Z] @Al [ Hlatat Yol vis)
A 9] v]go] ”om"_”—*.—oi ‘;%EP Aol|A A B7HER el degel AT [ A

17te] 2 FAET] e Ael7t firke FA Bl At F2 A
A2 78 A8 A 1T 1, o] § 7hedt A L= AAA BHAA [ A XT= 13
7 3E 7] Al A [ B Yol WS Qbdstal ARt tijte =AM frget SAIY o ek
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12(13)-EHC133-EF https://effectivehealthcare.ahrq.gov/topics/economic-evidence/
research.

« Abdelhamid A, Shemilt I. Glossary of terms. In: Shemilt | MM, Vale L, Marsh K, Don-
aldson C editor. Evidence-based decisions and economics: health care, social wel-
fare, education and criminal justice. Oxford: Wiley-Blackwell; 2010.
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2015.
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vw2sy ZEIX 17{ ShAd

#Al ZolE
+ TN 274 B3 5ol SIS, AL T2 H0|, YT ORI HBE Y ZEO
Cit O[BHS $£017] 9I5t £71501 AN KB 4 Tk
- O] BOIAE X 27 BETIYS CHS T} 20| M Stk 1) BA 2 B4 712, 2) Mg
3) 2K 27 2, 4) 8 110 WHER| 20} RIS 7L, 6) 23, 6) IK 2 8
ape] el 7) KRS, 8) T 8 20| chet Mziz 371, 9) TE 37 22 FX 280
20| SHH W, 10) MH 271 # 2 TRES B0
« TH 32 BN S0 2HTA DRES Lol SUSHDAT s TN 2 $4S Salet
£ SIS 0|Z31IL TETA BNS 236k Y BN 2HDAL B SaiE 4
E)
AH 2A G FA} ol EA FFk=Ao] it ofshE =2 % ik B B4 e
oo FAA I, B AFHTEE TN Tt oHF 1410 A, AP A

o BAYE TV At BT FAS AFLAL P AtSol A% et 3
o Tl HAl 7xIst Bl W Aol TRk olshE AT, SAe Aol B, chop
s shelol AL e, avtet o) W vt wekd S0 Qg that A of

oo iy AE9] A4 4 84 AR 2ARY] ZYEAEA Y H MARE(narra-
tive data)X 8 B2 499 24 A (B A2)7F FAZ o2 TS 5 & 5= 7]
wj&2of “AA LA T4 (qualitative evidence synthesis, QES)O]EH= &5 ARESitt &
A A FGolA= 7 dH ol W]l NRARYY 52 71&5t] Yol £ olE A
St E A AR AU B2 52 Zoohs A4 2 FES Ee §£53Hich
or poor)2 & 7|&Hth 454 (thick) Ei BIeHthin)T 22 &ol= WY AF &
= =o|AY W= 7MY A AdgET

P2 gl WS AElsly] Ao AR 7Rs3t A 270 933 TH
FAH Y] A (scoping searchy& T AL ARSI A Ztof ol
A AGE A o, F 7HA] {39 A4 A7t 7hssteh - A DA E (trial siblings) =
YRl 23 AT FLS AL IAZERE ARmE AT 2A A7 29k A

Al #o] glis HE9] AR ZFPH, SA ol thet T o7& theE 44 A+tolth

S

3= 275 Adl
2ol A

0
ﬂi_lZi
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Z (Sequential reviews): 17 o]49] S £ 18] FARE A2 o]
, &5} v B9l 712 (mixed-method review)S 45| 8l &

S A L ATE A Y] A= SET

Z (Convergent mixed-methods review): 7]&0] A &3z

5, DA AT} A IAE EA R FAYste] Aol A

olopZI'E & 713E W=, Al WA TP olM BT S o T/

E3 372 (full convergent mixed-methods’ review)& 3% 4= Al

o K

A
i
re
)
ru>4 2 o
%0,
o
£

rQl i

rO
4
e
ot
g_ll‘
L

50 rE %
lil

rlo M0 rH

o,

22.1 SHIE HAIE 2N 24 gy A=l

The Cochrane Qualitative and Implementation Methods Group (QIMG) website
o= QESE ok AAREAIAl A& AT 8 dAS] tiet Y& AlFsta ot
(methods .cochrane.org/qi). The RETREAT framework> £ 124 A& o F31
ZH A7 AAH o= FefoFshs 77HA] =9 AEfARo] gt Aot (Booth et al 2016,
Booth et al 2018) (Box 22-1).



Box 22-1. X ZH gHdS flet MBet WS H=6H7| $i2t RETREAT Aa{Ate!

+ Review question(E81% 48) - #4 £ATH 450 BPYL et oW 227} B3
)0l 1 2 oS FEAHE AR, B E WP ofE 247 $AIS Folop 5t

AN 2 24071

Epistemology(Q141&) - 8 A7-9] At 7vhe 1ttt Q1424 1EjArgel 9 oj&Edh=

FA 7 (thematic synthesis)¥ -2 W& 453} 225}
* Timeframe(A|7+47) - 0o]-& 7Fs8t 717t Yol ojH {39 A2 &7 §H/do] Addh7tsstal A
7hsdtA] sty
* Resources(AtY)) - & 120 it oFF(ambition)o] A& 7Hs3t AT AA|ok=A] A3}
Edn0] Holet =& Hwe] "7 Al 937t =7
* Expertise(A&4) - A% © HollA T3 AREIFNA AEA4] BG-E 1=t o]&
7hs st AE/go] AeE A 2A T4 Hwol Bgoter?

Audience and Purpose(3%3 24) - 9=H 3% W EA@d9 B4 vt AR Y,
AL}, e A= 159 BRE FFATI=T

Type of data (RFER3) - ZHe Aol EA5k= A= F3= 1&gt} 185t e A+
=g oz Rk WA} ol Hreatr] A R171?

i

Y5 AA FAEL FAI9 PICO +2F AEstAY PICO 25 WP sto] AMESE
t}. (9. SPICE : Setting, Perspective, Intervention or Phenomenon of Interest, Com-
parison, Evaluation; SPIDER : Sample, Phenomenon of Interest, Design, Evaluation,
Research type) (Cooke et al 2012). A2 A AT BFFA EA1Z || Eo] At F
Hst Myt 2749 g B5F AYsh= extended question framework (PerSPec-
TIFX= AHBooth et al 2019). A|28] 30| Z-8-H PerSPECTIF framework AF8-2 551
AY 7 9 8 7T 22 Bt A ZAIE thE 4 A "HE 22-1).

%XH7} of g A ZhEsh=Al, 1L AAIR of B A A=A Z2 SA A it o5

SOl wEE A £ delo] g o Wkt FA(F, ol A WEIA] "ok

z:)—_ %ZH A8l (Z A8l /JHH) 5ol 2] AESH = 9},
o|d/gdo] AUttH 7|& o|E3} FA AY W] BFE AEdlof gt AP scoping review,
W a4 (concept analysis), B]3 & 3 (critical review) = HAE YHEH $HA
(textual narrative synthesis) 5= S SAY T2 13 0|2 22 Hd F= Ag =4 4
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TS A 4= ot The intervention Complexity Assessment Tool for Systematic
Reviews iCAT_SR (Lewin et al 2017)2 SA12] B34S EFota W AES 7fdol=t|
E3o] 2 4= Qlr}. gulet g2 15 o] 23} AgYo] FAA el oA TR E=A o] et Al
B AFgo] glow A3A AAF| 1% (a priori realist review), WEF-T14:A|SHmeta-eth-
nography)t e} 3414
et al 2016)

A AR 07 A E SAY IS w48 ofsf| BAAY] ol E a5t
of 819} o] Zo] AP EL HAH A1) 12kS T 4 YA Aok whek. 28] Aol ol
e AR Bl T Ee] W elet AiEZ AAs| otal, £AE At oA ARl A

TAE A =+ A E = U

F3 72 (meta-interpretive review)°] $3= 4+ 9l (Booth

B 22-1. X 2H 42 218 PerSPecTIF Z2&4A! £ (Booth et al (2019b). Reproduced
with permission of BMJ Publishing Group

Per S P E ©) Ti F
Phenomenon Comparison
Perspective | Setting of interest/ Environment o ti(F))nal) Time/ Timing | Findings
Problem P
2] |3t
- SETT=b bl 1T 740
YRl sERCME RIS imer  mormy 99 oA
HEOA MIZ oA _- 2&4H0| i o= dd ok
° Ofm3t7}? & | 510{ °
- Forat 2HE0lM
Xl
22.3 EH M M

),
224
(o]

5} A4

¥ Qo] AN 4 A WL
of gle}. WA A AN 53]
formative titles), AHqtgt -8of, wle}
A A ANS AY 2 o F2 1Y AR
Structured questions, Search procedures, Strategies and filters and Supplementary
strategies to Standards for Reporting)& AF&-3tcHBooth et al 2016).

=
220 JR7} g A(non-in-
o] 2Ith(Booth et al 2016).

7S framework(Sampling, Sources through

=B

o~
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Box 22-2. 7S framework

Sampling : A4 A P49 HH o Fgol= A 282 A £ E HMo] & o] &5
Lol AARE HTHE AHEEA ofUd AF wfzitiele] Hof Wizt 544 MEYS
A ojFoltt BAY REFEE 0|22 AT o 11 siAH olsiE AF/dstr] el AREEH,
O|2 HE3Z (theoretical sampling), H| ¥ FEFZE (maximum variation sampling) %
A= HEZZ (intensity sampling) 5°] ATt

Sources through Structured questions: 224 79 4= X249 4 A+ EIAH} T
B2 S B9 RUAE L3S hsAo] ong AR o]ggt X0 £ Fofof gt
A dloJEHo] A (Local databases)= W] 4 Qe off E35] 523 4= lrh

Strategies and filters and Supplementary strategies to Standards for Reporting : S+ ¥
H(filters)& AFEEA] oflw T<es] AF A4 DA A A7t ERIEEA] 4] 7d 44
(topic-based search)g 48] oisolch, 44 7S 9ig A4 Wik 4 @70l AALe

of B]g] Eol4do] EZoltt, Do EFo1aL E5] 43 E3lo] Y o= gol HAzlo] 1 d
8 $(number needed to search)7} Z7}ot= 4%, Y7} HQotH, A7, =FIHE, 34

52 48% 4 Utk

1939 B4 Heke BAARCE A7 49 Aol A7 et
e glo] Tzt A4 HMS =ota A 304 T4 e B Aot=
Qo] 2 o] FLH2 A1 AR oY &% 53 FEAAWIAIE, AH4A
7, A 4E 7o) Ee B A90] S8t

257 B4 BeLE AL83to] BRAYIAT ol 591 FH/} AT 2 AT

g 37 B AW ARE A6 Yo BFEA] k2 ZE £of(d : ‘process

evaluation’, ‘program(me) evaluation’, ‘feasibility study’, ‘implementation’ or

‘proof of concept5)& A& AT {3 B H23} #d §olo EALES AHEst

= A2 AYH 0 715E, o]2et TE = T /IR HSE o7t St

454 719t HM(topic-based searching)oll Hi3t 2L & Aot QA&7|9F M
(citations-based approaches) & AR&3IT} o] & ol Aol I AR E AlFdlE &
U= B A9 F3E BN, SREAY S A g2 AT A

o
O

(OS]

A Ao ol R AT A e WAk A WA ATIF oA
= o8] =49] o A7} Slck. et AAH EHDL @ 2A AN P Zdat
Aol e BoHs Weolct.
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A+ ARG A EEA AT Aol tfgt B7Hassessment of study quality)E oh= 2
o HELNEE7E Y 9Tt vk SR A9 fdA4e B s e
AT AHS B7koke Aot A4 19 B7H risk to rigour’ approach). SHARH ¥
3k A2 BIHETE g1 dhel heko.® WhEEA A A AT tAEe Bote
=t 23e % BRE 45E =S A9 Ae ERdHBox 22-3).

g
X
N
N
w
Q
-
N
MY
d
i
do
rot
oz
if:3
rhu
k)
oy

psinl

=
o

b
ol
N

L

[=]

3%/ 280 a4 /9 ol 23t
22 23] A A AR B, BERE ARSI A2

Rt A8 ATt BANE A HSIP), AT, A2 L o] s L Baef e
AT WAF| T WA FFS DA Holek MEsH= AL ofsh 43S T w5
T, BATA 3 2 Fo] O FATEY IS £f5ty, EEE BE B9 ¥4 FYS T

of.

Q124 91go] that Beal EX A B9 Selo] golo] EEekt 1 ARt o
R8T FEE B9 W 2 RS 2L BAIE ° S5 Noyes et al 2019)
2 ulEYY 7t B0 sRH R Seolo] 348 HgshA A4 A 7t 94

0

ARSI OFe AL PR BATL AS0] 7 =20 944 AF WAETE BAs
2 Agto] FHLE Aujo] o FRFS 1] & =A|o] ) EET AL
BT B9 AT EEdon AFE A7) g Forge Srshs 84 Wzt

Q1 Al o] BAgle] YL,
2 589 2L Audth DAL A8 820 259 ST U ATNH 2 WPE BHo|
5o ARG Ag Xﬂ*@ﬁ}

AT YAHOE 1 et I
2} 79| 2%, EPPI AlEle] AOH L8 71 9% 59 B ERE Al 2] % 4
FolA] A2 HEEA ”ﬁﬂr AT L ABE WA Ao A £ w9l
thShepherd et al., 2010). ol2igt B2 % shtel 98400 dhat &, F4) HHS Akt
T 71&99=A, 223 x}if FA7 9} B o9 AFREA E AFHA 2%
LAS AMREL YA 5 14 718 G 71212 AFH

—|—‘

r& i)
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et 2
ot FHET Bl ud off, 44 2A oA o BT 4 Stk B AHE ZEEA ®
£ A9 BEE @A it 242 dRHHQl 8|1 F 0] EolHl 7| &
H Ut (Noyes et al., 2019). A=HE & A9 = He 7Hs3 /3 (manageable syn-
thesis)Z} YA sfjof shw, ZHE A-+Y] W2k Byl A4 dGAIA T B3t 7Fssfoket

=" HO [ |
Ut 0 2 o]§ 7Hsdt A A9 E(pool)o] ¥Is| mHeto] & wizkx] H-gt 3 H
He AEsh] dEth 7820 94 W F AdEE ofSA & A7l digt ol =
EZ0] gAIECIoF T e 3 AdEio] Rt

INTEGRATE-HTA A2 44 WS A9 of 583 Y-S AZ3t (Booth et al
2016, Booth et al 2018). Q4 WPH2 27 7]&2 9l ~2(descriptive level)ollA] 215 3
Aot oA A4 d AR R 2HE HET 5 e F A

NZ2E o] Z2& /AT 4 YEF sk YHER T (& £, "lEt WA SHmeta-
ethnography) ¢t o]& &4 (thematic synthesis) ol tigt o] &2 L B1H). A 714 24
oA &8 0 (012 ¥4, & T4 9 We-1&Agh2 <A FA Bl Eolu B0 &
4 £ Qe T AAES A o) AR "G 22-2).

H22-2, SHSHTHOILL St ST S317| U3t UM 2A B S| HIE= W

O|2X &M(Thematic | « & : 71 H26t7| +12 HEHO| &Y. HEst
synthesis) Xt Q

(Thomas and Harden 7|
2008) I O3

0
Jal
ol
x
bl
or
i
=)
x
=
rok
1
ne
=24

o
2 X7 08 4 ). &
=X AYSS 148 HHG|
ZAgie 2 ULt GRADE CERQualo|

| 9/oh OI2 % Zf0y OfLA

3dH A, H=

dE 25 20

d
=2
1o
ol !
o
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o
0x

ARBA| of2t Zop7t Wt

£ 2(Framework <dd 0|2 HlS ZEloll & UM Sefds +8Y22M =7
synthesis) SHO|| CHet 20 E LHOIA & 2SIt 0] E2 2 2AHY YHZAE
(Oliver et al 2008, SEHOZ SEE 4 U Tt 7|TS MSeltth. S 22 St
Dixon-Woods 2011) O|-oh= S0l CHet Helet &7t Als 39 & A3,

M3 E gM(Best-fit | +H™ S 4
framework synthesis) | 0|02t £
(Carroll et al 2011) CastA7 = H=0] UL

AFBA| T B2 Fop7t mes

HE} DI&X|BHMeta- XA X2 SHMA B HIEHS AMRSIH M2 T} FA(contructs)
ethnography) =2t otz 7leH 741} P20 4FH0|10 0|2H01 A=
(Noblit and Hare 710|=2tR1t 22 QAL & o*Oﬂ E30] 2 & Ut FAH E11 &0
1988) JHEE O UCH
<OHE D mEE 20| 2ot syt dyE ¥ 4 wFot. o2
YHELD H2 AIZH X0l A28 £ U0t 0|2X 2SR JHdE
Adol7| flol ZEM &7, M7t 2 & 52 Z2ge = UL At
X0 st 27 Meke S50 X &+ AU (MER 211 X|F0| 0|2
=2=20ot= O =30| EIXI‘FJ (France et al. 2019). CERQual0| 0|2=
ZUE0| OEA HMEE 4 A=Al 20T O H2 AY0o| BRoit. O
=2 $E0 2t 01E“7| A 7tst BOIEE Metk|=X| SH40HA| 42
= UL

22.7 e

44 A7 e ATRIAR R BAR, A7 5] F2AH SHIFALE FA,
% (explanations), 7H B A 012 59| FHIE Hee. S& D AN
HAY B, 3Y £ 27 ndg QokE]y BAE < 9t A e 2E o st o
o] te vEn AnFE2 SAAAY AP HelA] gt 5 AR gAY 3=
o|=afof & £ Qtt Ed1E gL IAE =95l AEs F9H o]gfo] &5t ¢
3 7121Q1 g7 sttt 8 o8] WA 1F2 LAE siAstal 8 2¥E EE0)
< ° =&o] 2 4

EHIE 73T T4 W A dAglo], ZF Aol st %ﬂﬂc& el g HHE g5
£ FEotal o] JEE ‘EFhH A9 B4 1ol Hilsk= A HF TTHIE 22-3). TA 7]
£of tigt &l=3 TIDieR A2 2| A (Hoffmann et al 2014)9} ICAT SR EFE= 222 9
st FQ3 AHE LA|5fol=t 20| E 4 thLewin et al 2017). =1 AR = A3} o
T A%H ol & 4] ol 5 E T oA LAt A+ A= WS HES o) gt
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H 22-3. ‘BT 9170 S Ho| E3E W Y wyE
X255 20f F58 Y
WY ATCYR,  SHDY TSS CIRD AU U AT WA T2 245 (. AT HE,
QTG X, HRLNA S4, ML FX (GIFEE 22) S)
UM U NSEH | ATUM NS YHSX Ao I, BES DYoP| 9ISt B 2HKO
2 RELTT NSE 2AH, ST2AYS B s4017| Aol AlgE
JEEEEE

AL ARHE T 74 S Ak Zlo] Uukdolch. okt
g% 5 ek

o YUk o 2 urey BEIEAY AR5 ARFE P4 AR
% g EolAQl AnFEY A4S JidetAY A FEER Ayt
Aol A7 2% FAS AT 4= Qlth (9 : the National Institute for Health and Clinical

Excellence (National Institute for Health Care Excellence 2012)°]4] 75t &1E31).

L T A B U F olalsh] 9o AEH 71 B olgstel AXAT ARE F
2ol A3} palo] Atk SURE 52 R0l Ad 419 Algo] d3g v 4 9t 7

53 945 €AY, (The SURE (Supporting the Use of Research Evidence) Col-
laboration 2011). PROGRESS (place of residence (A1FA]¥), race/ethnicity/culture/
language (WZ/Q1%/E35}/20]), occupation(Z ), gender/sex(AH), religion(E1),
education(i%), socioeconomic status(At8]Z A& 2] 9]), and social capital(AF3]4 Z;
1) 9 A2 3 FHsHA Pl S Fol ARFEZ ASSe AS Feth B
And ot AnFEZ 9% EE2A AFHE 5= QlHh

YAATLE AFH R 7F5}7| flote] AREQ o] T o]-&

A2} M AT ARE BA6L7] 98] NVivo 9} 22 AL EQ0]2 AL23 4= Qlt}. & &
o], A5 3% 9 o] 2 4 (thematic synthesis)S 9ol T @Al st A&l 71&4
E(descriptive theme)¥} 0|22 A& AT E o] TZ 13} S 0] 3lo] FJ5H= Ao|}

4) www.gsrinternational.com/nvivo/home
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22.8 2H &g 20 2H =& I

GRADE AJAEI2: @359t AF4] 23 A 4 B71HE #I8l o[- &=L, o] HS5=
GRADE-CERQual®] F-8-2 Cochrane A& 7] gAoA EAEHLewin et al 2015).
CERQualoll= g% 22 Axfof thgt MuHARl &A &= SA8koh=t] AMEE= vl 7}

A A 9AFEA, BrHEA ASE Fohg 9 A7 9o, 1A 94 9 HuxE &
Implementation Sc1ence(Lew1n et al 2018)9] A|FZE EItEE St}

"_?iﬂiahjr 24 :74 = E?J’O}ﬂ‘f}, %%’J 2o "HE Xﬁ-ﬂ:?iJ—%_ 2 23 374 %“4 =
BYEL 5 Ak A,

A7 o] SAARIA B SAEH I SHot=A]o] BAGlo], 44 L FHIA
= B Ao AAG HE ARgste] JEA o R == Zo] HiEZsttHHarden et al
2018). FANE A7t FA FH I B9 7|27t B AR FIET & AUA = T
B W= 7129 SAEALEE A seHko] gtk

Harden et al?} Noyes 5= AT L& 5st7] sl th2o] Wy} =42 A9st
YtHHarden et al 2018, Noyes et al 2019):

- 23E e 20 A
¥ E(uxtaposing) I8 2A FYE : 3 +§ 154 Ex 4 543 B
FA) 8204 Qe Ao ofsf FEu|u], o] 3t ANEL HEYA] & & |
FA) Gl e 23 : A3k AM, Bt Aol g1, BEIF Eahyt EZ A e
v BT FA A7 SAaT] B ArHE 94 WAlA A FHEe] o 7
AsHE 59 7ol wet BRAch JLolA B2E WS FHAT Ao Hol P 4
Wt Aol 4 792 Shelsked] g,

rﬂ
mlo
I
°J*r
2k
i)

« T2 o2 BA

A Z5o] o3t 4 o250l #AEY 4 ANE AFoH: FHAT, AF A7
% Y W7k 2 AAEL ol2ol AR o9 AESEAF 2AS] 949 gt
(Greenhalgh et al 2007). T3t o] 29| 7FA17F B7HE Ay A=/ E ol2e] 7idd
o} F4) AL Rol AL YRk 25T AAH



PARTII XA

2

- 2AEPol} T2 59 AHH B A

FA7} Hoke dorle HYS Ui 24 BE Ei T2 §39) AUd B ol
299 24 ANE FFP] 9% F5 242 AFAHBooth and Carroll 2015). S
B@olL} ofs) AR FolS B3} PASHAL BALE Fo] Mol AdE S Uk F
o] ATHE AEoHE U ATel 4 2ARREe ATNES wdS AYslAY st o
Lo gL

+ A% 27 G THIE FH BF
FAATE A5E 7Ho] BAE A 7ol et HRER 59 Wg BAe FAY
Qo] Tt Aol 2AH ] AHLHT

RV
> F-[E
e, e

o A2
T oo
kI

ooE o e 2 oox
>

rlo

iy

)

fr

ox

Iy,
i
=

ol
rfr
N,
ot

oN o

ok

;'.L rir

S

1

Rn)
=

o
flo oo

)
(aCC

24 %0
ol
2

I
oft
ot
ol
=2
S~
op
ek

o
ch
b
I
BN
o
_o‘lrl
rlr
k‘j"
K
2
)
I r_?ll‘
1% 9
4,
)
=2
N ol o, _llm
L
i
M
9,
(BT
K

M
2oy
o o

[e]
o,
)
i
i
)
X,
NI
0,
o
M
ol
ol
S
52
O,
o
)
i
i)
)
e
=
=ha
S
filo
S~
do
L
3!
o
)
1o,

R0
iy

NI
r

Q4 mx

Mo H

o] Ha7bssiet,
AT A o)A AAIF HHES 2Foto] AL % Qlrkel. TEYA o]
5ol PAE WES ST B4 w2 Cl

o Md

;
ol

&
fl
i
H
e,
i)
i)
2
I,
El
[ FIE
4
o
S
o
_?l',
-
[H
pftl
[
uit) i
o,
r
o
e
4%
_?l',
N,
e}
ol
>,
[ rlr
Mo
ok
k1
e

Reporting standards and tools designed for intervention reviews(such as Co-
chrane’s MECIR standards(http://methods.cochrane.org/mecir)lt} PRISMA State-
mentt= A4 27 RAoI} BeE B BT HUA ot BATL AL o
23} 22 ARE DRIt BATE AR S RaA o] ol87RsTAE : o
e} WEA5HE 93 eMERGe(France et al 2015)), YRl 2ol H3kstA|(o] : EN-
TREQ(Tong et al 2012)), Bx 7} IAE Ex =47t A0 de] B4 WS B
2 ketA]of sl A aL2sfjof gt

299



H22F =X 2 g

300

2211 A28 US|

+ Jane Noyes, Andrew Booth, Margaret Cargo, Kate Flemming, Angela Harden, Janet
Harris, Ruth Garside, Karin Hannes, Tomas Pantoja, James Thomas. Chapter 21:
Qualitative evidence: Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page MJ,
Welch VA(editors). Cochrane Handbook for Systematic Reviews of Interventions ver-
sion 6.0. Cochrane, 2019. Available from https://training.cochrane.org/handbook/
current/chapter-21

« Hong QN, Pluye P, Bujold M, Wassef M. Convergent and sequential synthesis de-

signs: implications for conducting and reporting systematic reviews of qualitative
and quantitative evidence. Syst Rev. 2017;6(1):61.

« Harris JL, Booth A, Cargo M, Hannes K, Harden A, Flemming K, Garside R, Pantoja

T, Thomas J, Noyes J. Cochrane Qualitative and Implementation Methods Group
guidance series-paper 2: methods for question formulation, searching, and protocol
development for qualitative evidence synthesis. J Clin Epidemiol. 2018;97:39-48.

+ Noyes J, Booth A, Flemming K, Garside R, Harden A, Lewin S, Pantoja T, Hannes K,

Cargo M, Thomas J. Cochrane Qualitative and Implementation Methods Group
guidance series-paper 3: methods for assessing methodological limitations, data
extraction and synthesis, and confidence in synthesized qualitative findings. J Clin
Epidemiol. 2018;97:49-58.

+ Harden A, Thomas J, Cargo M, Harris J, Pantoja T, Flemming K, Booth A, Garside R,

Hannes K, Noyes J. Cochrane Qualitative and Implementation Methods Group guid-
ance series-paper 5: methods for integrating qualitative and implementation evi-
dence within intervention effectiveness reviews. J Clin Epidemiol. 2018;97:70-78.

+ Flemming K, Booth A, Hannes K, Cargo M, Noyes J. Cochrane Qualitative and Imple-

mentation Methods Group guidance series-paper 6: reporting guidelines for qualita-
tive, implementation, and process evaluation evidence syntheses. J Clin Epidemiol.
2018;97:79-85.

+ Booth A, Noyes J, Flemming K, Gerhardus A, Wahlster P, van der Wilt GJ, Mozygemba

K, Refolo P, Sacchini D, Tummers M, Rehfuess E. Guidance on choosing qualitative
evidence synthesis methods for use in health technology assessment for complex in-
terventions 2016. https://www.integrate-hta.eu/wp-content/uploads/2016/02/Guid-
ance-on-choosing-qualitative-evidence-synthesis-methods-for-use-in-HTA-of-com-
plex-interventions.pdf

+ Booth A, Noyes J, Flemming K, Gehardus A, Wahlster P, Jan van der Wilt G, Mozy-

gemba K, Refolo P, Sacchini D, Tummers M, Rehfuess E. Structured methodology re-
view identified seven(RETREAT) criteria for selecting qualitative evidence synthesis



PARTII MAX 20 Y4¥E =2 0l NEC

approaches. Journal of Clinical Epidemiology 2018; 99: 41-52.

Booth A, Noyes J, Flemming K, Moore G, Tuncalp O, Shakibazadeh E. Formulating
questions to address the acceptability and feasibility of complex interventions in
qualitative evidence synthesis. BMJ Global Health 2019; 4: e001107.

Lewin S, Hendry M, Chandler J, Oxman AD, Michie S, Shepperd S, Reeves BC, Tugwell
P, Hannes K, Rehfuess EA, Welch V, McKenzie JE, Burford B, Petkovic J, Anderson
LM, Harris J, Noyes J. Assessing the complexity of interventions within systematic
reviews: development, content and use of a new tool (iCAT_SR). BMC Medical Re-
search Methodology 2017; 17: 76.

Shepherd J, Kavanagh J, Picot J, Cooper K, Harden A, Barnett-Page E, Jones J, Clegg
A, Hartwell D, Frampton GK, Price A. The effectiveness and cost-effectiveness of
behavioural interventions for the prevention of sexually transmitted infections in
young people aged 13-19: a systematic review and economic evaluation. Health
Technology Assessment 2010; 14: 1-206, iii-iv.

National Institute for Health Care Excellence. NICE Process and Methods Guides.
Methods for the Development of NICE Public Health Guidance. London: National In-
stitute for Health and Care Excellence (NICE); 2012.

Thomas J, Harden A. Methods for the thematic synthesis of qualitative research in
systematic reviews. BMC Medical Research Methodology 2008; 8: 45.

Lewin S, Booth A, Glenton C, Munthe-Kaas H, Rashidian A, Wainwright M, Bohren
MA, Tuncalp O, Colvin CJ, Garside R, Carlsen B, Langlois EV, Noyes J. Applying
GRADE-CERQual to qualitative evidence synthesis findings: introduction to the se-
ries. Implementation Science 2018; 13: 2.

Hoffmann TC, Glasziou PP, Boutron I, Milne R, Perera R, Moher D, Altman DG, Barbo-
ur V, Macdonald H, Johnston M, Lamb SE, Dixon-Woods M, McCulloch P, Wyatt JC,
Chan AW, Michie S. Better reporting of interventions: template for intervention de-
scription and replication (TIDieR) checklist and guide. BMJ 2014; 348: g1687.
Greenhalgh T, Kristjansson E, Robinson V. Realist review to understand the efficacy
of school feeding programmes. BMJ 2007; 335: 858.

France EF, Ring N, Noyes J, Maxwell M, Jepson R, Duncan E, Turley R, Jones D, Uny I.
Protocol-developing meta-ethnography reporting guidelines (eMERGe). BMC Medi-
cal Research Methodology 2015; 15: 103.

Tong A, Flemming K, McInnes E, Oliver S, Craig J. Enhancing transparency in report-
ing the synthesis of qualitative research: ENTREQ. BMC Medical Research Methodol-
ogy 2012;12: 181.

301



« SHTHON| ZEHE ALY KA HA R0 Lok
K| 2gt 42, S0 XA CHEEQI S MEst 4 Q.
[SEAY Wt =719 SMHOZ HE LAY UMM A2 4= UCH JHE ALY
XS Z& oA AE5tT ZEGH: oM HASH HIEE 7Hs-g0l Z1E5| 2/aHO0F St
UM Dol HISEY H7t SHMHS 0|8 4= QUCH Tt Z Icarry-over effect)
&l0f| QIS 7|2040F SiCt. ESH'7|72F @ TKperiod effect)'Q] 7HsA0| . ZHE

ol
=

N
=
Pal
HU
[
1o
e
i
]
i
nx
0g
Q'B

[

ot HIZS 7

olsHor &
—

23.1 & FEIHIE HSAl

0o

23.1.1 274

A FAREE A AE AiRIE T A 2ol oRE SA7E FAHRIE HigE T o] o
‘WA 'S ZA:(cluster), 32 Folgty 2t I #2 sty 0, AgA HEY S
ok 24 TRl A QJAMA|Blo] AR B 71X 0]87t 9k 4 ZA 9] Ao ot
2y, s 5o B4 At WS FrsoF & 4 itk ThE olf-E AR 52
ok SgolA TEE o SAol tel ‘LA == Ao] ik ZEHolA ddele] £ Bt
Sh= AAAIRC] T o7F E Aotk 5] HOE s oA TR AAE sk Ak
AUt

+ AAE M 51 St A el AFtidAEC] FARE WAl 02 o] o] 1
E9] A== o o] EHZ ot 7T 4 gk 2 TR QA E S BT =
o] —chﬂ—% F_E% = 7/4\01 Z 51t QIEMAAE, I o] W2 AF-Eo] vy 7t i A+

2 EAE S B4 &9 v (allocation) 92t th2H o] & 56

e
ox
N
fr =
o *
5

iy ®
r{m’
4
i

9] QA Bk 2Ho] AT AiRle] FASlu H AH Y



i) rlo

s
J5L
S
H

washe Alg 7
A U 2

AAHL 1
AxE 2282 2T < Ao HEr 249 doflA, 2ol FAE A
ERea 71-674 A 2 Zlolt.

old % 7MRA2 2419 o F-2(A: I =olut o2 7lef Z[ohef 2-&H= FA°l Hi
A=A, OP Ao Aol Hisf HHEA{ Q] o] o] ol ol2fdt F9= T 7ijle] A=
AolM 28 4 Y= A YT Aoz A9l Yol HHh AE7F ATFTAA Yol A
TR E= AZ IsHA] kil N D 2 Kot T Z BEA))Ol s £40] o] FoiAl
35 B4 B 277 2D 4 Sl

_|.4
_4

23.1.2 28 FERHY LAl BIZE D Gt

A TR DA T A AR AAGAIR Y] =8 Jpol S A e AU
A Wol gk 71| Aol A v =] A] 2 4= ik Aolth. &3], Wi & 7jRlE el Bl
4okl WA ko]l By T ohE WO R Ao ZelelE A
= 240 HYSH=A] Tz AEth=A] ofFo] YFE vA= gl
/go] A4 = Sltt. ol2|et Yol WAYS o) WA= BIEHS AR A/ H]E
(identification/recruitment bias)o]&Fa o},

A TR AAATR T A AR AAAIR Y] A =8 Zpoldl S Y FE
A DGR ONA ALHIAE A Aol A TFHSHA] Ytk Aot 11 olf+=
- At

1. G5 AGA oA At ARE BA & HASHA] 2= &= Sl

2.01" AN = A= OE SAETE SHoks F 71 ol AT A ool Sl=

UTHEl: /)2 St Al S E A).
3. 47 A AoN A= AR T2 ZhRlol i F A ol Aol A=E SReHA: A
ERAE Bl AGAL] AASE S, 714 A 9 SA & 571 AR OE).
3 T AGAIE el RoB 2 48 ARESte] HIEHE B7RE & o A
QA= 2ARPE I SAETE S45taAL oh= A= F o

RoB 2 = 5 4 T2 A8 o] QITHE 23-1). °] e 4
g DAl 28-S W0 HEHE S Bt RS 4 F29EE
A2 2dA o2 HAEAolH Qg0 et 2 F9 YA S A Ut= A2 HHE
2o, T @A S EaEAES 2 AlQ)vhE et

nS‘i

.‘_4

oZ: —ll:l

A

A

ol

N,

]_

303



304

H 23-1. 2 FALIHHE LA™ ROB =7 HII0IM CHE0X|= O+

1 RS IO A ok i

- 2 R EAAE st 240 Tl 2XE0R B2 ] 54
o, 24sbt 35 AEE TS FUsH cholileh, 24 TR 55 B
2710} oJ3) 18] S5 3971 B,

© 3 L AUAOR A2 5 donw Y FHSIY YNGR 238 B o Eaft 1
B3 9% BPBS HEYIA S HAsol AL o Hek. AT AR Y T
AR EYS Y TN YA Gl g

« ALY A Bsto] A AR gAE elha B ARE ek Aol Fastch

© Y PR T AT A8/mo] WA B9, RHL FAe] i A|4o] JeF o}

HE ol 44 4 9.

AR B! o2l 7 A BB A8/ HiEYe] BAE AAT 4 ot

2 JES B2 o2z A HIEY

AFIAT} AAl0] PAPAIE FUL LA T AL, WY AT o] W JEG F

Aol AISHE olgre girky Bkt

APIAR, BEA B FRE AT AgSo] E FAF ST Aok, A Tk o)

AP F LA T,

3. 523 A4z 220 o3 uiEY

rsﬂ

l-_CH HH 2] s}

o =

ge
it
2 S)

o

© 2 B 2 W ] e A= 328 4 gk
- 229 ARY 9 F S O 1) Defsior & A AE TANY QYA S,
% 712 RS tholo} dick

4. 348 2759 15
L FAAL WAL AT A FYS AN BT A%, FA el Ao B GFL uA
Sofo gk,

SAET 7L e A0l te AL s A, EAle AE TR AR S Est




7 NEC/A\

{29 X2 0|

N 2HnE

PARTII XA

i

ol
T
e
il

!
X
S

j—

)
B

i
eyl

A
o

I

S| o

Yl Al F7Eke] 2 =H))

s o

s

F=7

9] 714

T
2l

j=y

7| FolA Lrtetd

=
—

s 23 7=

S o
% BAe

Zolt. 17

1
R

A3t

A%

NI

o
=

-
R

]_

S50

= |

13 AR} A

o] % 714 uho] 9let.

Rtk A AP 1Bt

7

o the

21 24

Zlo
a

o=t

o ZA 2M(Approximate analy-

AL

{HH

g B2 37|

ses): |

B

9|

A g

N
i
W

ol
i

ol

g

7t 249

E=

% AT 4

A2

SER

1
R

Aol F2Hee | (&

5

AN A} AHE(A]: o|HE FE= A4 2HgEo] o

1. =
— O

3t

(ICC, Incluster Correlation Coefficiency)?] 44|

A
T

) 3 A

=
R

g o =

4

}a1, ICC &

]

o

ool = £

o

B3 A AL

=
=

A3} B AfA ICC

=
R

=t
A e B G A9t Bt

% AT R 9%

W02 §A

AARNA o]

=

B
#37

SAIAT] of

5= 2 7H] AHdo] ot

9]

A=
R

FopAY

Al

=
=

Z1o] qltt. ICCY] 9

st

Q.
o

A

=
=

& oA
299] A o

AE AR

g

=
=
=
—

o}

Hrh e A9 gl Jeiu AL glojehs

% 0.05

% 9l
$ A7) 77 Z(@HA

Qo]
=

8 2HA 2

L
R

(Ukoumunne et al 1999). ICC

o

305



et 2499] ZA)0] JPe FFL v1A 5 Uk FA A7) o5k AAHoR o 2
Aol gl 2ol o AL 1CCE Bt 2 Sol, 22 FA2 49, AL EAL}

7150l B8] 1CC7H 24 7Fs Aol et
23.1.4.1 & FEL{HE A&A R Sef oA
olg Sol, 107 51 20589] ojzlolE AT O, 117] 3HF 3309 ojelolE thx 2

o F¥ FAINY YYATL Frh HEA FHS TASL ool Aole] HF B4

= o33 Zohal 7oAt

FATE 63/295 tZE: 84/330.

T W AT AS 0.028 AFT 4 Q= R AR oA A, Aol v 2 4

A2 oArettal e o, AAFAIE ] o] Bt 7 27]=(295+330)+(10+11) = 29.80|c}.

A AA Y A B=1+M-1)ICC=1+(298-1) x 0.02 = 1.576°]t{M<
Yot +137). ALY 8 EE A7)+ 295 + 1.576 = 187.20]H, tiZ2+9] 32 330
+ 1.576 = 209.40]c}.

ALAA G2 A (0] A Ao ALstd thea 22 445 At et

ZA4 40.0/187.2 TR 53.3/209.4.

At AHAIH Y] 27171 ARl HE 7|2 S4AHW I ARE o|EHZA A d44
9l A32 A RevMan¥t 2 57 AZEofof IZE & i}, ATATE vheHst= A

2 71of8taA, olA] W] Aahs et Zol A 4 glet

SATE: 40/187 HiEwt 53/209.

d

R FALEE AR AR R FATE HER EA oA AE TR o‘*”\]’a‘*
7 %J E’_ LY

&
iy
ot
)
>
%0,

5 A

i)

P

%

= 3

o of
1o

ng o

it

ﬂ% =

o
2

-|> o
:C;Jé
>
. ol
Ly
10
of
ko

(ol
>4
0,
N
9
O
_TL
oZ:
o
~|

A SBefok S $ 0l 9107, ol 42
o 43 Az, AASIS] 22 A 4§ T A
o }.

l
o o

30,
X
i)
i
i)
N
)
>
o
<
1o
rﬂ
ozi
)
o
o)
-
o,
A
41
_m
fols
1;
9
o,

306



PARTII MAX Eei0E YEE =2 0l+  NEC/\

L A SR T A VATl UK A 019 AR B
sHok stol E3], ZHW ATARICOE 9% SHolH 188 A9, 2R ATHES A
7] el O B Zagafor T

23.1.6 AH! 9IX| U4A|E(Stepped-wedge trials)

SRR AT T2 SRR ooty Tu A S vlE] A9
vl WSt Ut E di2a A0l ishs tiAl 29 97 A= 2E 28
Zo] wig ot & SAH o AR IS FANES S ST vt Al
dol B¢ 1 L& 232 ALl i E o] et 28] A A2 B AR aFAet
A FAE B7rske ol A4 o wel AREIAL glor HE Fo] o ¥ SAE Y] o
ol BH AMAEONA v #olH.

A5 YA AL A2 E 24T de AR FA9) 7RsAdE LE o etk A A
7134 Bl A 71700 Tes] BlashA] ' Azl uhet Hokshs #ao] of3) algko] A
4 5 et s GAE e FHb7lol s o g2 250l ¥ SAE BV meeltt

FU

=
®
T
9
(]
j=s)
=
)
4,
i
~
Q.
E

BN L 2Rstet BaAE BAZH AT S Yk ol A%
ARI: A, 23t 7EAbe] el ATIANA FAE AT W) YT S ek o]

139 BUSR B BIste] 21 B9 QRAEL AAE BAS 4715,
AT AR 2 FANY QA Bohe) A9HY UA wnE Agstel B4 avt
_i'__

23.2 WX} A A|&(Corssover trials)

23.2.1 290

i

¥ I8 QAT sht ol A 3 vl 915 2 ALY T ] o)
A A2H O WA YYAFL 7 ATRIAE JA FA) AT B TA)
Hg 33 AL AB/BA AAZ ATUNAE Aol 3] A B B4 BE TAHY
3 ohe, B B B B4 AR 22 mA S,

WA A WY GAAIF] B8] 74K o] ek,

oyl
B
>
o
i)

1.2} A A AL 9] ti2ato] B o A AL 7k Aol AJEo



HI23% S+ LELINEY YLAF T3t

229408, 34 ave] F4ol4 HA PUEE Qv WA AT A,

3.RE ATt BE $A1E W) g, Y AR ZAo) FAY AB R} 2
A4 23 4 Sk

old A= el WolA F22 Q1 SA7E Lofud, ThE AA F-A(ll: F &=°
U & & #opell Az oE AV A&d AA F97t —rX*Hi TREAL A2 71
5 T2 2 & Ee 49 4 1)l Hisf o] Folxls AF, BA2 2Af
Aol AAE 3t A OA HE ol AR A sfof et

F

7ol ATt

1.EAIA A2 QAR 71t 5 2152 7ol e A B34 Aoll, & oll(cyclic
disorder)® & A|7to] Ado] whet Abel 7t AYws AL
2. 54100 3 F4 E= A7 AdH M A7 = B9 WA, o] B, At A=
2 SATLE S0l7H] ESHAU 7ko] AiKcarry over effects)?] 7Fs/do] o4~ ok,
3.9k W71 7} vl Aol Zho] a7t S 7ol &2 -
OF=HE(wash-out)oll 98] FHA T ¥HE(rebound) EH7F A7+ 4

e ZA0 w2} FAE ] 2ok o 7] whiEell WA wAF A 10101 OH% TS

)
2
)
11‘,9_‘5
rsl
mz:
2,
ro
N
1o
Ao
2
et
iu)
il
9
[e]
o,
S
Ko
el
i
In
2
9
e
)
%
Am,
o
iy
O
o
£
40
e

o A YPAFY R WA 13k et BEAAC
5 ) BAE 425 2ol(carry over) 7RsAo] QA olRl), Rolg Y] 91
£7% 7o) WEAYA F5}7] W] whio] 2 ojEtich F40] 543 okEuE 7]

A4 | TS
H2 F83 AARGolH.

23.2.3 WX} 2AA|&C] HIEE S T}

308



PARTII XA

Ol
>
1
i)
N
=)

A AATE A&E7] R = L@ AA TH717E 2 o), SAL] FFo

U S gk FEHQ o2t T Fo FALAE 95D 4+ YAL AN 39
Aot} 4% A5t el AT YAl 2L ASolck o] A9 WA AL LAO
2 S5 g 5 ek wo] Liks ARWE Aolo] BIE FAEe] Kjo|7} T5o]
ARE W SA0 et ek 5 Ak AL oJuiih, uebd ANAL N2 E3t F3o
AL WEHHAIR FAu7 ] SaAS FRih). B B3 Ao 2tolE Zol

7] {3t o 2 ekEHiE 7] (washout period)E =t
w2} AFAI oA BT = Q= F HA A= 717F A3 period effects)olt. 717+ &
= FU ARE 5HlS ol Al17]19] vk A|2719] ¥Rt S o F 71ZF Aol 9]
AAZA 2polet. A¥g AJE7E Alzko] Aol wet AAA o= HslstAY Bos Akt &
< 17 8910 ¥igk} oS wf AT = 9t} AB/BA AA9] A, LT 2] AFegAt
7t 5= 71 SAAE Aol wet FAREE HeE BASHAY SA REo 717 R 2
Ao BH 717F s =5 o Atk
w2 AFAIF L Al | EA= A HA 77HE 7|28 o]Fojx] BEATr B g &= 9tk
= Zolth. wA} AGAIFY A §A 7|7k AMAY HE o Bl ao| A9k A §iA 7|71 A&
T ARESH7| 2 Rto] HE ATo] 7| &ste] A4t HEde] I A s
Al B2 4127 oj A Xt of 5] ARt o] oo thgh A o] F2 e H o
7|1 A/gE Zpolof ofsf P Hol FAZCE FoJet Ayt Lt

o4 3 A 712 Azt BsHs AL B8] BAE 9tk B3] @7AEo] 29 B4 A
2 Agte] YA OE BT 49, R WA 7129 ARE o] g3 WA YA BE WETY

SJ%lo] Q= Aoz ZHsjok B
RoB 2 =7 % A PRSI QA ES Bgato] Uk o] B4 HRolqa g
ol4i X 23-20] Sick.

N 230d yy2o 72 0l NEC

309



E 23-2. Wt TS LA™ ROB =7 BII0A THROIXI= Ol

o

- AP ulgo] T A gg Bl AL, vEUS Y] I8 1 GTkE B4
of A Aok ek,

- RSN B0 BAS A 98] 71 4E Ho] AL & A, ol R WA K]
A7 #folo] 7)2:hok 3.

2. T FARRE ojg T HEY

C A YA A HEYATE BT o] ols Sy Bl o] Tt F WA Ak
of 2748 Axto] FFL u1A) gkojok k. 71k Aolo] AR FBHE7|S T o]
1% 5 PG MEA 2T e ofek SR LG ] w7} AbAes 2 3l
2t EA AT 24 Aol FE Alzto] ATSHA ok,

L O BE BAL Y 18 QAR 5Ust,

3. A AT A o] o g

A 98 28 AU SUsT. Aof S} Aeky] 0] T Bk S 29, 08
2 Al ZiEOl £5) 2AZLE 4 k. A YA AR BAL(AB/BA 47 4
9) oji 3 7IKte] AZE A QU RE SRS AFOR At

4. AN 279 H1EY

L OE RE BAL 9 08 A¥I Yk,

5. AE AT 23} HIE AT vEY

+ Z7bael Se ARpe Aolo] the A4o] 12ste] 1 It AeE AEAoE Bushe 4
olet.

AT T QAAIF] AT AL T A e R WA 7120 AwTt A
SHEE 4 eHE ALshs Zolch A PAAHY R WA FA 7178 Eakshe Aol
#.0] Gyt ool A EIct

BATIOIAHSTE) LA PAANFY R WA 77 FEFNA Sk 49, 9 IF
R A9l AAIY B RoB 2 £ ALslok Tk et Ae]vt SkelEl A9

4

310



W 71200) Azt e 39 A was| A Gl Rojsiel et g0z 748
: AHE A WA 71 B ARG WER BT G et

ol a3t 7|12 aIE EAVE HA S A 2571 A A /1% Aol it
2det 242 paired t-testo|th. O]A2 ‘A FAE) NA H=E SAC) O tet SE4=

2 el Tl MR Bk olejdk Ato] 240 W 9 SE: A 4T BAA
AEC] FARAEOIT T FAE YurAQ) GAk O RevMan®] A9)E A

= AR 718k A4S Soff d2 1 AT A Aks
FAET h2T SAC) 7 Ate]Y] AFHIAL =2 Aol Bt 9 #E WAL AHR
(Ee B3 2A)
« ot Zo] @ th2 F sl (i) paired t-testd] t-54, (ii) paired t-testd] Pk, (iii)
paired analysis®] A1Z] #+7F
« ZH A9 GAE SAX7E AEE £ Q= N AR e 2T 5 e AY
Jej=

2 iz SAC)] At =74

Ui. [

o AT
=

A(E)

O{N

23.2.6 2 WX} YA

311



« Eldridge S, Kerry S. A Practical Guide to Cluster Randomised Trials in Health Services
Research. Chichester (UK): John Wiley & Sons; 2012.

» Freeman PR. The performance of the two-stage analysis of two-treatment, two-peri-
od cross-over trials. Statistics in Medicine 1989; 8: 1421-1432.

« Hemming K, Haines TP, Chilton PJ, Girling AJ, Lilford RJ. The stepped wedge cluster
randomised trial: rationale, design, analysis, and reporting. BMJ 2015; 350: h391.

« Higgins JPT, Eldridge S, Li T (editors). Chapter 23: Including variants on randomized
trials. In: Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page MJ, Welch VA
(editors). Cochrane Handbook for Systematic Reviews of Interventions version 6.0
(updated July 2019). Cochrane, 2019. Available from www.training.cochrane.org/
handbook.

« Ukoumunne OC, Gulliford MC, Chinn S, Sterne JA, Burney PG. Methods for evalu-
ating area-wide and organisation-based interventions in health and health care: a
systematic review. Health Technology Assessment 1999; 3: 5.

312



PARTII HAXN Z2ei1& YEES 2 0+ NEC

V2] o=t

SHA ZOIE

- T Tl 20 =2ot| {01, 2= MAXN Eel 02 S| RoligutE 12al0f ottt

+ 0] YoM FotEato] oet 20E IHES O3 20| 4FIh 1) RAMFUE Hi2tEE
Y 4%, 2) AEA M, 3) TA RIS M 4) ZAHLM, 5) RSHE 0N CHSt HISH
A H7t, 6) 22 g4t oA

* RONEO| CHet MAMet 242 SHE Y 70 tHet 247} X|=R0[Lt F™ 20| S8t
= 01F [ S| ZQ0lCt

o Qo Alge S A9 2 0|5 SXZA K primary beneficial outcomes)=LCt & HA
OfA| Me|=7| ME0ll, 2 0H MAl= A=E SHde I BIoFsh At Fo|, RXHEs DL HY
3 St H119| THsdE QIX[oHOF Bttt

AT BHIA oA Fafj Tt §ol7t EFEoH Eshd A2 AREE o] £ ARA
ofEEE & & Ut EHFolal WHsH #dd ol2e F3Ad(adverse event), 73]
BIHadverse effect), ST FollA-d(serious adverse event), SHE 7&K (serious
adverse effects), 7ol 2FE1F3(adverse drug reaction), F-4&(side effect), THZ L ¢
Sf(harms) 5ol Uk, o] oA = FEARE T 718 A2 =5 Ee= Fofl TA5H=
HFEAISHA] RAY gt Aol tisf -R-3fiAd (adverse event)]Zh= &5 ARSI, &
Aot Ak Ate] ] QlakiA7E Aoj e e A ]l 7Fs/do] Q= ol A% Rl AIHE= fIsh)
g gol2 A8ttt

ol ZAE vE ul 2 7] SEet A0 tis =tttk AA, Flart o2 A
=L, SRIF A, FAE Y Hu s Ao #8f A5 7 et tdgdo] A4S = 2
ot fefadel] tigt AHE +Asks e A 7 7HA] Mol Qi AAl= dekd o s
X}i 3 "Hﬂ %9 ‘3-< ”& = 9t ZREE ] FAo] whk Aol A olH oAt
E'—|E1F-<'>' 5':_t Z A|E AR 01‘:} = 01 A /\}7‘101

313



HI23% S+ LELINEY YLAF T3t

o BEE BIAA A Arst BRSAL Solgo] REd 4
2 Q0] §ofanhe T A AHE Aol BEl Al ul3)
A0 BRET YAARRIANA BAAY A7) ofs) 11
% 3%~33%1F0] el A = B Eglct

57, 477 AYHLS W fAAII Sl g 4 glom
A o] Al 48 HA| S 4 AUk, AYH SN AL A= 54
B ST o YRR SHALE S Bieiol 7] o] Aol TASHE 4 ¢
whetq KpE 23 SUE(>o] s slth, 7717t 59t nE voﬁmm Hol A we
A e S ZAR 4 Ak SNEIE AR AT} AT BEE AAER
HIAE AEY 4 Uk ole Wyow ojdo] FAie B Qgirtn *@%"%‘%ﬂ AgL
71X he Galaa} U 4 olct

A OFE(e: OFZ, AR A, WA A9, Ao BuE FHAIH Ao
939 AH(dictionarieso] Tt 7%, 185 93 R, 9913 42 440 A8
sl mUEE W] BAglol, AT SalaIlE M £ 28 &5ow AYY 5 9
on, ol Azt fAAN & 4 i FHATE Tt Yot & T WA, 55 9
A, AGBANAC] SAEINE F S BuEch Tt ojeld 25 24 (composite
measure) AZ1o] H8ks] ZolIAo] Tt YRS ATHA Fone, ool Wil 2

2 wfo] i AEHel o4 §Hgo] et A4S AHlstsIor Ak o0, Sola
slo] Hoje} shele £H 1R T QTS 1ho] 5T T Lok

A, B SART TP BEE o= UE =EAY o AUt o
B gafaaks A WASHA) gAY BA) A1 T 9 7|7 o] LieRd 4 ik w171

r

|

¢

=

L

2 AT U AL TN AR S S24AQ GALIC 1 FA F 15
SRS A G E3 T S YA, R TEE AT Bk I - YR A7 2L

- RR9] AT SRAL PR RALIL B B 4 ek, THEE B A= 4
shavhe] ol whel, BAILE Ak SRS GGAR] 717k doldl SgE 2AS
Teshor & Bt Uk Wt BRI AR foE] it v, ve % 9 3
A2 Sg3AY Bl v SA A HY 2 B e o] A FoE 7] gelofitt,
249 SAATE Wel] 1% 2LHS BANINA S 0|53} faAT BES
H7Ke 914 ol W S WAk A4S et
ST AR Ao TASHE ST AE(TEH Al FEL A ofw
AT 59 Fo Bl folavel] o 422 BA T AAA(PAY H2)S 24T
P87} gk AAE L5 BALE AR o] F 7 P WAl slo]Hel=g AL,
=3 fofEaE 2] S0 SUT A At 48D
918 271491 999 247 R FHEA offo] et TeE Wastc) npso foat
of that FAAS Aeit o)t eig ezt ek

L Mo
(‘

o

314



PARTII &A=

24.1 oligatofl CHot F2™H
24.1.1 &5X HZ¥(Confirmatory approach)

G54 ool BAIE AdE BDE XeESolA 1y F4ARE sht o4
RAEHEE HETE. Golderst FREL 199493} 20114 Aolo] 2= sl &
TAAS B o 8001 oA U2 BAE 48AA 24 42 £E 4 UFE

557 Ge AU U, BUny 111}— S0 899 A0 AFHAL ol A5
H %OH}M-— ARde] FAIsklE S JRE djof st F7|H o ® T8l AWEHA A7
A S5k slos Pgsior Utk B feqiste) dele 4Esta g e A2l
ErgAol 2AE = St dlE 501, Y34 A Sl A A9S Folad=E
A she A2 Bigolitt. AR, Eattolu Salo] 9= vl = 8ol o
= -O_

IS /\Hjoﬂ ?Liﬂ@r%l %‘%‘% A @ﬂi AAstke A2 49 5 Ut ¢

O_L.
_‘rﬂ
l‘

¢

A Aol 4
24.1.2 X MM (Exploratory approach)

H
3]'7\] A=t 5]8 ARty o 29t AofA
Z5h= Zlo] 2T ol adto] et Brke) of
a %1‘:]'(G01der et al 2013).
oj# gt B A M2 AL d|7]A] &2 3
A HHES AMSoh mlE] A H foiaTtel
= AR of gt ;ﬁE ﬂ e

“gell EH i X}Eé Zﬂ* g %E}.
ERlA 2ol s B

=
Ao
o
=
i
0%
s
rhu
10
4
o
=)
3>
V4
m
0

315



H24% Roisat

24.1.3 5t0|E2|E HMZH(Hybrid approach)

Sto] BR|E M2 o]H o] A A g2, == SAY FoladsE 226 93t
A AL S Ao 8 4AE ARt o] FEHo] ZAT EHIES T2 EZ
A2 40 T4 Foll s YotA|ul, 2ARE AolA o8 7Hs +
517] I3t AFS g A 24-E 5]-8-8ttt. o7t Box 24-101 W<} ATt

AeE G vl FAglo], AT AxtE B3] S3E Amott AT of &

sfaate] Aejet elo £AI7F & 7Hs/d& Aol FoloF et

flo

i

0|

ok
o F
oz

o
olo

N
D

il

[t
Heo
(NI

Box 24-1. £% M2 RolEnE HESI| {2t M 7HX] H2H2 o - F&

HT =5 o=

F B3 Y BUE AR Apo] TS B35 7o) S @ vk A4
B3] thet S SH 22 BaE ok

LA AT BTE AdE B Aol AFE BE faavel o Ane ¢
Yok Ae BEE Yo,

L THE AT 99 SAAIE T FSlAE TR QAR AT
C ARkl 4471202 Q8] Bt BolA) ke 4 glon Rasug A ke
A7E Rolo & 4 Ytk 24288 BT,
=

99 A7 R AR FUSHL SARE FAS WA B Fet
oA P8 FA9Y QIAFONH 2 5 S,

= = T M
© T B B vEo] Ty Uk AT et S ARE ThA 1A YA

d 5 AR AT BE Feld FABIE S = kTl - AgAe] ofE
1S

AR T2 HZ 7|24 G5t £4Z Q0 7K beneficial and adverse effects)& thF
71 A8l % F A ol AT AEQ4.4E Fx)o) dis) Ero] AAS £ £ 9,

[e]
- = o

316



PARTII &A=

=
Ao
o
=
i
0%
s
rhu
10
4
o
=)
3>
V4
m
0

HIEH A W7 vEA Algsor @ s A

AAH SATES TPl FALL Feid D1 FeiHA) g TS FUsH
REAAT] gl QAR FAANY YPABE XY, Jelt 220 U
AYAH ATRIAE A 2L SAsle) Aol & 3joF 1

SUETE 1 A AN 4 97, TN YA FA2A 7130l A §

AaE B SEH G 4 95} 50 F4 24 HiAde U R

ohat RAbel A S S Uk 53] 7 717k Bl T AU T2 V1% 5%

SR BASH Aol TR (3 Ei= 0 /9217 A AELGIA 5 e

AT} PRt RT AT L2 WRASINY AT RASY YAP R B

FolEsel g3t 452 AF T /H5o] ok T BTSN Y ATE vEYe] 9

ol & & 5ol ik
AL A 5D B 4 B =

o g % Sick. T R AN BET

r°"

jﬁ

AL ool EHAIA] R A EEle Hl B
-

2ol A% ol AR Y(S3] 9% Ei v
28 34T 5 Y B x}fa} Q7] WEol) WS 2AS] 913 B4 o mut ALgsfof 3
o} o2 A BIAE B FAZT BRYAY 03 fENE AT Bavt

e TREZ 20 AYo] £8 Z 4 Ak

EH1F A= ST, A7) B G SA 1Y BHAlo] SASH] A & Sl
iyt FFo wet 4 SAZETE AT & Ark I U= FolETY AP Al RAR
(pre—spec1f1cat10n)*— A7) Yol hE EA4 9] 3o A2 4= oot 283t A= SHE

3, Yl £ X} BIA, FAHY £33 72 (scoping review), 7Al 59 AE FJEXA
(@ : =k 4]&9] 9FHFood and Drug Administration)o|A] Al&) Ex= 7]EF 249 : I=
=9 AL, Meyler?] o= fofjazholA 4 W& Y-go] 3=

53 fFolatts 55 AAA-CIA EaEnh dubal 2= “felads 7l F A+
AR 7 B Qo avtz st gAl 277F Qi B3 AR= o 74R] 9] thofst
AC R 4 E 5 e B Aol RE siAste Hl 2 olERo] U= AASfoF St
T 55 Folamte] Alert ARt g aate] 7t d 4= Q1] wizoth Eqh EAE A
Az o] Wt ARE that 22 o|f= KA e 5189 tie] BAAE sfAlsks A
= FO|sljof gttt

>~

317



Hi24%

QoS

sfadt fed e AL, =4, 8

o f
o =
_[0" :lO
&2
o Mo
g
iy
"]
(e}
i
i
ﬁlg Xu)
by O
o,
N,
olr
1z

J
r

>
s
5

3 A ShoflA] §4 0 A7l ek
g0 folashe AUATHE Alo] wegstA ghe 4 otk
Pttt o= gt Hojo digt SA adE I
Z]—g ZAr0 Zr}ko 2 o]0 7H5AJo] AA|ul,
SAE EA= o €A 29 2 & Ak

flo tot

N e
2
rlo mju
C
X
Jo
N,
_o|L
N
4o
:?l:
>,
i)
oZ:
g r
—Ll
l-N

N
S
i
rO A
-
i)

1o
%
Y
rlr
o
ot}l
A
ol
Y,
ox
[
lui
o

N
—

(T {1 md I ofy

HU ol o
fo 4
2 o
b 5
4 =
oo -
rir i
Ol
2o
flo 4o
i 19
g
l‘ol‘ (o,
:l:‘

B

N
S
>
ru

7 ZM

0 o2k
ot
ok
2,
2
_I[ﬂ
9
:?:
i
FEI
n
o,
N
ok
e

N,
ok
%9,
i)
[
Ollﬂ;l,
Hu)
rE
o o
=
i Mo
rl
ok

NS o
i 1
Ju &
oX,
fto
<k
)

2o
1% oY,
i 12
X
rH
rE
we,
(o]
Nlly
i)
Jo
%
2
u)
=
)
Y
N,
MN
o W
3
o,
ot it ofn
[
Moy
_o|lt‘
2 5
{2
I
i,
9
4;
EL
RO

I o A
i

1E;§°k€

o2
e rlo
-+
i
B
H
re
-+
=
O
D
o
ofl
=
=,
o
il
)
62
Rl
e
[T
ol
ok
do
<k
o,
o Jo
)

Horr
ok
_orlg
(e
Ha
|rt
)
o
oY
_>|"_'.
21’,

o,
% al(f
5 M
B rir
g
o mfu
)
rir
Alm
ol
Jo
Qo
\f
<
&
of
ol
b
o
3
rir
re
-

g o
oM,
)
L
ne
fancy
=
0,
i_lr‘
2
mO
a)e
%9,
i

2
N
N
fols
o|r
tlo
o
=l
o,
rir
re
-
e

H1
1o
>{El
o
0.91‘4
o
=

o
ol
fo
::1‘
Pl
>
kU
=
et E Y

st
pas
fto
)
ol
il

(1

v
H
rr

rH
)
i

=]
i)
e
(i

T

>,

lo o
Hl

>,

£ oo
v}
ru

e ol
re
Sl
= o
ofN o
ju)
o
A
L
e
o,
=
rﬂ
l
MU g
u!
rn
Jo
%

ol
A
2
o Mo

ol
=L
N
=2
\e
_1°1' S
ol
=X
R
rir
62
s}

o,

OlEiﬂﬂolAA ohoket Y8 9 ARl 7% wiEe], %‘6H§F+°ﬂ A3t B
Ho & AlgtelAY, 712 ?J*JA]%* A do]EfHo] A9 AlghE X3k A
o] Fas5ttt. MEDLINEOIAYE HMsk= A2 HREA] ihﬁ} oFE A
tlH S8 H9E 34 e Y=7]7]0 et B o] Zash A e

)
Mo L
03‘:

¢

S,
s}
1=

Al

"

52
fr

fol N,
ATL
o >’E

<
5
ol

p

""—‘-‘[UE,‘l
lfO
_°‘l’,
_E,

oY Jo ol oy
ol

=
oL
rE
o

s

AR el et o187 ARUE Aot ek 3
4 olole] AR AL, crlole Y AT WA, DT 55
] o] e} mgtElc. 'OR B2l g2 A 2
0l §o15 A3 o] £t Sol4al

A7 YA, Aste xowﬂ 27151 Aol ZolEct. Alel 8
3 49 Astol, A4 UPES kol Bl A57} ek 1A Sl Ao]

i K
mlo
>

oo i 2 oy
ﬂ?imgi['mr‘{?
%rﬂarﬂﬂr
l"_or'4>~ 1o

2

Olll'N

RS

N
olr

24.5 ollzatofl Chet HIZE 9l Yot

e L e T L Fo] PRSI gon
= olas ARE ot L8 Wl i FehHol R 4 ek b SoAE

r lr
«10
rr
X
1o
%o,
=t
o
otN
>~



PARTII &A=

=

9 H1sk= A 0= Qs fladte BlE" FAS 4= ok SAE
W= Dokt Adsfof 5t ST AA ol FARE HHE ARG &
, NAT Am A5l o3t HEHSE S B e v A7 4
AR ZxAck(informative censoring)?] 7FsAlS 118sH= Zo] £Q73}t}.

AN AR @A AFEE BEENY 7] FAEIAATE 9IS RoB 2 &
T 9 HFA] SAATE 913 ROBINS-I =75 AR&-dlof gttt sl axt Af&=of thgt |
SRS H7HE o) 9] of7le A2 AEA Hu H|ERo|th ApEHo R HuE Ha]z‘ﬂ-
FAZT| AT AFET = FEANRE Ao AT AYEoh= $HE 7HAE
ULk MR R, §4 AFETE 7AW AE6H] Hef BAdARl £ SAETE E
1E & ok Ao aE FElAY Ao R HuE foan AR e FelaE Brtst
= AAA oA dutolrt, i viEH o SA7F FAstAY iAo = /-5
Bt ik AR EH 422 =5 5 Stk

ol aat Apmof et HEEA Y B7Hd W9 8 olv= SAE F9 2 feian
HUE Y WHolth o]&2 fsfjo] gt §Ioket A9, gl B g Qs FaZ Fol= H
Edo] Rt TRt 2171 e A 5L Y& 7|&0]oF 2t ol= WAl T
U= SAELE v LASHEA] dton, RuUEY 2 i yl-go] FAjHo s FAEgt
T Sl= AMEAY aldA &3t el aato] 3] F851t McHarm E-+Chou et al 2010)
9 Agency of Healthcare Research and Quality(AHRQ) 7} =7(Chou et al 2007,
Viswanathan and Berkman 2012)2} 22 37} =152 0|33t A0 tigt 71 W&
= A5t

ol

24.6 22| g1t ol

FATF A= Folatr A-EolA Aol FAISHE SAHATREA F o= HYEF
™, B0 uf, foiazt Az oigt sfAol sl o & 4l 7 5= k. B, {5
AR ZAY APLAQ] Barg Fofl ARl Rl A9, A AR ZUH
4 B 7} o g AFAS oA 2T 4= QS T S5 Yottt A7 flE g
A5 FA/golut sl glZoll sl Hot 455HA siAlshoF ehtHLoke and Mattishent,
2015).
ofg] A-EolA Foladt ARE Bla Ei= o] Aol 23 ot A-EolA 8l
Z3to] izt o] & 2l vhHol Y3H/gol AL FARHAIE B7Fok= Aol Fasitt /&
o] gt B3t oA A o]dgY F 99] & £7 9] Holott,
FAIE A2 AT ARAl & o S A ARAT £ U AR B 29 &
= A3 875t X535 sfdsof gitt.
3 5404 flaTE A 153t F Aoad 4), BN FE & 5 A

-

ﬂlﬂl

o, o i

o

=

Fo
=
e
o,
rlo
ok ofN
2
N
i)
"

=
Ao
o
=
i
0%
s
rhu
10
4
o
=)
3>
Z
m
0

319



X224

320

£, 8 okistl 7kl 34 o] A4 Aol wold 5 ek N A
QAT Afole] fafate] 1Y 9 HF| Kol s, A e
& THTOZA BA 018 TH5 AT £ F7HIE 2 oo} e,
v, BRI AR §alave) Yol 4EE $Ua
£2)0] Z0Jslo} st ol ET ANkl TIHE] : FEO FFL W BE I
o S8 S|4 5 ok BRI ANE A5} 80 5od S ol el fefa A
-

=
[¢)

i)

AT BaAo] FEstA Yo QA o ARE 00& $E5H1] o= Ao Eoh ARA
o] BAFoE AT H1HE FLole FALH A= FH A Aato] izt HUEH Y
AAA(A): A5A gt B 557 FA vs. Th BAEH7| 412 Az Hio] o&g=

7 gols

N

Jofl that ASARON chel) e AT0] W S ABSHA Slsks Aol Et. BEA
° 3% 9l 919 FEohA sk A WSO, BATE ARk AL 9

o

2(zero events) 240l o]2A EEFE=A] 7| Sl of St

<l

+ Guy Peryer, Su Golder, Daniela R Junqueira, Sunita Vohra, Yoon Kong Loke; on be-
half of the Cochrane Adverse Effects Methods Group. Chapter 19: Adverse effects :
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26.4.12.3 XA} Xt= H[A|
Overview A= QoFIALG ABAE $AE% 428 A&HO0R Ex A7AY XS
S9) AN 2 9tk ol T ALY A A, FAAT AnE BAS] 9T U
2.8 wrefo g}, Overview AAHs Tt 2ol & 4 ek

« AAH EAaEo| it?%% SAET} A=) et o BE ZSEAY -2 2ekohA] ¥
A&l QR8-S AAG) A& E0], overview AA= AAH B ALANE
A= AA 0}74‘/} SAAT S92 153} sto] A AT 4= AUt

« AFALE HFIHA: DFH R FAVEE 'YFHCR SR U Ee FRE
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26.4.13 GRADE £ AI2510] M2 EX|Za} Kj2o| 2H 45 L}

ZA FAZ vlR7MA 2| overviews= GRADE =& ARE519] overviewol| Al AR

Jold dH o Faet 7 B SAAT die 2 FEE&, &3 FAA O it A1F]

E)g B7IeHL HalstER ity 7hsdt g 2k AAA Ecﬂ ol A" GRADE

B7H-8-= FE3to] Halsjof gt 18U 53] l:’ Az AA A Ed1LE0] overviewd]

&
Z3hd 35 Fdlor & AFe] 3l dlE S0, €5 AAY 24
el

2 GRADE 8718
oA %8 4 L, ATHS GRADE 71 Eet 45 9 Chwel ohd) T4
PAAHE AT S5 U, 2A 5 7471 915 GRADE 099 78 g
S= Utk B3 overviewst AAH FATANH FHAT 42S FE57 AR
9. AAH 2@ 17| 712 GRADE B7Hs o ol Bl 9 4 Urk. o] 29, A
PUTRA B1H YR E A8oto] AAR GRADE B7HE % a7t YA 2

Higgins JPT, Lasserson T, Chandler J, Tovey D, Churchill R. Standards for the conduct
of new intervention Reviews. Methodological Expectations of Cochrane Intervention
Reviews 2016.

Pieper D, Antoine S, Mathes T, Neugebauer E, Eikermann M. Systematic review finds
overlapping reviews were not mentioned in every other overview. Journal of Clinical
Epidemiology 2014;67: 7.

Pollock M, Fernandes RM, Becker LA, Pieper D, Hartling L. Chapter V: Overviews
of Reviews. Draft version (8 October 2018) for inclusion in: Higgins JPT, Thomas J,
Chandler J, Cumpston MS, Li T, Page MJ, Welch V (editors). Cochrane Handbook for
Systematic Reviews of Interventions. London: Cochrane.

Shea BJ, Reeves BC, Wells G, Thuku M, Hamel C, Moran J, Moher D, Tugwell P, Welch V,
Kristjansson E, Henry DA. AMSTAR 2: a critical appraisal tool for systematic reviews
that include randomised or non-randomised studies of healthcare interventions, or
both. BMJ 2017;358: j4008.

Shea BJ, Reeves BC, Wells G, Thuku M, Hamel C, Moran J, Moher D, Tugwell P, Welch V,
Kristjansson E, Henry DA. AMSTAR 2: a critical appraisal tool for systematic reviews
that include randomised or non-randomised studies of healthcare interventions, or
both. BMJ 2017;358: j4008

Whiting P, Savovi¢ J, Higgins J, Caldwell D, Reeves B, Shea B, Davies P, Kleijnen J,
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Churchill R. ROBIS: a new tool to assess risk of bias in systematic reviews was devel-
oped. Journal of Clinical Epidemiology 2016;69: 9.
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SIXtE 1 SxHZaL
(Patient-reported outcomes)

« BIXtE 1 EXHZ DK (Patient-reported outcomes, PRO)0| Cist Q42 = .7_-1 SUNEERS
K7t 2ER0fA| 7+ 20| Q= SXHZL0)| ol YEE 57| HZ0i| S0t & 4= T

* PROE Zglot= AN 2 1HO| MAts £F0tet= T+d(construct), AZE, EIFE & gt
B (responsiveness)e= E8tot0] 2tAHE 11 XA S X|(Patient-reported outcomes
measures, PROM)7t O{ZH| JHe=[=X| & 0[alsHOF St

* KA= 2 e SHAUE SHo| Yo Z2EZ HAA PROME| AHS(hierarchy)S 0|
2| Fol{of ottt

=

27.1 PRO 274
27.1.1 PROZ 20171

SRR 31 A Z K Patient-reported outcomes, PRO)= “SEA}7}F Z}419] AFAHE A
AL 59 34 glo] AHA 0T Hilsk= A"o|th PROw Y/SAIE T HIFA] ATHollA
AMEE| = Hiol QulA, o]8&9] S (. HEF, ALAA), AHEHC. J), BEE T F
NAE Hebste B7H T 5 shuolt

AR FA AT S E(Patient-reported outcome measures, PROM)= PROE &
gotet AMGElE =tolw HiFE A7F-Eal AEAlo|th HIE A= HiE(proxy) A3
U, o} Holg AR BE B 9 B oxo] S 5o gt T SAANE 4Ed
g+ AR, o]= PROMO] oty g} /|7t HarstAy akxbr) Hargt 54 dxto] ok

PROM= Z3ste Aol thigt AlAA £ 187} Hekt s $85kal 1 AF40E o
Aot A2 7FdsHA] &t of AR 13 et of#Fo] thaurt kol F 4= 9l& Aol

o] A9 Z4& th33 At} 1) PROZE ¢l SAATe] et B m AAEEAE ¢
3 8/ AEEith 2) PROE 29 ff AAH 818 A&7} agfsfop & A==, g
&= 9 Wh3=(responsiveness)ofl THE F8 ZAE HolEt 3) PROY 72 % H&(F9,
) BT o2 PROY FEE AFol7] 2t A At o] A9 242 PROE At

nol'
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&t A, 12 al veHEA o] kA1 PROE AT off 583 Zo] F3IR17tolt.
27.1.2 & PROQI7}?

PRO= A=9] o] 53} fIsfoll that 1o} AlZkS Al gt A =9 o] 53t PfsiE AF &
o, AFSE, olghE, HoleutA 5 tE SAZIE HolAe BEE AlTsta, At
Mo Al= 7MY 8% SA4To)7| e sttt A7F-Eal A7 A= A-od S48
(performance-related outcomes)tt Y427} Ri1st S 21}, S vlo] QupA e} -2 AY
g5t A A7} T Aol e 327} itk COPDOf|A E11¥ FEV1T QoL 7He] BiH
A2 ofFshe, A A0NA S 24T} SAHE L FF Afolof| EUX]7F )l

PROE @¥ojA T 71535 34F %8 SA1 2T patient-important outcomes)’} =
AU AHEE & glE W) 2oty 55 S5, 1=, N & S ”713 oll, A
A 715 7o, AEerd S70] A o) AY AR 4= §l= HIAAR R B0t 42 A
= HIES o2 7HA] 9] A5 9FE B7toks SAZETLE PRO= ﬂ@v?l A 5 #
St

P

i) >p
e o

27.2 2083 Hdst|

o] ol A= PROM®] Thsl AH415] 5 £e 8ol 4 PROME 23k o Lefsfor &
2 7H] BAIE =i

A7 A 24 B0l AREE= dHEAQl €-0]= LA (construct)e]t}. +4d0|# PROM

rlr

ol st sk A, 5, Al 7Is e %= 7T &2 PROME oot HES U
Bttt 7442 AR50l PROMZ 53 2251718 ¥dhe $4(attribute)olt.
PROM#} 11 49| /83 75kl PAS Folok= o Who] ot A& 50 A+ 2
o] FAERE B W ACIE A B /5 ER), YA EL A=) 7]918 4
NE 54, BT FEHCIS ZH), Rl Aoy AR =4, dRHA<Ql A%, A& vt
S5 M48 07, A £SE, 100 A8 E A9 A A F, A3U 4 A 5
o] 71 ol

ATARE B, AV-EI &, DA, 27 HHlels EBe AiFE 22 TRt dHY
O|AE Bl 5 thokst WS ARSI 3] BHS masith EEud ARt 3kt
A Fa3t 442 skl WA ANA Eale PROMO] o]
© PROMO| E4& o= A= OFA=AE TES 5 o] JHE P—Oﬂﬂl Ao it

%43 PROY HRQoLoﬂ 5@2 SEEA, 47 #d QW FAFET-A = 3 AA
A, A AEA Vs 5 = AveE s H2E AlETE o olSRt WS dnt

2 TZ(generic 1nstruments)ﬂ} HE2r} of7]ofl= FuroQol 5 dimensions question-
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naire(EQ-5D), Health Utilities Index(HUDQ} -2 G-8(utility) =74 HHEZ 3131, Short
Form 36-item(SF-36) = SF-12 &} 22 A7 20U x Qith o] EL50] A7 &g
o Fopofl A 7H ol o8& 1L Qltk. PROE S4ol7] 93t & v Ao s dx +

AA A 4 (construc)ll - W= Zo] ek & 715 =9, 4715), AH(). H4,
AEH]), I, 51oFet eRl), SHES, &) wet E31E =S|t

S9] wel & A7 A 7% A, HRQoL ® Aol g0l &5 AL
—’ﬂ;]'oq ARESH | & gttt wEbA] A AE ZA33 A&z PROMO| AAIE ST 4=

oA i sfof gttt 124 st PROMO| 23HH Eolut AEE A ESoF gl

51‘“—4 SfoF & & thE A F sthvbe NE T ol 7HSAI7E 85 =A] o o) o]
ok B2 J2o] 7 E A8otal =t B B7HE fIe 1%t 88 Ete s UF
FA| Folo] tisf B% $3& Fol 354 2% HRQoL= é‘%ﬁ( AT A7 Atol9] A
AR Aot I AlEgt) W2 PROMS A H AktolA FEHE 555 7FAIE
T, FEAR FE ol

3 27-12 YAAIFNA PROME] 72 B S¢S 29oto] PROMZ a#fato] Kl
st7] 9%t &2 AART A ES & o 23 AFolA AREE PROM<Z & ofsfistd,
A o] At £A3 A F B B2 EeS U=t

H 27-1. AMAI=0M PROMS HHst HIt6t7| It MIZIAE(Guyatt et al, 1997)

1. PROMe] B7}sl1 Q)= AL FLojol7}?
1.1. 91520 4] PROMO] BW7}shT QI 7folut AL 261917}
1.2. (k) gy /8& Adeishzd] of| o f7F QA AL AAsH 71
1.3. #2H50] PROME 7Hahshet] FoislglerHel. AL 1§ ey, AR2AL 52
2. B1 et
2.1. 849} A7, 34, 715, Aol 4] A(dl. AutAQl 7}, 49 WEr)oA Fad
Ho] o] g0 BIER] Q=717 st Alejo] gis) ‘A ZA) AT} A E A Zofri A
o] £80] & Aolt},

3. &7 2 TP
3.1. AFA7F ARSSE Bt T A # AJAF B F, A4 MG (index number) AN &5, TZ2ubQ

BT e B BT 3 RO

3.2, AFAL Bol8 SHETE BRI T Uihs SHETE AR T E Tk

4. =97 AE o} S YA 02 ABIAALAN - B

4.1, 94 QFROIA AF837] 98] Aol e L] 27} AX E R

5. =7 2HEFof Sl WA 0 2 AEFYEN? - W8
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5.1. PROM2 &4} e 9] W7} 2t 583t Hske 4A1E = a7k
6. (& 4 Qo) £3719] 3718 EAFE0] 0T = A= E T =
I

6.1. 3417 PROMe| gt 92 mxl 3, }%X}Oﬂﬂ
& ALA, FEEJIA Ee 2 Aol Higt F4=5 Ale e

27.3 2712| ™7 Happraisal)
27.3.1 PRO2| £4: & vs. CF A|H

3 ETE T 9l o AR TR 4 ook Attt ofH ATATE A & A

Hoflet, AR == 3= 739 PROMO| 814 £A41= A7t o Hit2|3H(desirable) H4& 7F
a

AL Qe AFRES E BRI A E 7 /\}%}%ﬂr TEE & Qlofof gtrh= ot o]
St wigtol| A 4] 7 o] AR eI Fot 4] EldE(cross-sectional construct valid-
ity)olch.

BRI QAR 2L B¢ AT ATAE BE JANE A% 54 74
d o2 AlFoIM SHAE A=t o]t HEoA PROMS 7429l HokE ddsh= A
%, 9 IHH9 WEE ATk AT S Wsi} Qs At 3HR9 WRE Aghe A
HS FEE S qlojor st 11 Wsle] 2718 HEsHA 7S 4= Alofof gt o] B A
74 olfre e S 4 Bg kol

H2 AFE0 AFEE A4 A & SHAIA =75 WHEH 0 E AT of 5Lt
Azg A& S 279 EA)0] F8 840]7]= AR %-1:
SHAl= Ptk TEAE R e S Q&7 T ilES :rLgﬁa 4= Slojof gttt
whehA] AlZ| L (reliability statistics)s= 584} 7] @%‘E}( HEA 0 g Al & o] b} A
Al 7P (S EA 71 547 SEA Y] HE4)9] HES AR AFEE S451]
Al 7 QA 0 & ARE R = S A= WS AR 7 74]—:—, =AY A= 7HEA 7
Ag 9 ALy 23 9] FU A Al%(intraclass correlation coefficient, ICC) ©|t}.
ofd F2RHlA UGAI-IA A SA7F Bl SR § Lottt A= EO%‘ZI‘X]

0_4

mEm

e o BATLRANN Ao BHAE A=Ee] FAZL B ol 1 olg, w2
% TN G B B8 UE AL AT, 29 2572 A s 2 5
& 254 2o T 5 W) W0l AAY BALLANN F47F PROMO] FE 2o
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E 2AZ 24 oY BATF AAE B3P REA BORs A=E obd 17 A
A] efshor FeHel. A% A% 0.7 jtel 39

27.3.3 EtE(validity)

BT od £t S84} SHs uhe SR ofRe gelo]
(content validity\= B7 343 % QAo S sjokst S A4
w43 =2 ZHo| 4 75l Aol

39,
T
=
oo
S
0.
5

[T
_(?L
El -
)
i

T4 BFdE(construct validity)= 7} & Alo]of] Ao} sl =& TAS AL
Sh= A3} TRl QU ol 0] COPD A4 EFEd &5 58 0] ¥ A= dutE
0% 5 50| ¥ A HT APPLoA B B2 SEFILHEFY FHS AA E AL
2 oflAfgi

AlZE Aol mE HskE Hrksket Taol e B & A A £ 54| 7hsgt
73S B/t o, He} H4ol AHAAE AR A& 501, HdH4l &5 5ol ok
COPD A= dutd 0 = S8tgto] AlafA]= ¥, 25 50| S5 = e g+

o] AojAof gttt FAISHA, MEE A4 7I5= B7Iote =7 71&2 A4 715 574014
S0 ok A9 A0 A Y RIS HojSojof gttt o]d YE T 4 B EE A
ok Aol gttt 2 A= ATl A AFEE PROMS] B0l thegt ZAE

Zrotof gt} £35HA| %, PROM< ARERE T2l /AR 9] Halof|A] ARE-She ko]
G0 thigt 2AE ALY AAISHA] BRI, 7hsstttH AEA7F dl el HEE =A| ot
HI1, PROMO| tis +7H 08 S AJHS FolEE Zlo] $th ol H o rE, 2
AZbE g =9 4 S0 gt Al A4 £ 382 ZotElof gttt Consensus-based
standards for the selection of health measurement instruments(COSMIN) ¥Afo]E+=
o]zist &3 19| glolgH|o|AE AF-SHHCOSMIN Database of Systematic Review).
ESH Patient-Reported Outcomes and Quality of Life Instruments Database(PRO-
QOLID)= 1,000717} = PRO®] sl &7 &30l tigt £A41E Algtct.

AA A FHZA AREE PROMO| BFF =7t HeotA] b2 39 wd iz A=
PROMO| #1129 ASlH SAA o] AAet HERlA|, ofH A| 2= ojoF Sh=A] 1123
of slal(ol Ao R IR EF TA oA 1Eslof o), 23HE AFAT= FsiA Al
ofof gttt ]% E0f, A& tigt EetE o] =9 FH A, AFAIE AR PROME
AMgsto] 50 =8 eoﬂ gk 2kAte] AelS Elstgi=t, ol &kl thet Aol fleH

o2zt 5-:11‘7]' AL HI SAE RS & e g1 e ARE AT 5 A=Al o
s $-27F #1712 Aol

B o] gt mpA et 4’“*}1_ S4 =7 o2 oy 3oz QlojFo s
o2 oA ARE o WAggit) o] o2 = PROM2 7+ dA-HollA A= ofof
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b St 11 SXHZ I (patient-reported outcomes)

SR, AAA Z8 129 ARz o] ZARICE HF H|iHH o] X] AL E F20]5fjof gt
27.3.4 YtS T (responsiveness)

TR AR ATl thet SHS GubEo g FA) Mk Fof FHssie. et
A PROME QVAIE Aol A SU3HA RAEAL Lol A etafsls B8 788 5
glofol Fie oleldt 54 S4S WS ety R 2 B2 wald] Wy Fe
S AT = A= sEoltt

AR} ohrbA 2, WSl A2 Rl Holo] tie A7} g o, 9
E7h BAPL Hk MekE 24T 4 9k Selo] ol B FAVL BRe] 9 e o

A7l ol 77k I S AAsHA] b, $edel At YERd 4 Sl o]
A= 5ol et mqtoflA 2417 Hl=dl 1 o= dRHeT7 HRQoLS] 2e Hd 99
EESH= o] AR 54 AR ARl ast AlF JEIF & 5 7] W=l whEkA
old Aol A ALtz Atolol PROMOY Zfo|7} Qiebd =tof ¥ w7t RE7t A%
7Fs et ol7E Hok. A A= N (SE SWE SAE Fotok o e
et A% 2A7F ik o= T AARolAM dofal 2Ad Hs) @ SHalstA W
Ex= AAHQL o7t =t

27.3.5 511 H[EE(reporting bias)

tlo ®d

PROV| 2 B2 ATE 3F SYHAL SA 74L 23371 99 ofef 7
B 35K HEYSIFH] B2 5 9

PROME A1}, o] 23t 42 gm0z A7 ans

o), ol YA AR YAHY A ABe] 7

2 o] 9k p 3hE AN % .
PROSY 28:& 95 AAH ZATZE o] HAo| ths) ZA sk siek. £50] 44 A7

ol 579 PROMS) 474348 53 5. 2 g

— o2

Pl AL B9, B QAR IS A4 S 34 =
831 WE Y] 75 4E 71913 GRADE B/ 27 S58 A B AL
ot T,

27.4 8 2 2HO| B
27.4.1 0{2] PROM ZS0i|A| ME5}|

£% PROY| AL Qi g 4 9o oft AE ThE E7(E, thE PROM)Y AH8
2 HYo & 5 Uk POt viSSElBtE A7AE PROS S5 9ie) o1 714 BhE
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=75 AT o e, 591 ofd =45 AREEA O digt gt Rt 46 I3

WEAHNM & olFe] kol gt 23E Hud uff - ol Hons TREE JUT
oA AFAIE AR B3t AefollA] - HiHE 24 A8 /WO R g AlF LR E THEolo}
shetl , 4 PROMO| 795 S7got=A] AAI9] ofsisfior stal, 4=k, Bd, R, 3
A7hs73E A StoioF At o & B8l ARte A= & | O ASE =78 2T ¢
At AE S0 o =72 55 ARE A% FAY 842 B Al d7AE 2
A Ao AREE = Sle AT SAEL FF =it

+ 7-item Integrated Pain Score
* 10-point Visual Analogue Scale for Pain
+ 20-item McGill Pain Questionnaire

* 56-item Brief Pain Inventory

AR A4 BopollA= A4 SAHZET N E(core outcome set)E & ZAT PRO7F A
25 Q=2 wdotstA Hob, Fnpel As BokoA] Qutcome Measures in Rheuma-
tology(OMERACT) o|UMEE= 4 Y NES} a4 42T AEE glst7] ¢is]
OMERACT Filter 2.00.2 &7l 7id E5& sttt o)A YutaQl £o)7] W&o 7
UHE| A Fof ofof] ThE Fopof| A = 4] A A A E 7] 482 o= Sl

Aol BE AT o2, BE ZWEH0] Ps) OMERACT: AA2 BATES 5
Fol7] 99 55 L 447152 BolsHs PROME HHEwE 7¥to.e A% whEo] A8

SFATtHJuhl et al 2012).
A= AF 20| EEA] = PROME A TR E= ATt 7S AR 4= ¢l
= A5 F7 2AE TFEITA| o BE vl Ao} gt

27.4.2 Ct4st PROMC 2R Xi= &

ASTEe T1F AP Aechs SAETE SQlotal BN A 02 re=
F SAETE A=t =go] E 4 UARE A= gF AT HollA E= ofg] AFtolA
o171 & 7571 fIs o 714 PROMg AR Aol AT 7HsAdo] =Tt °]
o} oot ST ol Hoks WS Ao oF ot 11 FolAE &4 /g gt
o mjel o) 2esE 2 T3S T8 5ok SFoHChristensen et al 2015).

BAA ol AR AT off, TAE A= AHEE PROMS] 7% /ol thgt &
et ES 271 S8l FE He B S5 Aok e = PROMS) 7R =y oA
ARG =2 AU S Nd= ool & e the =75 Aok g = Qi

53t Hgl 4o AE -2 PROME Egsh= Zlo] Adsith= 27} #Asto] 71
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BERt $AE e 7He AEARl A EAshs Aot dlE 0] COPD &4}
A HRQoLS &Hsl=t| AMR-E+= T+ 714 58 E7+= Chronic Respiratory Question-
naire(CRQ)%} St. George’s Respiratory Questionnaire(SGRQ)°|tt. 7§ oA & 7}
A AZEA] Ao 9] A2 FHHEH A -oA 9] AT STH(ASHY AtA) Bl aoA
5 0.309014 0.67H4] oFait.

oj" PRO2} PROMo] we} &40 29hd A 24% &, £33 A= AH4ilo] A At
A2 FH =A40A SjAE ¢ =T HAGoksl= ofgwo] AHstA "ot dlE =
o] CRQE AH&SF A= 9] FAR91ulA A/GAIR oA A}t £EX 59 B+ Ao]7F 1.0(95%
CI 0.6~1.5) ol2kal WolH W& A= o] Alo] AbAshal ATt F83HA], F5EIA & &
TRIAE FAISHA] F& Aot} HI6HA|, #E2HH B+ Ato|(standardized mean differ-
ence)ll tigt 42 tjRE TxlF o]t}
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