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=&
Matthew Coldiron EiEAZTEER Y774 MEF > & — (Epicentre) (#/SU, 7
SV RHEME)

Rebecca F. Grais EEAXEEIE U774 MEFt >4 — (Epicentre) (/SV, 7
5> ZHME)

4.3.1 FEHFHEHH
KE - BEBKEBEEICEWTITAX—F VX LMLLELBRRBRA B 258 4R T
%

1. I97REZ—F 0 F LMLIEBRABR O m &R S

2. UFRE—FVRIMLHBERBAEFERTELRR

3. UIRZR—FVRLMLHBRRBOEMICE T EBENLMBELZOBESE

4.3.2 FFif

4.1 E7TIE. NA (interventions). 1T (actions). ELEE (strategies) DR EHL
5 AHEEM (uncertainties) # R T I2RICEAEZRTRELEZFT VX LA
(individually randomised trial) A& 7= 3 & B Z AL, L —T~D B {F1F
(allocation of groups) ASIEL NIV TREAMEISEB LT, LHL. SMHELAR
ILTOENFIFARAIBEL /- IFE Y (not possible or appropriate) 354, S0
EEATIERLSMEZE DS )L —7 (groups of participants) (77 X% — (cluster) )
HEEAZVGITTELOMEET AL TEIL3HD, ZOLIBAETF11E
7728 =& LML ER (cluster randomised trials). BFIC/IL—T 5% L
1t & B& (group-randomised trials) X % Fr 7 >~ & L1k & B& (place-randomised
trials) &M EN, KEDEXIRTH 2,

IR =X LMt TlE. BADEH (group of people) BNMADIFHRE
BB, IOTHAVIIKE - BREBERBICETBHRISELTWLS (well-
adapted), 77 RXZ—Dk<{HBH & LTIE. ¥ (vilages). F#X (schools), ZEFT
(doctor's offices). D& D DIFFREA D B4 2 5EE X 28 (different wards or services
of a hospital) "% %, INFTIFIERTHAVPREVLNTES (1), XL,
IR =F X LML RBRIZUT O RAE2FFE T 27D ICFERINTEL,

-  EM¥FF#ERE (mass vaccination) (2)

- RBEERMTRICEITZ. EHETOMENE O FEHRIE S (mass antibiotic
prophylaxis) (3)



4, Study design

-  THREZFHTE-0DKEFEERR/ Y4 — (water and sanitation
packages) (4-5)

- AURBLRAOERERETITD-HDEAR—IDNA (population-based
interventions) (6)

4.3.3 V95 RZ—Fv X LLItBREDT (L

ZLDANIE, V7 RZ=F X LMEEBABRLY D, SIMBEANEERBYFIFEN
37 & LMEEER (individually randomised trials) (4.1 &) DA% L<HM->TW3,
LD L. 20T YAV ISEAINSRETEIE (considerations) D &< IEELTH B,
NICIFUATOEENEENS,

- BIFShAERHEZXEIBZIETVAHANELA W (not already evidence) (15
74K B "equipoise" |. THDLENADEEN AR RICE TI2ARAEEMN
(uncertainty) AHEERICH D) &,

- WEICHLCTCARA—FEYILE21—(B6E)FHIFVRATFYTa4vyILE2—(26
Z) *EHETHIL,

- BYITBT7UMHL (relevant outcomes) EEERT B &,
- NADHFINDHEE (expected effect size) ZHER T2 &,

-  EEAo@EY 4% (strategy for randomisation), H LEYIA D HETH S
Aol ABOSNELZOMOBREICHLTEVfFIFoNFIL—T%2Hb
B4 UWHE (blinding) 2% E T %,

L. 27RZ2 =X LMLLEEREBRE @R 7 v X LEABRORICITEELREWD
Hb, 1meZIE, BE, /7R —F X LB RRICEEND T T RZ— DL,
BRZ > X LMEABRICEEFNZIBAOELY VW0, V7 RZ—F VX LMLEEE
HETIXEEMARIZAETF (potential confounding factor) IZA9#%] (imbalance)
NELBVRINELBRDAEEL H D, NADTTRZ—DLRILTEN(FIFHND
DT, V7RAZ—ANADO—FDADSMERY P D ELIBIGE, V7RAZ—FV X Lt
Lt & R B T lE. EIR /N A 7 X (selection bias) # 45 E (identifying) L & &
(mitigating) 22 ALK WNBD, £/, V7 RAZ—F VX LMLLEBEEERTIL B
REMEEAREBICN AR FIFZ2RETHLZ L (blinded) 1&, BEIFFREN
(impractical) T#% % (ZLTAAHEE (impossible) B Z &A% L),

I V7R =R LILEBERARICIE. 20T YAV REORFTEE
(considerations) W2 h$H b, F—IC, BRBZTZTIL—TIZETEINADRAIY
7" (timing of interventions) #’$% %, BE. 77 AZ—IZRILEXAIV T T, NA-Lb
BON—TICEEAICEYfFITOoNG, LHL. RLRAIVI TEEALINDZE
HEX LW, EITARABRRIELLH D, NAZETICBTETICHRLAR D
M BIEE (F-EZILBE S X T L (sanitary system) RIRFEDIFH L WER S X F L4
(monitoring system) & &), MERERFIRTY T + TzvP - VT AX—EEABILRER
(stepped-wedge cluster randomisation trial) (EXBEEIN AT 7 2 X —EE A LR
. FAREESR) LTHIENDZLDEEETIZIENHD (7). ZDXATDHETIL.
BRDBI5AZ—HDNAEREERIC (sequentially) Z1F. HEBAROEIETICTART
DY FZRARZ—DNAEZITBZEIIBEN, TIMNLZERRDV7RZ—ETHERY
BICHT=2T. NADPWDOEBINHIZERICAND,
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BIC, BRB7TRZ—ICBITBEADRE (crossover) Z&/NNRICEH 2 ED
Hd, VIARZ—=F VX LML RBEET P4V T2BICIE. KE. TADBEED
J7RAZ—=ICA>TLWEWEAADRNAZZITHAIEEM. HDWIENM AL LEERN
(second-hand) £7-1ZRKAIZ X ) v b (spillover benefit) #5 |F 2RAIREM#EE L
BRIINIEELHREL, ZNENDITRZ—1YBRICEENTEY ., 77 XRZ—[H0D#E
A IFEAERWGE, EARAIE (significant crossover effects) £7zlda> 43
F—ar DR (contamination effects) GRIFE : By XA X—TITh NN ADE
2. BMHERITEIL) NELDAEEIZEL, HEaARKRTORMRZEF (acute
stroke) I T 27 7 OBRAREABR THRINZLS T, R LRBROT YA (trial
design) &L T, 77 RZ—D7DEE% L TH LI & (separation of clusters) B T& 5,
ZORBRTIE. BBAROETOERMOBE Z&R/NRICEDZL HRARIEN
7=(8), LD L. 77 RZ—71"%5#BH A TILEE (contiguous neighbourhood) LT WL
3, FIRERDZZOOMICKELALRI DA HY (important cultural links) A% %
Ha. HIREDRE (crossover) "ELBZ2EFRTIONZETHD, MREI
ZOUVRIETEBRYBOT IOBHEIRETH D,

B=I2. 77 AZ— L DFE (effect of clustering) Z BT R ICEB T IHELNDH
%, ERZ X LA TR, SMEIZNTNNAN EYRE, 70F0RE) %
ZF. ERICFHMEE NG, 77 RX—F VX LB EE TIE. M A (intervention)
I$7 7 AZ—=LRILTIThNEH., 77 L (outcomes) IFEALRILTREINS
ZENZ W, ez L. THIE (diarrhoea) #7 7 b AHLELT, HLRILOBEENA
(village-level sanitation interventions) #5527 7 XA X —F > X LML LB EREE T
lE. HERFKE (socioeconomic level) ¥ BE R (flood plain) ~DITE (proxim-
ity) 72 & O EE M (inherent characteristics) A TR ZHRET SR E VWS EK
T, BERKREEES e H D, 77 RAZ—ROE AR OIILUE (similarities
between individuals) #7 7 X 2 — N8B & #X (intra-cluster correlation coeffi-
cient) ELTEET DI LlE. YV T WP AREIFTRE—F VX LMELLLEHBROKE
REFEIRICEEZTH S (9-10), |RiEIC, 77 RZ—F VX LML OIER
OB 1HETE (inferences) 1. 77 RZ—LRILTEEABILETZICHEDI DD
T EAALRNILTCEAINDZENZWI LA RBLTEDLELRHD, hiFT—X
BT ABREROGEICEERRBEELZL-OT, B 431 TlE, TRITIFVD
B 5 AR —7 % LML EEER (novel cluster randomised trial) (2 WTER
B9 %,

%4 4.3.1
IRFVIFDEDHEEFMIITHALITRAZ—F X LMLLBRHABRO T A
(2)

2014 EDFT7 7V HICHBITDTHRT T A LR (Ebola virus disease) 71T
DHHAIC, EERNT7 7 F v OBFMEZTMT 572010, LEBEWNETH LI 7 X4 —
7 v & LLLEBERER D T 1 > (relatively novel cluster randomised design) A%
ER I N, 1970 ERITKATE (smallpox) ZE BT 7= IERA S N/-SBHEEE
7 7' 0 —F (ring vaccination) 26 &1L 77 7 R & —F v X Lt E B
72 o 7=, BEETE (ring vaccination) & (&, BRE DO FEE IR S N7 EH
(confirmed case) & &R - HIEBAYIZ DAY D H B{E A (connected) IC7 7 F
vEEETSIZ LT, BELAZBA%R [@H creating a "ring"] L TILEELZBL <
TETHDB, COAEERET A —FICHEDWEHBRTIE, TR VAL AR
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SfE D FAEH ICHEAL L 723 (contacts) A EFREI N, 2 DD T I —FICEEAICE
Dt ont, —ADTIL—7TIEEFRET <IC (immediately) EE 7 7 F >~
rEBEIN, thAD TV — T TIEEEEH, © 21 HE (21 days after enrolment) (C
DOFvEEBEIN, 21 BEEOHABRME LT TR VA L AREREEORK
REMREAM (maximum incubation period) AR EHM S 21 HTH Y. 77 F ~IC
& - THZ (vaccine-induced protection) " TE 2 £ TICLIXS K BEAHH S
1O THD, TOTHFAUVHRBIENT-DIE, BREICK > THET 7RI BEH
(non-placebo comparator group) Z s E CE A b= >7. TR 7 T A L RS
FEDRERIE, §CICEEIN-AEERE/L—T7 (V7 RX2—) &, 21 B#IC
EEIN-/L—TLoBTHBEEINT, ZOTT A »IFRIFEE (scientists) &
REF# (ethicists) DM TEm A B & Z L 7= (controversial) A, BIZAIEZ &
(scientific rigor) & BXEMNEIE ST ULA LT 7 F > (unproved vaccine) ® A
5 & 7= fE &% (hoped-for benefits) & D E T, & T & % Z 1 (acceptable
compromise) & A I 7=,

4.3.4 VF7RZ2—=F % LLILBABROF =

@R 7> X LEREBRELERT, V7 RZ—F VX LML BEABRORLALSH AT =
(most obvious advantage) &, FEDEAZRRET B ENTERWVIN A
NEREICRDZETH D, BHARELTIE, EITAIREMK (feasibility) (Zz&zx X, BIE
(smoking cessation) ICBEB T 57 F L&, WEICEH FEEEFIE (hursing
protocol) ) . £¥FRIAH =X L (biological mechanisms) (=& Z (£, HE{E
RICHITBER%BIE (herd protection) DZERZBIETNA) b, KRICL->T
lE. BALNRILONALY RGBS HRAREEELH S, 7L, BREOBHRICF
&4 (hand hygiene) ICB 9 2 M AZREITNIE., TOREKEICHENLERMNE
(indirect spillover effects) ' % &L REERICFAIESND (11),

4.3.5 VF7RZ2—=F X LLILBHABRDO RS

BRZ > X LR ELERT, 77 R2—F5 % LMLl ER D & & (disadvantag-
es) l&. ETRRI=ES T VA H1EM (greater complexity) THBZ &, L
[ C#EEHH9E H 0 (same statistical number) #1827 (25 001%F (larger number
of individual participants) Z & W Z<EHRITNIETWITFAWZETHS (11), BIEH
12k, 7522 —AHEEEFZE (intra-cluster correlation coefficient) A4 > 7L 54
ZDEWVOEBRERTHY, 77 XZ—1t (clustering) IEHEET — R DEFTHICHE
BLaliniEmsnun, fléLTid, WA DFHLWIBEAERICHL T, FKREE
ERBICENNFITBREHENNAD DB, H-BIBEFED T CERINZT TV IALD
EEREZURTIE. ALERLroHEINT 2 ADERE (two students sampled
from the same scholld) 7 7 b A LIZ BH2FRA MBI N2 ADESE (two
students sampled from different schools) @7 7 b H L LY EHEELT BRI EEELS
Ly (more likely to be similar) E WS BEERZHREF ITZFRBLARTNIEASE L, ZD K
SEIEMIT A FE T H/-DI2, TILFLRILSH (multi-level analysis) ¥ b D %8
BILT-REFET LDMERINS,

& W EERARITT (practical level) Tld, 77 AKX —5 VX LB RBR OB ER A
¥ & (hierarchical nature) @7z &, b LITERETOEBEBRENROEE 575
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(duplication of upstream preparation and sensitisation efforts) ', 77 X&Z—®
LWL ROTEADLRILEWSTETREINIS, INIFAREICIX MEREREOSR
TEE%XXITT (costand time implications) RIEEMEN B 2,

7728 =X LMELEBARERIZ. NAPNEFLRILTIThNEH, —RICEAL
NILDOEMMEERT IEEFELRBNELTT Ay ENdZEldmwn, ZDH, 7
FRAZ—=F & LML BB TARFEAE S (non-licensed products) ##ERT 32 &
IFBEEEL, LAl BRICES>T MAZZT -2 bhroTLWBAE NMAZEF
FTWAWIELRADLDI>TVWIADETT 7V MLAZEETZZEICEY, BALNIL
IZBTBENADEMME (effectiveness) ZFHET 22 &M AJRETH B,

4.3.6 77RX—FVFZL{LBRBROT YA %2ERT
310

I 7RZ =X LM BERIZERZHRET 2N ADEMEZIREE (testing)
ZO0ICEBLTWS, XE - BREEEECHEARAINSG L A, EMEsNKRET S
(population-based) ® kK E % (mass distribution) ¥ 7 BUE 87 (administrative
activity) |, 77X Z—L NI TOEEAICELTWS, BEEEFTH (health
promotion activities) X fTEIZ A (change behaviour) # B8 Z Db DN AL, 7
31'}?—37&“A’fttt$§§fﬁ%ﬁ’67@§£éﬂé’tb“%’rb\o IhiE Mlavgix—vav:
"contamination'| DY R HAEVWNADHEICHEEN THS, TOXRICEITS O
/ﬂ\%—/a/ﬂéww%mM\U@Ab«wwiyﬁAkkﬁﬁﬁﬁ)iﬁéﬁ
BEICEERICEUGITONIZBALSI LY. BEWERICEMTZZET, —F
RMEIENARICHEINDIAEEDI HEIELEEKRT D, IVZIFx—TavIERIL
AI2=ZTAATHAZERT ZBRICEISRIBEEAE WA, II2=TALRILTOD
FEEALIEIZOMBEOMRNLIEREL LS,

* FREAKD contamination (& [TER] ZBHRT 254, AXHISRLALI IS, B
DEETONANCL>THEA DB EZITEILEBKRT 2,

IR —=THAITF. BADEERIICEENTERABNGF K (practical
advantages) %%, 77 AX—T A VI NADKRBEREICERIN-RTELY L
BT R0, SEIEHTET YA OB - RIFH4 M (statistical and
scientific properties) ICFNIFEFHE LA WKELRZE ICE>THSNICERLY T
L\ (easier to understand conceptually)y T, 77 RX—T YAV HREERE
(emergency). KE (disaster). NFKEE LD B (public health crisis) 123 WL T
ERBINDBRET AV THLIEBEBHD—DOTHD, TOTFAVIIALEBERLEH
ICE>TERELYPTWERZRETILEHIC. VTN YA IAEBRHAETWN &N
LEWEZLDBMEEZRRICTEILHTES, 2. 77RXE2 =TV X LML ER
M. NADEENS L ORMENZE (direct and indirect effects) #Rx b5 Z
tEERTHZ c‘:%i%’@%éo INIFEHICEITSE A (effectiveness in a
population) Z il 2HZEICEETH Y., /-, 77 AX—F X LMELLLERER AN K
%ELCJ:<1FJL’CL\6;&%§”$'§'5 (12), HEHRSL, NAEZITDANICEENRE
#% (direct benefits) &, REERIEANDREHES Z & (reduction in exposure) TZ D
B D ANH R IC{E2% (indirect benefits) #1§2h b TdH 5,

=) 4.3.2 X, BEFEXAEMREEZ (meningococcal meningitis) (2333 3 &E~D
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WEME F IR S (village-wide antibiotics prophylaxis) DB %ZREF 3 5 7=
DI FTRE—F VR LML EEBRBRAE D LS ICEBEIN A Z2RBELI-DDTH D,

£ 4.3.2
BEAFEEBEXDORITHICEITS, H2A2HREL-REVEFHNREDR
iE (3)

7 7 ) hBERE A M (African meningitis belt) (231 2 SR A EMBEEA (menin-
gococcal meningitis) DRITICXF L T, 77 F v OERFHEREX v -
(mass vaccination campaign) (3. #+4 3 (for decades) IBEM L FRICE EFNT
Wiz 7 2 F > DA (vaccine supply) BB ICREEE T W B bIF TlEHR WL, F
FEH ISR L 7-F (T 2 A YE TRV S (anti-biotics prophylaxis) (& &S
(high-income countries) THEEBINTWEH, TET Y ABARW -, FEX
i (meningitis belt) TIFHERB I TULAE W, BEIRAX D RITIZEE4 (seasonal) T
H 1=, HEEDFHRRSEEE (vilage-wide prophylaxis strategy) H'Z DIRR
TENHESI D ERIET R, 772K —F & LLHEEER (cluster ran-
domised trial protocol) N FE I N7z, =¥ = —I/LHEFED Madarounfa #iis TRt
TTHRE L =& TIC B (trial) 2R S 7= W TRUIDBEEE I RE I NF-E.
Z DML FBERIE S % L (no prophylaxis). B DRENZEME XL T 7B
ZRFY 0 FHIES 1 [E (prophylaxis with single-dose ciprofloxacin for
household contacts of meningitis). & L < I &k 7o7oxHo > 1 B
D Ee#s (village-wide distribution of single-dose ciprofloxacin) ® W3 A 1Z #EE
BB SiFont, EET7 7 AL (primary outcome) (&, FRITREBICE 1T 24
21K 0 2 &% Ffm X (overall meningitis attack rate in the villages at the end of
epidemic) T#H > 7z, REZ & DFRHKRSES THRFE (attack rate, 4.2 EH L UH
EESR, RERER) ETALAL . MO FHHERS TIEREFX
(attack rate) * 60% FA' > 7=,

Z OB X, BEEEE (emergency setting) TITHNTHARDOBITH B, §XTD
REFERPH L > TFATESI DI TIRARVLY, ORI THBRDTRITICHL
THEFT 5 Z & I1FFEHY (reasonable) 72 - 7=, MIEEE (ethical review) # & LERT
#1# (advance preparation) B > TW /=72, RITHBRFE 5 & § <ICHBE%EFHA
T&E1, W EITHT 2EH (village-wide distribution) A% D 2{E R (across an
entire population) (¥ L TiThNiziz, 7 7 REZ—=F VR LLDTH A >V HE
LTWi. &R DdhThn s 5 2 & —1k (clustering within the individual villages) (%
FRLELYEI -T2, HEXDREREEK (meningitis attack rate) (CH T 52E
2 % ¥ 5 (discern) ¥ 2 e FZ R H LA K Z < & - 7= (greater statistical
power), HAERICEEF N/ ITEE ICBEN T L 7= 7= ® (reasonable degree of
separation), EX&INE (spillover) DEEHLIZIZ L A ER LK, ZNHAEERLROERE
¥ (reliability) @ 7=, FES LAEN 720 HEMEMAZ ITNIE. FHI
BEZLEBEVN, FREREAOFHNKREEZT 5 L5E)FIFonzNOAT
LFHNBREZZITEANZCRY, BRICEEZRIZFLTWEES S,
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4.3.7 V7 RZ2—Z X LMLILBRBRABRICB TR 75— LF
arvErh

MRS IMICEOHBA 74— LRIV FOGIEBIIMFIEE (ethical issues) . 3.4
BLI4BETHLGALTWS, BAEZRRELT VX LMLEER (individually
randomised trial) (4.1 &) Tld. MEHIIHESNEFEICBEH, . HEOH
F (nature of the study) & S IC & 2 EER A FE (potential harms and
benefits of participation) Z &t BA L. A~ F & % # % Z & 7% < (without negative
consequences) AR ICSINT 2H 5D % BB ICE.ISHIERE OEF (freedom
to choose) # BARE ICIE X %, MIRICHLTEAEBEL-SNHE IZ. EEAL
(randomised) & fu. #F 32 @ /° A (study intervention) % 5 ¥, # % ® F &
(procedure) IZHE5,

L L. BILTEBRENKELLABY), ZHOSIMEN IV FXZ—LNILTITHNEN
AZBEEZIIIZHITITIRAWIZIZEZ—F & LLEEE & ER (cluster randomised
trial) Tld. ZOFIEEZEBTI2ONPHE LV, OWLWTIERAIBEARZLEH D, ZDT:
O, MEELHBEZEIX, SMELIODA > 7+—L RO+ MRS (obtaining
informed consent) ICBT 2MBEE &S/, 77 RX—F VX LMELLEEHBROBEN
% (ethical conduct) D4 KZ 1> (set of guidelines) ##3L L7, TNH, 77
AR —=Z X LML BRRBROBENAT YAV EEREICBE T 2427 A (Ottawa
Statement on the Ethical Design and Conduct of Cluster Randomised Trials) T
H5(13),

HARSAld, HEZ A b3 (trial protocols) Z@EZEE S (ethics commit-
tees) NEE (review) L. NADRKTT (level of intervention) (75 X&Z—L~NJL) A
T b LHER DR TT (outcome ascertainment) (AALNIL) ERBERYSE, AR
[ElHB DR (inherent challenges with trials) ISt B2 & KHTWDE, FAREIC
S ¥ %7 7 XX — (participating clusters) TEFELTWE T RTOE A (all
individuals) IFHARSINE EABINDEHD, —BDI TRAEX—F X LR D
RIBEEREZDE, INHPEBICEDZIEDH D, BEERDIEL, 77RZ—OHESH
ZFAITED [ —bFx—/3— (FI%) "gatekeeper" | (#f£& (village chief) ®¥E1R
DEERMK (nurse manager) 2 &) %5 Z & ZIEE{bd 2 BRI EZEE (specific
criteria for justifying the use) ., HARFZAV TEDOLNTWVWEIETHD, T —F
F—NR—DREEFAT I LIE. BADOSHITHNT 5458 (proxy consent) L3RR
LTRAESEWA, KEHDIFRAZ—F X LMELBRBRTONAD., ERZ K
LEABR TR ZEICEDZ LS54, BALRLTOAT7+—LF3yE>+ (individual-
level informed consent) A LICEEINDZ L ZAEEICT 5,

ZNTHHREB, T—FF——DBMFAZE5XTH, AREBIEIEERLIN/IZ
AZX—=IZEFENBEAICTH LT, #HFED BRI (objectives of the research), B4 DY
22 &{E2% (individual risks and benefits), (BICHERSMELLTHICEDOND D
& (simply being counted as a participant) & &) HRICSINTEHEI % RD
Z2EEMICOVWTEREICIEZRSFES (obligation to communicate openly) 2°% %,
F2I7EBRIE. BAAORERICET 2HRE & (derogation) 3555, MEBEEEZR
ESDEH L&A (reviewed and approved) "W ETHB I EHBPBREICLTWS (B
%14.3.3),

77 AR =5 & L lE B B T 5k 52 1 (unlicensed) £ 7= 13 58 BR ER B
(investigational) ®EX 77 F o AMFERINEHE. BRI 7 X LMtABRDOHE LE
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BKic, smEL2EICEANOERICLEZM > 7+—LRa>E > b (individual written
informed consent) DNROONBAREMEL TV, KEHDIFTRE—F X LILLEE
ABRANLBNARETHEILEEZDE, ARBEIZOSZHBOT AU 2ER
THEC, ERRZYy 7HEFTE T HBRICERTHINETHD

%4 4.3.3
IR =F X LMLUEBRRICE ITZSMFREA vy 7+—LFavEv o7 At
z

£414.3.2 TRR L ZHEYME O FEHE 5 EER (antibiotics prophylaxis trial) T
X, bHh 27 BRI T4 ONARRICSML 72, ZhoONOADEEEFHT7H
1308 AT. 2D 5B 272177 AWNREETIMEME DO FIHRRS (village-wide
distribution of antibiotics prophylaxis) %5+ % & 5 EEAICEY) F1F > -+
ICEEL TW s,

ETHRORMAITICLD2RBREBERTHRLTH, 2DLD @%EHHF‘TC‘EVFE%?S g
=R EALBERIC K ZEE (written informed consent) Z{@ERIICE 3 Z &
[ERAIRES o= TH A S, IR 7B FILDERF., HREIEF X '7)::*‘2:'5)%7&%@
L. REEEZES S (ethical review committees) & D&%, E5 D RE % &k
3 % £ ¥ (criteria for the waiver of individual consent) &7z S LT WL 3 & KT
L7z, AEBROEREH. HRIE [ — b F—/¢— "gatekeeper" | 0% BN =R/ L
% EE AT SR % H T (provide permission for randomisation) & 5 3k
LTz,

BRI, 33227 1 DEEEEE (health workers) 1. BT 2T XRTOR T,
HABOBEREEE L/, > 70 70F Y V0BG ERITALSBYHIF o
NTlE. BLaIa=T 1 0EBEREBENRHAIICNZHML. >7a70xFY
D1 EDOFHENRETEZ b FIE (potential harms and benefits) (B
LTHERESZ. FHIICART 5 Z & A 58E TlEA WL I & (no obligation to
take prophylaxis) #3858 L 7z, NE&@EICHEYVELI RSN I, YREHAD
T7%h>7070%Y> v0&E5Ex22T, BIREIZ. N (absences) LV
BAHIRTSIN%EIR L 7= Z & (individuals choosing not to participate) »'% DR
RAo—ETh--7ceEXTEY, HBROAM v T7r—LFavEryto7AatXIE
BWLCTHRINLIZELTWS,

4.3.8 HLET YA LBRITICEATSIRFEER

97 22— X LML EREETIZ. 7Y 1> (design) L& (analysis) DRRICIEE
&R (careful reflection) AMETH S, ZNIFEIC, 77XX—ADOEAICELT
IREESN =T —2HFIXE ICHEED (almost always correlated) LTWA7=HTH 3,
7 2AZ—ANDEBADT 7 bALIZ, RLV7RAZ—ADMDBADT 7 A LERL
ICAZAEELAE V. BT TRINZERETILENDHY., TDOERDOIERDEIR
(subsequent interpretation of the results) Tl&. 77 XX —W+EEF (intra-cluster
correlation) &7 5 XZ—M D L5 D E (inter-cluster variation) DA ZEE LA T
niEanin, 77 22—B0£52E (between-cluster variability) &, 77 X% —
S Z 8% #X (coefficient of variation between clusters) &7 5 X% —N1EE R
(intra-cluster correlation coefficient) Z{FRLTEN T 2N TES, ZTHLEE
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R A B SHAU4E 1 (intuitive statistical properties) IZxt LT, BB D T ¥/ v i5E %
FTIETESL, INLOERICHEBLEMEEDHAL VIR RIERE WL,

4.3.9 5

77 AR =X LMetEBERIE, KE - BREEEBEOIEFIEAMEICHLTE
TEITERINDLS ICH>TWDS, ERIT7 VX LEEBRICUTIEIVWEA, 77X%—
FUELELEERICIE, T —RBIFCREROBRICEET DT VM LOEELE
WA H D,

4.3.10 F—Ayt—

0 V7RZ—FVZLLIBERRIE. Z<ORIZFRICELENAHARTHY, &
BILRLDA A (population-level intervention) % 5fid 3 D (CIEAEHTH
%,

o MERSYHLILRRBRICLENRT, 75RE2—F VX L{LLEBEREBRTIE,. KELS
BBHEL, THAVLBIRIIERICEZILDH S,

0 V7RZ—=FvZLiLIkBEHABRTIE. (RLZM14Iv5T) HITLTEMESL
(parallel randomised) L7=Y) . 27y 7 -7 xy - FH AL (stepped-wedge
design) D &S5 ICIE%E->TEEAIL (sequentially randomised) L=V 33
ZLHTES(7),

o HALL3HEMEA (fundamental ethical principles) (2{A51F 4 L1k

HEBDIBELRBRTEH, F27HA4 K54 (Ottawa guidelines) 375 X% —
% LML B R 0451 (particularities) #ZELTW3 (13),

0 VFRZ=FVHZLILLLBRBROT YA ZRLEBIRICIE, EELER (careful
reflection) L R BR 8 E &t f & & D 1§ & (guidance of experienced
researchers) B ETH 3,
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