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1.

73 (INTRODUCTION)

1.1 # # (Background)

155 & B E EpRl ¥ (UNAIDS) &3 2021 # 2289
150 § * A7 ¥r€ wp4  (Human immunodeficiency virus; HIV )
BB LB 8npd i Ra/n - 14 B 61
FERFENF (MTHEAERF) TUFFTH > P X 2REFLAL
EpA R ABA RDBLRI FEAMDEDE RS L S
ﬁtjmsﬁjzmzﬁagg-irr%,zmz&gﬁﬁﬁ%ﬁg
#reng EpF R A E 3 1,060 4 -

2012 # 7% $Ma&&P ¢325 (Foodand Drug Association

in Untied States; USFDA ) +%;8 TDF/FTC = 5 & & # fp 7 (24 %
NEEEF 02021 £ 12 T AE R - BAHAERBRIERLES o
USCDC »+ 2012 22 2013 & » RS 4 ¥ B R P& L B3
ﬁ'ﬁ%ﬁ?ﬁ}%ﬁﬁﬂz%@ﬁsﬁwﬁaf;%sﬁrﬁﬁﬁw L 3, ¥ ow o
2014 0F EBDIEPPLBERER Y fp51 02 Rt e
ﬁ]%k ( World Health Organization;, WHO ) % 2015 & £ ;5 %% & & 7f
P EE s o 2Tk E ‘}%’%«‘}Fﬁl‘? ‘}é‘»ﬁ?ﬁ;-ﬁ#’ﬂ—' 2 — °,2017 # WHO
TRBFELAFWPEPeh1 £ > ¢35 11 B » B3 7 PrEP vhF
FUT L 4ad PIEP ¥ Fh e iR A ¥ 503 PSR L AR 0 1
A A S H T PIEP g 002022 # ik A REFF 4
g sl o ERFF LR EE S TATRIAM A A BT IEP LB
* 4l .

FAFEAARTRNS S EF P RY (NTHHESEF > the
Taiwan Food and Drug Administration; TFDA ) ** 2016 & 8 * 1 3\
18 TDF/FTC i f & % 31 4R F3 1 HIV g % % p o 5
A AREE LA RAHFLE 201650 B0 K
(4% k 5 RIFD R E R 7 4951) 5 2018 & L #7% = %4y

51 o

LA 5L - Bd gl foduds PrEP R 3nA E

e Fe BE ¥ A §mp a2 E ®HEHRY o % PrEP 3

»> 2016 % 2025 & € #Pisrc LRG| £ 80 73 2016 # dad
T8k B S Ak BT ID R E (PEP) W oh
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(PrEP) = 34T ps2t3d > 2023 & & &< \”’ PrEP;ig:ﬁﬁﬂﬂJiz%#;
ZLig 4 1 63 H}%‘Fm“r B3 95 ?’\#&I-— ¥ PrEP PRF% -

D
N L

iﬁ%%ﬁi%T’S?éﬁﬁﬁgﬁﬁriﬁﬁﬁﬁﬁ%
(PrEP) —3f 17 € #ehiTiE s |, =8 T A g 3 m@WivEs Ty
% & B PEP %2 PrEP 2 #lgA & > &7 B8 E 2 5 3
PrEP thix ¥ 3" kA > BTk B £ A 2 ad € B o f 41 07
% 3 & PrEP 4 (7 2 ki o
1.2 dpslz p en ( Objective )
;%*%@%ﬁaﬁfﬁ%ﬁi%%i&%%@ﬁﬁwﬁﬂ
&2 ﬁ%ﬂé?#ﬁﬂ’ Adpil i Fﬁ*ﬁﬁﬁ§%‘~ﬁ‘fiiﬁmﬂ .
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%**ﬁﬁ% iR M B LB R 4&%99wﬁ;
‘%ﬁw I4ﬁéﬂ~ﬂr“¢ (ERZ SRR RER SE X IR
H Meng AR R PR AR A HIVH - 2™k B X 4&6 HIV

WS IR AR E AR FTH R S S % s & 2

B GEAREREARER 2 Al AR o 2 4p 5o s WHO P % &

i w #PEP o~ & 5 BB s € iRRS B et

ZE R

e NGRS 1R gs i SEAE
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2.

;24 (METHODOLOGY )

2.1. pr 3l v BB AR

. ;;’ﬁf‘aﬁg Kigp g F et 202015850 &2 £
%Eﬁ%é“'?ﬁfﬂ«‘b» Z iR gl R e Fh e s
R ,fifgmw;; 9 iF ~ E R~ PrEPS iF1 T (£2)
2018 i {7 % = 8%47 3] L AT » 2020228 4 Mg BT L ATH 2 9K
PrEPH; 31 » ATH{IL 5t 2 B IRPIEPR * 23k » 8% = [k 997
l’ff“i;b»f"?‘i’ip?'f,mr@agﬁiJ e L ATIR 2 N B R R
P R SN ST ISR G F L IR
FRFAE o

2. % B };k:}f’f’?

Adp sl i sk z;%rrﬁaﬁ}_i# B ATeORA 45 51 0 ¥ 5 PrEP
ipdlE R 2 By 2Py o #£F Medline ~ PubMed ~ Cochrane
Database % ClinicalTrials.gov & FTHE » % = i3l L #7¢ 7
2022 & 2 % 2 WA A TR MRS R L LT R R ATG © Rk
x> }}% rig + 2 B4t 5 1 PrEP ~ pre-exposure prophylaxis
preexposure prophylaxis ~ anti-retroviral chemoprophylaxis »
tenofovir alafenamide ~ TAF ~ Descovy - cabotegravir ~ dapivirine ~
lenacapavir ~ islatravir ~ Anti-HIV agent ~ HIV prevention ~ HIV »
HIV incident o % 3% 3| 22 | To/k STH8R%R AT L 5 Sk L b=
JEr AT % (23)> SHOE SIhe R f§ 2 RIEf 4R EIGE
EN)) “ﬁ (risk of bias) #:f 2 % ¥ GRADE # % > d 331355 |

fifsdwms ke (- )

T ERCX FRTE EIEE T

Agslgr F ;’é% %57k % (Grading of
Recommendations Assessment, Development and Evaluation;
GRADE) - #-#77 W,?H‘i'%fa‘;éfé%%%? e HFEILE TR
%4 rr B (precision) ~ % #:%% (publication bias) ~ - &%

(consistency ) ~ #¥5 & #44 (indirectness) £2 2 © ¥ iy (&4
(other potential bias) % > 2 &4 7 B s & F 3 E =B 2 & F 4 >
?Pk\gﬁ%-&gv'lﬁ I'r-gJ ~ e 4 7 rf‘ﬁJ N r;ﬂ;;ﬁy 7'§J ’:IP‘;‘%J
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AH il on RN REERST C ARE RER ¥
ﬁﬁu#}%])%}%ﬁ%i%l%]% ~ BV Eniﬂpq—\ F‘T[/’j‘?fﬂfz]_“,-
TR id BFEFF AP IMENNEFTF LR

PIRERF A ARD SHE i;ﬁﬁg;@@ﬁ%ggg
FoRmeF AL I RBER iﬁmﬁ&uﬁ $ed
IATE EME g5 R FEA > R 0 1A 5 T

# i EJ V2R TR E ) 385 T ‘4¢é i
5a % T2¥iw Q.Iirwn\gq/‘*“3"547\?“’I*z\ﬂ‘ffﬂﬁlp‘?
B INE RE R P LT R o TR FAL 0
fE 1520 2023827 10p &Y R THE 2 PR o

ERLA- %H%iéﬁ*“%ﬁ Fadp sl B éiﬁéﬂ
B thiayg TR dnsl 1 L (AGREEI) | o FEsadn sl 4 B
@ﬁi?iguﬁff-“zﬁgﬁm—% NiEE o BAREEE L ~‘E%”§’q’°—k
Ak s FARERELRIFRBE ST o TR e
M@%ﬁ%mﬁo

202347 8p Eyr2 Rtz 2 E 0 OB R L ¥ ALH
iii@%sj%ﬁﬁgiﬁgéﬁxﬁwi%ﬁfﬁo

2.5. 1 % i & R R

Bk BT AR FOETAE O DIBEERA S
FRFEL > FRREF FHERDF L ERApI ] ]
BERAAALR OB PV R aflEFR (iEz ) o 2018 &
iﬂalnzcéig ®EREFET LA ‘Ta‘ﬂfal%:éﬁ 2023 F BB ETC B

A

Rt ey Q*T;ﬂs}ﬁ',l. * = ko
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3. dpsliE L (SUMMARY)

EyRT PR~ LEE RINE A RPEPA 0 S RH GRS ER T
+
I~

FLETHE L (4

31.% p v R& & IEIF 242 (Daily oral PrEP)
3.1.1. & p v pRTDF 300 mg £ # FTC 200 mg % 23 & 48 = 4
o

> FIRMES FEBELAE s BEEL AR R 21

DA BBEESR)

‘«y:,, ‘Bk"

> ;iéqtg-ﬁ%iﬁ (EEEe 38 HHBRpITL'F)

> BEFARGRAMRIPELE (BESE B FERIEIY)

e T TWLE L F e (g E e A e
%)
32,7 Fv & &+ 37 4% (Event-driven/on-demand oral PrEP )

321 i % ApFie * v JRTDF 300 mg & & FTC 200 mg =15 % %] £ 4 =
A

89

> T IRMES ﬁ NI R A o R NI e AU Y e e

GRS R wh e )

> FRABGEMSEMSLIME (HES% 1537 BHhEs:
7))

331 Ak B I 124 % (Injectable PrEP )
3.3.1. = 8k »up 1 &K »x| 4] CAB-LA 600 mg

89
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3.4.5 3% k f 5

TIREFLE BEE I R AR GE RS A
M Fp B EY LR (RESE B2 FERE e
%)

BREALGEERT 4 )

(g e nr Bpse:

F# 4 3 2 (Topical PrEP)

3.41. & * 1 z dapivirine 25 mg £ i &
HE O BRARGRERAE (E 5 @R )

LA EHRLBT CIR

\

AR B IRE 2 e PrEPAS 3 2 52 3%

¥ % Oral PrEP Injectable PrEP Topical PrEP
MSM Daily TDF/FTC (5 7 & 4%;:,&) CAB-LA
PV Daily TAF/FTC (5 7] 3 » & 345 % ) (3 712 % N/A
“1=T2 T Event-driven TDF/FTC (3 7 11* Fi BEEER) REBER)
TGW Daily TDFIFTC (3 7] > % %3 % %) (acé';?;‘% , N/A
ATy Daily TAF/FT PliEdk o BEAEE s N
B aily TAF/FTC (3 2123k » & s + &) 3R E )
Heterosexual Daily TOF/FTC (353 » ¥ 45 % 5) CAB-LA
clsgender Men ¢ ent-driven TOFIFTC (3523 » # %45 % ) (BAZE N/A
BT F ¥ P % s)
Heterosexual CAB-LA DPV vaginal ring
cisgender women Daily TDF/FTC (33:F3k > © #Hipp & %) (3 2)Ek > (33223 »
SRER S Ed B RS E %) P EE )
Sortan
g Daily TDF/FTC (5 7l 3% » & %45 5 5) (5 7% % - N/A
partner S oers
R RUSLTS TR PEARE )
PWID Daily TDFIFTC (35 % » # %45 % &) N/A N/A

S E X

13



4. # ¢ =% (RECOMMENDATIONS)

A41.v PRE = I (24 % (Oral PrEP)
411. 7 53 BHEF 5 iﬂ” g1 4 w4 4 (Men who have sex with men and
transgender women; MSM/TG )

B

1. % p v JRTDF 300 mg4 & FTC 200 mgeF 2% £ 48 ~ 5 H#
(23®mB% %7 #HL%3) » STAF25mgs &#FTC

200 mgenA A B4 > B (ZRBe 07 @RI F)
TERRILEIIRLASFAIREIR GBS - &
;gm%%’si o R R A HIVeS 38 o

2. ®RFEPFR* v JRTDF300mg4 # FTC 200 mgen& T4 £
WA (R85 %7 BHEEF) TIIRIL%G
FIRPRELFA- RFPH L4 FHR FHIVES L o

[¥f 12 22 |
41.1.1.  Daily PrEP : TDF/FTC

FIET  REPR%GT IHELFRYPEPRIEDILE S
BAHIVawe* BF o R - T Q> 24413 R 4 bk 7 ¥
s fomiinl g ~ 57 e e B TR %
iPrEX# 7 8557 10> & p v JRTDFIFTCAp st % &) » 7 rL i b
4% A HIVE R & (95% % 4 % ¥ 5 15-63%) © Ale — B Tk
RS B A AT IPrEX-OLER| 3 31 » ZiFpR* [ 20 d = en
TDF/IFTC » %34 ¥ 44%2F 7 & %3 g %4+ (95% R df % Y &5 -
31-77%) » @ & FPR* & = 3| = X HTDFFTCHZE 4 A3 4e 5
84% (95%1% #f % B 21-99%) - 4r% & PR * TDF/FTC=: #kcr =
2P i 1]95% i 4 (95% 13 #F % RY88-100% ) o B {71
L IPTEXE 4431 339 i B B+ T 3R Sk A T IR
12, pp* TDFIFTCE % ] chd a2 B R ZAHIV L %4 d > &4
PrAKEFLPR (F%105% B EM05-27) o ety HIE
g s B L R R BB ETHIV PR G 4 3002 5 RIT) E Ok
B oo R CWIREEAE A o
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hE R T - B F TRk F%PROUDR M3 4444
BRARGDT T E L F o ApRoTat - E LB it ¥ PrEP
LK Y “PF’“&V p oo BRTDF/FTC: 38 5 7
86% R A HIVh % (95% 1% #f % A 5 58-96% ) -

4.1.1.2. Daily PrEP : TAF/FTC

-~ FBREPL R ER IR ChR A RRTRAE T
Py BRpio~ 15399 HIVIAH s e E 5 B k&R 2HIV
TIRESFREERA M Llant S s 28 B 4 R
* & p - 42 ATAFFTCHeTDR/FTC X35 7 g 2 HIV » 5:15963% -
10,081 4 & i Bigs > £ F BEXFHF L AHV H Y8 f
TAF/FTC 2 (HIV# 4 %0.16/100 + & ) ~ 157 A TDF/FTC =
(HIV%E 4 %0.30/100+ & ) » » 4782 % &7 @ * TAFFTCA S B
AR T THEL —*Ff.,bifﬁ%iriw | % ¢ FERFHIVE %%k 7 373
TDF/FTC (incidence rate ratioz# 4 5 @ 0.54 > 95% 7 #f & &
023-126) Yo Iy BEAFIFIRLEGT THFE H e
w4 i+ TAF/FTCRa s daily PrEPsrsz4 o

4.1.1.3. On-demand PrgEP

EREN A A HIPERGAYFZ 3 e =¥ b - B2 3 Fi@
* PrEP (On-demand PrEP) s & @%Ql » X AT 21
24| pFpR* & $ETDF/FTC » 2 15 24-] pfpR* - 3ETDF/FTC » &
Fladkis- APFLHREIRES = (24248 pF) > it B
SRR H R R R TR R Y 0 r T - £ 4000 B B
h 'y ¥ ]4 7 & —‘F'T ﬁ&r?]at Bl A M o AR AN E A o R
TDF/FTCi > 7 86%tp ¥ 4 b *& (95% 1% ¥ % AF 5 40-98% ) >
M ear Bl Rt ERREY 85163 iS4 EE
i E g | IS Ry (KB F L BE LY i
Bk ~ @ % B ic® P #5955 ) o EX FAp > KD
100% =4p ¥+ & 4 b *& (95% % #F % A 5 39-100% ) © - 4445 p
@ 2z i * TDF/FTCedg i 2a® p oo ¥ | B £V iRk
By 0 i it FE (7 end g~ LR GPREVENIRE AT 3
B F PR SRFRRET DL FFHIVE g 2 gRicia
(% p@*®:&1000% &1.16] 95%. R 50423 %3

15



defé ® o £10004 #£1.06] > 95% 4 H 5 0.1-75) 0 A &
HIVE %o 2 S0 g L 810

[# 5% 2]
(1) 257 2 & & (Adverse effects)

TDF/FTC 4 & QLA ch] (7% Ap 8 4 jo F 4 & % P i »
LG TRFARET LF BOR G R AR A F R
HBEF LD I AU R ZLEHPTT > FN AR BEhw o
ZE Rk RS NER -

TDF eny L @lit* S8R ~"LiF- £4 ~F# a4 i
R 2 2 F 2RINL o TDF 3l T H#a 2 F 7 o 7 %l i
AT Eop® o wisk HIV g A F adpil? > 223k TDF
& TDF/FTC * *t fg 3+ #of+pk Brif 5 (estimated CrCl; eCrCl) -]
* 60 mL/min hg§ > T ¥ 30 ZTaLEYEETHSN o A
iPrEX A2 % ¢ » s 3LIR* TDF/FTC e%= 3 fe vt Ao o » iufrie
B &5 ¥ % (-2.4 mL/min vs -1.1 mL/min) » fe % {5 b if
PV 4k 1o A iPrEX OLE (open label extension) # % © >
I3 TV CRFRL BRiF AR e et RE (20 40 K)o S AH#H
VURFRR R 501 % 90 mU/min ehR @ Ve dok g 2 TR B
TR B ATH A EF LR ok g TDF 3ld=2 B % >
M%ﬁ{@%%o%&i“’ﬁ?TDMWCﬁﬁﬁﬁiﬁﬁE
EM s R R Y EFOF R ARGA o B ITR R A F 4
00 FTC en¥ L@ ie* & J2egR ~vkw ~ g~ &4 > L ¢ 2
FE SRR AT & o

& TDE/FTC 3 Mt eh% 2K > i@kt g iPrEx ?® » JR
* TDF/FTC & % [ = ;é—‘g » BEEA LR B ¢ SRR =
Bw s P e R ITFEAF > FRFEFLY A
iPERGAY # % ¢ > RI# R* TDF/FTC e S 2? » 3 ' B
FNL G A B R E T LFE 0 PR sRel o 4 F O RGE e B
CER At BRI LS EE U SR St L
FRHRELE D

Bt R TDFFTC %3 3 BILE 5 iy > & RFEDg 2
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i % Wm0 3 4 Project PrEPare/ATN 113 L& 257 3 ~ 477 78
RES IS D17 R EE 0 LU P R PR
BEHRF > Tj - EXRFFAIME P B2 &+ TDFFTC
A S N L N 4)‘5 2,892 o

% DISCOVER# % ¢ - & * daily TAF/FTC & ¥ L en# 4
BE® E* 5% 5 A 0 ¢ 4EHIF (5%) > B (4%) % LR
(2%) "; 254 3¢ TDF/FTC 23 PRI ZLE > gk IR
By FRPE A NFEE bR M He ¥ AP
B IR R EE N EB%Y BES M 2 TAF/FIC k£
LR REFE- A %?'?}rﬁ?)fﬁfl?s%i (nephrotic syndrome ) ~ —
FARE LW F 0 A - OB RS & e L
J& (agranulocytosis) o 8 {871 & ¢hE_> F 42 10%: B & & %
PrEP # B 47 S FfL it B Lop - ¢ Hlkp ~ L2 F2 4 5
iTr REEABIEPH G YERE L LBLHZELEME -

#p #>t daily TDF/FTC » & #p & * TAF/FTC < - > § §#
NEFBAAMEE UL ECL 3 PR LR OCl >
30ml/min & & F3 ¥ FEifl B k2 PrEP F A EE o Rz E 5
NI BB DR L SR AR L FRT T AT
HH R o R a ¥ aa LT Es 2. & DISCOVER
7o TAFFTC 2% 233 =B 3 FTHa B ¥a ik r &

(TDF/FTC & u]f|4 = 4 )» + i24 % 4 Fanconi syndrome # if
AT FRROBE A F L BB PR ERG -
(TDF/FTC 2% F & 4 ) o

(2) BAPF 8 W

BIPIEXTRA A 7 ¢ 0 fa r 1 13=BA 7 4 55 i 4p
TAEEE o B 2 e f ATDFFTCE Y > fis i endp
20 0w ABAFLR R AREL - G FABAF AR
F A, s Ra o Atk d K * hiPERGAYAE 7 ¥ ¢ > Bl £.4B
AL RNE R F R o Flt o BAPEALA g H 2R LR
PrEP %3 » 4ok £ i * > SFBAPF L+ hfiim > B g
EPIRY A BWIEBIRE L ARG DAL BELOEHRY L -
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d **TAF/FTC2 TDF/FTC % ¥ r ok BAAF L » Fpt » 4 z®
FATFRYPFY BEAEFBAFLZ MK A - FHRE&E 5B
W%%&ﬁ’%UWFmﬁgﬁ@ﬁpwwﬂ,%ﬁﬁggg@
WL IRE % > UL BELOERD L M T A LR
Adp3l g 53555 -

[ 1L & FI% %]

LA EERRYPIEPE AR LHIVEE » 2.3 € @ B %4
@iﬁﬁﬁﬁﬁﬁ?ﬁfﬁmwﬂ‘Mﬂﬂm%%ﬂwqg4i’
ﬁﬂ$3m:ip”TDHHC@’”b FILHTDFAFTCH i 14
A AR REFT R G EER _{LHIVm,\Fé—"z » AR Y
% TDFIFTCrmg s 44 2 i » & (9% W%#k&liﬂ*1m§f
WHIVEREA > ¥ - 254 FIEBFaEGREDF > T
@ ERLTHIVE -4 3 b A4 pisEp 0o

)

J

5*%ﬁ’$1mi%$ﬁéﬁwwﬁ P2 A BHIVE % o
(&ﬂ@&ﬁwiﬁwa;¢ P%mﬂﬂ%% %) o finut
R F]?‘El“i ”ﬁ3fi’.},§\;‘i}1b"ﬁ e ]ﬁ %FFTCG’J;} A M T t %
m@*w’?wﬁ%ﬁﬂﬁmhﬂﬁéﬂm WSS A R
HIVE % e &2 o

ATAFFTCHp A3 ¥ » P ATEF 4 peB 2 ¢ & R4l
P2 ApMAR LY e FUEAZES € N E BB 0 R 2
Sk AR ATE T G M184V/l z_ % [+ 23 « F>>PrEP & * pF
FAFTAHIVE % 0 5 %:Q 7“3‘5513.%:560

[B &4 % 7 5]

1A fed g AEEOET SR AT S
BOGEICEE B S R R L RS A
SEH A e R R HIPIEXTRAEF Y ¢ 0 e f 2 W I HIVE %
B} GHArEmE RS IR X 2RESEFUERERRE S
,J;,pjt B O R L PIEPR A FAS B L RY AF LR
Sk o BT AR E s iEgp s R 1}&_{?3%?:—_{ bk,
ig’#%*‘% b AR RIS o g A R R 2 (5 en @ i at @ PrEx-

T REA T o A BTN g TP 2R
X /=¥
FEeEDL
*
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AR E SRR KTARRRE R R AR RIRE Y R
* OB ol AR M o Atk 3 Rt * PrEPHIPERGAY A 3
¢ R R TDFFTC % 324 et i g e A Mo PR 2
(8vs.75) > e A @B M FIAMF U PLpEL - FORF
AR o

A

Ao oo B afek Ay PROUDY Bl mld» jpgstas &
iz * TDF/IFTCen% ;éjﬁ » dr M S A R E 2 TR A4 * PrEPh
3 ;éiﬂ” A FRE v b (21%vs. 12% ) § S Beenld B iR g
AREFORIPIIL A BF NPT EERD 2 REL - SRR
HEHLR o

B v JRTDFIFTC Y § B 47 4 ehd > & %3 ek Al f
7 % 0 ¥ Bom 43 H Project PrEPare/ATN 1137 3 3R » (£ &
FARE R EM IR TG A R R L
BAT T B4s 243 (1004 #£18.161) $2%24-48:% % (#1004
E9AB]) - e —*ﬁﬁ S8 P g B2

[ &7 = i 42 ]

PHIEFRGNT THELF > AT PR S LG
FepFER *PrEP= 5\ B ELY F o AP EX M EREN
AFAL 258 TRABZIPEORI LG FE L o NHRE
PSR TE L AR v JRPIEPGSR AR T
FoHATE6%N A BER P A b H - FE SnFHER LY
7r 4 46.5% % o T PR * PIEPHR FFZ o 55 & 10 b e % > F]p
FeEmitr o

& p &% PrEPefRm A7 § 81 23R T fot d] it R E g% Y
B0 B EF A - w3 gk B Rk ERE
% o

7 fpF@ * PrEP > 4v £ 31 T iS2end Aok g A 9AT
BT 0 @ % PrEP R S HIVE 2993 iap chdt 18 4 38 B et
FoAaEWAB LA AkF e FFOE LR IFER ApRE

R o kT fpER * PIEPA Ak X { & o Ra o B oo 2
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4.1.2.

=3 KpE r PIEPATRR skl b 0 4 2 RS TR 4
AT AR ER  AHARARE p R A LG R
P ¢ % PIEPenifh e s 8 % R g AT X R 2% e
SREM Y LB A=t L ATR G R fe’ * PrEPeruE R & 2t &
I T

f Ptk HT B R AR RS i PrEPR 475@»
EA I W e A ﬂ— 4.3 (RiPrEx#E 3 ¢ 3 14%m,\ ‘-,éﬂ i
£ A g 212, A 2 AIPIEXFE ;¢ PRE KR )
Fobo - B A g Mo A AR R E N M a R R

TDFfrFTCm;%‘E; 12-27%3% > p @ kg R pFR * PrEP A&
%iE A 314 (neovagina) 17 5 FEIEIF 22 rp AT T o sq i
£ R ﬁf?; ..%,,%Fk W2022FEFZR Y LM ERE G u T A

FR* PrEP » & g ﬁ*?ﬂkﬁa‘ﬁ%l 3k s * PIRY o

®FAp R ( Serodiscordant couples )

e

1. & p rRTDF 300 mgé‘. HFTC 200 mgenE 2H £ 45 > 2R
s AR g R &Y f‘*‘t’*” b - RIFH LA A
&%Hwﬁﬁﬁo(@ﬁ B ﬂ,ﬂ% 5 3)

2. kFEPF* v JRTDF 300 mg & fa?’FTC 200 mgenE A4 £
AR (SR 5B @HER ) o T RAERE A
RS AL R —&ﬁ#%ﬁaﬂ,ﬁm&%

HIVeR 5% o

[ 2z ]

BN T2 EFE LY REFOEP LS R EER RS
o Partners-PrEP » 42 3 7 4,758 = B 2 & FAp R L EA R 4
FISE-FHT:H;L @7 & P v JRTDF/FTCH % Mg 2 HIVesc %k >
EERRl 2RI mn,-‘i—é sc% 5 75% (95% 1 #F % AF55-87% ) - %
W e L MR ;é—‘ﬁ st s 5 84%% 66% c - BAY L
FH = ATDF izt arE3 Y & ¥ PP HIVaRTE 4 > &
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W R BT R 5 67% (95% 7% i B F44-8106) - $ ¥ frer L
M E K e A u] 5 63%2 T1% ¢

[#4 % 244]

(1) 257 2 & & (Adverse effects)

5 BT g %'éi—‘k' A tFE g P 3t TDF/FTC #t % & fo%
AL £8 50 &Pm TDF/FTC h 324 > ApROYIRY %
E o FRF A B A R T ﬂ TEEDE LE
e ’j'a’rguz#ﬁ 28 o

(2) BAF 4 R %

tePartners-PrEP 787 3 ¢ » BAPSF A f F A pF A7 ¢ o
%ﬁ?%&‘ﬁwﬂﬁf@ﬁﬂﬂw*«%aaﬁ,Lxﬁﬁjygﬁﬁjuf@,
=7 %5 Py & B PrEPL S SE R 58D 0 B IFwitihi®iG o

[t & F1R %]

£-4t4p B & (8 chPartners-PrEPA= 3 ¢ > 7R 4 chHIVA § 42
B L F el S 2L it (IE‘F— BPR* H > TDFmLpé"%é_i
L4 TDF erd 1+ 2 F][K65N] ) % -

[+ &4+ ]

PR RREEEY > ARAFEALEXRE R DT EEH -
TDF/FTC i R R i T LR AR Tt 2 - 0
PRt FL R E YT TDF/FTCE $42557F 3 23
,’Jirn A EEBRTVIEPHRENLARREAT P 0 S r}i’é'ﬁ%’

TEARY RE R ELFEL TG 2%DE B FS
Partners-PrEPF"“ PEMRA A P ETIRE > LR R IRE O 4
Fip b AR g A bk REDI FE A o R
TDF/FTCeidi 4p vt >R * % & crdie % i A vt 5 5 42.8% %
32.3% (95% 1% ¥ % P -5.3%-25.7%) > & & L F 3t f £
B GASE A B FPPL o AL el T 5

41

o
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% ¥ 4ost o JR* TDF TDF/FTCRLE 4175 52 cn Berwt
FEAN B AR EBVRED Y BLET RS FL P
B h  YTREHZSIFHRLE 2R LE B L2 & E
& R B ALY R PR R

[B &4 ¥ 7 5

34 R wPartners-PrEPTRA#7 7 i8 (7 ¢ B3R 18 0 i PR
A B EHIVE LR T e e H T 2 et g2 g
FRFAE O A LR EME B A &
FZ R g B0 a5 afdn v i ¥ BRI 4 ik
oo R FHHIM G PPl iR BFahE 2T AT %7
PR A BEF s (AR B 3 E £6.2
& vl‘i_)‘f’“ EELRI|T a8 6.8 mﬁ{ e

blhex iR RE B 4 L a0 SR TR
ﬁﬁﬁ@ﬂ?%cmiﬁ”

1€
N
ETINS
w&}

[ 47 % i 42]

d 35~ Partners-PrEPA= 3 enA Hicdp § 5 > B 3 ot ApHF o
ER S g ob 1R I £ e A PrEPm?%‘:b‘;_fa&rg » P
?ﬁ"m9'<iﬂgumﬁkﬁ$qi GO AR AL o P
LR RARINS % 2T RTRAAT L R 2 (830
m; Féﬂ'z BEATTE TR BRI A AR T RS
E is\’* Fremeasg o gh b hp B2t 2§ Fdir B3t
4| (Partners PrEP Demonstration Project) ## 5 @ #R%» ¥ 8 |4
AR RIEES R PIEPE DI B2 Fups Bl o~ B
A

¥

fe

ey
0=
&

e

g
3
"E,\

I

] L@ =k ¥ uJﬁ 3T ugyé.}q ﬁ»;pf%@;ﬁﬂu & 02;\;\,;;;{:,@ j\
TR RPEREDH LA GAAHP R TR mgﬂ, PER
-ﬁ-{"},ﬁ'—@m""?}ﬁﬁ% T AEIRA Do gqfif‘ffai‘g
% o

2 e é.LL ’ Ié/i‘ifi ﬂ'ﬂg-'- H?‘?ﬁ“'ﬁ}'}\gl 'rifli%-ﬁﬂi‘ # % v R
TDF/FTCp M s A7 5 © #m o €9 § B {47 & % chiPERGAY
kit 8HFIIUIE S EIIUE LS FUEH ] § B
#F v RTDF/FTCHGE ek R £ B o £ Ik u‘ﬁw 5 g 4R
3t o REAHIVE ‘& 7 gﬁ(rgém'o o P R e “7%\213’;‘

¥g o Ng
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2022 KA L PFEREFUMAEP LI PAT R 2T B
P PR 3N o F B8 B ® * PIEPe 0 11 R AR R
RIRE pdr &2 Y I > Al RATH G R FepF i % PrEP A% i
SR UER o

4.13. i1 s4% 4 (People who inject drug; PWID )

I
-‘ﬂ}&

B r PRTDF 300 mg & # FTC 200 mgen7& 4 € 4F = 9% » 1%
1‘#%4"—* Ao R H 2 FHERHIVERS X o (22
£ I € X I %)

T zu'< bt

[ 2z ]

PR ES KRy v JRPIEPSRAF L P R G - K 0 T
é—%-‘ W& &£ 4241301 & Hin 5 ¢ g e R R #
2% BTSH= 7% o fie & 1§ JLehif Fﬁ#*w (7 %3P ~ A€ AR TIIRAE -
LR EEREE iwbm%@vﬁ;‘; MR GRS E ke k)
BN R H S F pE R FIRE (daily directly
observed treatment) =iV T > & p v PRE 2 chTDFE % B A&
F LR KA48.9% R AHIVah s (95% 1% ¥ % A 5 9.6-72.2)
X H R R R (BN AE 0% ~ A ) TDRiERCE
PR LR ERLFPERBRFREE > FXRHLRTREE
Pk B TDF R 2c% ¥ 1232 5]73.5% (95% 13 #F % ¥ 5 16.6-
94.0)

[#45 % 2]
(1) 2 %7 2 & & (Adverse effects)

§ et 3 % 5 43 TDF/FTC a A o AL F L3
BR &mi ‘::_‘J:Q 54_}:1_‘?:‘#& 5 mﬂ% E\E;]’L (—Qr\l'ﬂ\g:u ~ p??‘:.‘]_'.) 45 ; H"bﬁjﬁ
ﬁl—ﬂtfg‘fr%’;}ﬁ—ﬁ?’%i BT Y A A B R EEFSLE Yo

(2) BA»=*= & }%'

BAT LM E R X SPIEPSET T ¢ 0 W BAF
FRE GRG0 F o R R L SHE R BT
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RE R RS RIS SR TRk F R R R ZPIEPL AR

G EFE T 0 BT it kiR o
[F L A F1 % %]

g WA MER F g ¢ AR A SHIVE G H G
TDFAp B nfndf {4 3L 1% -

[B &A% = 5]

BBTSF f ¢ § L HE B4 L EF P S £ BTHS -
MLE R Rl o RS R R gl gt b AL g
EH R ’iﬁﬁi‘ﬁ“ﬁéﬁﬁvf&%ﬁ%nw ~120 0 - 2 3|72
%g@iﬁﬁ%Piéﬁiﬁgﬁ%ﬁﬁ‘#ﬁﬁﬁﬁﬁ‘ua
P ERE gt FORRERER R A B F e T RS o

[ 47 % i 42]

$H0 L Ep 5 @ % 0 JRPIEP X SE HIVE 4:1’:5}3—;&? #ie

oL ’rﬁffj{f%’*TDFE‘%ﬁ I g P s 2 ’frﬂuﬁm
@?ﬁ%?*°ﬁﬁ&iiﬁ*%&%éﬂﬁ%" SRl e g
R PR EZRINRBLGHFEFL o Rm > Y ELHTE R
R @T”#’”* AHIVERTH 2 FAp il » ¢ LEH %7 o 72
MR EEDRTRE > B ¢ WEN SRR Y o e PF £ Partners-
PrEPF % > v IRTDF$ TDF/FTCA ¥ %3t § »cif P HIVenish ™
TR BB B EEEHR Y ks 7~ Er JRTDFIFTC - 7
R LR KT S L S ‘2% T RME PR
EL?'?”-*% FNIEN S BTERFLEZE Y H U ﬁ”HIV?EFﬁ#ﬁ'%@T (& 3=

T AR REEORMEERR S ZVORT lj“f,%/zjﬁf/%‘/%ffl‘ﬂi
#)

414. 3 ' B &y HeL ¥ (At-risk heterosexual men and women )
e PN

1. % p v JRTDF 300 mg& #FTC 200 mg: % 24 &4 > 44 -
ﬁ?%h%gﬁ%gwﬁéﬁﬁ*—&ﬁﬁﬁﬁfﬂ’ﬁﬁﬂ%
HIVER 58 o (2R E5 1 385 @i ds:
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2. @R * ¢ JRTDF 300 mg4 & FTC 200 mgeh® 24 £
MR (E3%e B BRERV) S LR AR%E
HREHE Y T h - RIFFHE 2L FHR FHIVES Lo

[P 2 ]

Ao L 7% (Botswana) & B33 ® o 44341219718 F|39% |+
ARFEDRERT O AR E R s R TR R
S TDF-2F7 7% > %% & p v IRTDF/FTCH " M55 # g 2 HIV
sed L R iR R 5 62% (95% 1% 4F T Y22-83%) 0 ¥ 1+
B e a4 ;éiﬂ” st P 5 80%% 49% o AR o0 A W 442,120 2
5,029 e 4 & 4 w5 18k 3354 22 18k 3|45k ~ 4 » At
B AMEFOI RS B R T A RFEM-PrEP2
VOICE#= 3 4748 » @ % @& * TDFH = & £ TDF/FTCH %% £
AR e AP Rt (A Rt 5 4%
4% TDFHY > % 5 -49% » TDF/FTCA§ & 2 5 -4% » ¥2h i 3] %t
FBrenlg¥ ) c RafHiEe 3 BRRFT T DX O R
FiokR AT B IAP RIFTDRK & st 335 v 67 D] EEAY
- E o R A AT G R PRE TR 3R

[#4 % 2]
(1) 2 %7 2 & & (Adverse effects)

P e 3 X #Y TDFFTC mf = R ok ALy £ 4 >
U E K GRS g Yk (AoEee s vRek) Y05 Vi
4 4p R TDF/FTC e 32 ¢ o v fFlic @ 5 & o 4o
G %R G o R* TDF/FTC et 3K § fisen® g o o
A A ATy s TRy EFIDLE > o RY
TDF/FTC thA ¥ ip ¢ 4 F BT > @4 F37is ¢
KA

(2) B+ W

B o Argt R BT L PPIEPHEE ¢ 0 % B Y

FRERGFFELY PR HEF R RLRAOBITLY R
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HoR P R R R TR F A F LR ZPIEPS L AR e

M o B F mitmite e
[ F1R %]

PR HET L AT Y 0 3R A HIVE § RE A
A § HFTCas (4 5] (M184V/I) 4748
SRR AEETE Y S B IRATE 4K F 4T A
15\,‘]46,48 .
(B '&# o 7 3

#» . FEM-PrEP:t ¥ TDF-277 7 ¢ > 3 X PrEP &% &=

\ ~

Eﬁﬁﬁépiﬁﬁﬂ’“raﬁﬂaﬂﬁW PLE P
EECIE R A A S IR s R
¥o o LI T3 4 AR

[ &) = 42 ]

Pt d BEE L 3R AHIVE GanE 2T 2
'L'M'(é S E TR \b%,,lr.—\‘]v}_le-ﬁ)’)}/‘lﬁgféi*‘\l
%) & * PrEPSEHIVRE % chgdh 5 % 5 ¢ % » 8278 2. FEM-PIEP
BVOICES# 7 ¢ » @iz P 4 {1 % PrEPFE I HIVR % o * >
BT JRPIEP s % £ * enF) % 03 A3 JRE T8 R ¢ JRF
B R ARE (R TE PR ) o M hES R R ARG ARJE T
$OOHIVEREGE S A8 o &% 2B EREBLAFARE Y 5§ £ T
PAReHRPBE > ¥ L BRI BBLGAF 75 o Ra T EFE
GHER b ooip 0 R FAp R B IRt RA F T RRER T
B EFET R AHIVah g2 E P ¢ ¢ JRPIEPE
B Aok B FARA F o RIS © JRPIEP s I I
A BRI FRE S SN

PR E BB EET R R R R
TDF/FTCertp M Tk 77 7 o Am 88 § FFii7 5 ﬁ £ HiPERGAY #2
TR BHIIINE N S EI AL S ] § R

¥ v RTDF/FTCHEE > % & £ B o £ MIEE 1 » 3 21123
St R AHIVE Re 7 g g™ o st i 2 Bt 2022
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FEZERY PR ARMER LI EATRY T R
PR 230 R R PrEPeh > 112 AR R
iRy AR o A dp sl AT R F RPER ¥ PrEP fz M4

FauEig o

4.2.73 547 % % 0 3R 7 3% (Injectable PrEP)
b3 N

1. *8uksup 1 ét& >R CAB-LA 600 mg (2 %% %7 ;
BHpIEIR) O FIIRFIREAH (e RITFRAZF -
Bliubdd s AE8LE) - BFBHE2L 4 FBERHIV

ﬁ')‘%;\;o

2. EBikwup jLstE vcA A CAB-LA 600 mg (3 &5 @ 57 »
BHEE ) S TEIRIRRELRIM L RFHH G2
o R FHIVERS 8o

[Ff 1 2 |

HPTN 083 % - 58 % = # {7 ~ ST 4 7% ~ R e hfphk
TN E R E N LR E 4566 E ~ AR 4§ %
A end §ELE S ek nl i (R ks L ik
125%) shst K o sk e i@ 5% - & p CAB 30 mg:r R
¥~ (lead-in) & » B 4545 % — #HCAB-LA 600 mgsrsvp ;3 8¢ »
AT EL S - F > 2858 EX - Ayep L A HRE
& PIR* TDFIFTC > A& fe i W § &% v JRE &2 vep J3 bfeh
XA o TR L 1202050 ¢ 4 7 g I 0 #2 CAB-
LA 4 Azt F B ¥ g5 p o JRTDF/FTC » "% 1€66%:F4p
HE AR & (95% 5% 4 % [ 538-82%) > F i fER o ¥ - B
%3 AP e HPTN 084555 A7 7 B tadices 2005 o hF 137
H13224 2 F ~ AR L€ ;‘;fé:;ﬁsi SVIE M R BRSO SR A
CAB-LA® £ & p pr* TDF/FTC# 250 o gs HPTN 083 %= 7 #f 12 >
HPTN 084 £2020# 117 #p ¢ 4 455 2 LCAB-LA &g 5] & |
g 4 o BERNE P oo JRTDFIFTC » %% 47 88%4p $H & %
h'% (95% % #f % A 569-95%) - Tk s+ Flm /T fEH o

[+ % 214]
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[£9 o 5o B A e St 'g i w4 4 eHPTNO83#= 7 %2
CABE = B ;18— xfr=® p v JR- 3pTDF/FTCRatt $i o .3
1% F ey ARlivH ¢ s 3 &g ek R RO EEF O RIE
ATh IR R E KA LR PRl T Yk R
gt H|CAB A2 TDF/FTCw% % 2_ #t (5.4%vs. 2.8% ) » H 438
A A G A B E IO R AR 0 B R T £ e
CAB% »{+4r& p v JRTDFIFTCARIT o ¢ ¢ » K 2% 4] 448] £ 02 4
NIE e FI R A LR BB 0 A% RAT
P enig P 0 CABArTDF/FTC 3% ~ 5 #5 ip ~ PUfep i fis 11 % o

BB O P LR -

Bt 2k BRIEJLEINF & (Injection-site reactions;
ISR) i 4 35 > X CABIL B 5 ¥ < 5 81.4% 1 s43R 1=
F R CIRTDFFTC & X 3| X &L m &2 2 Gvisyinie k|
Pl 5 31.3% o & & 304 I SPIRA K R R AT Y R 0 @ G
24% 2 4 ek € Fl G BE eI N E BT BE o

B A4 4 )& B HPTNO84# = 107 » i Ed 55 7 1
bt— X CABfr& p v JR— 3ETDF/FTCRL o » f4 PE#d oy
LEH2AFE (21%) ¢ %3 2@ ~BFF g In ~ R -
¥R -2 MERES > CABd 4 v 5o JRATDF/FTCo4p
TRERMBELIE P AFEHRERE G 0 AT TR R
BRiv el & L SR » CABR H4or JRTDF/FTCR P & £
P oo AIEIRER B 0 B AHRCABIL S I BN F S
38% % A %] 10.8% % 0 XA & § Bk F e 0 322 CAB
FOLEIN R B R Y > 3 #TU3chB % TR G PR R
RE R RIS GI IR RIS — LR R R
B ECTF R IS e d LR o G @i - BB K AT
LULEPIR K oL R BE o

Rt b BB R P HPTNOBAF f F 7247 A
AR R FFEAY X FAOBMEEE I F L FE
1.3/100 4 # (95%f: 47 & A 5 0.9-1.7) > @ & #% S 1 fCAB £
vIRTDF/FTC > A bl @ £ B » ¥ 20 RF ERad 2 f
A
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d A LA R o dafet o RTDF/FTC > & % 1
- X SCABLRRE ARG AH (2T I FRELF ~ B1EY
LM BRMBLBET ) P el W B B LR R BE
Ritr $RCABE R EF F AR g v Bl h AR F o 7}
[ Sl pE ﬁh"wﬁf@m'w?ﬂw‘%%f’

[FLdF 12 & FI % %]

HPTNO83#= 7 %38 » i¢ * 4-#CABIF 5 & & B ? j36t— = 3f
ok y e REGFIBRBEFAHIVE Z 5 346 B a5 2
gét)‘gﬁ,%ﬂ?:‘}g‘%HIV’—n p—-n:b-,g':’ﬁ‘.‘-é‘.—;%wmq,\%ﬁ&m
F AW eha & FugE M -2k (QL48R) o 914 % CABL b+ fF 4
AHIVE L cnB k8 FFH 247 0 £ 54121 5E'J:':q”ﬁ » P e ) A
cha & s -8k (QL48R2 R263K) o 37 it A 4 b M oh
2 F] > P oA v AP A2 o @ HPTNO84# 7 4250 » A i # 44|
CABITL & d B2 jibt- X ehB Ry ? > BE 4B B 2R
AHIV » 324 iz e 4 4'1&?» file 3o ] e r+ {> 8L o & *+PrEP
&% P A ATHIVE 4 0 358 A4 % §55 -

[R &4 % 7 5
TR BT RIEL Y XFE E%'V"Yﬁiﬁj&“ &
“ZA\

HPTNO83# 3 ¢ » 375 4 {5 & \;}*)?5 N i;}iz‘\ﬁ—] A g 4
%] 5 16.69/100 + £ ~ 13.49/100 4 & ~ 21.36/100 * # > » HPTNO84
IR ATE L MBE R FR FOE A 5 W 5T7.7/100 4 £
19.6/1004 & o 11+ 3 - ¥y P E#E 15 CABR A v R
TDF/FTC > 7 g 2 (5 vt b3 & £ B 4950,

[ %) & if 48]
FHIREALGT IRLEELF BN R EEA
# B da X vep LK B CAB-LALIE I € Hcfrk § i o
PEER DAPHELIIPOREPATIAL L AR TERE
FIPETEBLGH F TS B BERFTRERTR o 0
vup o3 sHE TR A|CAB-LAR * A3 R AL BT E A
W& manTa b > F AR % R B (indirectness) At -
o FMRA P R S see 2IRET PR g5 w R e
LY FEB R SRR SR (Zimbabwe ) 2%
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ER PR EF R P LR 36 E 2TH| A CAB-LAK IR € R 4 o
FEM Y > LA piERIFERE B o

43. B3R * 3k B IEH 124 % (Topical PrEP)

43.1. 8 M+ %-+% 1 (heterosexual women ) : Dapivirine [£if B 2 f [7 3%
B
b3 N
* 9% gdapivirine 25mgEE R TR R R G RERAEE L
- RIFBH 2L TR AHIVES F o (EHRER B &

HBiEx )
[ 1 27 ]

fs 2t (South Africa) 2 & +:i& (Uganda) = & » 4-%t
1,950 1+ 18 % 3 4&%Hi%¢hﬁﬂ¥ﬁ$4Fhwmmﬁﬁﬁﬁwﬂ%
R RAFERRINGF LY F Y gk by F e g TR
L %k (7 7 25mgendapivirine 2 % A ) o i BES & hpE o
Fr %% 53 dapivirineZ 2 i R ' MR EE S HIV
gtk M aiRE Sk 5 31% (&' v [hazard ratio] 5 0.69 -
95% 13 #f % ¥ 0.49-0.99 > piE 5 0.04) - ] 21k 2 % 321 eh
EF g gt 2 %) 5 0.85 (95% 13 ¥ ® % 0.453]1.60) §-0.63
(95% 1 ¥ % B 0.413)0.97) > & %EF T L5 W3- eonlg ¥ 4
B .

yoh— BB (Malawi) ~ % = & ~ 3 2840 g F 95
7 NS A fR ¥R %p ek % MTN 020-ASPIRE/I~?5"“54 g
FLL 5o~ 2,629 18345k 1 4 FBiRE R M B P R gask 4
Eﬁﬁ i ¥ RIS E R (7 7 25 mgendapivirines % A ) 0 i
B3 0 - & Ops o @ % 7 g dapivirinefs i Thidsk 58 v R
XA AR S K'—}”“ NE I }];‘*w SR M T ' 27% (95% 3 #F
% [ 1%-46% - piE ,;0046) ? Fra - B Y 0 2ASPIREF
7 ¢ o dapivirinefa i B w21k 11 o Kﬁ 7 P ik 4
(56% > 95% 1% #F % R¥ 31%-71% > piE & <0.001) v oM 21 T i
oS4 o dapivirinef2 g R RIL G BB F D € oA B 4
MmOERIES BEFOEES s LR 48 kp 21k

I ELE R
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T AR e o P IR el U 21 1 b AR
Fri-

=y 6 0 ASPIREF® 7 Bl Ff+~ 5 & FMTN 025-
HOPE# % 7%, F - BRAREHS  BELRAE 1 0 JEASPIRE s7#
v I EREE R dapivirinel‘%i‘ﬁlﬁﬁﬂz}ﬁ?ﬁﬁ%ﬁ ST T B
It - &0 AHOPEF T ® » TR 4 & ,e’}?ai g 4 KL 27/F R
CE(VCRYBELAMET L) o P HOPER § S8t v
B 5 ASPIREF™ 1 =4 mﬁ‘&%’—“z 7 # B crdapivirinefs g ¢ * x\ﬁ
JEE -

[Z+ % 2 12]

gzt F 227 RINGHE T 0 F B 2oyt R e R SF
472 NF et GRS @D 5 LM LR 0 P ke
R LA UG 48% r2.9% N EHRL Y BARR L P AR
) ﬁ Ry P eang R E igltbn LEREFT B2 JwﬂF’rs
3 RES AN A LF %

2 b ERINGFE § - % > A2t FASPIREF § 4L > F %

SAcHPBEE NG Wk Fo K k800 T Ao A S0 M
o B P ERA VR o A B AW LF At pldp g Mo

[FofF 12 & FI % %]

&RINGF 7 ¢ » § 2o 2 {R WATR A HIVehL 32 ¢
18.2%% 16.1% % F 44247 H ik 7 o dr41 (NNRTI) hin
F5 5 GASPIREF 7 ¢ > & B 8 12%% 10%5378 %+ § 1R
T4 2P L R AR )AL (NNRTI) chfidi 45 g %
WA SR e R e R 2 fRE A Bl T St P g oo
R B4E - AT kF > GRINGFE § 4L > 22 e i 4
FOOHPR R FE A 4 RS EIBBAGHRE IS A E13BA B
SRPLE T i € U rilpivirineshis o vk o Ft o (S HE Y Fup
Fiapriz v g g L%

[k &4 K7 5]
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2 b BRINGI-ASPIREF= 7 7 » 4% dapivirinerklgI%
LA FHIEERAY S8 i LA R ALY 0 AR A S A
A FHIRF ot B> 3 ﬁE_’F‘K, F s oeng B30

[ &)~ 2]

Pt BRE L %Jfg\; AHIVE *Gend 4 8-~ 4@

* dapivirinel&:g RIE P HIVE 2 a8 £ % 5 ¢ > 8228 ARINGZ
ASPIREer#= 3 ¢ » 2@ & |47 # dap|V|r|ne k3 BFREFHIV

B Rt s g Jﬁiﬁdaplvmne FREEr 2 £ R FlEz -

B F A TR mﬁ : ,éﬂf}élﬂj%mﬁllkﬂﬁ » $HAHIV

LA AR o B2 SR iiﬂﬁhﬂﬁéqx%ﬁmé%pmk
r’v’ﬂﬁ:ﬂﬁé’f AIBZFINHRBLGAHTETE  Ra » T EREDE

R R H }1‘ pPAFFTEERIBEIR DA £

¥ % *oehil F” Tk FRRFER R R EH AR &

B 2 HIVeh &2 2 £ 89 i¢ * dapivirinets i I%m«g At ek B
F3AF o RS dapivirinefs s Bk e ﬁin AR > FlpH ¢
BABEZRE R

!
2
|
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5. # %9 i+ (PROVIDING PreP)

5.1. 4ci® 2~ (How to access )

FFREPEPHRK (4T F47FEER) TN E
FiP 3 Rk BT LR EIRIEL %itﬂ#g;a (25 F %
FrbE A FCBABEP AL LG4 B> = a2 2D
A > A iﬁpﬁ,&ﬂ%i -

N

'/?‘5"* (8% %*)&4>/r/§‘%ﬁ CR

5
PRRERBEHpE (B PO PRE > kB EEpE
B R E Pl’izi‘—@g}‘%@ﬁ ENR AT iﬁ‘k’*#ijﬂiw;/;ﬁ‘lﬁi’
SRS X8 #Bl’&gé'ﬁ‘ﬁn AF o ,j,«'v:«pa;‘;/,;r;bgy%?,ﬁ&%
I r—»"i”{ ZApM kK Lis 0 > 7 ,;;?55;.;@“%]%?, oo A2
RALWAERE 2 FRGrE? PrEP-

P PrEP 2 p %980 » 3 3R enx B HET - EF
ARt R LT T ARSI RS A E
ERZAM SRR F T EEF R A RFLERDE 0 F A
S CPRPEP 7 AZiE 3 B * (& 5 903 ) 2 & o 23K »xd 4t
| cabotegravir (CAB-LA ) » B i% %5 FF2P i & 2GRz Bt B.IE
e

#£12023%87" > ARz F TDFFTC 2 4 ¢ » Truvada®
#7 Tenoem ¥5P~{8 & & % %7 * 3> PrEP 2_if &g 5 » TAF/FTC
Pl % Descovy® e B 30 Tenoem 5 = ¥+ — -1 TDF/FTC F = & &
CESHE AL PRUEY N AT IEF 2L F L ﬂfoﬂw’
?xi*?*réé\ﬁ’»waﬁ%#‘”?PEG\/»\%#EE?’%'» 3"};’- B
NPPRIAM RS
I ek & 0 3K PrEP @ oL PR -

5.2. @ * b %% &35 (Risk assessment and counseling )
5.2.1. PrEP s * 3% G

&i@m@m'ﬁi@%iiﬁﬁHW(%%%iéﬁi
7)o d % PrEP & 5 304 chfd % ﬁ*&%#ﬂ I S
waéﬂpmpﬂhmvMg@@*ﬁ4hﬁw’ﬁa%ﬁ$%
—'%E'r.o?]““’“/T‘”’@Fpi%ﬁﬁxﬁ'*"ﬁzi”‘ HIV g % > & ZFza I A
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S HIV R e Mo > 48 S T8~ 2 B e
']3' > 5&'}7}‘* T B E o dek g g RIWE &L
5 PrEP > %3#%% HIV g %4 15 » 11 FiFiE o

Foa PrEP 2 A f325% TR AP E 35 0o 7 0 b 2 %
FILWET SIS T 0 S PrEP LR - Fie* Fp %
p@%HWiE%ﬁﬁﬁ EHHLEFFIALERER Y

PrEP 2 22 @) ie? 18 » BV T TR '%GITR A HEF o
5.2.2. PrEP ik *%&: %15

PrEP cr %P A b X e - b ' (7 53 FH 87— ﬂ;;};;;{;f-
BoBPRGASXTASIEL o A LHER T LA

TiE- Ak (B1):
5221 M7 5k %R

FRAFELE R EEI AL AR B

X3
,Er:&FIFK ‘7

FRIIUGELE FRENTE-FRERORIETER
HIV chh % o 223k 8 PrEP 6= & e

1) B4 =B P BREITL (BESAEIEr ) 4o
(2) B2 = B PSR LB

(3) #iE i HIVE %% 4o

@) FABELpEEE R SRy F T o

(B) B4 — £ F gy ARMEL K FEIFHEEE (nPEP)

57 o

gL b gk 10
index) %%k % (%
£ 4 R4 HIV k%

—*ﬁz'a T 5 T HEFER% TG4 (MSM risk
45 3) B F A A 10 A pE o 2l
EH& gL R PrEP &1 HIVE % -

%;ﬂ,ﬁg&,ﬁﬁ;—‘ﬁ R RENMTE-EER RS ELF R

A HIV ek Y > 228 %5 PrEP a3 ® i i 42
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(1) &g 5 HIV g —’1'0'?]’ °

(2) 1 % -

)

B2 sEMTim,» P2AFREY BEEEFMEFTE ©
(4) #2957 Pop2gaes nPEP # -
52.2.2. LB EH 75 b ‘&I

FEARRLE o 2 6B ) LT ELHAFEAR
2N QA N & FE ORISR g 3 o ok R
wE T > EFAR O AR o FFEu AN
gl FURNO R S A (a LR TR A
v % TE i B3 R % HIV ik %% » 23k 84 PrEP (=

Pk BSOS
&3 Bk

ne

-~

5.223. - BB b faiER

“,%”J Fith'eiT AR @ F PrEPw > 2 REFTRE
IR EE T TR E LR S N
R B R EPES (4o A2t &) £ T ﬁ}i Y

FRE ISR

T A L PrEP th# & 5 o ﬂxiﬁél;\égi.’i\,;@@r —‘}5%";4
7o CrCl f;_’f /%g’v 4o
CrCl % 60 ml/min ™ + @ & $rkE> £ £ o

CrCl 4+ 30 2 60 ml/min @ # 2 xe™ v PR TDF/FTC -

CrCl -] »* 30 ml/min : # 23k > T PR PrEP o & 4k ™ i1 5
A PrEP » JE 4c 3% KRB (E® o

523. T &L & * PrEP iht B

B e # PrEPm“’?FﬁPLi%iﬁal 412~42% 438 o 1T
BEPEP ¥ A dmaF Bl b ' o

Vi 34E bREYF G &4 HIV ek 's > @& * PrEP
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Tl AR A HIV R G 0 s A B R HIV o
??b:ﬁ.oﬁ‘iﬂwélk ’i#p&%&?ﬁrf}; .-t";i'élfl"q' Y %K‘q'l
PrEP ¢ #f 4§13t i rnengg 3 960

B v PRA] SR & 0] PrEP AF F i sl g
HE 0 W ECh @2 TG PEP e SRR T 0 SRR F
PANAFLTRL Y 2 T 0 40+ PER A 7
o Bt PrEP enfRsk 55k AR A Ko

R E ¥ L PrEP ch @ &g %—:«& FERALB W 24
£ HETis b5 ER Zi e J& B & By f# PrEP #7a
I B A ‘;f;[n\n g » /-’L TH_E ¢ * PrEP o

53.1 * w3 @ WA ¥ 2 ;835w (Consultation on dosage and
modality )
5.3.1. PrEP ek &2 ik

Banig * PrEP # > & A 1 K AnER & FER o P

g

(1) Brfeie * Fenh ‘e i7 5 (342 522) #p i@ * HHIV
FEF g e

(2) Brfeie * % axie v PrEP 2 #45 -

(3) 417 & 47 PrEP F4 2 R ~ AA] - BB~ Fhlicr
g U (LA S) e MR REFFRE IR
2 RR T&&fﬁﬁz%’* X0 dHmoo FESTE
EIR o

/l& <
I /r\' i

AN

(4) 333 PrEP enifdisx 4 & v JRE$r croig ji s ~ wop (1 55
POKEREBZRAELZ RAPM - ZR % ﬂ*”ﬂi
PR COPRE S ~ L v B g\ ,Bé_;}ﬁ']wlﬁ;% Fe xR
B E BeHAy K& kR KT HIVE % o

(5) P PrEP @ H g1 HIVR Leh= N2 - » @iz &

Ib'h‘..‘ffﬁ’ﬂhr%%‘ﬁfﬁ‘?‘faagﬁ'ﬁic’w/;'}’?' ;%
Zr2PELZDERY FERE AT Hffﬁmi%"
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(6)

(7)

(8)

(9)

FRYE e rRPEP I RM R ¥ S A (A
53.3282 53.33)  Bf# ¢ * & 414k P PIEP JRF HS
TR LR LIS S ST P
P& ET LpfrﬂzPrEP FETAR 2R XA
¥% p v L PrEP:

. “'E‘I‘/—}—E"J-—Q :I‘i
W s
W BIFpdd Ry

)

o
H

AN E TR RS RE kpER* PrEP (PR ¥ 3
V(e alimatltimaie 888 - B35
{87 X HPRBEPER)

)

| ERE ATt Ul Sl e NN £ 2
W - BASAGE T @ hs A2 PG

P B, U PR PrEP it 73 5V o Ao % T F HLER T
PrEP > ¥ F ihre— X $H9EB HIV 2 € § % X 258 o ¢ &
Ifui»;&"c Ry 0 52 A LR R A # Bﬂjﬁi&“c
ZoArSk p R Lo B 0o ¢ S E % - X aigiTeg
EpErl o> WZIRT § X chEH o

Fier e e % e PrEP P R ¥ 25 (GER
533.1)  Blf#iR ¥ 2480 FR v LB WP L
¥ 21 5 CAB- LA A

)
It

o

FOE M ] P @ % 5 387 PrEP (" dapivirine & i
) DIM RN B fRR Y F L R v Sl
Mo mp v { # dap1v1r1ne £ip Tt 03 5 o

(10);@ AT ;th,z "'L”); 8 Rl R 3R o T2 % ﬂv‘}\zml L)

SR R AT 0 F 3 ZEVEATE S R EH o

% PrEP {5 » » FHORY FHERAFEP M FFF



(1) ek » Feph'gi s (GER522) &9 4 &% (hHIV
R o

(2) Brjav PRPEP ¥ L@l ie* - ¢ 355 A WA~ MER
MR Rl I ¥ ARE- B 2 (5 o

(3) B PrEP £ % 214 > 24 B 7 chif Bt % B 2t HIV
}rg\;ﬂi-ﬁl%? r JR TDF/FTC f&/% + €% >0

Q) BRAFERRRE R RARPFTLEFTLEHIR S
¢ 5AEZBY - ZehHIV S -

(5) 0 & * & i € * PrEP i Ay -

(6) 3= v PR PrEP ¥ 2 JRE "B fi 4% » o % PrEP e 22 )R
%%&ﬁéﬁﬁ%’ﬂwirmﬂﬁﬂﬁiurﬁﬁﬂ
HHPN G EHPEFER AP HIVE F -

(7) Rt 2igrF-p miaagﬂww\§4d*ﬁu* B
F B % PRZ g m‘é‘-ﬁ Mo do P FEIRE (@ 7 A
£ ‘EL’*‘FM Hu AR F0 ) HEREARARFAR A
4 TRsEN Y R T FNAE SR TP E 2 RE
ﬂfﬁi’ /mjo@% PEBEmopFEL o

53.2. PrEP 4 M chiE % B 2 3 (€%
r R TDF/FTC

FTC 22 L 3RA chiE$e 't B 2 5 (8% o 2Ram > JR* PrEP
g E TR N TDF L T § A R ES
ﬁgﬁ&%%@ﬁijﬁ?’@%ﬁ$*m¢@l¢ iy
H_TDF a3k & 5 o B AP+ oo PR#M}I%-& 2 4= adefovir # 1#
TDFFEFE?‘%’*  E RV R g s T ?h&y B TIDF ¥ e 3 2
I3 Er g i%#’*%*jfr_ hiad w FFfo TDF ha 3
T% 7ilp 4 2RI F ~ ks (http:/www.hiv-
druginteractions.org/ ) o

SR

T JR TAF/FTC
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21 -‘I,ii e %  (rifabutin ~ rifampin ~ rifapentine ) £2 potent
CYP3A4 or P-glycoprotein inducer & TAF 7 £ 4 fF e 3 iv%

v g M TAF chi ¢ R R (BEF PR T4 0 BB 27T
TAF enfmiz f kB 733 TDF 8 #* prenfmie pER ) FM o 40
BN A R H (D)

+ ?c4-%] (Cabotegravir)

T R 2. % $» (4o carbamazepine ~ oxcarbazepine -
phenobarbital % phenytoin) ~ % %5 in i # 4+ (e rifabutin »
rifampin % rifapentine ) ¢ £¥ cabotegravir § ¥4+ < 3 1T * > FF %
cabotegravir fe.x ® Jk B » # {527 cabotegravir [r PFi¢ % o 3 4%
4R~ 4T S4B E 5 BB S WAIEARIERATR T cabotegravir w7

R {sw ] FEIRF o

5.3.3. PrEP chig # = 3t
5.3.3.1. % x4+ #| (cabotegravir)

CIRE A (LR ) ERY # #t cabotegravir § 5 7 2B
S PIIER > FATE AL cabotegravir T EA 5 EPE o R
cabotegravir © R4z (= P — 3f cabotegravir 30 mg 4z » 123k
EEPRT ) o

% — X35 E suégt# (cabotegravir ) ¢ AR & auis BRIR {2 2
eh b %% 03 bk— A 3 mL (600 mg) cabotegravir > I &4PF R

LERL FEAGEE BRI CIREANP LR F TR B
fe— P @f”/lﬁ'f

AB S -4l B (20 28P ) BiBE S Z 153
mL (600 mg ) cabotegravir o % = =t (%) 2 (s 155 =1
ARl 2B Y > & =X Er- & 3mL (600 mg) cabotegravir e

N

€T FARPLIL RIS R I BRR Y HBAT SR
'71’4:#&‘3 P o FY RBE A i‘i?PSSO—EI’bp B ' fe
BiZwp o Ekd FAS 0 RPIEP FF L FRE B OR #
HIV L' o 5 LB IEAZE 161 FIBFER T > v
PFOEAR 5 % — L8 sngtA (cabotegravir) o £ #7135 PFAR o
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0 1 2 3 4 5 H i

-‘JlP \~4
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(2
v JR# Y TDF/FTC &5 § B+ f%§dﬁ4 SR 5 E
B%'}V’b'?llllﬁ g ( il,;,g’# miy,ﬁ),TAF/FTC@:
;‘?i"q' 2 FPRI% E FFR}&;}%Q’J% * = ;?M;l—ﬂ,ll—r;ﬁ,]ﬂ? .

533.2. & pi* (Dailyuse): - % 1% [ TDF/FTC, TAF/FTC]

TR FE PR VRIRERFER R F AR
FELPR* — 3F > F]& P JR* o M) B ER AV R -

533.3. %% k% * (On-demand or event-driven use) : & = {4
5 2 CM* 438 > Wi * ¥ TDF/FTC
(DE=PF S ™ H0gEd 1% 2HFEEH 21 24
PEPRH® 2 3F 0 JREF (S 24 ] PF ~ A8 [ P o LPRF 13 o

> ZRSF BRI F2UEFLF AL EHT R 10
Bho @ FPRF NS R T R 6BRY 23 (F W
2-24 ) BEPR* 23F ) EHp - pAL b GELE LPR* |
3F (PREF(5 24 ) Pr ~48 /| FE 2 1 %) o

HxT EHH




OEE SR R A
4 ] PEPRF 3 3F 0 IR E SR IR
ERES-MELZE20 50 @iT1@w°&
BB R 2 P AR E L] E Ry E K PRE P OpE %
%af»%buﬁmﬁwﬂ%«waﬁnﬁﬁn’a;uiﬁ;
w4 hpEy] o

> ZRIN BRI Z2EEFLIFARIRR (EDHT -
- ~ P ) fﬁ»lv"«k'ﬁlf”ﬁ u“:‘fitﬁpﬂ ’ T%?’%PR?%EE
SEH TR 6BLRY 248 (E W 2-24 ] PBEIR 2 3F)
EHA s poLt 6BREPRY 1 3E (FHIRE) -
ZBP OBEIRY 13 e

BT R

l v | v ] v ] ] |
0 1 2 3 4
AT FR;—’E"“ {& R:’—%fé B {8 (s
2-24 | p* 5 1= 52 HF s s HiF 51
2% 1 58 1 3¢ 1 3f 1 3¢

(3) B is - W%ﬂ%*%ﬁﬁ%@@w+%7%:g@%
-ﬁ&&f KPRFFEYP G TP L R T X
¥ = ﬁﬁaa~2¢24wﬁhffRﬂ—ﬁg’vwwﬁél-
24 ] FE AR PEIRE > AP X RE RET R BRI

']‘i&%‘?’: o

> ZRFN BRI LIMEELIFAEELEY- 2 A
Bt (EBfsi- XPREDEFXIMEFLERFIE ] T 2 )
o KIRY L R - g 6mgRY 247 (¥ 9 2-24
JPEPRF 23E) B s ZHb b 6ERE LPR* 13
(PRE(S 24 ] pF ~ 48 [ PR E 130 ) A~ 8Lt 68K
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* 13 (Bts- XPREF|IEFZPEFLERTIE ]S T2
¥ 224 ) PEEEIRY 1SR ) AP ~ -8R 6BEL
LPRH* 13F (PRE(S 24| FF <48 ] PFF 2 13f) o

B - RIREIFABEIREFE]T X W6

| PE 24 ] pE_24 ) B

B PrEP Bdpz o s 2xtea M THp (6% 47)

5.3.4.1.

5.3.4.2.

5.34.3.

5.3.4.4.

HIV testing : %] 5 PrEP ¥ s # A2t HIV R —’lbiz V IEIR R
A 7 HIV 2 3c = BliE (NAAT » "I’}]%Jr % f&%ﬁ%%)
ATk F R R pg}?‘-%f THEiER A D T FEIEHIT
NAAT > " % = A& F v X ’F 9L,Ji/i'-@f:r’]fﬁ,5@ ('!1\."
EIA ~ PA 2 Fl /Fudl4f & Atk @4 £ 8 7 &
Rk P o

5% - PrEP * 25 TDF/FTC 7 £k # * %A CrCl <60
mL/min z_ &—‘ﬁ s TAF/IFTC # #£2x# * A4 CrCl <30
mL/min 2 ?,—‘F'? o

Feite ¥ 0 TDFIFTC chi e gl i % 2. — > £ F# il o0
LSRR B R A e B Rend A g
Flb ffe * PrEP kG AR B AR ¥ Rk 0 27
£ 7 Fd ARt o

B ii'l 2 C A% K AL TDF/FTC 2 TAF/FTC ¥ %t HBV
Frd)rch o ¥ ¥ £ i) # % TDF/FTC & TAF/FTC
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P F g S REBIER N B AT kg (T T
B2k e B s PrEP ¥ Stk B A ki 0 F 4B
APFR A R~ 7 HBVFAE - 7 %5 BAPF LAY
FEBAPFUA RE 0 PR HIRPTHN T A

* PrEP 12 % %% PrEP ¥ » $ | § R 9F# i ch@ v » ¥
AL AT NRERITL AR > M2 S FRET T B
SR hEME T ¥ - 3G o d TR Ep Ly
LR % CAPF L chig oo Fub 4 & PrEP @ ¥ g it o o
s B g4 CAPFLenh 'k > Ek tid * PrEP % 7~
g CAPFIGR -

N
3

5.34.5. MRl : WAEE B AL B LR o bt d R 2
CEE RS T2 SR RECEREY o3 o

5346. %% I HHTREEERE > FFWRE S EY 412>
42~431a% 523 & -
5.4 % i B2 ¥ 5% (Follow-up and monitoring )

% PrEP:2 7% > 2B IF DT R T RHIA P 2L
TRhpm (2622 7)) % v JREFF LY 541543 @ (¢
* £ »z4-H| Cabotegravir PFR| %4 544 -

—~

541 pR* TDF/FTC & €_TAF/FTC —‘F'T & 3B ZEGFIAE

5411 HIV#% : 5 =B 2f7- &k > T = 44F7 &
PHIV B %2 e W FE R PIEP @ * & 5 AR AR 4K -

5412 Z #4443 'F'L'Tg’ng’- Bl o

5413 FRZEH g iv* > JREGKM I EF 5 B4 HIV 03 b
AT S

5414 wkit ¥ F g B Xy R EATHPEP AP M T
5.42 Jr* TDF/FTC & 2 TAFFTC ¥ » % 6 i ? F & {75
5421 FRIF i (eCrCl)  ERIRF (S 3B FHepl > F 13

2B - = o
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5422 §REEHEG HB BETH G OFER > Gl4oF o BE
W *Q%%iﬂ%ﬁﬁ’ﬁiMﬁaﬁﬂﬁﬁ%
Bldo i T £ E G B AR

5.42.3 % eCrCl=60 mL/min pF » ¢ 5 | j 7 G frcE
FHcH e 4 AR

5424 #eCrCl#EFH > (2 m=60mL/min) > & L%
FRFFRPEEE PR RETH AL R

8
5425 #FHR BB HLBLRE s B E i S AW FE R
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% 3. PRISMA 2020 flow diagram
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'+4% (APPENDICES)

‘it4% 1. GRADE 4

Author(s):

Date:

Question: Should emtricitabine and tenofovir disoproxil fumarate (FTC—TDF) compared to placebo be used for in high risk men
and transgender women who have sex with men

Setting: Brazil, Ecuador, Peru, South Africa, Thailand, USA, Kenya, San Francisco, Atlanta, Boston, France; United Kingdom
Bibliography: Grant. 2010. Solomon. 2014; Buchbinder.2014; Liu.2011; Mutua.2012; Monila. 2015; McCormack. 2016

Quality assessment No. of patients Effect
No. of Study Risk of Inconsistency | Indirectness | Imprecision Other TDF/FTC lacebo Relative Absolute Quality | Importance
studies design bias y P considerations | or TDF P (95% CI) (95% CI)
HIV infection(FTC/TDF vs. Placebo) (follow up: median 1.2 years; assessed with: Intention to treat analysis)
Ref!®  |randomized |not not serious not serious not serious | none 38/1251 | 72/1251 HR 0.53 |27 fewer per 1000 | @DD® |CRITICAL
trial serious (3.0%) (5.8%) (036 to (from 12 fewer to | HIGH
0.78) 36 fewer)
HIV Infection(FTC/TDF vs. Placebo) (follow up: median 1.2 years; assessed with: Modified intention to care analysis)
Ref!®  |randomized |not not serious not serious not serious |none 36/1251 64/1251 HR 0.56 |22 fewer per 1000 | @®®® |CRITICAL
trial serious (2.9%) (5.1%) (0.37 to (from 8 fewer to | HIGH
0.85) 32 fewer)

HIV infection (immediate daily oral TDF-FTC (245/200mg) vs. deferred daily oral TDF-FTC) (follow up: median 1 year)
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Quality assessment No. of patients Effect
No. of Study [Riskof| . | lidirectness |Imprecision Other TDF/FTC| | Relative Absolute Quality | Importance
studies design bias y P considerations | or TDF P (95% CI) 95% CI)
Ref'®  |randomized |serious| not serious not serious | not serious none 3/275 20/267 | RR 0.1456 64 fewer per ®ded |CRITICAL
trial (1.1%) | (7.5%) (0.0438 to 1,000 MODER
0.4844) (from 39 fewerto | ATE
72 fewer)
HIV incidence (per 100 person year) (immediate daily oral TDF-FTC (245/200mg) vs. deferred daily oral TDF-FTC) (follow up: median 1 year)
Ref®  [randomized |serious| not serious not serious | not serious none 3/243 20/222 | RR0.1370 78 fewer per ®®de® |CRITICAL
trial (1.2%) | (9.0%) (0.0413 to 1,000 MODER
0.4549) (from 49 fewerto | ATE
86 fewer)
HIV infection (On demand oral TDF/FTC compared to placebo for PrEP for HIV infection)
Ref’®  |randomized |not not serious not serious not serious  [none 2/199 14/201 RR 0.86 10 fewer per | ©@ODOD |CRITICAL
trial serious (1.0%) (7.0%) (0.40 to 1,000 HIGH
0.98) (from 1 fewer to
42 fewer)
Any adverse event (FTC/TDF vs. Placebo)(follow up: median 1.2 years)
Ref!'®  |randomized |not not serious not serious not serious  (none 867/1251 | 877/1248 | RR 0.99 | 7 fewer per 1000 | @ODD |IMPORTANT
trial serious (69.3%) (70.3%) (0.94 to (from 28 more to | HIGH
1.04) 42 fewer)
Any adverse event ( elevation of creatinine: FTC/TDF vs. Placebo) (follow up: median 12 weeks)
Ref'®  |randomized |not not serious not serious not serious |none 37/62 25/62 not SDDD |IMPORTANT
trial serious (59.7%) | (40.3%) estimable HIGH

Any adverse Event (immediate daily oral TDF-FTC (245/200mg) vs. deferred daily oral TDF-FTC) (follow up: median 1 year)
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Quality assessment No. of patients Effect
No. of Study [Riskof| . | lidirectness |Imprecision Other TDF/FTC| | Relative Absolute Quality | Importance
studies design bias y p considerations | or TDF P (95% CI) 95% CI)
Ref®  |randomized |very not serious not serious | not serious |all plausible 21/275 6/275 not ®® |CRITICAL
trial serious residual (7.6%) (2.2%) estimable LOW
L confounding
would suggest
spurious effect,
while no effect
was observed
Any grade 3 or 4 adverse events (FTC/TDF vs. Placebo)(follow up: median 1.2 years)
Ref!®  |randomized |not not serious not serious not serious  |none 151/1251 | 164/1248 | RR0.92 |11 fewer per 1000 | @@ ®D |IMPORTANT
trial serious (12.1%) | (13.1%) (0.75 to (from 17 more to | HIGH
1.13) 33 fewer)
Any grade 3 or 4 adverse event (On demand oral TDF/FTC compared to placebo for PrEP for HIV infection)
Ref®  [randomized |not not serious not serious not serious |none 19/199 15/201 not ODDD |IMPORTANT
trial serious (9.5%) (7.5%) estimable HIGH
Adverse event (On demand oral TDF/FTC compared to placebo for PrEP for HIV infection)
Ref's randomized |not not serious not serious not serious  [none 186/199 | 181/201 not SODOD |NOT
trial serious (93.5%) | (90.0%) estimable HIGH |IMPORTANT
Adverse event (FTC/TDF vs. Placebo) (follow up: median 4 months)
Ref”  |randomized |serious |not serious not serious not serious  |none not ®®®O | IMPORTANT
trial 2 estimable MODER
ATE 1
condom use (FTC/TDF vs. Placebo) (follow up: median 1.2 years)
Ref’*  |randomized |not not serious not serious not serious  |none 72/753 681/753 HR 5.17 | 96 more per 1000 | ©ODD |IMPORTANT
trial serious (9.6%) (90.4%) (1.58 to (from 71 more to | HIGH
16.94) 96 more)
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Quality assessment

No. of patients

Effect

No. of Study [Riskof| . | lidirectness |Imprecision Other TDF/FTC| | Relative Absolute Quality | Importance
studies design bias y P considerations | or TDF P (95% CI) 95% CI)
Condom use (TDF vs. Placebo) (follow up: range 3 months to 24 months; assessed with: Any unprotected anal sex)
Ref””  |randomized |not not serious not serious not serious |none OR0.76 | 1 fewer per 1000 | @ODBD |IMPORTANT
trial serious (0.60to | (from 1 fewerto 1| HIGH
0.98) fewer)
condom use (TDF/FTC vs Placebo) (follow up: median 1.2 years)
Ref!®  |randomized |not not serious not serious not serious |none 732/1251 | 753/1248 not SDDD |IMPORTANT
trial serious (58.5%) | (60.3%) estimable HIGH
Sexual Partner number>5 (FTC/TDF vs. Placebo) (follow up: median 1.2 years)
Ref'®  |randomized |not not serious serious 3 not serious |none 52/1248 | 635/687 | Rate ratio -- per 1000 DD |IMPORTANT
trial serious 4.3 patient(s) per | MODER
(3.3t05.7) |years (from--to - | ATE 2
-)
number of partner at 3-9 month follow up (TDF vs Placebo) (follow up: range 3 months to 24 months)
Ref?®  |randomized |not not serious not serious not serious |none RR 0.85 1 fewer per 1000 | @ODD |IMPORTANT
trial serious (0.76 to | (from 1 fewer to 1 | HIGH
0.95) fewer)
number of partner at 12-24 month follow up (TDF vs Placebo) (follow up: range 3 months to 24 months)
Ref?®  |randomized |not not serious not serious not serious |none R 0.82 1 fewer per 1000 |[R 0.82 |1 fewer per
trial serious (0.70 to (from 1 fewer to 1 {(0.70 to | 1000 (from 1
0.97) fewer) 0.97) fewer to 1
fewer)

Bone Mineral Density at Femoral neck (TDF vs. Placebo) intermediate (follow up: median 12 months; assessed with: the intent-to treat analysis)
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Quality assessment No. of patients Effect
No. of Study [Riskof| . | lidirectness |Imprecision Other TDF/FTC| | Relative Absolute Quality | Importance
studies design bias y P considerations | or TDF P (95% CI) 95% CI)
Ref”  |randomized |not not serious not serious not serious |none 49/52 47/50 Estimation | -- per 1000 (from | @®®® | IMPORTANT
trial serious (94.2%) | (94.0%) of the --t0 --) HIGH
incremental
% 0.37
(-0.80 to
1.50)
Bone Mineral Density at total hip (TDF vs. Placebo) intermediate (follow up: median 12 months; assessed with: the intent-to treat analysis)
Ref”  |randomized |not not serious not serious not serious |none 49/50 47/50 Estimates | -- per 1000 (from | @®&D® [IMPORTANT
trial serious (98.0%) | (94.0%) of the --to --) HIGH
incremental
% -0.12
(-0.90 to -
0.60)
Bone Mineral Density at the L2-L4 spine (TDF vs. Placebo) intermediate (assessed with: the intent-to treat analysis,)
Ref”  |randomized |not not serious not serious not serious  |none 49/50 0.0% Estimates | -- per 1000 (from | @®®® |IMPORTANT
trial serious (98.0%) of the --to --) HIGH
incremental
0.12
(-1.00 to
1.40)
Any bacterial STD during follow-up (immediate daily oral TDF-FTC (245/200mg) vs. deferred daily oral TDF-FTC) (follow up: median 1 year)
Ref'®  |randomized |very not serious not serious | not serious |all plausible 152/265 124/247 RR 1.07 ©® |CRITICAL
trial serious residual (57.4%) | (50.2%) (0.78 to LOW
4 confounding 1.46)

would suggest

spurious effect,
while no effect
was observed
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MD — mean difference, RR — relative risk
1. As the study did not utilize placebo and blinded protocol, it is very difficult to demolish the effect of bias in the observation
of drug adverse effect.
2. Allocation to daily or intermittent dosing was not blinded.
3. Indirect compare outcome between group (only within placebo group)
4. The randomized comparison was biased by the greater number of screens for sexually transmitted infections in the
immediate group versus the deferred group (mean 4-2 vs 3-6), a consequence of more regular study clinic attendance to

collect prescriptions in the immediate group.
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Author(s):

Date:

Question: TDF and/or FTC compared to Control in HIV-Serodiscordant couple

Setting: Kenya, Uganda,

Bibliography: Baeten et al. 2012 ; Murnane et al.2013; Beaten et al.2015; Celum et al.2014; Mugwanya et al. 2015; Kibengo.
2013; Lehman. 2015

Quality assessment Noe of patients Effect
No.of | Study | Riskof || = . | o tness | Imprecision Other TDFFTC| | Relative Absolute Quality | Importance
studies design bias y P considerations | or TDF 95% CI) 95% CI)
HIV infection (TDF/FTC vs. placebo) (follow up: median 23 months; assessed with: modified intention to treat analysis)
Ref* |randomized |not not serious not serious | not serious strong 13/1576 | 52/1578 RR 0.25 | 25 fewer per CODD CRITICAL
trial serious association ! (0.8%) (3.3%) (0.13to | 1000 (from 18 HIGH !
0.45) fewer to 29
fewer)
HIV-Infection (TDF vs. placebo) (follow up: median 23 months; assessed with: Modified intention to treat analysis)
Ref* |randomized |not not serious not serious not serious | strong 17/1579 | 52/1578 HR 0.33 | 22 fewer per ®Dddd |CRITICAL
trial serious association 2 (1.1%) (3.3%) (0.19to | 1000 (from 14 HIGH 2
0.56) fewer to 27
fewer)
HIV-Infection subgroups of man and women ( TDF/FTC vs. Placebo) (follow up: median 18 months; assessed with: Modified intention to treat analysis)
Ref’® |randomized |serious? |notserious  |not serious serious none 13/1576 | 52/1578 | % efficacy | -- per 1000 ®dOO |IMPORTANT
trial (0.8%) (3.3%) 78 (from -- to --) LOW 3
(5610 91)

HIV-Infection: subgroups of man and women (TDF vs. Placebo) (follow up: median 18 months; assessed with: Modified intention to treat)
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Quality assessment No of patients Effect
No.of |  Study Riskof | = onev| Indirectness |Imprecision Other TDF/FTC| . . | Relative Absolute Quality Importance
studies design bias y P considerations| or TDF (95% CI) (95% CI)
Ref’® |randomized |serious? |not serious not serious not serious |none 17/1579 | 52/1578 | % efficacy | -- per 1000 ®®d(O |CRITICAL
trial (1.1%) (3.3%) 72 (from -- to --) | MODERATE
(35 to 88) 3
HIV-Infection: among women (TDF vs. Placebo) (follow up: median 18 months; assessed with: Modified intention to treat)
Ref’® |randomized |serious? |not serious not serious not serious |none 17/1579 | 52/1578 | % efficacy | -- per 1000 @D |CRITICAL
trial (1.1%) (3.3%) 71 (from -- to --) | MODERATE
(37 to 87) 3
HIV-Infection: among women (TDF /FTC vs. Placebo) (follow up: median 18 months; assessed with: Modified intention to treat)
Ref’ |randomized |serious? |not serious not serious not serious |none 17/1579 | 52/1578 | % efficacy | -- per 1000 ®dd(O |CRITICAL
trial (1.1%) (3.3%) 66 (from -- to --) | MODERATE
(28 to 84) 3
HIV Infection (TDF vs. TDF/FTC) (assessed with: Modified intention to treat)
Ref’® |randomized |not not serious not serious not serious |none 21/2208 | 31/2207 HR 0.67 5 fewer per ®edd |CRITICAL
trial serious (1.0%) (1.4%) (0.39 to 1000 (from 2 HIGH
1.17) more to 9
fewer)
Any adverse events TDF/FTC vs. placebo (follow up: median 23 months)
Ref* |randomized |not not serious not serious not serious |none 1362/1579 | 1350/1584 | RR 1.0065 | 6 more per SODDd |IMPORTANT
trial serious (86.3%) (85.2%) | (0.9524 to | 1000 (from 41 HIGH
1.0570) fewer to 49
more)
Any Adverse event (TDF vs. Placebo) (follow up: median 23 months; assessed with: intention to treat analysis)
Ref* |randomized |not not serious not serious not serious [none 1350/1584 | 1350/1584 not ODODD IMPORTANT
trial serious (85.2%) (85.2%) estimable HIGH

Adverse event (TDF/FTC vs. Placebo)

93




Quality assessment

No of patients

Effect

No.of |  Study Riskof | = onev| Indirectness |Imprecision Other TDF/FTC| . . | Relative Absolute Quality Importance

studies design bias y P considerations| or TDF (95% CI) (95% CI)

Ref”7 |randomized |serious #|not serious serious 2 not serious | publication not ®OO0 |NOT
trial bias strongly estimable VERY IMPORTANT

suspected & LOW %3¢

Any adverse event (TDF vs. TDF/FTC) (follow up: median 18 months; assessed with: intention to treat analysis)

Ref’® |randomized |not not serious not serious not serious |none 2010/2215|2016/2212 not ©PP®d |IMPORTANT
trial serious (90.7%) | (91.1%) estimable HIGH

Any serious adverse event (TDF vs TDF/FTC) (follow up: median 23 months; assessed with: intention to treat analysis)

Ref*  |randomized |not not serious not serious not serious |none 115/1579 | 118/1584 not ©edd |IMPORTANT
trial serious (7.3%) (7.4%) estimable HIGH

Any serious adverse event (TDF vs. TDF/FTC) (follow up: median 18 months; assessed with: intention to treat analysis)

Ref’® |randomized |not not serious not serious not serious |none 207/2212 | 209/2215 not ODDD IMPORTANT
trial serious (9.4%) (9.4%) estimable HIGH

Any serious adverse event ( TDF vs. Placebo) (follow up: median 23 months; assessed with: Intention to treat analysis)

Ref* |randomized |not not serious not serious not serious |none 118/1584 | 118/1584 not ©eDd |IMPORTANT
trial serious (7.4%) (7.4%) estimable HIGH

Any grade 4 event ( TDF vs. Placebo) (follow up: median 23 months; assessed with: intention to treat analysis)

Ref* |randomized |not not serious not serious not serious |none 34/1584 | 39/1584 not ©DPPd |IMPORTANT
trial serious (2.1%) (2.5%) estimable HIGH

Any grade 4 event (TDF vs. TDF/FTC) (follow up: median 18 months; assessed with: intention to treat)

Ref’® |randomized |not not serious not serious not serious [none 75/2212 56/2215 not SOODD IMPORTANT
trial serious (3.4%) (2.5%) estimable HIGH

Any grade 4 event ( TDF vs. Placebo) (follow up: median 23 months; assessed with: intention to treat analysis)

Ref*  |randomized |not not serious not serious not serious |none 44/1579 | 39/1584 not ©PPded |IMPORTANT
trial serious (2.8%) (2.5%) estimable HIGH
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Quality assessment No of patients Effect

No.of |  Study Riskof | = onev| Indirectness |Imprecision Other TDF/FTC| . . | Relative Absolute Quality Importance

studies design bias y P considerations| or TDF (95% CI) (95% CI)

Any grade 3 event (TDF vs TDF/FTC) (follow up: median 18 months; assessed with: intention to treat analysis)

Ref”  |randomized |not not serious not serious not serious | none 516/2212 | 482/2215 not CPPD IMPORTANT
trial serious (23.3%) (21.8%) estimable HIGH

Any grade 3 event (TDF vs. Placebo) (follow up: median 23 months; assessed with: intention to treat analysis)

Ref* |randomized |not not serious not serious not serious |none 293/1579 | 268/1584 not ©PP®d |IMPORTANT
trial serious (18.6%) | (16.9%) estimable HIGH

Any grade 3 event (TDF vs. Placebo) (follow up: median 23 months; assessed with: intention to treat analysis)

Ref* |randomized |not not serious not serious not serious | none 289/1584 | 268/1584 not CPPD IMPORTANT
trial serious (18.2%) (16.9%) estimable HIGH

Condom use (TDF&/FTC) (follow up: median 23)

Ref* |randomized |not not serious not serious not serious |none 27% at baseline not ©PP®d |IMPORTANT
trial serious 13% at 12 months estimable HIGH

9% at 24 months

Number of partner ( TDF/FTC vs. Placebo) (assessed with: Any sex with outside partner)

Ref* |randomized |not not serious not serious not serious | none 240/1579 | 225/1584 not CPPD IMPORTANT
trial serious (15.2%) (14.2%) estimable HIGH

Number of partner ( TDF vs. Placebo) (assessed with: Any sex with outside partner)

Ref* |randomized |not not serious not serious not serious | none 234/1584 | 225/1584 not CODD IMPORTANT
trial serious (14.8%) (14.2%) estimable HIGH

number of sex partner (TDF vs TDF/FTC) (follow up: median 18 months; assessed with: Any sex with outside partner)

Ref”  |randomized |not not serious not serious not serious | none 189/2212 | 199/2215 not CODD
trial serious (8.5%) (9.0%) estimable HIGH

HSV-2 (TDF/&FTC) (follow up: median 18 months; assessed with: Intention to treat)
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Quality assessment No of patients Effect
No.of | Study | Riskof || . | o o s | Imprecision Other TDF/FTC| | Relative Absolute Quality | Importance
studies design bias y P considerations| or TDF (95% CI) (95% CI)
Ref’”® |randomized |not not serious not serious not serious [none 79/1041 52/481 HR 0.70 31 fewer per ©DDd |IMPORTANT
trial serious (7.6%) (10.8%) (0.49 to 1000 (from 1 HIGH
0.99) fewer to 54
fewer)
eGFR decline (TDF/FTC vs Placebo) (follow up: median 18 months; assessed with: Chronic Kidney Disease Epidemiology Collaboration equation)
Ref” |randomized |not not serious not serious not serious |none 129/1545 | 129/1547 | HR 1.45 35 more per OeDdd |IMPORTANT
trial serious (8.3%) (8.3%) (0.71 to | 1000 (from 23 HIGH
2.48) fewer to 111
more)
Drug resistant (TDF/FTC vs. Placebo) (follow up: median 45 days; assessed with: standard Sanger consensus sequencing)
Ref®® |randomized |not not serious not serious not serious |none 5/25 2/58 not ©PP®d |IMPORTANT
trial serious (20.0%) (3.4%) estimable HIGH

MD — mean difference, RR — relative risk

75% reduction in HIV-1 acquisition vs. placebo

67% reduction in HIV-1 acquisition vs. placebo

The patients are not well randomized within the high risk subgroup. Besides, some characteristics are not pre-specified

or stratified and some were evaluated after randomization

4. allocation to daily and intermittent dosing was not blinded

5. indirect comparison intervention between group

6. produce low estimation of result with small sample size (72 volunteers)
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Author(s):

Date:

Question: TDF-FTC compared to placebo in people who inject drugs (PWID)?

Settin

g:

Bibliography: Choopanya. 2013

Quality assessment Ne of patients Effect
Ne of Study Risk of Inconsistency | Indirectness | Imprecision Other TDF/FTC lacebo Relative | Absolute | Quality | Importance
studies design bias y P considerations or TDF P 95% CI) | (95% CI)
HIV Infection (TDF vs. Placebo) (follow up: mean 4 years; assessed with: Modified intention to treat analysis)
Ref® randomized |not not serious not serious not serious strong 17/4843 33/4823 OR 0.30 | 5 fewer per | @HDD |CRITICAL
trial serious association ! (0.4%) (0.7%) (0.09to | 1000 (from | HIGH
0.98) 0 fewer to 6
fewer)
Any adverse event (TDF vs. Placebo) (assessed with: intention to treat analysis)
Ref® randomized |not not serious not serious not serious none 1091/1204 | 1083/1209 | RR 1.05 |45 more per | @ODSD |IMPORTANT
trial serious (90.6%) (89.6%) (0.89to | 1000 (from | HIGH
1.23) 99 fewer to
206 more)
Any serious adverse event (TDF vs. Placebo) (follow up: mean 4 years; assessed with: intention to treat analysis)
Ref* randomized |not not serious not serious not serious none 150/1204 171/1209 | RR 0.86 20 fewer | @HDD |IMPORTANT
trial serious (12.5%) (14.1%) (0.69 to per 1000 HIGH
1.08) (from 11
more to 44
fewer)

Any grade 3 event (follow up: mean 4 years; assessed with: Intention to treat analysis)
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Quality assessment Ne of patients Effect
Ne of Study  |Riskof | | . | Indirectness | Imprecision Other TDF/FTC lacebo | Relative | Absolute Quality | Importance
studies design bias Y P considerations or TDF P (95% CI) | (95% CI)
Ref® randomized |not not serious not serious not serious none 147/1204 142/1209 | RR 1.04 | 5 more per | ©ODOD |IMPORTANT
trial serious (12.2%) (11.7%) (0.83to | 1000 (from | HIGH
1.31) 20 fewer to
36 more)
Any grade 4 event (TDF vs. Placebo) (follow up: mean 4 years; assessed with: Intention to treat analysis)
Ref* randomized |not not serious not serious not serious none 28/1204 142/1209 | RR 0.90 12 fewer | @ODD |IMPORTANT
trial serious (2.3%) (11.7%) (0.54 to per 1000 HIGH
1.50) (from 54
fewer to 59
more)
MD — mean difference, RR — relative risk

1. 48.9% reduction in HIV incidence
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Author(s):
Date:

Question: TDF and/ or FTC compared to Control in Heterosexual

Setting: South Africa, Uganda, Tanzania, Zimbabwe, Kenya
Bibliography: Marrazo.2015; Damme.2012, Thigpen.2012

Quality assessment No. of patients Effect
alau Study design R Inconsistency | Indirectness | Imprecision ] LM 31U Control Relative S Quality | Importance
studies YaeSIEN | pias y P considerations | or TDF (95% C | (95% CI)
HIV Infection (TDF vs. Placebo) (follow up: range 12 months to 36 months; assessed with: Modified intention to treat)
Ref*®  |randomized |not not serious not serious  |not serious  |none 52/823 35/838 HR 1.49 | 20 more per | ®PHS |CRITICAL
trial serious (6.3%) (4.2%) (0.97to | 1000 (from 1| HIGH
2.29) fewer to 51
more)
HIV infection (TDF/FTC vs. Placebo) (follow up: range 12 months to 36 months; assessed with: Modified intention to treat analysis)
Ref*®  |randomized |not not serious not serious  |not serious  |none 61/1284 60/1380 | HR1.04 | 2 moreper | ®OD@ |CRITICAL
trial serious (4.8%) (4.3%) (0.73 to 1000 (from HIGH
1.49) 12 fewer to
21 more)
HIV infection (TDF/FTC vs. Placebo) (follow up: median 100 weeks; assessed with: modified intention-to-treat analysis)
Ref* randomized |not not serious not serious  |not serious  |none 7/611 21/608 | % efficacy | -- per 1000 | @HD® |CRITICAL
trial serious (1.1%) (3.5%) 62.2 (from -- to -- | HIGH
(21.5t0 )
83.0)2

HIV Infection (TDF/FTC vs. Placebo) (follow up: mean 2 years; assessed with: Modified intention to treat)
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Quality assessment No. of patients Effect
No. of Study design Risk of Inconsistency | Indirectness | Imprecision Other TDF/FTC Control Relative Absolute Quality | Importance
studies y g bias y P considerations | or TDF 95% C (95% CI)
Ref*  |randomized |not not serious not serious  |not serious  |none 33/1024 35/1032 | HR0.94 | 2 fewer per | @DDD |CRITICAL
trial serious (3.2%) (3.4%) (0.59 to 1000 (from HIGH
1.52) 14 fewer to
17 more)
Any adverse event (TDF?TFC vs. Placebo) (follow up: median 2 years; assessed with: intention to treat analysis)
Ref*”  |randomized |not not serious not serious  |not serious  |none 760/1025 | 747/1033 not SPPP |IMPORTANT
trial serious (74.1%) (72.3%) | estimable HIGH
Any Serious adverse event (follow up: median 2 years; assessed with: Intention to treat analysis)
Ref*  |randomized |not not serious not serious  |not serious  |none 33/1025 23/1033 not OPPP |IMPORTANT
trial serious (3.2%) (2.2%) | estimable HIGH
Condom use (TDF vs. Placebo) (follow up: range 12 months to 36 months; assessed with: Intention to treat analysis)
Ref*® randomized |not not serious not serious  |not serious  |none 763/880 742/872 not S©DDD |IMPORTANT
trial serious (86.7%) (85.1%) | estimable HIGH
Condom use (TDF/FTC vs. Placebo) (follow up: range 12 months to 36 months; assessed with: Intention to treat)
Ref*®  |randomized |not not serious not serious  |not serious  |none 760/888 742/872 not SPPP |IMPORTANT
trial serious (85.6%) (85.1%) | estimable HIGH
The number of partner sex (TDF/FTC vs. Placebo)
Ref*  |randomized |not not serious not serious  |not serious  |none Mean --per 1000 | ®ODD |[IMPORTANT
trial serious Reduction | (from --to -- | HIGH
0.58 )
(- to-)

MD — mean difference, RR — relative risk
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Author(s):

Date:

Question: TAF compared to TDF for HIV prevention among MSM and TGW
Setting: TAF/FTC vs TDF/FTC (DISCOVER study)
Bibliography: Mayer 2020.

Quality assessment No. of patients Effect

No. of .| Risk of . . - Other Relative | Absolute | Quality | Importance
studies Study design bias Inconsistency | Indirectness | Imprecision considerations TAF TDF (95% C (95% CI)
HIV incidence
Ref??  |randomised |not not serious not serious  |not serious  [none 7/2694 15/2693 | Rateratio | -- per 1000 | @HHS |CRITICAL

trials serious 0.47 patient(s) per | High

(0.19 to years
1.15) (from -- to --
)

Serious AE
Ref? |randomised |not not serious not serious  |not serious  |none 169/2694 | 138/2693 not SDDD |CRITICAL

trials serious (6.3%) (5.1%) estimable High

CI — confidence interval
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Author(s):
Date:

Question: FTC/TAF compared to FTC/TDF for HIV prevention in CG or TG MSM
Setting: DISCOVER study team
Bibliography: Ogbuagu 2021.

Quality assessment No. of patients Effect
No. of . | Risk of . . . . Other Relative | Absolute | Quality | Importance
studies Study design bias Inconsistency | Indirectness | Imprecision considerations FTC/TAF |FTC/TDF (95% C (95% CI)
HIV infection (follow-up: mean 96 weeks)
Ref'*  |randomised |not not serious not serious  |not serious  |none 8/2694 15/2693 | RR0.54 | 3 fewer per | @ODS |IMPORTANT
trials serious (0.3%) (0.6%) (0.23 to 1,000 High
1.26) (from 4
fewer to 1
more)
Safety (follow-up: mean 96 weeks; assessed with: serious adverse events)
Ref'*  |randomised |not not serious not serious  |not serious  |none 202/2694 | 186/2693 not SDDD |IMPORTANT
trials serious (7.5%) (6.9%) estimable High
Tolerability (follow-up: mean 96 weeks; assessed with: the proportion of discontinuation of study drug due to adverse event)
Ref*  |randomised |not not serious not serious  |not serious  |none 40/2694 51/2693 not SDODD |IMPORTANT
trials serious (1.5%) (1.9%) | estimable High

Cl — confidence interval; RR —risk ratio
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Author(s):

Date:

Question: Dapivirine vaginal ring (DVR) compared to ASPIRE for HIV-1-negative women

Setting: a phase 3B open-label extension trial of the DVR (MTN-025/HIV Open-label Prevention Extension [HOPE])
Bibliography: Baeten.2021

Quality assessment No. of patients Effect
Dapivirine | ASPIRE
No. of Study design Risk of Inconsistency | Indirectness | Imprecision Other vaginal Relative Absolute St Sponance
studies bias considerations ring 95% C 95% CI)
(DVR)
HIV-1 incidence
Ref> observational  |not not serious serious serious ® strong 35/1456 97/1316 not ®®d(OQ |CRITICAL
studies serious association (2.4%) (7.4%) | estimable Low
all plausible
residual
confounding 0.0%
would reduce
the
demonstrated
effect

Adherence: residual ring dapivirine amounts (follow-up: mean 12 months; assessed with: acetone extraction and high-pressure liquid chromatography (Parexel, Bloemfontein,
South Africa); Scale from: <0.9mg to >4.0mg)
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Quality assessment

No. of patients

Effect

No. of
studies

Study design

Risk of
bias

Inconsistency

Indirectness

Imprecision

Other
considerations

Dapivirine

vaginal
ring
(DVR)

ASPIRE

Relative
95% C

Absolute
95% CI)

Quality

Importance

Ref?

observational
studies

not
serious

not serious

serious

serious®

all plausible
residual
confounding
would reduce
the
demonstrated
effect

dose response
gradient

3.2

2.99

0

(0to0)

OO

Low

IMPORTANT

Safety (follow-up: mean 1

2 months;

assessed with: grade 3 and 4 adverse events)

Ref>

observational
studies

not
serious

not serious

serious

serious

strong
association
all plausible
residual
confounding
would reduce
the
demonstrated
effect

dose response
gradient

54/1368
(3.9%)

173/1313
(13.2%)

not
estimable

S1L])
Moderate

IMPORTANT

Cl — confidence interval

a. Compared by ASPIRE trail: Use of a Vaginal Ring Containing Dapivirine for HIV-1 Prevention in Women List of authors.

104




Author(s):

Date:

Question: HIV infection risk reduction in dapivirine vaginal ring compared to none for women

Setting: Dapivirine vaginal ring or none for women (DREAM study)
Bibliography: Nel 2021.

Quality assessment No. of patients Effect
Dapivirine .
No. of St Risk of | - SR I . Other p“jl ll laceh Relative | Absolute | Quality | Importance
u esign nconsistency | Indirectness | Imprecision vagina acebo
studies ¥ & bias ¥ P considerations g P 95% CI) | (95% CI)
ring

HIV infection
Ref®! observational |serious ? |not serious not serious  |not serious  [none 13 (2%) 52%) not ®OOO |CRITICAL

studies estimable Very low
Safety
Ref 8! |observational |serious? |not serious not serious not serious  |none 0/0 0/0 not ®OOQ |CRITICAL

studies estimable Very low

Cl — confidence interval

a: no blinding, no control group

105




Author(s):
Date:

Question: LA CAB compared to oral TDF/FTC for MSM/TG women
Setting: LA CAB compared to oral TDF/FTC
Bibliography: Landovitz 2021.

Quality assessment No. of patients Effect
No.of | o - desien | RIS OF | [nconsistency | Indirectness | Imorecision Other With oral | With LA | Relative | Absolute | Quality | Importance
studies y g bias y P considerations | TDF/FTC CAB 95% C 95% CI)
HIV infection (follow-up: median 1.4 years)
Ref* 4566 not not serious not serious  [not serious | strong 39/2284 13/2282 | HR0.34 0.6% SDDD |IMPORTANT
(1 RCT) serious association (1.7%) (0.6%) (0.18 to e High
(0.3t0 1.1)
0.62)
serious adverse effect
Ref* 4562 not not serious not serious not serious  |none 121/2282 | 120/2280 not 0.0% ODDD |[IMPORTANT
(1 RCT) serious (5.3%) (5.3%) estimable (0to 0) High
Any adverse effect of grade 3 or higher
Ref* |0 not not serious not serious  |not serious |none not 0.0% ODDD |IMPORTANT
(RCTs) serious estimable (0to 0) High

CIl — confidence interval; HR — hazard Ratio
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g4 BI) LS PrEP o E 2 5 IR [ &

TAF TDF FTC | CABPO | CABIM
Anticonvulsants | 4p $+% > 3% # © clonazepam ~ lacosamide ~
lamotrigine ~ levetiracetam - gabapentin ~
pregabalin ~ valproate ~ vigabatrin 2 zonisamide °
Carbamazepine 155% l l
Oxcarbazepine ! l l
Phenobarbital l l l
Phenytoin ! ! !
Primidone ! l !
Topiramate Renal
toxicity
Antibiotics i ¥t% > eiE & B-lactams ~ quinolones
tetracyclines ~ isoniazid °
Rifabutin 123% !
Rifampin [
" 159% !
Rifapentine ! l !
Antivirals AB¥E > g ¢ oseltamivir ~ baloxavir
molnupiravir
nirmatrelvir/ritonavir ( Paxlovid) % tecovirimat.
Acyclovir, Renal
valacyclovir toxicity
Letermovir [
"B T
Sofosbuvir-based Renal
DAA toxicity
Analgesics
Methadone !
NSAIDs, COX-2 Renal
inhibitors toxicity
Antidepressants/ | 4p $+% > cniE # : SSRI ~ SNRI ~ TCA ~ BZD ~ Z-
Sedatives drugs ~ agomelatine ~ bupropion ~ buspirone %
trazodone °
Lithium Renal
toxicity
Antipsychotics S AAEE >EE o 235 I BZD %

antipsychotics °

Anti-diabetics

AP > % # ¢ acarbose ~ DPP-4i ~ GLP-1
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analogue ~ insulin ~ metformin - SGLT2i (except
canagliflozin ) ~ SU ~ glinides 2 TZD -

Canagliflozin Bone

toxicity

Cardiovascular | jp¥=x > 915 #  ACEi ~ ARB -~ a-blocker ~

drugs bosentan ~ B-blocker ~ DHP-CCB
(-dipine) ~ diltiazem -~ ivabradine ~ methyldopa ~
nitrate ~ nicorandil o

Bosentan

Diltiazem

Hydralazine Renal

toxicity

Ranolazine i

Sacubitril 0

Verapamil 1 1

Antiarrhythmics | 4p $f% > e:% # : B-blocker ~ digoxin ~ mexiletine
% propafenone °

Amiodarone 1 1

Quinidine 1 1

Antiplatelets 2% ¢ * > ¢ 35 ! aspirin ~ clopidogrel - ticagrelor ~
prasugrel % dipyridamole °

Anticoagulants | 3>¥ & * > ¢ } ! DOACs ~ LMWH % warfarin.

Antihistamines |}37 & *

Bronchodilators | 3=+¥ @ * > & }&  B-agonist ~ ICS ~ LABA ~
LAMA ~ SAMA -~ montelukast - roflumilast %
theophylline derivate.

Herbals,

vitamins &

supplements

Garlic !

Polyvalent

cations |

St John’s wort ! l

Gastrointestinal | 4p ¥t% 2 7% 4% : H2 blocker - PPI, bisacodyl ~

agents sennoside ~ lactulose >
domperidone ~ loperamide ~ metoclopramide ~
mosapride ~ prochlorperazine % ursodeoxycholic
acid -

Polyvalent

cations antacid

!

Gout agents

=¥ & * > ¢ 35 ¢ allopurinol ~ colchicine ~
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febuxostat 2 benzbromazone °
Lipid lowering ¥ % * > 2 3 1 HMG-CoA reductase inhibitor (-
agents statin) ~ ezetimibe - fish oils ~ PPAR-a agonist
(fibrates) °
Prostate & v % * > ¢ 35 1 a-blocker ~ Sa-reductase inhibitor
bladder agents (-steride) ~ mirabegron ~ oxybutynin - solifenacin -
tolterodine ~ trospium °
Recreational
drugs
Ketamine
Propofol
Nitrous oxide
Cannabis
Amphetamine
Heroin
Cocaine
Sexual B2 * > & 3% ! dapoxetine #2 H = SSRI ~ PDE-5
dysfunction inhibitor (-afil)
Other
Acetazolamide 1
Ciclosporin 1 0
Hydroxyurea ! ! !
Methotrexate 1 1<25% | 1<25%
Mycophenolate Renal
toxicity

7R ¢ 3L (Color legend )

1 mates ¥ 2 (no clinically significant interaction
expected ) °

] pws R 4. 3 (these drugs should not be co-
administered ) °

] i o ANER S 3V TR A EAE AL F
pF R (potential clinically significant interaction that is likely to
require additional monitoring, alteration of drug dosage or timing
of administration ) °

I 0+ 7 4R ofeAk B3 (potential interaction likely to be of
weak intensity. Additional action/ monitoring or dosage
adjustment is unlikely to be required ) °

113




e 422 (Legend)

1 T il €34 ARV Bk B R
! T it § ' ARV B4 ok R

2R THF > ST SR ST P AUC .
( numbers refer to increased or decreased AUC as observed in drug-drug

interaction studies ) °

Abbreviation

ACE], angiotensin converting enzyme inhibitor; ARB, angiotensin II
receptor blocker; BZD, benzodiazepine; CAB, cabotegravir; DAA, direct-
acting antiviral; DHP-CCB, dihydropyridines calcium-channel blocker;
DOAC, direct oral anti-coagulant; DPP-41, dipeptidyl peptidase-4 inhibitor;
FTC, emtricitabine; GLP-1, glucagon-like peptide; ICS, inhaled
corticosteroid; LABA, long-acting 2 sympathomimetic agonist; LAMA,
long-acting muscarinic antagonist; LMWH, low molecular weight heparin;
PDE-5, phosphodiesterase type 5; PPAR-a, peroxisome proliferator-
activated receptor alpha; PPI, proton-pump inhibitor; SAMA, short-acting
muscarinic antagonist; SGLT21, sodium glucose co-transporter 2 inhibitor;
SNRI, serotonin—norepinephrine reuptake inhibitor; SSRI, selective
serotonin receptor inhibitor; SU, sulfonylurea; TAF, tenofovir alafenamide;
TDF, tenofovir disoproxil fumarate; TCA, tricyclic antidepressant; TZD,

thiazolidinedione; Z-drugs (zaleplon, zolpidem, zopiclone).

TR KRS % AN FEHNE o WL g RAALY 25K
Tk A R e S A4 T F% TR » 4ofl|fejf « F b

( http://www.hiv- druginteractions.org/ ) » 14 [ Emtricitabine/Tenofovir-
DF (FTC/TDF, PrEP) | ~ I Emtricitabine/Tenofovir alafenamide for PrEP
(FTC/TAF, PrEP) | ~ I Cabotegravir [oral] (CAB oral) ; 2 T Cabotegravir
PrEP [long acting] (CAB LA, PrEP) | k45 £ 34 ©
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