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(T, HIV AR OIS EWRESME TEE L7z Z & T 2,500~5,000
2 DR A kt% & L C Truvada @ PrEP 2T 2B 0MEE2 MGk
HZENFETH- T, —F5. AARENTO HIV HrBU&SR 38T
o572, EWNT Truvada OF M 2 53 2 72 6O Ol R ER & 52
fEL72&E LTHEWRDH DR R 2505 ATaetEIIIEF IRy, L




o T, ZnETICELNTUVWD Truvada ® PrEP 2 X+ 255 —
HEmT DL IREBEROD DT — X EHKRBRNOHZICE D Z
CIIREETH B,




LONNGH BT Serond sl
[ B OCR TV RERE S O b33 PA

N

EROr O
MO )

™

(O EEIAT Y

-
S

=

1. 36 IR O B
A7 AMICERREENDDER (BN ER)

04 WROEITN AR T, BEAERICE LWEE L FTHER
Ov ZFOMHEFEEFICE LWL RIFI RS
Ox  ERoMEAEIZEY L

(R L 7R L)

HIV JERZICH HIV EIEN T e WS, £ < 3B RERERE
JEGREZRIEL, HEICEDL L TOHMBITN 2ERETHIL L ENT
W5, 7o, BEOFHIV EIC X HIHE I, BFITIZTEEECDE
S THEREEZGET DVLERD D Z b, ZHITHED QOL DX T, #%
FHAM, REEBICL2RER e EOMERDH D, (BT HIVIEHET A
NI 42202143 H) D

2. EREEof AT
O7  BEFOREDNENIZ R W
O Bk DRI B THM: - WS ST ORE &

THLMNTER TV
v FCKICBW TEERRIEICMESIT O TR Y, BRI OER

BEOBEWVELEZ CHLENCBT A EAERE/FCTE 5 L8

ZH%

O= ERROREEICEZY LRV

(R A3 L 7 AR L)

57T EL EO SR - BER EEICBWT, YAARTEAERE (V=
XV v 7 HEET) L3 TIC, PrEP X BN AR S, 2015 4F
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TRUVADA is indicated_in at-risk adults and

adolescents weighing at least 35 kg for pre-
exposure prophylaxis (PrEP) to reduce the risk

of sexually acquired HIV-1, Individuals must
have a negative HIV-1 test immediately prior to

initiating TRUVADA for HIV-1 PrEP

M- A&

The dosage of TRUVADA in HIV-1 uninfected
adults and adolescents weighing at least 35 kg is
one tablet (containing 200 mg of FTC and 300
mg of TDF) once daily taken orally with or

without food

Use TRUVADA for HIV-1 PrEP to reduce the

risk of HIV-1 infection as part of a
comprehensive prevention strategy that includes.
other prevention measures, including adherence .
to daily administration and safer sex practices,
including condoms, to reduce the risk of
sexually transmitted infections (STIs). The time
from initiation of TRUVADA for HIV-1 PrEP to

maximal protection against HIV-1 infection is

unknown.

Risk for HIV-1 acquisition includes behavioral,

biological, or epidemiologic factors including

but not limited to condomless sex, past or

current STIs, self-identified HIV risk, havin
sexual partners of unknown HIV-1 viremic
status, or sexual activity in a high prevalence

area or network.

Counsel individuals on the use of other

revention measures (e.g., consistent and

correct condom use, knowledge of partner(s)’

HIV-1 status, including viral suppression status

regular testing for STIs that can facilitate HIV-1

transmission). Inform uninfected individuals

about and support their efforts in reducing

sexual risk behavior.

Use TRUVADA to reduce the risk of acquirin
HIV-1 only in individuals confirmed to be HIV-
negative. HIV-1 resistance substitutions ma




emerge in individuals with undetected HIV-1

infection who are taking only TRUVADA
because TRUVADA alone does not constitute a

complete regimen for HIV-1 treatment;
therefore, care should be taken to minimize the

risk of initiating or continuing TRUVADA

before confirming the individual is HIV-1

negative.
While using TRUVADA for HIV-1 PrEP, HIV-1

testing should be repeated at least every 3

months, and upon diagnosis of any other STIs,

While using TRUVADA for HIV-1 PrEP, HIV-1
testing should be repeated at least every 3
months, and upon diagnosis of any other STIs.

Counsel HIV-1 uninfected individuals to strictl
adhere to the once daily TRUVADA dosing

schedule. The effectiveness of TRUVADA in

reducing the risk of acquiring HIV-1 is strongly

correlated with adherence, as demonstrated by

measurable drug levels in clinical trials of
TRUVADA for HIV-1 PrEP. Some individuals

such as adolescents, may benefit from more

frequent visits and counseling to support
adherence.
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Truvada 200 mg/245 mg film-coated
tablets (Gilead Sciences Ireland UC)

RUNIEIE S

Pre-exposure prophylaxis (PrEP):
Truvada is indicated in combination with
safer sex practices for pre-exposure
prophylaxis to reduce the risk of sexually
acquired HIV-1 infection in adults and

adolescents at high risk

ik - &

Prevention of HIV in adults and adolescents
aged 12 years and older, weighing at least 35
kg: One tablet, once daily.
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ME | Woed (B3 Truvada 200 mg/245 mg film-coated tablets

) (Gilead Sciences Ireland UC)

e -« ZhR Pre-exposure prophylaxis (PrEP):

Truvada is indicated in combination with safer
sex practices for pre-exposure prophylaxis to
reduce the risk of sexually acquired HIV-1
infection in adults and adolescents at high risk

ML - & Prevention of HIV in adults and adolescents
aged 12 years and older, weighing at least 35
kg: One tablet, once daily.

S

LE | kRoed (B2 Truvada 200 mg/245 mg film-coated tablets

) (Gilead Sciences Ireland UC)

Zhae -« hF Pre-exposure prophylaxis (PrEP): Truvada is
indicated in combination with safer sex
practices for pre-exposure prophylaxis to reduce
the risk of sexually acquired HIV-1 infection in
adults and adolescents at high risk

ML - & Prevention of HIV in adults and adolescents
aged 12 years and older, weighing at least 35
kg: One tablet, once daily.
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Pre-Exposure Prophylaxis (PrEP) of HIV-1
Infection

TRUVADA is indicated in combination with
safer sex practices for PrEP to reduce the risk of
sexually acquired HIV-1 infection in adults at
high risk.

s - H&E The dose of TRUVADA is one tablet
(containing 200 mg of emtricitabine and 300 mg
of tenofovir DF) once daily taken orally with or
without food.

i & When considering TRUVADA for PrEP, the

following factors may help to identify
individuals at high risk:
® has partner(s) known to be HIV-1




infected, or

engages in sexual activity within a high

prevalence area or social network and one

or more of the following:

— inconsistent or no condom use

— diagnosis of sexually transmitted
infections

— exchange of sex for commodities
(such as money, food, shelter, or
drugs)

— use of illicit drugs or alcohol
dependence

— incarceration

—  partner(s) of unknown HIV-1 status

with any of the factors listed above

When prescribing TRUVADA for PrEP,

healthcare providers must:

prescribe TRUVADA as part of a
comprehensive prevention strategy because
TRUVADA is not always effective in
preventing the acquisition of HIV-1
infection;

counsel all uninfected individuals to
strictly adhere to the recommended
TRUVADA dosing schedule because the
effectiveness of TRUVADA in reducing the
risk of acquiring HIV-1 was strongly
correlated with adherence as demonstrated
by measurable drug levels in clinical trials;
confirm a negative HIV-1 test immediately
prior to initiating TRUVADA for a PrEP
indication. If clinical symptoms consistent
with acute viral infection are present and
recent (<1 month) exposures are suspected,
delay starting PrEP for at least one month
and reconfirm HIV-1 status or use a test
approved by Health Canada as an aid in the
diagnosis of HIV-1 infection, including

acute or primary HIV-1 infection; and

10




® screen for HIV-1 infection at least once
every 3 months while taking TRUVADA
for PrEP.

This indication is based on clinical trials in men

who have sex with men (MSM) at high risk for

HIV-1  infection and in  heterosexual

serodiscordant couples.
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TRUVADA (Gilead Sciences Pty Ltd)
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Pre-Exposure Prophylaxis

TRUVADA is indicated in combination with
safer sex practices for pre-exposure prophylaxis
(PrEP) to reduce the risk of sexually acquired
HIV-1 in adults at high risk. This indication is
based on clinical trials in men who have sex
with men (MSM) at high risk for HIV-1
infection and in heterosexual serodiscordant

couples.

it - &

The dose of TRUVADA in HIV-1 uninfected
adults is one tablet (containing 300 mg
tenofovir disoproxil fumarate and 200 mg of
emtricitabine), taken orally, once daily. In order
to optimise the absorption of tenofovir, it is
recommended that TRUVADA should be taken
with food.

When considering TRUVADA for pre-
exposure prophvlaxis the following factors
may _help to identify individuals at high

risk of acquiring HIV-1 infection:
® has partner(s) known to be HIV-1

infected, or

® Engages in high risk sexual behavior

(see section 5.1 Pharmacodynamic

properties, Clinical trials— iPrEx

Trial) or sexual activity within a high

revalence area or social network or

11




has partners from high prevalence

areas.

When TRUVADA is used to reduce the risk

of acquiring HIV-1, advise uninfected
individuals about the importance of the

following:

Confirming that they are HIV-negative
before starting to take TRUVADA to
reduce the risk of acquiring HIV-1,

Hepatitis B vaccination should be
offered as appropriate.

TRUVADA should only be used as part
of a complete prevention strategy
including other prevention measures. In.
clinical trials, TRUVADA only

rotected some subjects from acquirin
HIV-1.

Using condoms consistently and

correctly to lower the chance of sexual
contact with any body fluids such as .
semen, vaginal secretions, or blood. .

Knowing their HIV status and the status
of their partner(s).

In the case of use of TRUVADA for

PrEP in an uninfected partnerin a
serodiscordant relationship, the
importance of effective antiretroviral
treatment of the HIV-1 infected partner
in_accordance with the current treatment
guidelines should be fully explained. _
Getting tested regularly (at least every 3

months) for HIV-1 and ask their
artner(s) to get tested as well.

Counselled about the importance of
safety risks including monitoring of
kidney function.

12




HIV-1 resistance substitutions may
HIV-1 infection who are taking
TRUVADA, because TRUVADA alone
does not constitute a complete regimen
for HIV-1 treatment (see section 4.3
Contraindications, section 4.4 Special

Reporting any symptoms of acute HIV-
1 infection (flu-like symptoms) to their
healthcare provider immediately.

Signs and symptoms of acute infection
include: fever, headache, fatigue, _

Getting tested for other sexuall
transmitted infections such as syphilis

and gonorrhea that may facilitate HIV-1
transmission.

Learning about sexual risk behavior and

etting support to help reduce sexual
risk behaviour.

Taking TRUVADA on a regular dosing
schedule and strictly adhere to the
recommended dosing schedule to
reduce the risk of acquiring HIV-1.
Uninfected individuals who miss doses
are at greater risk of acquiring HIV-1
than those who do not miss doses (see
section 4.4 Special warnings and
precautions for use).

Risks and benefits of TRUVADA in__

women who may be pregnant or
intending to become pregnant.

AR - R, BRI N TV D,
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(1) EAEZACEREER, Y REABRTE IR D /R E L L TOHME RN

<CHRDO R IT 5 (SR AR BRI 55) | BERRE R . SCRR » a4 o0 2 2 i
D IS 5 >

1)

<HEHMZ BT D ik R AR 5 >
LEEEN D DL FEEPT &2 Pk TRT,

1)

2)

3)

4)

PROUD study : #[EIZHW\T, MSM (544 f#l) % %t5 & L7 RCT T, HIV
B A7 IWZHONWT, T/ hREALY Y T afx V7~ Vgl /= A hU v
ZEUVEEHO 1A 1 ERE ARG 2T I L7t (immediate offered)
TIXEILCBASA L7-8F (deferred (12m) offered) & Lb#cL T, U A7 B HK
1% 86% TH V., AEFLIZHONT, MK FHICAEREZITRO LN
72 o 7= (Lancet. 2016;387(10013):53. Epub 2015 Sep 9. KEH A K7 A v 5]
M SCHEREE 5 24)

iPrEx study : ~L—, =277 KL 77 V)NED MSM (2499 fl) Zxf5 &
L7Z RCTIZEBWT, HIVIREY A T7I1ZHOWT, T /ALY Y Tafx o
TN, AN A ECEAHIO 1B ERARSHEY T T AR
LT, XY R 7B R 44% T, BEFELITIHOWT, WEEICHE
FHNCA B R EILRD B e o 7= (N EnglJ Med. 2010;363(27):2587. Epub
2010 Nov 23. KET A KT 4 »B5IHCHE = 2),

Partners-PrEP study : 7 =7 e (N I H U235 T, serodiscordant couple (—
FHBHIV B, — BB B Lo h v 7 v, 4758 ) Zxf5 L L= RCT
DNFERE S, HIV-1 &Y A 72O W T, T/ REALY Y T axy L7 <)L
et/ = A N VX EUVEAAIO 1 B 1 EROKGEE 7T BRRE L LG
LT, Xt A7 AT 75%THY, AEFRIIONT, WK
FICH B 72 7Z1T38 0 b7y -> 7= (N EnglJ Med. 2012;367(5):399. Epub 2012
Jul 11. KE T A R 7 A4 5 HCRE 5 3).

FEM-PrEPstudy : 7 =7, Bi7 7 U A RO o HF =728\ T, &M (2120
Bl) ZxSHE Lz RCT NFEE S =, FREFicB T, 7 /Ry
7 X NIV A ) X ECEAAIO 1 H 1RO &SR
T 77 BAREELHE L T, HIVIERE Y 27 BARITR D 5T, e
Ehpot, 7/ RN Y XU T2 VEBRE /AN UFE R
ARG CHEZZIEEREORFICL 2B P ILE G & 2l
(4.7% vs 3.0%, p=0.051), > /L S22 [ rh B 3 < N AROEST RV & &
DR 7= (N Engl J Med. 2012;367(5):411. Epub 2012 Jul 11. KEH A K

16




7 A 5 H3CEkE 5 30),

5) VOICEstudy : B§i7 7 UH, UH U A RRT U NRT 2B T, & (5029
) k&L L RCT T 2 AREAY Y a7 LlgE /=AY
VEAEVEEHIO 1B 1 ERORGEIZ T T B AR L i LT, HIV R
JAITZWADHRIZRBD N ol T/ RENLTY Y T a7 < )Lk
W/ AP X EVERARIBEERCIEZ VT F= U EOFE R R
RO LI (1.3% vs 0.2%, p=0.004) ., fHOFEHFEGIZ OV T, FHatFEm
WCHABRAZITRBDO N olc, T /HRENLTY Y X)L 7 < Vgl /
TA MY UHAEUVEARIBETIE NS T R EANBE S EBREIL 3
D1 ENRESFENPME S, WIRESFR O S 25 HIV &G & BhE LTz

(N Engl J Med. 2015;372(6):509. KE T A K7 A 5 E 5 32),

< BARIZEIT DGR ARG >

1) ESEBREREEE X —0R T, YIAXEEEO 1 B 1 EROESIC

X 2R E (UMIN Bt ID:UMIN000031040) 75 MSM (124 #1) % %512 2018

FE2AMB 2021 FE3 A ETICEBINZ O, FEMIT (5) 1) IZRE-T 5,

KICH-GCP MO KA ICHOWTIX, ZOFRHHT D &,

(2) Peer-reviewed journal DfRFE, A & « 7 F U ¥ REDHE IR
1)

(3) HHEF~DOFEENIGIK L L TORREIRN

<GB T D BB FEE >

1) BEEPEE S TLURIZE SNTZHE IR (201949 H) I2ESF5
L7,

Mandell, Douglas, and Bennett's Principles and Practice of Infectious Diseases, 2 9
hiR >

HIV RGN DG ) 27 Do H NIt T 280 b r oA L 23D T B #
b (BREERT T [PrEP]) R OMRZRHZOHLL Fr v A L AR E (RiE%T)
(T HIV DG T BT THTH D Z LRI NT VD, 7 % 2L
& L C%EME & L7 iPrEx (Initiativa Profilaxis Pre-Exposicion [ Preexposure
Prophylaxis Initiative]) B TIZ, MSM I(ZXF L TPrEP & L T7 / AR ENL LT
TARNYUEAECEEBAES LIEGE, HIV EROU 2708 44% KT L
2o BRIC, T/ A ELNRE A RE R IR ELL ETH o 7oA T, HIV &G Y
AZ701F NRWET L, T /R EAVKTZ AN v H2 2 l&EE LD
BORBRTSH, WAL EOT FeT 7 U 2R STV 5546 Tid, HIV
RGN 85% bARI T 5 Z L AVRENTe, Flo, BRI v IV ERRLE L
REBRTH, 7 FeT 7 U ZARmWEEITIE HIV &G L Tm WO B HE 2358
OOLNTB, T ReT 7 APMRNGEITIE HIV ERR O TS b
N Tz,
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)

< BARICBIT D HFRESE >
1)

(4) F2XTHBF ORI A F?/f > ~DFEECIR L

<{HizE 7“@6774 KA %
1)

<HRKRIZBIAHARNT A 5>
1)

(5) EENRFIZLR D AR T O MRARABRAK & OB AR RS (ERE (1) 24H)
WT

1) AA® HIV &Y U 2 7 3@ MSM (B 2 [E 57 [H BR E R ge & o 2 —
DA & am— MMFE (XA Y vy 7 ZmiF 7= HIV BE&ERiT T o ERE
HEEARER) TiX, MSM 124 4 @ 2 fEM O I\ BLEIC BT 5 HIV O 5 # kY
X0 (FEH=R 0%/year). 14, 2@?&@;4;911%% XFENE, 113/124 4

(91.1%). 100/124 4 (80.6%) Th -7, ZZHHrD% <%, COVID-19 &

FEFFICZ 2T L CUB, 2 L CWARWIITH 7o, AEFERICEHL T, 14
DIHERICEIVIELECLTWDEN, BEEOBEAERBIZES EOHEICLDH DT
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