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A 6, 494 6, 494 100. 00%
#mE 2,737 2,731 100. 00%
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BERE 5,518 5,518 100. 00%
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) 35,123 35,118 99. 99%
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dtiEE 21, 600 21,595 99. 98%
£E 18,292 18, 282 99. 95%
iz 3,849 3, 847 99. 94%
& fel 11,313 11,305 99. 93%
Pk 9,061 9,043 99.92%
RER 1,297 7,285 99. 84%
= 4,541 4,533 99. 83%
BiE 4,502 4,489 99. 71%
£E 448, 051 447,972 99. 98%
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TIF 76 7.7% 30 57.7% 22 24
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S50 1984 1] 1000% = = - T =
S60 1985 of o - - - - -
S61 1986 0 0 - - - - -
S62 1987 3 3 100.0% 1 33.3% 1 - 2 66.7% 1 -
S63 1988 1 1 100.0% 1 100.0% 1 - - -
H1 1989 4 4 100.0% 1 25.0% 1 - 3 75.0% 3 -
H2 1990 2 1 50.0% 1 100.0% 1 - - 1 50.0%
H3 1991 7 6 85.7% 1 16.7% 1 - 5 83.3% 3 1 1 143%
H4 1992 9 7 77.8% 3 42.9% 3 - 3 42.9% 2 1 1 1 2 222%
H5 1993 20 15 75.0% 5 33.3% 1 4 2 13.3% 1 7 46.7% 4 2 1 1 5 25.0%
H6 1994 20 15 75.0% 6 40.0% 6 3 20.0% 1 2 6 40.0% 3 3 4 20.0% 1
H7 1995 28 22 78.6% 10 455% 1 9 3 13.6% 1 1 8 36.4% 6 2 1 1 1 4 143% 1
H8 1996 29 22 75.9% 10 45.5% 10 4 18.2% 1 3 8 36.4% 2 5 7 24.1%
H9 1997 39 22 56.4% 18 81.8% 2 15 1 4.5% 1 3 13.6% 2 1 14 35.9% 3
H10 1998 44 32 72.7% 23 71.9% 19 2 6.3% 1 6 18.8% 2 3 1 1 12 27.3%
H11 1999 41 27 65.9% 22 81.5% 21 1 3.7% 1 4 14.8% 2 1 10 24.4% 3
H12 2000 39 24 61.5% 19 79.2% 17 2 8.3% 1 1 2 8.3% 2 1 1 2 2 6 15.4% 5
H13 2001 32 28 87.5% 24 85.7% 22 3 10.7% 3 1 3.6% 1 3 9.4% 1
H14 2002 37 32 86.5% 26 81.3% 21 3 9.4% 3 3 9.4% 1 2 4 10.8% 1
H15 2003 35 26 74.3% 21 80.8% 18 1 3.8% 1 4 15.4% 3 1 7 20.0% 1
H16 2004 46 28 60.9% 24 85.7% 23 2 71% 1 2 7.1% 2 2 1 13 28.3% 2
H17 2005 44 32 72.7% 28 87.5% 1 25 3 9.4% 3 1 3.1% 1 1 1 10 22.7%
H18 2006 52 36 69.2% 32 88.9% 30 2 5.6% 2 2 5.6% 1 1 1 13 25.0% 2
H19 2007 40 31 77.5% 27 87.1% 22 4 12.9% 3 - 2 6 15.0% 1
H20 2008 42 30 71.4% 22 73.3% 18 6 20.0% 6 2 6.7% 1 1 11 26.2%
H21 2009 31 21 67.7% 15 71.4% 14 6 28.6% 1 5 - 3 7 22.6%
H22 2010 40 26 65.0% 18 69.2% 1 17 6 23.1% 6 2 7.7% 2 5 9 225%
H23 2011 38 27 71.1% 19 70.4% 17 7 25.9% 5 1 3.7% 1 4 7 18.4%
H24 2012 40 33 82.5% 26 78.8% 23 6 18.2% 4 1 3.0% 1 2 5 12.5%
H25 2013 41 30 73.2% 23 76.7% 20 6 20.0% 6 1 3.3% 1 4 1 6 14.6%
H26 2014 43 33 76.7% 25 75.8% 22 6 18.2% 6 2 6.1% 2 1 1 8 18.6%
H27 2015 39 32 82.1% 25 78.1% 13 7 21.9% 5 - 3 3 7.7% 1
H28 2016 27 24 88.9% 22 91.7% 14 1 4.2% 1 4.2% 2 1 3.7%
B 69 0 0.0% 5 7.2% 61 3
&% 983 671 68.3% 498 7 427 87 7 68 80 36 34 5 1 36 6 184 83
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100,000LL £ 34 6.0%
10,000 L1 100,000k i 142 25.2%
1,000LL_E10,000K /i 124 22.0%
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BREERERE 200 35.5%
#Et 564 100.0%
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F10 PLUANVARIEREIZ L DMMF T A v AEDZELL

1/100AFISHED | 110 RIS PR BEREMHT #an #E
EE 0 0.0% 6 1.7% 16 4.5% 4 1.1% 6 1.7% 32 9.0%
2% 0 0.0% 0 0.0% 1 0.3% 1 0.3% 0 0.0% 2 0.6%
cART 124 34.9% 63 17.7% 17 4.8% 109 30.7% 8 2.3% 321 90.4%
#EL 124 34.9% 69 19.4% 34 9.6% 114 32.1% 14 3.9% 355 100.0%

£ 11 oWEREGI R RGe R (BEIm AFL T — 2 N— %)

gl ET- D EE i BFekagdE
HiRpFD 387 1 0.26%
RETY 65 3 4.41%
Fic 26 11 29.73%
&8 478 15 3.04%

HREBRABAZISOT—STROBRFIZLY 5 1R (CHIVATHIBE L= M ERRC
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# 12 HIV EYH AR « IEIRER IR AR YRRk 29 FEERET — F _—R)

BB A s BFRg o
R ki R S ek
R :01 415 3 240 43 1.2%
BIRMTHY) 230 55.4% 1 195 34 0.5%
RATHY 43 10.4% 37 6 0.0%
& 12 2.9% 2 7 3 22.2%
SRR AR 1 0.2% 1 0.0%
BARE 30 7.2%
Er TR 3 0.7%
AT iRt 86 20.7%
PR 2 0.5%
SRIRTER 8 1.9%
4 BT ifRRF 390 7 222 29 3.1%
BIRMITHY) 214 54.9% 3 191 20 1.5%
RAaFY) 34 8.7% 2 26 6 7.1%
i 9 2.3% 1 5 3 16.7%
SRR 1 0.3% 1 100.0%
BARE 5 1.3%
B R 3 0.8%
AT iR 79 20.3%
iR 0.0%
ERIRAER 45 11.5%
TER- iR EEHY 29 16 5 0.0%
BRI 21 72.4% 16 5 0.0%
BEaFEY 0.0%
b3 0.0%
SRR 0.0%
BRRE 0.0%
Er TR 0.0%
ALiEiRepit 6 20.7%
iz ee] 0.0%
SRIRTEA 2 6.9%
D IGEERT 18 1 15 2 6.3% MO GERTE
BRI 6 33.3% 4 2 0.0% AT ERLLA.
BRAaFY 3 16.7% 3 0.0% PIRERIE,
bE3ES 9 50.0% 1 8 11.1% NEE2EURNEESER L
SRR 0.0%
BARE 0.0%
Rtk 0.0%
AT fEiRepit 0.0%
ERS 0.0%
ERImAEA 0.0%
NEEE 12 6 3 3 66.7%
BEIRMTY 0.0%
BRFEY 1 8.3% 1 100.0%
2= 11 91.7% 5 3 3 62.5%
SRR 0.0%
BARE 0.0%
Btk 0.0%
AL iEiRepiE 0.0%
iz el 0.0%
ERIREA 0.0%
IBh ¥ 20 20 100.0%
BEIRMFHY) 1 5.0% 1 100.0%
BRAaFY 4 20.0% 4 100.0%
& 15 75.0% 15 100.0%
SRR AR 0.0%
BARE 0.0%
Btk 0.0%
AT fEsRepit 0.0%
EYRF 0.0%
ERIRT A 0.0%
RNIEHZ OIS 22 13 7 65.0%
BRI 1 4.5% 1 100.0%
RETY 1 4.5% 1 0.0%
iz 16 72.7% 10 6 62.5%
SRR 2 9.1% 2 100.0%
BARE 1 4.5%
Btk 0.0%
AT iEiRepiE 1 45%
iR 0.0%
ERIRAER 0.0%
B 77 5 27 4 15.6%
BIRWTHY) 25 32.5% 1 21 3 4.5%
BRATY 1 1.3% 1 0.0%
& 8 10.4% 2 5 1 28.6%
SRR AR 2 2.6% 2 100.0%
BARE 0.0%
ETtEER 0.0%
AIiERepie 12 15.6%
YR 1 1.3%
SRIRTER 28 36.4%
Wt 983 55 530 86 9.4%
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# 13 ks - HIV R B R 51 RE 7 e

oot Az BYEE i
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SEER 471 4 406 G1 1.0%
FES YT 230 48.8% 1 105 34 0.5%
&[0 i3 fiEEs 214 454% 3 191 20 1.5%
FEE - iR T L) | 4.5% 16 5 0.0%
AHERE A i 1.3% 4 2 0.0%
SEEE 0 0.0%

EAWY 81 3 [3] 12 4.3%
BEAE AT 43 53.1% a7 ] 0.0%
A [0] i3 iR 34 420% 2 26 6 T.1%
FER- IR EEHL 0 0.0%
SHEER 3 7% 3 0.0%
SEER 1 1.2% 1 100.0%

Bz 41 9 23 g 28.1%
TR 12 29.3% 2 7 3 22.7%
[0 45 fEEt g 22.0% 1 5 3 16.7%
FER- IR ELL 0 0.0%
SHEE q 22.0% 1 8 11.1%
SHEEE 11 26.8% 5 3 k] B2.5%
it 593 16 4495 82 31%
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%14 1999 4TSI -+ HIV R HIBIRE0B B 7Rk o

iR - BFRE -
HIVEE 24 B 5 kil B Fmy e CTRRE

EIRFHEY 87 2 79 6 2.5%
SEHRAT 10 11.5% 10 0.0%
4 BT IRRS 57 65.5% 2 53 2 3.6%
REA- IR EEHY 15 17.2% 12 3 0.0%
SIRER] 5 5.7% 4 1 0.0%
NIEEE 0 0.0%

REFTY 13 3 7 3 30.0%
SEHRAT 2 15.4% 1 1 0.0%
45 B IR 7 53.8% 2 3 2 40.0%
TH-IHIRFEEHY 0 0.0%

S IRE R 3 23.1% 3 0.0%
NIEEE 1 7.7% 1 100.0%

#2h= 27 8 13 6 38.1%
SEHRAT 8 29.6% 2 4 2 33.3%
4 [EIEHRRF 6 22.2% 1 2 3 33.3%
TEH-ITIRFEEHY 0 0.0%

SURERT 5 18.5% 1 4 20.0%
NiGEE 8 29.6% 4 3 1 57.1%

15 127 13 99 15 11.6%

MHIVEEEH R AN SRR T DM 1T RSB IT REAIZEERU 212741

7215 2000 LI O 31k - HIV R ] B R B RE7-jdige

SR = B I
HIVE: 2 BB 2 ol R S Radkaan

EIRMTHEY 384 2 327 55 0.6%
SRR 220 57.3% 1 185 34 0.5%
4 BT YRR 157 40.9% 1 138 18 0.7%
- IERPEEHY 6 1.6% 4 2 0.0%
SURERT 1 0.3% 1
NIREE 0 0.0%

BETY 68 59 9 0.0%
SRR 41 60.3% 36 5 0.0%
4 BT YRR 27 39.7% 23 4 0.0%
- IERPEEHY 0 0.0%

SIRERT 0 0.0%
NIEEE 0 0.0%

20 14 1 10 3 9.1%
SRR 4 28.6% 3 1 0.0%
4 BT IR 3 21.4% 3 0.0%
- ERPEEHY 0 0.0%

SIRERT 4 28.6% 4 0.0%
pa SAERE S 3 21.4% 1 2 100.0%
Rt 466 3 396 67 0.8%

MHIVERZHBAR AN T S IR R E Dt 1 TIRADHIBA 1T AR 1 ZRRU V2466451
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2 &m%it P 540 _ B5HY _ gsx

BFRE - B HH| 2%l cART INEE

EIRNTHEY 498 84 65 3 346 414 83.1%
IR 7 5 2 2 28.6%
JE Rk 427 69 ]® 61 3 294 358 _] ) 83.8%
T 64 10 4 50 54 84.4%

PGl 87 17 5 1 64 70 80.5%
23 7 6 1 1 14.3%
E| g 68 9 3 1 55 59 86.8%
B 12 2 1 9 10 83.3%

1R 80 74 2 4 6 7.5%
R 36 36— 0 0.0%
JeRk 34 0 |® 4 3 4] @ ey
B 10 8 1 1 2 20.0%

Wit 665 175 72 4 414 490 73.7%

MHIVERHBIR AN T MR RZ OB OBS 1T IRASHEI TR 1EFRL =665

#F 17 iR E iYL RO HARDL
pal it B3 =R A ®5HY s
BF R - R BH B 2% cART bt =
ERFE Y] 471 57 65 3 346 414 87.9%
IR 406 48 :| ® 61 3 294 358 88.2%
g 4 2 2 2 50.0%
B 61 7 4 50 54 88.5%
REFY 81 11 5 1 64 70 86.4%
IR 66 7 3 1 55 59 89.4%
g 3 2 1 1 33.3%
TH 12 2 1 9 10 83.3%
by 41 35 2 4 6 14.6%
IR 23 19 1 3 4 17.4%
g 9 9 ]@ 0 :|® 0.0%
B 9 7 1 1 2 22.2%
#ET 593 103 72 4 414 490 82.6%
MHIVEEEHI AR AN DRR T OROEE TR SHIBE T ABA 1ZRL=5934
7% 18 1999 FELIFT D/ ikk =N & fr A L RERBE BRI
SRR - war EIEL B5HY n e
BTBL BB TR gl ofl oART g PTE
EIRMFEL) 87 34 39 2 12 53 60.9%
E|3R2g 79 30 37 2 10 49 62.0%
g 2 1 :|® 1 1 :|® 50.0%
E: | 6 3 2 1 3 50.0%
RETY 13 9 3 1 4 30.8%
E[3=240 7 5 1 1 2 28.6%
PEg 3 2 1 1 33.3%
B 3 2 1 1 33.3%
1A= 27 25 2 2 7.4%
E3=240 13 12 1 1 7.7%
R 8 8 :I @ 0 :I ® 0.0%
T<EQ 6 5 1 1 16.7%
#ET 127 68 44 3 12 59 46.5%
SCHIVERZHIBARF AT S IR Z D Z OB TR SHIBE I T R ERRUN 12741
<19 2000 FLUE DO iERE & T A LRI B HAR I
7 RFR - % #®EGL B5HY wEw
BFRmE Rsalr | B 2% GART /&t *
EIRMEL) 384 23 26 1 334 361 94.0%
E3R 0 327 18 24 1 284 309 94.5%
g 2 1 ] @ 1 1 :|® 50.0%
B8 55 4 2 49 51 92.7%
REHY 68 2 2 64 66 97.1%
E|3 0 59 2 2 55 57 96.6%
R 0 0 0 -
TBH 9 0 9 9  100.0%
#2h= 14 10 4 4 28.6%
El3g 10 7 3 3 30.0%
g 1 1 ] @ 0 :|® 0.0%
T<EH 3 2 1 1 33.3%
#RET 466 35 28 1 402 431 92.5%

MHIVER I BRRE AN T D IR T DR OB 1T R A SFIBA 1T 87 1 Z2ER LV =466
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% 20 YL TRIREER A 5EAT U 7 AEB O 3 kR RE TG (2000 4ELARE)

R BB B R JEREE B BFRER
EIRMFEL 242 39 0.41%
SEHRAT 146 29 0.00%
#HA 44 5 0.00%
th#A 22 3 0.00%
% 10 1 9.09%
B 20 1 0.00%
REFY 51 8 0.00%
SEHRAT 35 4 0.00%
#ER 6 1 0.00%
th#A 5 1 0.00%
%HA 3 0.00%
TBf 2 2 0.00%
P 2 1 0.00%
YRR 1 -
th#A 2 0.00%
#Et 295 48 0.34%
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19 EYHIRIEIROERFSET (2007~2016 4)
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20 HIV EEGLALHR OERT 5 AT 21  HIV ESEIRERIT S T
CEAREIR A, AR 1] 2 R <) (2012~2016 4)

%22 TRHETA bkt

mEEE 5 DUt Bl S ER
Bilewy 449 61.3% 28 42 4%
Easy 16 10.4% 4 6.1% 3 17 6%
EhE 25 3.4% 15 22.7% 12 70 6%
SEiEST 8
BEEEE 32 4.4%
L i d s 5 0.7% 1 1.5%
AT hFiEep 8 146 19.9% 18 27.3% 2 11.8%
28H 733 100.0% i} 100.0% 17 100.0%

* 23 ERIFGEATHIH D A L RSB GRTL

HOAIRE B 2 Js e B = LU D fERR B - BhER
cART 441 60.2% 11 16.7% 1 5.9%
2%l 7 1.0%

B 66 9.0% 13 19.7%

B’ELL- B 219 29.9% 42 63.6% 16 94.1%
&Et 732 100.0% 66 100.0% 17 100.0%
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EPZ+DRV 1 3.2% BEYRBIA D
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To All Study Participants

“Cohort Study Regarding Long-Term Prognosis of Women Positive
for Human Immunodeficiency Virus and Child Bom from
HIV-Positive Mothers
The Japan Women and Children HIV Cohort Study

(JWCICS)”

Request for Participation ver2.1 (Date created: June 30, 2017)

. Introduction

This explanatory document is a request for you and your child’s (if you have a child) participation in
the clinical trial, This document has been created to supplement explanation given to you by your
physician and to help you understand the study. Please decide whether or not to participate in this
clinical study upon listening to the explanation given by your physician and reading this document
carelully. If you agree to participate in the study, please sign and write the date in the informed consent
form attached and submit the form to your physician. You and your child will not experience any
disadvantages if you decide not to participate in the study.

Scientific nature and ethical values regarding the study have been discussed and approved by the
Ethics Committee of the National Center for Global Health and Medicine. We have also obtained

permission from our president.

2. Study background and purpose
In Japan, atotal of 25,995 persons have been reported with HIV as of December 31, 2015, Women
with HIV infection was small in number accounting to approximately 13% (about 3,380 persons). We
also leamed that there were 8357 cases in which women infected with HIV (hereafter called

HIV-positive women) were pregnant by the end of 2013, This tells us that many HIV-positive women
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have experienced pregnancy and childbirth. Women, unlike men, experience a life event of pregnancy
and childbirth. Despite physical differences between women and men, prognosis of HIV-positive
women is largely unexplored in Japan. Women, being the minority in the HIV carrier population, are in
difficulty of receiving immediate access to consultations regarding female-specific issues associated
with HI'V.

It is alleged that approximately 30% of children born from the HIV-positive women are infected
with the virus if no preventive action is taken. Since 1994, in Japan, we have been performing
comprehensive HIV maternal-fetal transmission prevention measures that include administration of
antiviral agents during pregnancy and at delivery, scheduled cesarean section surgery, posmatal
administration of antiviral agents for 6 weeks and bottle-feeding. Our efforts enabled us to reduce the
infection rate to 0.5%. an extremely low level globally. The prognosis improved dramatically in the
children infected with HIV through a long-term administration of antiviral agent. However, many
aspects remain unknown including details about HIV itself and the impacts on growth development
caused by prolonged treatment. According to a follow-up study conducted in the U.S. on children who
were not infected with HIV for 6 years after their birth, no significant differences were found
regarding immunological, neurological, developmental effects and presence of malignant tumor. At the
same time, cases with neurological, cardiac and developmental effects have also been reported. A
consensus has not yet been reached. Both in Japan and abroad, we have not yet determined how to
treat children with growth and developmental issues after treating them with the preventive antiviral
agents for 6 weeks,

We have been implementing single year survey on pregnant women and their child lead by the
“Surveillance of HIV-infected Pregnancy and Establishment of Guideline for Prevention of HIV
Mother-To-Child-Transmission (MTCT) in Japan” group of the Health and Labor Sciences Research
Grant AIDS Project (with Dr. Tsunekazu Kita of Nara Prefecture General Medical Center as the
principal researcher). Grasping the long-term health status of a mother and her child is difficult with
this method, as there is no way to follow-up. We have initiated this cohort study considering the need
of prolonged and regular follow-up surveys in order to grasp the health status more accurately.
Through this study not only can we reveal the health status of the HIV-positive women and their
children, but it will also enable us to investigate preventative measures for HIV

mother-to-child-transmission and how to treat them in a better way.
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Initially, only HIV-positive women receiving treatment at our center are eligible to participate in this
follow-up survey. It will then gradually expand to other institutions. From this survey, we can obtain
better understanding of whether HIV infected women and children are in good health and we will
investigate measures to solve problems if we find any. We request for your cooperation in providing us

vour information to achieve this goal.

3. Study method
( 1) Eligible women (yourself): a woman of age 16 years or above who has been diagnosed as positive
(infected) with HIV examination
Eligible child: children born from the women eligible for this study (below the age of 16 years)
*Study enrollment disregards nationality of a participant. You are eligible even if you are
inexperienced with pregnancy and childbirth, If you experience pregnancy and childbirth during the
study, information regarding your pregnancy and childbirth will be registered. The child bom is also
subject to registration.
*If a girl infant is found to be infected with HIV, you and your daughter can discuss and decide

whether she chooses to enroll in the study as an eligible woman when she reaches the age of 16 years.

(2) The study: This survey-based study largely consists two parts. The first part is the registration of
your information to our website through your attending physician upon obtaining your information
through your medical record (chart). The mformation obtained will include your date of birth,
medical record 1D, contact information (email address). your condition of HIV infection until now,
about other illnesses, and information regarding your pregnancy and childbirth, and about your child
(date of birth and medical record or chart if any, agents and duration of antiviral treatment, growth
development and other illnesses). The second part requires your cooperation in which we will ask
you to enter information on the website regarding you and your child’s current health status. You will
be inquired by email to do this task biannually. If you have difficulty entering information on the

website for any reason, you can provide information to your attending physician to be entered.

(3) Institution responsible for central management of information: National Center for Global Health

and Medicine Pediatric Department
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1-21-1 Toyama, Shinjuku-ku, Tokyo 162-8655 JAPAN  Tel: 03-3202-7181 Fax: 03-3207-1038

Responsible physician : Dr. Mizue Tanaka, Pediatrician, National Center for Global Health and Medicine

4. Study period

( 1) Observation period: from after approval of the Ethics Committee until March 2024

*For your child, the period will be until March 2024 or the day before he/she reaches the age of 16

years, whichever is earlier.

(2) Study period: from the approved date of ethical review until March 2025

5. Predicted advantages and possible disadvantages of the study participation

(1)

(2)

Predicted advantages

Issues regarding health and growth development of yours and your child that were not identified
until the study participation could be revealed enabling early detection and treatment. We could also
find clues to resolve issues present in daily life of yours and your child by consolidating
information over time.

Possible disadvantages

We believe that physical impact on you and your child is minimal as this study is based on the
analysis of your treatment information collected through your regular consultations, Although the
probability is extremely low, there is risk of information leakage since we perform registration
online. Therefore, we will strictly manage the website in accordance with our protection policy in
handling personal information and use password limited site access only for designated medical
professionals, supervisors and yourself. Information regarding the disease will be strictly veiled on

the website pages that are accessible without a password.

6. Voluntary participation

Participation to the study is voluntary. You may withdraw your consent at any time even after you

have given consent to participate. If you agree to cooperate in the stdy upon careful reading of the

informed consent form, please sign the attached “Informed Consent Form™. Needless to say, medical

care for you and your child will not be affected even if you choose not o participate or withdraw your

consent. Moreover, you may change the terms of your consent at any time. However, any result
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published prior to your change or withdrawal of consent will not be eliminated.

7. Study related information
The information related to this study will be published as required. We will publish some aspects of the
study results through the website (accessible only by the password owners) or send vou publications in a
document form without specifving personal information, For those who do not have an access to the website,
please inguire any questions to your attending physician indicated below. If we initiate a new study using the
results of this study. we will republish the information upon ethical review and reobtain your consent as

necded.

8. We may ask you to discontinue the study participation if any of the following criteria is fulfilled.
(1) Paricipation refusal or withdrawal of consent requested by your child or your family
(2)  Failure by the participant to maintain eligibility
(3) Difficulty of participating in the study caused by progression of complications
(4)  Discontinuation of the clinical study
(5)  Decision to discontinue the study by the physician due to other reasons
(6)  Transfer of the participant to different institutions
(7)  Loss of communication with the participant for more than an year,
* Even if you transfer to another institution, the participation of your child will not be discontinued if

he/she continues to receive consultation at our mstitution.

9. ldentification of you and your child in the publication of the study
All personal information regarding you and your child are masked through identifying codes to
prevent individual identification. Personal data will not be published even in the phase of publication of

the study results.

10. Preservation, use and destruction of samples
Required documents related to the implementation of the study (copies of application form,
documents of notification issued by the director of the hospital, various application forms and their

copies, copies of clinical report forms, required documents and records that insure reliability of data
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including CDR data) will be stored in accordance with the Health and Labor Sciences Research Grant
procedures, These documents will be shredded for destruction after the retention period expires. The
database will be stored permanently. The information collected in this study is critical as it can be
useful in the analysis and comparison with new cases. However, raw data and any information that
enables identification of you and your child will be excluded. We will give full consideration in

protecting personal information of the participants through anonymization.

11. Medical expenses
The expenses of treatment for this study will be the same as you pay for general practices.
Including compensation for health hazard, all matters will be treated in accordance with general
practices. “The Health and Labor Sciences Research Funds™ (Tanaka group) will provide expenses
for the study activities that are not included in the treatment, such as interpretation services for the
explanation of the study and responses to inquiries from your child and your family, as well as

translation services in creating explanatory documents.

12. Contact information of your attending physician (for your inquiry)

Please feel free to contact us for any questions about the study or to discuss about your concerns.

Institution:

Attending physician : Department

Contact information :

13.  The study representative
Dr. Mizue Tanaka, Pediatrician, National Center for Global Health and Medicine
1-21-1 Toyama, Shinjuku-ku. Tokyo. 162-8655 JAPAN

Tel: 03-3202-7181 Fax: 03-3207-1038
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Date Created: June 30, 2017 ver2.1
Atuten: The President of the National Center for Global Health and Medicine

Informed Consent Form

1 have received a full explanation regarding the “Cohort Study Regarding Long-Term Prognosis of Women Positive
for Human Immunodeficiency Virus and Children Born from HIV-Positive Mothers - The Japan Women and
Children HIV Cohort Study (JWCICS)”

< Subjects Explained >

Clintroduction: Independent clinical study

[IStudy background and purpose

CIStudy method

CIStudy period

[IPredicted advantage and possible disadvantage of study participation
CIVoluntary participation

[IStudy related information

CIPossible discontinuation of the study

Ildentification of you and your child in the publication of the study
CIPreservation, use and destruction of samples

CIMedical expenses

CIContact information of attending physician

< Terms in Consent >

[Medical professionals will answer surveys regarding your past treatments and current stafus
CIMedical professionals will answer surveys regarding past treatments and current status of your child
CIYou will answer surveys regarding your current status

CTYou will answer surveys regarding the status of your child

[ Participant Signature ]
I have received a full explanation on the above subjects regarding the study participation and 1 fully understand the study.
I have received the informed consent form and | agree (o take part in this study.

Date of Consent : (mnvdd/yy)

Name : (signature)

Date of Consent : (mmvdd/yy)

Name : (relationship : ) (legal representative)

[Physician Signature ]
1 have given a full explanation regarding the independent clinical study to the participant above.
Date of Explanation: (mm/dd/yy)
Institution Name !
Division : Name : (signature)
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Date Created: June 30, 2017 ver2.1
Atten: The President of the National Center for Global Health and Medicine

Withdrawal of Consent

Name of the Clinical Study: “Cohort Study Regarding Long-Term Prognosis of Women Positive for Human
Immunodeficiency Virus and Children Bom from HIV-Positive Mothers - The Japan Women and Children HIV
Cobort Smdy (JWCICS)”

[Participant] 1 gave my consent to participate in the above study, but I have decided to withdraw at my will.

Date of Withdrawal: (mm/dd/yy)

Name: (signature)

Date of Withdrawal: (mm/dd/yy)

Name: legal representative) (relationship: )

[Physician] 1 confirm that the above participant has withdrawn from the study.
Date of Confirmation :
Division ;

Name : (signature)
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HIV B & HA L 72 RS R o F2 il X USE MRI 217 2 #RFAZE(L
HIV -exposed uninfected Children in Japan: Cerebral Magnetic Resonance Imaging
and Developmental Tests at 3-Year Follow-up

R D, mphERE U, M2, ARKY, FKY, @R, CHEZ

Jun Matsuura’, Mizue Tanaka?, Shinichi Hosokawa?, Ei Kinai?, Yoshimi Kikuchi®, Shinichi Oka?,
Hiroyuki Shichino?

AT IS, .

DE 7 EPRE SRS o 2 — /DR, 208 FAERNE, Y8 oA XiEE - FRMRE 2 —

UNational Center for Global Health and Medicine, Pediatrics, ?National Center for Global Health
and Medicine, Neonatology, #National Center for Global Health and Medicine, Aids Clinical Center
FRTEM

ROEHE XTI 1-21-1

1-21-1, Toyama, Shinjuku-ku, Tokyo, Japans

WG ORI« B EPEE SRR o2 — IR

ATTEHE : RURHETET i KA 1 1-21-1

WRSH 5 : 03-3202-7181 ({4 #)

FAX %% : 03-3207-1038

e'mail 7 F L A : imatsuura@hosp.ncgm.goip / aruustam03@vahoo.co.ip

= B

B : Y7 —THIVEBHEERAOHAE LR 55, FERRGYEFIZ OV THPER SR T 8 O
2179,

MBEBLUHE : S22 —-TERMEROHS HIV B0 e LEERREO S S, 188 3
HEFR L G ICHAR K U 2001 5.5 UGHES MRI £ 577 L7 & %R & L, 2011 4406 2014 4E%K
ECORSENS BEFHB L CROSEBEZWML L, BERSE oMM EBRMLE,

REF  ASIERFNT 11 7, S ERBFO K CD4 it U o/ SER¥ O h filii L 420/ 4 L (range: 41-700/u L),
HIV-RNA fitiz 11 5 9 i CRINBEELIT Ch oo, RO YA LASEIZ, £FT7 T 7 —EH#k
BEX—FF797L353MELIT 4 RNHARETH-T, EEFREOFHBWEN (Y L INVTH-
FREFIL 6 I Th-1m, 1 @O AT, HRER 11 flh 4 Hicdsv T MRI R4 R 2 580748,
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REREILFITENBENTH . 3BORATIE, 18T MRI REFRELBDE 4D 5 3
FlicBWT, BERE CRERROETLEOE,

P 2 S8 HIV AR5 A L3RRI T, SR MR 35 L OV R M SIc R AT
REBOE, ZHuCEBEAOGRINECERO HIV RB, S#EBLUR~OR YA L ARRER Y OB
BHEBEZLSLENRSHD, LPOLEMOFHERECRERTHLI LN, RERLCEEEREILTVWS
AEEELHY, SRELRIMMNILETHS,

¥—U—F ; HIV RSN GHAE LR GR, fEFRETE, s Ta, SERE, W
MRI

B X

b SR LY A 2 (Human Immunodeficiency Virus: HIVESEEE SR 406 O £} T- BT, 81 7%
WFi7a baromsigk, HDAETIE 0% LD TEVWLSACETRELEY, L, HIVEE
SMHHMAELERORBTFHRICEL TR, B 2BEVBYEE L7+ —07 R babRFEL
RVWONPIRTH S,

7 AV BT, Zidovadine (azidothymidine: AZT)HE L 5 B TR AT - WO 7 + 1
=7 v 7T, REFH - HEFERRR, AR (R - RK - SR (B L TRICHEEZRD R ot
EWVHWENG D28, E AT ATV THS HIVEEES S S HAE LEEERRROT + n—T v 7T,
otk 18~36 1A OFF R CRERBICHEELA LR P LW BENHD 4,

i T, AZT (RO PTEREEIHAERICES ENIMIANVAEDZ, LT FavyFITTERTSY
OREL, IFFICVFITHERKICLZL0LEZ ChHREBPLERORBERELHBRAENS
2.6),

£O—HT, G MRI TR L REBE L OBRRL BN LA, ShEEFRTHRE R 7 4 o —
Ty 7 LTOSMERIEERTHHEEITD L BATIEREMEEL 2V, AFETIZ, HIV BT
BMA LIdERBRELT, BRI L3 2) &8s, Rl XU MRI AT Rz HREFFR
ElexmiLi,

R S
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128



HIV kst 4 T3ERE) L L7,

SEIOBMCIE, 18Y L 3 L LICHR K AR ERE 2001 35 X OGEE MRI & MifT L= & &
&L, HIV SRR iapsst Uiz, fHEWiEs LOROSE % LM ORMsE S IUE L, BERSTR
b O BEHHYE: & Bt L, AR & L TR, SrEaio CD4 B Y 2/ 3R 8(CD4 #0035 X T HIV-RNA fit,
iltR S DHLY A A A B(Antiretroviral Therapy : ART)OFE & MAGFFRE, Srbbat, Eeo FTHEEA
Mi L, E-Rofle LT, ErnlK, MAERK Apgarscore, ~TP5# 5207z ART OFiE
Rt Lz,

FERERAIC LT, AR L TERAETIES HAnbTnd THK KU ERE 2001) %
A LE, ZREAHRPRBEORECEY 5 ERMRELDEN, A7 20N Y 2kgEy L6
ZAHEOOBETHD, S8 - l#(Postural-Motor area : PM), 5 « i (Cognitive-Adaptive area :
CA), &#F « #t2(Language-Socialarea : LS), £l 4 Sz -\ THE L, #EHI(Development
Quotient : DQA R L1, ML TFEHKFEONALAVAZ R T +0—7 v FIHFRERE 70 bart
iZ. DQ85 LL L& IER, T0~84 #HEH, TORMAEIFL LTVWA 7, SEIZ, Ao LRNMEEZGH
% DQTO A RA L Lz,

® X
1. @i

1999 ‘ELARE X542 o & —C HIV Bt 6 oA L 68 Hlo 5 5. 2011 4 LARRIZHFR S R
E/ONERI B FTHo N, ED IS, 7Hu—Ty 7R%E 6 EM, 3MTEL TV 13 5EH,
AhiCBESh o 1 EFMERVWE L DS, SEOXMEE 11 EAE (= 1),

MR I 6 {5, 2V 59, ZERMECP ALifiE 37 M 0 B(range: 33 M 0 H-38 ¥l 1 B) & WMALLHTZ
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BT N AEOREE, AZT WM 9 4, AZT £S5 RPN 2 TH -1, BAAEECTH
ST DL 64T, FENOSHEREN AV HALTH-DIE6 ITH-7(F D,

RS O CD4 MORABIEIE, 1 T4/ pL, O 1HFT160/ L THY, #h9FiZsT 200/ uL LA L
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<HXEW>
HIV -exposed uninfected Children in Japan: Cerebral Magnetic Resonance Imaging
and Developmental Tests at 3-Year Follow-up

Objectives : Neurodevelopmental outcomes of human immunodeficiency virus (HIV) -exposed
uninfected (HEU) children were assessed in our facility.

Methods : HEU who underwent developmental tests and cerebral magnetic resonance imaging
(MRD at ages 1.6 and 3 years were registered in our study. Key indicators were collected from existing
medical records between 2011 and 2014,

Results : Eleven children were included. The median CD4 count of the mothers at delivery was
420/pL (range: 41-700/ 1 1), and viral loads were under the detectable sensitivity limit in 9 cases, The
ART (antiretroviral therapy) drug regimen of the mothers consisted of a combination of 3 to 4 drug
therapies, including a protease inhibitor as one of the key drugs. Six of the children were from
households with a bilingual environment. At the age of 1.5 vears, 4 children showed abnormalities on
MRI, but developmental tests were found to be normal in all children. However, 3 out of 4 children
who had MRI abnormalities at 1.5 years of age demonstrated developmental delays at age 3 years.

Conclusion : A high percentage of HEU showed abnormalities on MRI and in developmental tests.
These results might be due to the mother's immune status, HIV exposure in the womb, or ART of
mothers and children. However, gestational age and language spoken at home are potential
confounders that may influences outcomes. It is recommended that future research incorporates these

additional variables in evaluating outcomes.

Key words: HIV-exposed uninfected children, prevention of mother-to-child transmission,

neurodevelopment, developmental test, cerebral MRI
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In the era of Antiretroviral Therapy (ART) in which human immunodeficiency vinus type 1 (HIV-1)
infection affected children canexpecta better prognosis the importance of careful follow up of pediatric
HIV-1 cases for neumlogical complications has been growing. We present a case of hemorrhagic
Moyamoya syndrome in a child with congenital HIV-1 infection. A 10-year-old girl was refemred to our
hospital for the treatment of Preu macystis froveci Pneumonia (PCP: Pneum ocystis pneumonia L Her HIV-
1 control was poor and Moyamoya syndrome was found during the opportunistic infaction screening at
admission. Despite subsequent successful treatment of PCP and HIV-1 Infection, we could not save her
life due to the intracranial hemorrhage caused by Moyamoya syndrome. A few reported cases of
Moyamoya syndrome associated with HIV-1 infection have shown negative outcomes when the control
of HIV-1 infaction is unsuccessful Recently *HIV-associated vasculopathy™ has been used to describe the
cerebrovascular disorder relatad to HIV-1 infection that is caused by the endothelial dysfunction induced
from chronic Inflammation and cytokine imbalances due to HIV-1 infection. We assumed that “HIV-
asociated vasculopathy™ may have contributed to the development of collateral vessels impaiment
related to the bleeding, although the mechanism of vascular damage with HV-1 infection is not yet well
defined. Therefore proper management of the HIV-1 infaction is crucial for Moyamoya syndrome with
HIV-1 cases. Furthermore it ks better to take into account the nisk of intracerebral hemomrhage when
considering the indication and timing of the revascularization surgery, although generally hemorrhaging

israre in Moyamoya disease in children
@ 2017 Japanese Sockety of Chemotherapy and The Japanese Association for Infectiows Diseases.
Published by Elsevier Ltd. All rights reserved.
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1. Introduction

Although the number of new patients in children has decreased
by 50% compared o the year 2000 due to the expansion of the
Prevention of Mother to Child Transmission of HIV (PMTCT) pro-
gram, about a hundred fifty thousand newly diagnosed HIV-1 in-
fections in chikdren were still reported woddwide in 2015 [1]. The
introduction of ART hasenabled HIV-1 infected children to achieve
long-term survival, while various neurological complications have

* All authors meet the shove KMJE authorship ariteria
* Corresponding author. National Center for Global Health and Medicine, 1-21-1
Toyama, Shinjuku-ku, Takya, Japan.
E-mall address: fyanamabPhaspnegmgo. jp () Yamanaka)

hetps U/doiong 10L1016/] j e 2017.10.012

also become apparent, such as HIV encephalopathy, developmental
disorders, behavior problems, central nervous system (CNS) in-
fections due (o apportunistic infections, cerebrovascular disorder,
convulsions, central nervous system tumors, neuropathy and so on
[2.31 One ol the cerebrovascular disorders associated with HIV-1
infection is Moyamoya syndrome and several cases have been re-
ported [4 9], Moyamoya syndrome is the Moyamoya-like vascul-
opathy assodated with underlying disease such as systemic
infections, autoimmune diseases, metabolic diseases, blood dis-
cases, endocrine diseases and others [10-12 ) Moyamoya disease is
defined as stenosis or obstruction of the proximal part of the
intracranizl carotid artery, the anterior cerebral artery and
the middle cerebral artery, and abnormal blood vessels in the
vicinity. Symptoms, pathology. and cerebrovascular findings vary

1341-321 X0 2017 Japmese Socety of Chemothergyand The apanese Associatan for infectous Diseases. Published by Elsevier Lel. All rights reserwed.
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depending on the underlying disease | 10,12 A typical symptom in
pediatric cases is ischemic attack such as hyposthenia, sensorial
impairment, loss of consaousness, sezure and headaches, while
adult cases often present sudden onset of intracanial bleeding.
Advancing age is considered to be an influence on the damage of
cllateral vessels [10.12]. Intracramal bleeding in children with
Moyamoya disease is uncommon. Previous reports have described
that only three percent of children with Moyamoya disease have
presented hemorthagic symptoms, which is significantly lower
than the 25%-30% adult inddence | 13]. It rarely occurs in older
children and worsens their life prognosis,

We present Moyamoya syndrome in a pediatric patient with
congenital HIV-1 infection that resulted in intracramal hemor-
rhage. As it is known that onset of intracranial hemorrhage in pe-
diatric Moyamoya disease is rare, we assume that it was probably
due to the HIV-associated vasculopathy damaging the collateral
vessels,

2 Case report
A 10-year-old girl with mother-to-child transmission of HIV-1

was referred to our hospital because of dyspnea. She was born via
selective caesarean section because of her mother's HIV-1 positive

status, However, she was not broughtin for follow up till one year of
age. Even after she was diagnosed with HIV-1 infection, her treat-
ment was difficult due o allergies to drugs, including ant-
retroviral drugs. Thus she had been treated with single-agent di-
danosine for a long period and her HIV-1 infection control was not
successiul as her HIV-1 viral load was quite high (25 « 10% copies/
ml) and her CD4 count was extremely low (2/pl) when she reached
our hospital. She was diagnosed with PP and admitted to our
hospital for treatment. During the opportunistic infections (Ols)
screening at the admission, we found the Moyamoya syndrome
with prior cerebral infarction and HIV ence phalitis, while we did
not find any other common Ols such as varicella-zoster virus (VZV),
syphilis, tuberculosis, cytomegalovirus or fungal infections. With
resped to neurological symptoms, she often experienced head-
aches and hyposthenia when crying since four years ol age. Mag-
netic resonance angiography ( MRA ) and magnetic resonance image
(MRI) examination revealed hilateral findings of middle and ante-
rior cerebral arterial ocdusion and collateral formation around the
cirde of Willis and old brain infardion at the right temporal oc-
cipital lobe and diffuse brain atrophy (Fig 1), After the successful
treatment of the PCP, we started the ART with a combination of
stavudine, lamivudine, lopinavir, ritonavir. After two months ol
ART, HIV-1 viral loads became undetectable and (D4 counts

Fig 1. 4)b) MPA shows bilateral Moysmoya syndrome; compledes occlusion of ilaeral internal carofd artery, antenor imiddie cerebra artery and coll geral formation around the

arde of Willis

Fig 2. ) CT image shows the jeft thalamic bleeding spread into ventricle, the lndrocephaius. the right putamen cddficaton and old cerebral infarction on rightoccipial lobe b) T

inage shows fie resdual hematoma and difase hypaoe encephalopahy
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recovered to over 200/ul. For the Moyamoya syndrome, we planned
to do surgical revascularzation after the complete recovery of her
immune status. However, eight months later, when she came to our
outpatient clinic, she had to wait on the train platform in the cold
weather due to a disrupted train schedule. After arrival at the
hospital, she had headaches, started vomiting and went Into con-
vulsions. A computed tomography (CT) stan found left thalamic
bleeding (Fig. 2a). On physical examination, loss of consciousness
and central nervous system damage such as loss of light reflex was
shown. Laboratory data showed normal complete blood count,
biochemical and coagulation values. Her CD4 count was 218/l and
HIV-1 viral load was under 50 copies/ml then, As the patient had
suffered a left thalamic hemorrhage with ventricle rupture, bilat-
eral ventricular drainage was performed. From the operation
findings, large amounts of bleeding from the brain surface sug-
gested advanced collateral veins due to Moyamoya syndrome. Even
alter the operation, she never regained consdousness. At the end,
her neurological prognosis was dismal. (Fig. 2b). Nine months after
the initial brain hemorrhage, the patient died from septic shodk.
She had no autopsy.
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3. Discussion

We experienced a case of Moyamoya syndrome in a pediatric
patient with congenital HIV-1 infection resulted in intracranial
hemorrhage. Despite successful HIV-1 treatment after the 10 years
of poor control of HIV-1 infection, we could not save her life due to
the intracranial hemorrhage resulting from Moyamoya syndrome.

The introduction of ART has remarkably improved the prognosis
of HIV-1 infection and reduced the inadence of HIV encephalitis,
while various neurological complications have become more
noticeable [2314] In fact, our patient’s CNS complications were
not only due to HIV encephalopathy but also an old cerebral
infarcion caused by Moyamoya syndrome. In cases of HIV-1
maother-to-child infection, which could expect longer-term survival
in these days, it becomes more important o observe carefully for
neurological complications.

Moyamoya disease 1s a chronic cerebrovasculopathy and the
etiology of this is unknown, however recently a gene mutation of o
RNF213 was identified as the susceptibility gene for Moyamoya
disease [15). Although the fundion of RNF213 is stll under the
study, RNF213 is suggested to be associated with the inflammatory
and angiogenic signals in endothelial cells | 16]. This genetic factor
associated with endothelial cell inflammation along with exposure
to environmental factors such as infectionfinflammation may
together play an important role in Moyamaoya disease develop-
ment, which is vascular stenosis and aberrant angiogenesis |17
Several cases of Moyamoya syndrome assodated with HIV-1
infection have also been reported (Table 1) [4-9L A few cases
showed worse outcomes if the control of HIV-1 infection was not
successful and/or complicated with O1s [5.7 . From these previous
reports of Moyamoya syndrome with HIV-1 infection, they dis-
cussed about how HIV related vasculopathy might contribute to the
development of Moyamoya pattern formation |4 6.5,

The new term “HIV-associated vasculopathy™ has been widely
used recently to desaibe cerebrovascular changes directly or indi-
rectly related to HIV-1 infection, though the pathogenesis is still
under discussion. The mechanisms of HIV-assodated vasculopathy
are understood to be the endothelial dysfunction induced from
inflammation and cytokine imbalances by HIV-1 infection [ 18,19 L In
addition, endothelium damage caused by ART and dyslipidemia
induced by ART accelerate the atherosclerotic disease [8.1819] Re-
ports indicate that even virally suppressed HIV-1 infection cases
with ART showed a higher risk of cerebrovascular endothelial
dysfunction than HIV-uninfected controls, which suggests that
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long-term inflammatory of chronic HIV-1 infection and immuno-
logical response may affed the cerebrovascular endothelial
dysfunction |20,

Hemorrhagic Moyamaoya disease in children s rare, although
one report had retmospectively described thirteen cases of hemaor-
rhagic Moyamoya disease in children |13 A majority of the cases
were in advanced angiographic stage 3, showing remarkable
Moyamoya vessels and the defection of the anterior cerebral artery
and middle cerebral artery | 13,211 The researchers suggested that
the cause of hemorrhage in Moyamoya disease was the hemody-
namic stress on vulnerable abundant Moyamaoya vessels,

With resped to our @se we assumed that the intracerebral
hemorrhage was associated with the long-term damage of collat-
eral vessels, which were in an advanced stage due to HIV-
associated vasculopathy and triggered by stressors such as expo-
sure to cold weather, exercise, and dehydration on the day ol onset.

Regarding Moyamoya disease treatment, in general, the revas-
cularization surgery including indirect or direct bypass surgery was
recommended for the treatment of Moyamoya disease with
ischemic attack to reduce the inadence of infarction and for the
improvement of brain function prognosis [10.22]. There is no
recommendation of the indication and spedfic timing of surgery,
although minimal delay between diagnosis and revascularization is
recommended |11 ). Even for hemorrhagic Moyamoya disease, the
efficacy of direct bypass surgery has proven to prevent rebleeding
|23]. To consider the indication and timing of the revascularization
surgery for Moyamoya syndrome associated with HIV-1 infection, it
seems (o be better to take into consideration the risk of intracere-
bral hemorrhage because HIV-associated vasculopathy may
contribute to the development of vessel impairment. Thus cases of
Moyamoya syndrome associated with HIV-1 infection should
receive proper management of HIV-1 infection including ART as
well as the optional revascularization [22].

In conclusion, it becomes more important to observe HIV-1
affected children carefully for newrological complications since we
can exped longer-term survival As one of the cerebrovascular
disorders assodated with HIV-1 infection, we hereby present a case
of Moyamoya syndrome that resulted in intracranial hemorrhage.
Since HIV-1 assodated Moyamoya syndrome s assumed to relate
with “HIV-assodated vasculopathy”, proper management of the
HIV-1 infection is crucial for successful treatment. Furthermore it is
important to consider the indication and timing of the revascular-
fzation surgery in view of the risk of intracerebral hemorthage.
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4. XISEEEE

AIDS : acquired immune deficiency syndrome (RSS2 T

CART ! combination anti-retroviral therapy

CDC : Centers for Disease Control and Prevention CREWAGTRFAL Y ¥ —)
CPHSP : Canadian Perinatal HIV Surveillance Program (A +#/WEHIV 71275 4)
DHIIS | Department of Health and Human Services CEEIfRfRTIAL)

HBV ! hepatitis B virus (B 8T f L R)

HCV : hepatitis C virus (C RFFd 1 VX))

HIV * human immunodeficiency virus (& pRIERGY £ L A)

HLA ! human leukocyte antigen (& b FHIUEEHE)

IRS : immune reconstitution syndrome (FE3itH4LAE4EF)

NSHPC : National Study of HIV in Pregnancy and Childhood

PrEP | pre-exposure prophylaxis (BEEERT FRhTzd)

SOGC : Society of Obstetricians and Gynaecologists of Canada (%4 ¥ M AFE2)
UNAIDS : Joint United Nations Programme on HIV/AIDS (Bl =4 Zais)
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B A TSPl & IR D D O TRV LEE SN TS, CPHSP @7 —# TIE HIV
FE TR 20.2% (1990 ~ 1996 4) 5 29% (1997 ~ 2010 4) ~L3RAL, HIV B8R PRy
WA SO HIV AR 04% ~ERP LAY, L, SLARO HIV 22—
=¥ VA OREE R, 262 HIV B PRI SN TH- 212 b0 b 67, 2000 4
5 20104 £ TONIMT 93 O HIV PSRRI L Toln, F7z, 5, MM E o TRRB 575
HIV SR80 a9l 2 Tud

HEWHETH P >~ # — (Centers for Disease Control and Prevention : CDC) &, HIV (2K
YL 2 MRS RERERRO AR 12~ 16 FAEHEEL. D8 25% 2515500 515 Tl - A & B
LTwa, LT, HIVFERE 32500k £ O%a, SN B PINRES, Wobkf
MM EAM SN T O AW =2 THE L LTwE Y. HIV B PR iz, ¥—2Thots
1991 400 1,630 #8425, 2004 4124 138 U= MMM L7z EMIS ShTwd " HIV BT RY
HUOMESA AR SN D L5100, KETRNTS HIV BilotoEos® 2000 EOHEE 6,000
~ 7000 {8145 2006 50> 8700 £ T# 30% MM L2245 HIV B PRGN LBHTTVWS 7,

BEETANT 7 FIABITIE HIV Y08 & /R &8 % National Study of HIV in
Pregnancy and Childhood (NSHPC) & LTfibitTwva. ARG 1986 F0 6, TR IR
1989 S8 5, SN ESNEEES L AREM AR QOO L LB, CogRyATA
(TR REIT, 3 o) 7 ¢ — VR X AR A S HIV MRBTEE (MO &) 08Re
T4 L, KRN OERNIN S0 A 2 b O HIV 8O AARD Hit, G ivERO7—
FORANRDHLND. 015 4F T2 18163 WAMR ST hTwd (ThFHI, il iHED HIV
A L7 782 MGREAYFET S) . Homid, 05548 1.200 MO R STy 5. HIV
EEF- 18 PRI S A B R0 B T-RAAE 2000 R0 21% 405, 2012 ~ 2014 1212 027%
oo™,
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O BEOBR

HATIREASES 2 HIV RIRBFOER Y A7 2300 LA wdt SEFIEHE ([HIV Mbfai
THEPEFR LB 4 F I A4 2 OWR% & IS EEEOmRTL] BD 257 o r— FEfLV I
TH—A 7 2 AkiT-> TS RBAEEDEROBG 7— ¥ N— A0 TIE, 1984 %96 2015
SERT TIZ 954 MOIERHED S ), HFECATESPHLERE, 644 AOBERAHE ShTva,
HIV 87 RSN 55 51T, [EIREo x4 XS L 800 HIV B8tk 2IIFEETH D, »
ZOERKEVZ S, EMMIETIZ HIV B PRSI RAGER L, BEFliefidmicirLs. o
ATH, HUHIV $ekooitl k HASE 0 HIV B FR TR0 3 0 RS 06% 3 Tof
L%, BEEOIEORE LS AR LI,
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HIV OS8R il
(DR (FAGREAESY @ Bduteh HIV AR RA L, BRRA R CRIICRY T S,
RGN Ry, WAHEONGE 2N SR, BHE0GE - M 2RSS T kit
R4z HIV 298t 2.
UL IV ORI RO S S B8 Y, MU HIV 2908 5.
O3RN HDEEZHNTVS,
HIV 8 F AT R T To IR O R AR, Bre 2N 5725 15~30% &
BhTwg o,
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0 HIVBFERTFRNROESE

HIV AR 2 — 3 2 & ML, SMofdk X HIV R T ok - TRIRL T
Fro NANMMOALREAE 2 T 2 S X2 T HIV B R PR R 4T85 324 X" oRitiig
E/EFEET (RN

Pediatric AIDS Clinical Trials Group Protocol 076 Study (1994 ) 129 F7 ¥ (AZT) @
AL R M LT ¥ ¥ AMEHRKGRETH D, il - PP oy, BEUER6EETD
W - FURIC AZT R4S+ 5 LT, HIV I FRESEE 25% 505 8% $THMITA L 2 L 205
MLz TOR FERICRIAWREZS Z L W LD, % 128237 2 Fa— i Lol
GUuZELAHLA Y,

1999 %, Bryson 512 AZT #5408 RT 2 MOMRO7— ¥ M52 L2 8-T. W LEWM
DML, UL L, SESRTO HIV BTEMEN 167% Tho2zoizd L, WE
BIITIE 84% Th oz, FEFZ AZT QAR BHEO HIV RNA REHE T A2 HFTHD I LAt
L

$HIV SO L - THIV R S SIS FT A2k E4d ™, RIREED S ROETIE
RIS A D), HCHIV 800R0 « opMh - BRI EEG 20D L1240 ", S5 0EIEN 4 i)
FEDINFRICESND L™,

F0i% kb HIV RNA AGEH S008 2 2 12%2,. 200056005 2011 fEZAT75 2 A
TN MBI TIE, Rl HIV RNA KA 50 copies/mL A OB HIV -84
03% TH-7OI2 LT, 30 ~ 400 copies/mL Tl 1.3%. 400 copies/mL 2L ETHIUT 28% Th-
foEHES SR TOWEIZI-T, SHRERIRHEGCR HIV RNA B2 L0 LTE L S EH 0T
BT BOTRETH L LA SR, IHfifeh HIV RNA BiZddb s, HHIV 8245
TEHIEAEREND LS (Ao Ll BHRinda HIV RNA St dimiz Lo s L
Th, HIVIFFRIHE 5 2k bopshs ™,

SOXHZ LT HIV R0 PRESTIEES UC & 2, Bl Crd. DRt 04 B30 HIV 84k,
DAL EWMC L D08 SEERASO LTV #5, OATRE 04ARHIZL), Lk
FCo HIV B8l 2% UF L o T MM
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50 HIV BR800 T R4 o EGE&C S 4L, HAWO HIV BRTHisH b6
21987 £ ThH 77, 2O 2ERZZMHAZRENTVE ™, wFh LT ERL Tr o2
RS H VIR E TORMAHL,. HANERLSEL Tu LI EA AR5, HIV #174E
Qe WeDBFEIL 1993 EOIIUE HIV MEeF 58AE TS - Rl 2B+ 20F7E8E CLAERRTES © (liH1HeME)
DR FRSEN S (U SN 2oliZ o7, SO HIV B FRe PR O @, (DHIV X
SN == 7FA R, 2R, R, 3CD1 E200 ~ 300/mm’ LA FT AZT PIRBRES, COMERMYE
TUM (AZT COROFI, GEEGRP~IFER AZT OMIH), CBFFLCH D, (21ZBUE L Bk A
ENZLEIh-®, 2OH 20004 3 HiZ THIV B8R PR fie = 2 7 0] A9k HIV
WA DLEPIRFEHE (RFFRITLEH : AN b} PR8I ZBIE Y v —7 (RN P,
MR (CXoTRESN, AT S 2014 98 3 FIHHTORE 7R (THIV B 75808
DEEFEMAL PRI LU L - AR M AT BE RPTRIREEN - BN T
DHIV A2 ) —= > 7B ORI (B 0y ZYoRtfaat), @i HIV ok,
QA ) A2 §EE HIV B HFOR, O 4 ZHTHEEOERHAS], % ZASF 100 - i)
SdL, GREFHBI L HIV @ TR 2R, CBUZHIL VB TFORL 2 = s
AR R Y,
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1. SHRVIEAD HIV BRZE T~ TOMERCHT T 2 XETHD.

2. TRTOHIVEREMIE, TTITARPO HIV RRTRERD, SFIRMNIC—8
NERBEICHMAT, rFVITSATNERE. Y1 bAHOTAILA (CMV) i
FRE. FERE TERSREEZRIIILBENSS.

3. FEMEXROLUERED TECTOENDS I ABROSRE (B 2MEREE,
IS UTREHRBEDLIUNERE) 773,

S HIV BEOREIR

HEEIAR NG 7 — ¥ X— A 2B 2 SEINE " TIE 2016 (4% 28) 40 ETLI 55 Mo
HIV EE-RSAR S s, SH, HIV ME TR OB P ko L W Hsio» bo—
AR L fon T AL, K5I HIV TR OWTIE, AUSER ISR 2o LT, Wil
o 1% BT E TS 2 LANTREE o Twrd.

HIV BFRE ST 51212, B—I4E8o HIV LT S EAMERTKThHS, EHAR
AT MR L LMD iU, QRO HIV B, 2014 CFk 26) 41 997% Th-
7ol BT S COBEATEN TS 0T, SRS T HIV M AR TirbATH ), TXToiN)s
P & MUY MRS A 2 B S LA T A

HIV A 2 ) == 7 VBRI T HIV RIS FEHEREA S R L Tuwd, Bt ThH -4,
HIV 922 % 7y bk (HIV HURERAENE) & HIV PCR i (HIV MRENDE RMERTYT) @
(LU Rl QT 50261 g (5 e s 8
BEOEWSE

Hi, W% LTI, AT HIV B TH - 228G T . 0146 28 MUUZ I HIV et €18
FTAHELTYD Y. HATRHEEL TATOESIZEET S LR G VAL HIVBR) 22032
IR A QUM EEERIC Y HTV REL i o280 ha LUbnE.

L oML, HMHSOREL HTVEVI BALZEETHE T 14~ (optin) HRTIESE
<, HIV MESG T 2 e MRS % EOMSIT T < TOMRIZ 2T S50 IC L TH &, HHFLAVA
RIERTEBLHZFEFT T b (optout) FRERFLTWE, #H¥ T2 2+ yiEMAH

162



“#2 (Society of Obstetricians and Gynaecologists of Canada : SOGC) A% L 22 &t 4~<Tiz
HHEMO HIV A2 #ER L Tvd . ElGUBMRICE>TREY, 2T 42 -7 T2 M)
SUASRAE LT D25 2005 4L IEATE HIV BEAESKIE 88% 12 LA LA, WMTIE, A7 R4 2
Th -7z 1990 FACTHMASE 30 ~ 60% TH-o72A, 2000 ELARITF 7 B 77 AR D, 20005
12 70%. 2005 9E12 95% L& . 201541212 95% Bk L o e V) KBITIESER 7 M Y A TH-
7oAt 2002 SO REHEATIEIR bt~ # — (Centers for Discase Control and Prevention : CDC)
T 1998 ~ 1990 EOLKOIEN HIV BefegiA25 ~ 69% Thh, #7757 bikel L7
Fr—HOBEEENGB%, Foi—AFA AL ¥ —TL982% TH-II e kb, CDCIX
2006 A 6A 7 BT bHARRET L XA kot

HATIE, A9 e Tt 7 b7 A TH 5.
hoveuyy

2007 (PR 19) SECCREGHH R G SNERHATE HERIEH T H & ) 2 Y OFCEE R Dl 1
LTwa, [HIV A2 ) —=2 iRl B 2 Moo L, a2Bdosi o2 N, #@as
BE Ao ) 27 TThTRENRIL, ESOMNCH I ERE FIZLTOS 00 holled
i, THIV A2 ) == > 7T~ OWATHBHAEAE LS 22 L2 0T 2, HERAORESN
TVWELEREFTORBGLEI20T, HHcThya & 61, Bl n s o) 7%
FHTI S EET T4 — OB R S ) OPEC 19 56 6 29 HAS. A58 0629001 45 [§F
884D HIV 22T Gl ) XSRS TVWAS,

HIV A2 ) == 2 e Cla— W E CEAHRMEAYE UL L0 NADEMIEERE 100 5 AT,
HIV MemTasiisy 30 ATHA. HIV IUGEHIMERD F » FOBRBAEEN 0% 2152, 22—
= 2V BFECTOBBEOMREIE 1000 Ax% Y, BfEdrPEd 3% L b, Lidi-T, A2 —
S 7RAETRAE TS » BT, MZREOBRAMEVEETORIITEE T AL, Aoty
YRR, TIA RS —ONEI RS LB B A

HIV RUATAHE, S TOMM 207 2 M oMRRFI A T, ¥ 77 X2hiibie 1
FAHOYA A (CMV) SiNREE ST L2 SH 5", il HHIV Sl es+ 200 2k
PR " ORGE A 7 2R L THE I L L. HEWWIC My 79 Lo @i L0, B
OB OTFILTHH L7220 THL. CMV IERATOM AR, IEROIWHREY i3 5.

AT, 7 7 3 V7 HRTHEGE. MR, FEHERTR BRI DIRTERRY
B, WA 2 & & TR 272002879, MIRTERR 5 & 5L X by RS 2 7 A5
HIV M4 TR (IS THHSA S v L vwbhTwa Y, £ BSEINIIRRI DS &
T, BEARIY), HSHAYO HIV RNA BLHEHN 5. SFCRECEICREIHL . 15X
Wiz 2 D MV IERE L M 2

E8 1) 38T 1L T & SR RO, TEHNTO HIV S8 e ThEh 26 i 30
foins4s L vwIRrdda v,

FETORLCEIUE, 29 3 77 BRI G LARICETEO HIV RNA @R Ls",
A DR EIUE, BTBPNHIRANARA T L LR (HSV) 2446+ 5 & HIV il 15

* REPPRFERE (Immune reconstittion syndrome © IRS) | REFEOH S HIV SHH L THRRCH HV SR EEH
LER SULCHBRTTRUAMERDCRHV EMTEEL S 16 BRNETLASNIXTETHLLAMBTHS.
CO4 ANMNCHI L, RSETRCAMNCMRLTVIEEA5H, BRRBRELLORBHFRE, HR. Kk
LEBSICHRCEHARERN cHFATHRTIONRETHED (MAHVERATFF1- 2017 F3 A FH2BFE
BESRTHEHENTSRRMMGE L AHNHREREE HY SETRUIOSHFIORMETH Y 3HR) H).
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L, Besrigtyo HIV RNA IERIT2 . 70d47 » v 0omcic LU, cART £LTwaw
b ddb s T, /52 7 EWIRL 2 HIV STl edho HIV RNA R L7,

BELD, e FEFTREBEX ORI TEEOAREREL, HRLTEL I LAY
LR,
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1. HIVERHHELZESIZ. cART ERTT 3aICHAHV RICHT 3RAMWMY
BEFIRE" ' E73. ITICAHVESRSENTLBICHELIDSTHIV
RNA BH O FO—ILENTUVELERICEHEHIEREHITYT D,

2. CART =BT 5, BiaE: 2 ~ 4 (T &, TR 36 BlE, HLUHRIFIC CD4 1,
HIV RNA BOBEEBITT 5.

3. 0T 1 v O Z ST MAREITNRECHHETELT 3.

4. cART ZBA L THELIC HIV ANA BHETLELES, &/ 36 @i ICEo
THRHUEE " FHICESHMERIE, UTOZLEERT D,

- BOP REP S VADRE
- AR
- HYEEASNDERNDESE

O HIV 2802004 2 R AR = - A Wef 79 2 S 2783 Lvds, SEREIBI HIV
RESAE] LA At RN B 2 208, BRSNS 2 1C cART ZRMALTY
v,

2]

cART [Miiditkiz, MPEHOMBIRT FET 2 > A0 L X EFx v 2T 2480 H50T, 2
EIEE (1~2MTE) (2F5 & Xv, ERHEEE S HHA TR 4 M 22 12 CDY 2L HIV
RNA SO ikii+a.

3]

CART OHSGC X DRI ZMEHOMBA H 5720, ESRBSEHIMY, FELT 35—+
i, FURET & F— A, Rl S oOBREL Tt S,

4]

A LT AT, B HIV FEI&GH 4 A 2T HIV RNA 22 2 6 1/10 0F
VST 5. WEROMA, 3R 16 ~ 24 M| SRBIRIEARCIE T T 5.

Foritiit e LTua i badvb 63 HIV RNA BAT oK £ TR T E 2wk 28 HRiE
MOHMET FETI7 2 ALMHIL, HIV BIHEONMSEITHET 5, RHIEERS L, REELA
HTHaizbdmb e HIV RNA ROT > Fo— U AR BHE TR HHIV o258
AR RISGE L TO LW R BB 2080 2, ZOBE, IR oy hiud& T
WL, BRI BT H L0 L) A EMET S EARELY,

o EFEFECRETIERE (V1 /54 RETEHRE) | cART DR THILEENSE. TOF P~ BEUC 775~
HORETFEFEMI TS L0 BEORM M~ STz, SRR 2006 ¥ 4 ACFERERE h, KRBRBYFIREE S -
. AOEPERMGSMGE (71 /51 THE RETVEEINGY), BRI HY OBSERE S HREN TRET S
BEOBEL Va5, BEREURENTVEL,

® 2 HIV ANA ROBHEE - G0 HIV ANA EREBNEL £ RTPCAE (BEFH) £ 5~ CRIFIGE) TR

MEETCOREMND, BRORPIZLY), 400 copies/ml #5RETIL 20 coples/ml T TERBETUFNEZ &), REE
LALTR 2~ 5 copies/mL 2 TEIREL & - TV S,
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1. CART EERO HIV SREM, S4U cART BRETH S0 HIV RNA BOHEH
BEREICELTUEWESICHL TR, ERNERCFRREETOINETHD.
2. PICHEIL (ABC) OERICMAT. HLAB* 5701 BEEEET S,

HIV RNA 54500 ~ 1,000 copies/mL B ETHhivg, cART % Billrs 2 i a0tz 7o
TEINTNATHS. 2220, LD EMOCART MEAHIV B8 ) 2 7 iz %405 70,
HRER A RBETOMEL 22 ETeART EIRND I EO%w L H iz Laiiudh by,
RS PRI L D, SEIIB LT ART DL Y2 22 8W L TH kv .

HLA-B® 5701 7L L P K (ABC) OBREOMIZIAE HMASH S & 3f, WROF A F
F4 2BV T3 ABC MM A T HLA-B® 5701 7 L AOF A AT S Z LAERI AT
277 HLA-B' 5701 7 LV IREORE A BV TIE 2~ 8% LHARSE, T Y 7T 1% LF. H
ANTEHF 01% LISBIETHA MG SN TS, ABC 2S5 LA AOHAADS B, ABC
MBIEAREDIZ A2 X HLA MMERX {2 L 25, 2L & HLA-B' 5701 7 Lttt T -
A SRTOS . AN TEH - TURICET T UNOAMTIRIEEA W R TH S, Flm 2
HLA-B' 5701 7 L MO EORBHAER S 1 s,
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FATOHIV BRI U T cART ZERBI NETHD. BEREESHRIEER 2
METDT7—CHRERER VT IS5 CHEEROEFIEDEIRAIND (R 1).

KBNS (Department of Health and Human Services : DHHS) @ 2017 0o 4 K74
2V Ko 2= Iy LTHETMENMEETHLLL M) VY / 72 REVRES
F(TDF/FTC). 7 /:REN(TDF) + 3 72 ¥ (3TC), T/HEN / 9 37V VNATE(ABC/3TC)
DuThhk, F—FF2Z7ELT ) EFER (RTV) T/—AF L7077 —¥MERETHD
THHFFE (ATVirtv), ¥+ (DRV+rty), $4034 0779 —CMERTHLINTY
FEL (RAL) OWTHHDHASHEIWRL Y22 L kaTwna,

F—¥FF o 712lT5 DHHS 74 FF 4 2280 A0 XS 08, 1 775 —¥ME¥ET
I3 RAL W THISRIC A ) BV TFI 777 ¥ (DTG) AU L LottZt, FuFy—
YREFETIZERTV T7—2A kL7 DRV4rtv AWRIGROWRL 2 Vb ofe e a8 THS,
RTV T7—A L7z ATVHriv (348 L & 2 V(2R T0AA, TEF+E R (LPV/r) (CHSEL -
fzo EIHENLROE MR TR T 7 T ¥ L 2y (EFV) 25UEEEE 2 Y, YR EE) » (RPV)
AT A S, EFV M CowTIE. chETo7— 708 S 305 =
P (REHR0~ 13:8) THoTHIAZIHELLOTEEVESRTEN ", HEE Lo,
SHEV, FIHEEME R WL HEY A 2 OMING OB A ERLTOS L ThHA,

Ry 2= r F9 2 71220 TIE, DHHS 74 F24 » T2 ABC/3TC. TDF/FTC. TDF+3TC
AYEARECH D, 2017 FOYUIEITY FFV Y/ 7377 AT (AZT/3TC) HHUHEL k-7
AZT/Z3TC 1 A2ERNTHL Z £, WA WS Xofiiepig, B2 Rim FhIRabs’
EINHFHI LB EFBRELR-2NITH L, 2R LAAL A X2 HIV L AR
THIV e [HMOT3IX || (2100 2017 %) " Tk Y F7¥ > (AZT) OBERRT— ¥
RFSRFHROBW S5, FATO HIV BT LT cART #5%7bid S LA ShTuvg,
KAHA FF4 2 Tid, DHHS H4 F 94 2 LT AZT/3TC AU & L7,

AL b LR ORADILHIVEN 4 Fo4 > " ciistsh, HETLTTIIRAESHT
WAILAETFYTEN/TELRTy b/ LMY SEY /T 7 REMRER (EVG/cobi/TDF/
FTC), ZWEFZIER/AELRAZ 2 /XL M)V Y FEL /FIHRELT 27243 FREH
(EVG/cobi/TAF/FTC), TAMIZ2¥Y /7 /RENTF 7243 FREE (TAF/FTO) ik,
WG (HIV R [HROTFIE (] (B21 0 Tl ToRS (201791 ) TOMEOT— 574
Ak Z E TR TV vy,

7ed, DHHS 74 F o4 »Tid, BRENLZVERL LT, $=n7J Y (dT), ¥¥ />~ (ddD,
A7 4FER (NFV), RTV, = FZ 0> (ETR), #¥F¥ > (NVP) #3Y6RTwE. F
fz. ABC. 3TC, AZT OHSREREETIMERIN, 1 > ¥ FEN (IDV) +rty. FFFEL (SQB)
+rtv A FEN TV S,
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B Re|mEHRISHRINJILIAY

(5 2mas)
‘ regimen ERG)
?ﬂ‘;‘," S ABC/3TC (T7¥IL)
Bl RAL (P4TYbUR) ik [TORAETC YR
il | DAVt i
. TDF+3TC
| LB [(EUF—F + TEEL)
| EFV (RhwoU)
| DTG (FE74) .
L (—— LPwr (aubs) APV IEFRSYM arare (avee)
RU=22) APV/TOF/FTC
| (2LTLS)
| EVG/coblU/TOF/FTC
HRFTIEN R MvC
m’-"" b FRV (L22d7) TAF/FTC (F2aKE) r:;—)x;mzy
| EVG/CobU TAF/FTE Y
| (A1)

LPV/r [ZAFRES 2 0 - 35 3 TlHs@IEAEd %2 S LAY ShTash, HOfi HIV RNA it
EFEZSNYLLHAT, PRCECTHREEE TS THL. W 1 11| FEEGARZS T
7% SHRITHL T ] B | B OROESRE T — 5 AT, |0 | R s he e,

TDF 2 & KR TOFHERREAGRS Y SN TS, [ED 8 MULE TDF 4255 252t 28410 74
AEZFTOROVIER 69 AR AL 2WRIZ ST, Al 4 M A e 3oL ¥ — X AR
Mg KWL 225 22, TDF WO I MNE P20 HEAME F LT ™. BRI SRz

TR EL IR ETH L,
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O peEm

FATOHIV iE5RIE, FIHELIRD $HIC cART ZHBT RETH D,

ST | = (0~ 1334 b, wRERID P cART 2RI 5. CDY BT H S
Z B4 HIV RNA B2HEHITH 5 % EOMINTHK cART Pl 22 CLEN L2 VWA TH- TS,
HIV B fRRS FREORBSA S cART 120 THL W1, SN Z 8 LT HIV RNA &2 &l
HOE A R D Z L AR CH D,

HIV RNA ft#¢500 ~ 1.000 copies/mL JAECHIUL cART % IMEGT 2 il R (4 7ok
HEERTSETHD. AL, L INO CART MA HIV -850 ) 2 7 8880IZ 0% h D 120 ",
HARHE R E TR OREL 22 L T cART RlATENRL Z LD SV LS LATHUEE 64w,
ERRTERETFHERORBIZE D, LECELTCART OV YA S #8HLTH v s
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) CARTHOHE

HIRAID'\SD cART TI bO—LTETULNE, HRPERZOEERET D, AZT
HFENTUVEBLREP EFV IIZZENTLIRAETS, TOFFHRT D.

8D 5O cART THIV RNA A5 2 b o—ATETviud, HFEPIEF03 3 cART &5
B D, DHORE MO FT4 2 T2, EFV OBH8RE7 0280 5 8605, 84
KM TILEFV ORUINERT 2 2 RS Tv ™ LAL, EDLEF Y 20,5,
EFV (2 & HHSREOMMEA R b OTIE AV 2 23, HIV RNA A2 Twa 0 X)) EFV
THRRTETHL L ATV, RIS, SHEITRAZTASHL YA VARE LWL ShTw
7285 TDF R ABC 2 GL LI AyDLEF AL EMENTETED, KB DHHS O 1 FI 4
YTRAM6FEL N AZTIRARL VAL Edalz,

HIV RNA BEAA 1524 5, SRETERELZIT5 . HIV RNA 847500 ~ 1000 copies/mL T
HTHFRHERE TN T X2 OIS 54, ThTLRIFMERING,

R IR L KR LT cART £#85cT 275 AR X - TRAE 2 a4
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0 REHICHIVESRD AL IS S DCART

$EIR 28 MLIRIC HIV SR BA L Ic8S 12, B5IC cART ZBilE 9 3. HIV RNA
WH 107 copies/mL LLEDEE, RALZSE 3 ~4FOLIAUHRELLY.
[ERDUEE > TH'SD cART BEHEIC RAL B2LULIXAYEL, AZT BEZETS.

ST EL A B3 HIV B L2 &8 oTHES A & 1 Ph S cART R <5TH
% ¥:[50) *British HIV Association Guidelines™ T2, HIV RNA A% 10 /5 copies/mL ¥\ D6,
RALZEL 3~ 4ROV ¥ A 82 Tuwa, RAL 8@ O A S HIV RNA S0Mh4
IKEATVS L ShTED %, Bt 22,

BT - THHIE, AZT. 3TC £ RAL E#MASHELHGOALI LRI MT ENTH
), STCH+RAL IZHMIEN AZT MHiEASE L,

FERREESR (Food and Drug Administration : FDA) ®I8 [ HIV 3254

BEOL0, FDAIZLDHHIV #OIHEEEE 2 (0583, HERTE, K% 5 BOHg s
SHIEL, MURSFATOERNC R -TI A2ZIEL23 5S40, FDAIZ200546 H, K4
EEEOEL, HADFMT L RN E ) A 2 3FHili% TSR TR SO CRIRT 5 L #iroit
7=

#2 KERREFRSE(FDA)QEAHIVEERSE]

FWARES (8)
ALER I =28 U0~ I138) SaUFnul
BICHMCES LTS, BHRICEEROELC EH]

RTHANOERIBHONSHO, TR
BARBODO, WRNDERIC DI IS
A EESESICLIERL TS,

EeiMBOBRNS RO,

B BB TERECERIGLC LD S TUSHH, ATV, ddl, DTG, EVG, FTC, Enfuvirtide, ETV, MVC,
£ S TORASR RO AL LD, NFV, NVP.RPV. RTV, SQV. TDF

C  ErTORENMPOTSMOTHAT, o

ABC, DRV, Detavirdine, FPV, 10V, 3TC, LPV/T,
RAL. g4T. Tivranavir, Zalcitabine, AZT

D £ FTORMEAOBRE RSO EGT 2 TVSED.

FRADERICEDEMINSRNE LRSS,
EOEMEWSHLOTIZELU,

= R TOEREMNPORAIC L SRRIES. LOR
ENLOH LES B0
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&3 BETRE-RRENTLISHRHIVE

| —os ! ma% | n®
RILAY K/ ROLAF FREETHRIEEE (NAT)
JEITy 'L O LD e AZT (#7:3 Z0V)
B, (HrLFeIRECHTEN/ & adl
S=TUYy TR 3Tc
=N IT HUy R a4T
JEFIVESE I I/DEN IR AZT/ATC (Z43 CBY)
PIHEN SAPIIVE ABC
F M EUP-FR TOF
PIBEILESE TIDEN | TTUDILER ABG/ATC (213 EPZ)
TLMUZRE S [ IhtUIthTEL FTC
ILUDPEVEF IRENLDER  VILITE TOF/FIC (Ff2 TVD)
oyt s T FUILEERLT - HT TAF/FTC (#15 DVY)
RROLAY K/ ROUAF FFLETHRIEE] (NNRT))
S (ESSa-UR NVP
IZrELYY ARbwounvnreiL/g EFV
IFIEUD AVFLVAR ETR
LU I¥aSveR APV
i B aLTUSESR RPV/TDF/FTC (FRe18 CMP)
TJOFT-CHEER (Pl)
ArEN L oUFYIURTRIY oV
Y4+ AVES—HHTEI SOV-HGD
22« ESeTrE NV
e J—EF - YIHTRIL/UFZE  (RTV
OEFEL (ARY FrELa%H) HUESE/UFEE LV
PIFEN LAPFYYnNTEIL ATY
RAP I I EN LoYOFR FPV
TUTAPE (300me) DAY
FLFEN | FULASR (BO0ME) DY
JULDZST4—TH (800ms) DAY
FNFENEIEL ATy MOER JUYTE v I ARER DAV/cool (FoiF POX)
AVFIS—HIERR (INSTI)
ST FSE PABY LR AAL
T el SR e | ATUELKEAR EVG/CoblTOF/FTC (Ffzis ST8)
TIEFYSEIL. JEIRPY b, !
LR, A PR EVG/CobUTAF/FTC (#515 GEN)
FARENT S 143 FOaM i
FILFYSEL FETAR DTe
L e b | NU—xoman DTG/ABC/3TC (742 TH)
AR
<5E02 LU—TILe FUR IMVG

(¥ 28 W AR HMTHRARAMIE T THMAWHTER (HY BLERUIOSUSORBENE T 2HR) & @qE8:

WiMWE, FRARE  BREE) R HVENN S FI1 2007 ¥ 3 AEe c—SNw)

173

25



[x @)

1) Mandelbrot L, Tubiana R. Le Chenadec J. et ak No perinatal HIV-1 transmission from women with
effective antiretroviral therapy starting before conception. Clin Infoet Dis 2015; 61:1715-25

2) Tarig S, Townsend CL, Cortina-Borja M, et al: Use of zidovudine-sparing HAART in pregnant HIV-

infected women in Europe: 2000-2008. / Acquir Immune Defic Syndr 2011; 57:326-333

Money 1), Tulloch K, Bouceiran [, et al: Guidelines for the care of pregnant women living with HIV

and interventions to reduce perinatal transmission. J Obstet Gynaecol Can 2014; 36 (Suppl) :S1-546

de Ruiter A, Taylor GP, Clayden P, et ak British HIV Association guidelines for the management of

HIV infection in pregnant women 2012 HIV Med 2014; 15 (Suppl) 177 (2014 interim review)

5) Recommendations for use of antiretroviral drugs in pregnant HIV-l-infected women for maternal
health and interventions to reduce perinatal HIV transmission in the United States (Last updated
November 14, 2017)

6) Tanaka [, Akaza T, Juji T; Report of the Japanese Central Bone Marrow Data Center. Clin Transp!
1996; 139-144

7) Yoshino M. Nagai S, Kuwahara T, et al: The clinical experience of abacavir in HIV.infected Japanese.
7th International Congress on AIDS in Asia. abstract #MoPBOORS

8) Ford N, Calmy A. Mofenson L: Safety of efavireaz in the first trimester of pregnancy: an updated
systematic review and meta-analysis, AIDS, 2011; 252301-23M

9) HATA X750 HIV Rt S H 2 - HIV s [0 FI18 ) 2180 2017

10) HIV B4R 204 e OB £ it SRPRH (BFRTHH - MIRWE) U HIV S 1 K24 2.
2017 §F 3 HAG T 28 GHO0 RSt TediR MR & (= 4 O MEORIR R, 2007

11) Guidelines for the use of antiretroviral agents in HIV-T-infected adults and adolescent (Last updated:
July 14, 2016 last reviewed: July 14, 2016)

12) Siberry GK, Jacobson DL, Kalkwiarf HJ, ¢t al: Lower newborn bone mineral content associated with
maternal use of tenofovir disoproxil fumarate during pregnancy, Clin Infect Dis 2015 619961003

13) Warszawski J, Tubiana R. Le Chenadec J. et al: Mother-to-child HIV transmission despite
antiretroviral therapy m the ANRS French Perinatal Cohore AIDS 2008; 22:28%.299

14) Tubiana R Le Chenadec J. Rouzioux C. et al: Factors associated with mother-to-child transmission
of HIV-1 despite a maternal viral load <500 copies/ml at delivery: a case-control study nested in the
French Perinatal Cohort (EPF-ANRS COL), Clin Infect Dis 2010 5(:585-596

15) European Caollaborative Study: Mother-to<child transmission of HIV infection in the era of highly
active antiretroviral therapy. Clin Infect Dis 2005; 40458465

16) Sibiude J. Mandeibrot L. Blanche S, et &l: Association between prenatal exposure to antiretroviral
therapy and birth defectsc an analysis of the French Perinatal Cohort Study (ANRS CO1/CO11).
FLoS Med 2014; 1161001635

17) Ford N, Mofenson L, Shubber Z, et al; Safety of efavirenz in the first trimester of pregnancy: an
updated systematic review and meta-analysis. AIDS 2014: 28 (Suppl) 5123-131

18] Blonk M. Colbers A, Hidalgo-Tenorio C, ¢t al: Raltegravir in HIV-1 infected pregnant women:
pharmacokinetics, safety and efficacy, Clin Infoct Dis 2015 61809816

19) Watts DIL Stek A, Best BM, et al: Raltegravir pharmacokinetics during pregnancy. J Acquir Immune
Defic Syndr 2014: 67:375-381

20) Lennox JL. DeJesus E Lazzarin A, ct ab Safety and cfficacy of raltegravir-based versus efavirenz-
based combination therapy in treatment-naive patients with HIV-1 infection: 1 multicentre, double-
blind randomised controlled tral Lance: 2000; 374.796-806

21) McKeown DA, Rosenvinge M, Donaghy S et ak High neonatal concentrations of raltegravir following
transplacental transfor in HIV-1 positive pregnant women, AJDS 2010; 242416-2418

3

—

4

-

174



”~ .
/ \

O BEEFRDAILZ (HBV) BRaH )

1. HBV/HIV BRSHERO T TICH HBY ROBZ 7 /KL (TDF), Th
rUZFEY (FTC), SETTJ (3TC) DESHMEREIND.

2. HBV 27 U—=UJtt (HBs iR, HBc #if%. HBs ikOLITNHRME) T
SNIE B RS0 O F U/ ERHIMEIND.

FATO HIV BYEERHE HBY DA 2 ) —= ¥ Sl e ST 24805 5. HBV/HIV B i
BHZid, HUHBV 403 25 TDF, FTC, 3TCI2E% cART #8512, L HIV R4 MiaH,
FAGES LD L # T =y =+ 2, Rk cART 2k 2484, FErT=
F—L, MEASRELN RN IIGESDIHT S, A 2 =720 00RT A ¥ ¥—7 20 7| HEHS
TS Thve FRETIIoV T, HSEAS LIV MloBs s L2 TH ),
P LGN EOMA L S ey, M, WIS B RESRGRE 707 » (HBIG) % 128§
MRS L. BRUBFSR T 2 F 2 4880 5. G4 o B RIS F RSt 2 R S vl
W
(2]

T FyTFHTELIFRIITFHLTEL L L HETHS. HBV A2 1 —= 2 Vit (HBsii
Wi, HBciiifk, HBs#fAOWFh L) Thiud BRIFET 7+ L RHAER S o, £ @8
1% HBV MO FEC A BIIF #7272 F L% 20 7 2 LA v i, A WhFde> 1 LA (HAV)
A2 == rhte i, HAV-IgG 2B, A BIFRT 7 F A i 24uh, HAV &
HBV 048002 L 5 LA RS XD hThH S,

ARTHRESINTHD BUIFRT 2+ (Bandy i N7 80 2 A1, E—45 ), ARIFED
rF 7 (Mt A4 84 7) B3 b S8 i 5o L TE 6, iRk
(3 [EERLHER L T B IIEEO S 28I HER L 2 S L 20 E L, PR EO G L
it A EED LT A NG OAERTE I L, | LA TWwWD, 9B, /S bF—D HBV,
HAV Ml TR RO ) A 2 L L2 EE L THN S LA THS,

SEHT R L TR, HBs LR, HAV-IgG A8 THh - L0418, iz i h
LiiMAYEt 21D,
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) CEEFRYCILA(HCV) Batt

HCV/HIV BERSHHERICA 59—z 0o IT( & —TJx 0V, YIEUVEHE
IEPICIIER X NTEL.

FRERERLN C BT VAR (direct acting antivirals | DAA) HIREGA
TCRF—FF+0THD, ERPICEERENELY,

FRT o HIV REATEHI HCV DA 2 ) —= o Y ife & 2 A 08D 5.

$LHCV BSOS M 2401 HEE A LTy v oT, KIE LTG0 HOV i
WD, 5 LTLLELBARIYMEADD LT~ 5 ARt R ND, v ¥ —7 20
RRY A 2 ¥ —7 20 7 FAHE IR RS T, WS, FTHICCERTIRL C RIS 1 v
A% DAA LBUESTIF— 2410 Th D, Pz s,

HLHIV 32 i, G Lo IFERTE R HIZE =5 —T 5. cART I22WTd HIV
AR A L Y A Y LR L THD.

ORIV TEE, SHEFERE O HIV REOMIECR LA TH Y, 48 L 4R LW
Mz LWL Ly,

WML IR e 8 A H LRI HCV A2 L. HOV OMIEOH A M 5. SUESHAE
LI, 2 A H LR HCV-RNA REMET S, 72220 HCV O 4 v AREEXRIXMTH D
A DIz, 12N DRI X521 [0, HCV-RNA 2L, &2 BIEETEAmil L 2 iiuds s
fevy, HOV-RNA A2 A LRMHE S 224, 4tk 18 A H L L HOV st Thinig, HCV
(0 (3 DY AR A% (W

KERRERSR (FDA) OB [AHCV Fa:E)
BEOL, FDA (ZLAHHCV BOIEENER 4 (253, IHEQRORRRICHz 20T p2A
K2EBWMOZ L,

%4 XERREFESRE(FDA)OIBMAHCVIERS]

L HEIRRERAES
TS9N ErTOF-FH8L
DA TUEI C
YMRTEW 8
LINRE LRATE N B
ZLEFACNL /IS TUENL B
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O pEBRan )

HIV BRI BEDRA O V-V I BT SNETH D, RESHEBOBS. T2
BEITBPDICHBETAREMRET 5.

HIV BBERHIRBED A 2 ) — = 2 7 2T ) 3 THoH. MBEGHEEOES, T3 227400
IR WS 5, DHHS 74 F94 2 ¥ Cld, B L Tuviews HIV Sttty &0, i
HHFEOMEMAMBL LGS LIS { 522 5%, REMRIERE L2 XD A2 £ 5L,
CD4 #A° 50/ mm’ RO G ARBAETR 2 RIEG L T 5 28N, 50/mm’ B EOS i L
< B MMMLIAIZ cART 2Pl 2 LR L Tvd. LA L HIV RPEMOM IR, P85 2
2% EBL, FRSBEETEMGHET X 2728 cART LRIt 2 K LT 4.

DRI == 7L T, 7177472027 TBI—N F(&T)S T- A4 b . TB(SS%)
L¥D4 r5—7 207 y il (interferon-gamma release assay © IGRA) 2" E Lv, 28
L CD4 3 200/mm” KMOEMOE, AL 222 2 8H2OT, 200/mm' Mk & The
FHRE BT 5. SRR 2 CYERHE (latent tuberculosis infection : LTBI) @E#6ZowW T
KBRS (American Thorocic Society @ ATS) /KEHATH PR+~ #— (CDC) #4
F74 2 ¥ Tk, RoTostEo @i HIV 12X DA TR O~ ol 1M £ 223
FRIDFTORETIE, BRE LEEAREBIIRShL Y HE L LTvs. BHrOEMIZRL
THHENARETHS.
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[x w)

1) 26 43 H 17 HMCESTE RO R e LT T8 ST 3 T TR oWz onT
httpy// www.mhiw.gojp/bunva/kenkou/ kekkaku-kansenshou20/dl/ yobou 140317-1.pdf

2) Guidelines for the Prevention and Treatment of Opportunistic Infections in HIV-Infected Adalts and
Adolescents (Last updated October 18, 2017)
aidsinfo.nih.gov/contentfiles. lyguidelines/adult_oi.pdf

3) ATS/CDC Statement Committee: Latent Tuberculosis Infection: A Guide for Primary Health Care
Providers (Last reviewed: October 20, 2014, Last updated: November 26, 2014)
www.cde.gov/ th/ publications/1thi/ pdf/ 1argetedithipdf
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0 EHEEREOMIG )

\
.

MENRBENELEDIC, PHEBERTSH 2 752 B0 MA SR E (oral glucose
tolerance test : OGTT) R T 2T EHER2 NS,

TaF T LR WRERT L AT EVIMELH AN oo T—ERNHECL D
tid, TGO HIV 3025 2 680 AT RO ) A 2 24 SR T A K
FTho. LA LEHS, BASHONY A VAL HHMEST TV SR ZOHEL Y
HER T LIRS A MG E L, TOWMAE LT body mass index (BMD) AV Edsg$nv=
LAY HRTVS, LAf- T, HIV BRI (L. BUSipene & & & (S BIrRTETdh 5 Tog
OGTT %4986+ 2 - LAY ZhS Y,

STREER S & S0 S N oA, AEE D MBS RIS .
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i

O SBEEGIRE - FH) )
BATEERNC, SHEEREMPEENESHEREL, HV ANA BICHDD
STRARENOBRNWEINERRL TSR, BETS, HEAIRRSNTLE
VCEEERT DL, BARRFOBRNFEINERRLLL, LHL, BAILES

TREBNMREITOIFI—ADEASNS. COBAICIE, IR 36 EEO HIV RNA B
DERZEERL. IRHE - BHEZRDD.

HATCIIA TSR SRR SN TV RO L2 EET 5 L, PRREH ORI EOR %
HESELAzuv, 2015 CFRE27) SRS rbinds SRFRERLNHERITE [HIV ST el bl L
RO | B (JHOTEY « MIREZ) OF ¥ r— MEECIE HIV AR S X o
B 7 & — 564 MR L TIF o 7a—T » 7 — T, 80050 1ETH 5 E1%AH-
72012 76 Fid% (132%) Thotz. SOTEHRDI L —ERMFIRLIERTRIETHD Lo
BHL20E 34 i Th 72285 BURCER AT R O & A L 2R 6 iz TCh o7 =,

AAOEEL, EMEDENS {TH 308ME VA SRS D, SRR RS 2 1
LY, HIV RNARZAdbh 6§, T032A LEIHEEOME2-Tva, 4 THIV TS
RPN =27 V] BB THO TS TUMEHRLTEL, L L, ¥ RO XS5k
SEOH 4 FFA 2 TIHERR A TG LH 5.

S S THARIZEO AR G217 /o0 L R T < 2 H X L F ISR,

< FERSELE>

DIRRNE LT AFSHARSH &\ RN B TS > ¥ — (86 - eR) THaZ k.

IR AR TIVHUCSE RS X RV, 0. S, RS LoD
TETED, HRNHEOFROFRIHHTA Ak THE k.

<{EREE>

(DR 36 M F T HIV RNA fibd 882 &hTud (HIV RNA BRiE g dnt) S,

SWHEEE, PSSR TS TR AL S k.

EARAL 2= b F— 23R ROR[RY L L.

AROHEUMON 22 R LML, FROY 4 I, BABFOMS, WMoy Y
WDV TIdiERR D ) = k.

GREELATE BAEA— RSN 4£2H, MENEIRMLTHuAT L.

R 36 W F T2 LIlASES TVTh, 37 MASRO SLERFRIOMAR R, SUKIIEARIC 25 EW
FARRE Ly, L L, UTFOL) LIEEE LU ATEEIRLT LTI L452,

ATHHEREE — L 2w T £, PFREICCRATRICRPEL, ZHRIAHTIC HIV Mishorim.
EARN E PR P WIS L, oROBTARE S ER#D E I2hbiu.
BN MR sV T O ES S kv,

DO OWTIE (W76 RIS~ OMIE | FBIi s,
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o THE, HIV BEFRERGE T RS, P Rh o it ds L LA L T 4 & St
Foo L HIV #R50wE 5000 1990 SECOMRIOBITETIE, SEFRFATEWNIE HIV - SREE T =
7, 199 EITRE L A YRHT (n=8533) AWM Tirbin, |INGH EWMEATI £ HIV # &
Yo dEE L D 50 ~ 70% MK M5 L ofTES I S s £ YR T Y2 (AL Sk
BINOH M E#AGHED & HIV EHFBRERIL 1% A Tho72 ", 2000 ~ 2006 SFIZREE T
A9 v FIRISTIrHALMETIE, AZT 425 LRIREAT LW OMA AT HIV i (R
1£0% (07467 M1, 95% upper CI 08%) THh->7:. cART &BIRMT EUMOMAGHLTII0T%
(1772337 B, 95%CI 04 ~ 1.2%). cART L#EROAALGHE TR 0TY% (4/565 4, 95%C1 02
~18%) T, MFERBAEENILd oz, SHEOWEDS, 8P AZT $£5-THIV RNA RO
IECEFTIE, RIS L) SR TR Z A L 2 { TH X2 vy BERASH 2L LS
ot SO, 2006 ~ 2010 SEORBRMRE EWRHL 66% 25 33% 1P L, S#EoRse
15% %05 40% (2 L3 LA, L LB EOIMAsIE 20% 05 25% 12 LR LTWwa Y,

M FE OB DI OV TRS TR L, A YL REDH A Fo A4 2 Ti2 HIV RNA it
1000 copies/mL A# & VA EE CHMRATLEOMEIREFTTvd, 20129800+ ¥ EXEOF— 7 Tt
CART 24772700 2B 2T, RIENIESFIIRAR 4 REMLINO T 1%, 45 EEX 59
$T 1.9% T2 NIBAK 493 FITHOK 25 DY £ TRREE S A 7248 1,000 copies/mL RS,
W REN A o - KEOARET— ¥ T2, HIV RNA & 1,000 copies/mL ##T cART
P INTOLEER. YOLH Lokl L5 LY HIV B2 03% THS &9 (San
Francisco General Hospital @283 =24 07 —%).

HEPPRMBEIDN £ F74 21X 561281 (R ORI i Tvid. Kl L Ko+
DU SN Tk~ MFRETIE. cART 22T T HIV RNA fitA*50 copies/mL AikOH T, ¥
QLTS HIV BT 05% KM THD. CNSOH A FI4 > TIRHIV RNA &t 50
copies/mL AiEOENH FE 5 (planned vaginal delivery) ZE1#CTuva ", HIV RNA k50
~ 399 copies/mL THMRFEIZ L S HIV HF-EBRGEOERP AW S o7 — 7 TR LTV S
DN, BELET A VD 2 FIHIEO 25— bR (2000 ~ 2011 4F) THZL, TOBETIE FXTo
SR T O HIV B Medd HIV RNA 8750 ~ 399 copies/mL T 1L.0M% (14/1,349 #1) T3 1,
50 copies/mL A 009% (676,347 ) (ZHA~W &2 854 =72 (p<0001). 50 ~ 399 copies/
mL OWEORTEREYE, BAERE AT &, EBIRH EWRIEET 026% (2777 #), §es
BEFTIX 1.06% (2/188P1) THot (p=017) . ZOLIRIEdS, BHON 4 K74 »Tid,
HIV RNA it 50 copies/mL % B2 2 A8 R0 F 9288 L Tvws,

UK 4 K54 228133 planned vaginal delivery [IZDWT
UK # £ F5 4 ZiZift->7= planned vaginal delivery (& 54 Lot irds L L9 2 iabTir ) 8k

R 12T, LB S UK # 4 F7 4 AR BHCHO AL S5, PLFoBIG 2.

AR, FYIHET L. F— o= AGRT RS, planned vaginal delivery TéholodEIda
IR L7 ERLILOTH S,

DUK # 4 FF4 2048 FEyy, §E# 36 8T HIV RNA BofilsE 247y, HIV RNA fikhid
CART 4o TR ATERE, AALIAH (and/or) HRHEMCHEFNRAL T30 D215,
ZZCHERR A B IR U2 5T planned vaginal delivery 2%, < ETIY ik (arrangement)
T, [ (consent) 870] (authorization) TlE\s,

(DF: 36 9TO HIV RNA 8530 copies/mL AfTH Y. SEFIOIEEAGRUE planned vaginal
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British HIV Association Guideines for the Management of HIV infaction in Pregnant Wamen 2012
(2014 interim review) (Updated May 2014)

CAHT%W'C\.W& Pk 36 FROMh HIV ANA ROSRERS L THRSARATT ST L5880

LTS,

¢ ’i:gﬁ :ﬂfz 50 coples/mL FNOESIE. RESRRGEFNZHRS R (Dlanned vagnal dallvery)
THRT L.

« ¥FIR 36 M09IC 50 ~ 399 coples/mi DEWEIZ. HIV ANA 8. HY RNA BOBES, Mk OimsR,
HV ERROY FEPSY/ADEN RRAMRBEESEESLT, SFNNIVINENRT <2 THd.

« 0346 36 WA 400 copies/ml U rOSER, MM (9118 38 — 39 ) ORRHAT VR EST
na.

B Ewopean AIDS Clinkal Sociaty (EATS) Guidenes. Version 80, Part T, 015 (Octobur 2017)

« SEM 34 ~ 36 @1 HIV ANA B 50 copies/ml RIBA SRA0G RN IS HEY 5,
* VRt 34 — 36 @I HIV ANA B 50 coples/ml. ZHA SRAIFHRBDIC AZT EGAY S,

P SOGC Clinical Prectice Guideline, Guldetines for the Care of Pregnant Women Living with HIV &nd
Interventions to Reduce Peringtal Tranemission {August 2014)

SRFECOVTE, TATOHERISHIIDLD R 0TS,

a3 Bl HV EENTON, SRETO 4 BRT HV ANA B 1,000 coples/mi #8OEEIR. EHHMN
ewzmmctﬁ HSEUNIERSBIMEIND. MHINRUTETONMERT RS BNIIHE
I HTTOHND.

b BUICHHV BEESSTNTLZL (AHIV BEAST L. AZT BB HIV ENARTMINEL) @83,
SR 38 BT 2ORWNORRNTI MR UL,

Recommendations for Lise of Anteetroveal Drugs in Pregnant HIV-14nfected Women for Matemal
*m Haaith end Interventions 1o Redude Perinatal HIV Transmission in the United States (November,
2017

* CART BHEDNTLISICLHODSY, HIV RNA B 1,000 coples/mL B SLE W, BRBNCHIV
FNA RIADHESELERE, % 58 ATORRNSIVMOEELL,

o CART B4TON. HY ANA® 1,000 coples/mL WTOWRET, HIV STSRFEMOGR2I70NR
MREIVNG. SO —TTIRETERESENCZ PRIVNROSHEENNI DT L0 6/ —F NI
mg gkggll). HIV RNA B 1.000 coples/mlL LITO@E, SSEGICE U TRRMSEIRS

¢ EARTHEAMAROTIVMS HV BEFSRERITESLVORBSIEVOT , REVRSBEBLET
ESNTLIHAGRACRRGHME SCEAIR SEHEENCRHTNEINEES8L, COLS8EN
FHIV BFSSFHOWIRISESRT 2L WD IS5 2 micsn o,

* HIV ERTR SR EIVRIONNNSREFSLLVITER. HOXEULITHSUERETHS,

B HIV B RSN SIHm Y= 2 FIL 3 7 (2014530

= SHASSY (MU0 | GMMREESSPE LU,

< SEMOIFMSRE, MU P FRRNEOMEY S OUE R EER PERORN G L RS LEN ST T S,
RSHMIZIRNEIE 37 MAEEEICS 0N { HEUM ) EET D,

cHERGBERRUNIERTLEE
AN —MEFI EOEE. NEREPEATEMERU, SRR HIV oueE
RN EVRE T ESNCNRRERL, SRORGHR < MITRELEICBREL
RFRHEVIRIC DLTOA 2 7 e — L« 22742 FASIEL
(ORERIER (@BREANASZORMY STHIIMHIEM ) TERIREERY XS0 TULEE

delivery AR 2%,

AHEEE 36 T HIV RNA 5050 ~ 399 copies/mL @y &1L, ERRO HIV RNA 1842 HIV RNA
BOMEOWBERLHRHONN, 7 FeT 77 A, &RONT. FROERZL2EAL, planned
cesarean section Z9EWENLETHD,

BIL7:A% T planned vaginal delivery 29474 27200218 cART %1% - Tl A HEMH -~ TIzEE8
3638T HIV RNA BOEREiT I 28 Hh 4.

(6 Planned vaginal delivery T4 #EEM% (unplanned vaginal delivery) (&, FE2 R0 14
PO 08U AR ST L 7S P H e K TGS 21 S,
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UK 4 ES4 20 HIV RNA BOZEIC K D0R5ENRO & D EHHS S8

Pelt] 2 OB« DR S LAz 38— FFETIE. cART 21T T HIV RNA BA50 copies/
mL RMOW L, EOSMRLET S HIV 8 FREFR 05% RlThs " TRooBRTIZS0
copies/ml AROHT, SEINEIOTVA.

BIE T A 0T » FIRMNEIT 2000 45 2006 9F 3 T cART 2 -8 O HIV FE-FEBYek
i3, RO SR (07%, 17/2286 1)) L#ESR (0.7%. 4/559 41, AOR 124, 95% CI 034 ~
152) THEMELE o7, cART 2R E8 0T HIV RNA BHZ 50 copies/ml (IQR 50 ~ 184
copies/mL) KT -7z, FH0F HIV RNA B¢ 50 copies/mL #if T 227¢ HIV Bl &
S LR 2117 S 00% (381) Th-o7z, 35 2 PlERPRAT OIS TN (02%, 2/1135
W), | SEEEREtR (02%, /7)) THY, 23002 HEBARETH . ZORETIR
HIV RNA #7450 copies/mL ##Z H#TO HIV B %A -7z, L L. cARTIZX S

bo—ib, Ghehh ESONEE SERMITTD L. S HIV #6095 K 2 HIV RNA &l
L ERSR S A MM ER NI B 72T,

National Agency for AIDS Research (ANRS) ©7 7 » AMEM 7 2:k— MFAETIE, 1997 ~
2004 $£1Z cART %224 T A UENHE 48% 725 7. 47885 HIV RNA BA0400 copies/mL KT
CART %2118 T, HIV B PR8eEiEOIN T 3/747 8 (04%), @Resr 8T 3/574 7 (05%)
LRI E A R 2 (p=035). PO HIV RNA 4550 copies/mL AT - 7
WEO HIV BB 04% Ao 2000, Rhiboisidhh o7,

THUCH| S EA, 1985 46 2007 o) 5,238 A9 European Collaborative Study (ECS) @
MHAETIL, 400 copies/mL A&MTHRLA 960 AT, cART L 5L ¥5E L THMNNT LN
WEEETMERSE (AOR 02, 95%CT 005~ 065) # 80% fETF 2272, HIV RNA fit 50 copies/mL %
> 590 Ay, FETIRGeRIE 04% (2 T, 1 #id 34 MERORET, | i3 37 MOH TUMTH -
b/ IR B © o3¢ (RE QU e F 7 BT A

il oo HIV - SBReEO 7R ki L 2RO XE, HIV RNA Ro@isz s 400 copies/
mL K@ THoOTEHHTE L. W k- BTl HIV RNA EA5400 copies/mL A TK
ERERYHLLMATLMELH S, 50 copies/mL KBS VIIESIMR ey » A2 ETD
BAED HIV RNA HHlE /735Cid. 50 ~ 399 copies/mL ¢ HIV RNA 8T HIV i Fi iz i n
HdhDEOMME RIS E VWA D,

HIV RNA §it450 ~ 399 copies/mL Tz & 2 HIV BFFRTeE 0L NAMM S vl 77—
FTME—PIWIL TS0, 2000 ~ 2011 SEDERET A VT ¥ FREBO 2+~ FFRTHL. T

OETIE, TRTOFEHET, HIV 1 FEE40E HIV RNA 450 ~ 399 copies/mL (1.04%,

14/1.349 ) 1250 copies/mL A (0.09%, 6/6347 1%, p<0.001) (ZH~W & AN WMA -7z, HIV
RNA # 50 ~ 399 copies/mL @M HIV EEFRRH ) A 718, FaMMERERRYb 2 LRI £
PHEET 026% (2/777 #1)), $IEEHT 1.06% (27188 M) (p=0.17) Th-7z, FE, HIV RNA i
50 copies/mL AOME, MG FWRO A ) o MG GEERENRY A2 A L Tho .
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O UETE PE - AERKONS 1

1. (HESRICHUTIAROVEREONGESD, ERU MRUY, BRYIRY
DL, AREORBSZERSEGICRELS.

2. RELEHONEERAKOBESERCOVTRRESIBEEF—Y BB, F
ELSHMOFBERKOBDIROY A= UJ1E, NICU XV/(—DA>I-g28
F—LTARETIRETHD,

WA G EOB MU 2 D58 b FY) ATz L A Y ER 2 hTE 69, =
UIMFT 7= 7R o RS20, LT MBIz Lvw 2 Bbh, FlETiTbhTvna
—ANY R T IUL L VWL R Hus.

(2]

TP T—EHEEL FL cART 22 TWLIMTIE, HIDRALNEDY ZA24MELL =
fiTvd. LaL, BroORms Id— MfEIBVTREDZEOLENTWA L ZATHY), WIENT
By, o, VAZPRILLMELTOSHIRICEWTY, B2V A27R3BETHLELTY
A1 Lo T, cART 2217 TS S ULARECTIRINBIK 4 2 TR, Ehohuvd,
R/ ABEVRED.

CcART O AMOIHUTIE, BUKBOHMRFNA AIFIAR L5 L, Kisltd S AZT 4§
HEERETIE HIV 1 FEREEAM] Sl @it 2950 INCFII ST VS A #5700 Tia, Hids
REAKE | BRI X IR ) 2 2 482% T LS L (AORLO2), MM IR 12050 T 12 ~ 19%
FRT B LWLV ™.

CART A% E - TELK, RURBEOREMIYINAT 6 By AN OM S0 TTV B8RS, M 0.8%,
TR 0% L4 D, ERET T T RS Tuin T

S X R ORTRIOR OB T F— T A Y MIoWT, Bk 2 2 EEE T — 213w, Wk
DN, ok SN E, RN, kO HIV RNA &, FEMS L RSOl
RS B LG LY, THEWML, Wi Lo iuduiitw, BRI 2200 2
F A FORMYFE. OREHBAREEON 4 FF 4 22005525, EEGROB LML) 2t
MREGT A, RO 4 3 Y VOPERNICU & 2/ =D A 1l F — AT T 5<%
Thsb.

HALZ BT LIRS cART 2TV A 8EEASE 2 2RI L TH ), IS B TR
oy ro—ns e TS E 8 LT3, —HT, A% HIV R EEL, 2
Y he— AR RAN S £A5E 255 L b S, HIV MERTIO MG, 568 @ HIV RNA &z
LT, B0y 27 1ERLED,

T RENSOMSCEASL MU E 425, Thbs HIV RO U 2 2 %k Aol oA3ME 2 h
KT AEGTHRE, HIVERY R 2055802007 L 2w it 4, RERIE BT
RT8 34 MR LA OGRS S OIGHIHE A THIUL, MPhisw el ivwEBbhs
AL FNLUROR T hIug HIV BEF&E) 2 7 DU, NICU 2868k 2 i cariud st o
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L& T T O L ORI Ly EVA BT 5.

FDi, HIV BRATHIOGRE BEFD HIV RNA B, SO ESNe - IREH & D ¥R
L2050 2P EROFTAENGDET, HWERENIFL L EThHD, M FIoEde
ek Y
4975 cART Z8(7 TS0, HIV RNA B0 hO—IUH RIFEIEMOMEG

J D2 L IR AR OERE S r— AR ¥ 74 Tit, 8ROz b5 159% cART %
FFT O N—TH 6 HIV 1 TR B e 22 S L ASERSIT VS T, £7: HIV RNA
BeA® 1,000 copies/mL ML Oy, $5VIEERDIZ cART 2ZHTw AL 4 WSRTEL R
BATH-THN A2 772 5—=Li%o¥, HIVEEFEMIMEETZ) 22 772 =13, HLHIV
Ff LTuavdy, HEVIHESLTuTLREONS. H5 Vi HIV RNA A 1000 copies/
mL B EOHATHS LS TnD Y,

INSEEMRTLL, WRONE SRPNoBRE. FREEIC L TRIRLRELEIGH
Lo £20, BWRHEIMGED 2 b OHEIZHT 5 a0 F a4 FEEG AT 28 £ LS IR L
s,

2 HIV RNA RO FO—IUDF+S, BIVERELNTIRZTROMG

HIV RNA &4¢10000 copies/mL B ETH LU, MRS A05IBUHN - BL A 63 HIV
FEFMEe ) A 2 (3IER L2002 536 MRBIOROK T HIV THFRR® 7 L2 3R 2 1 (58951 14,
LY 1 #F) @ HIV RNA ftid 10,000 copies/mL M L Ch-o72 ™.

MU A DV IRIIRDR & L2 &1L, AZT % 2068 L 22T RIAR M EIRET 2 &
VoA 75, PHAGEENE L 2-eTbEE0 5 5. K08 33 MARO R TIE, HIV B F8ieEi L EmED 6
M A L LARELHS Y. SoMEILTOHRAL FT4 A3ERITLWE AT R
o, MR ED AR,
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O HEHOAZTRS )

CART Z#SLEICHEMDDS T, iR 36 80D HIV RNA BH @SR EOBS
1&, AZT DsEZERRT 5. HIV RO THOER O ERRROIDRE L ICBAITIE,
B HIV BBEETV. BETSNIRERREXLCVIC AZT OREMET 5.

cART #4714 - TH HIV RNA BASINEERL LoBG, 28 c s < AZT Okt
AT . AZT OFRIT SR LWRISIZ cART 2215 TwT HIV RNA Al e A&
WTIHBRL 2w,

o TUL, HIV BYATION FRERU R, 38 b lediges 25 & ORRRLA 5 OMBEA i 1T
AT R 1A

M T TR ORE %R L 7-® 1 Pediatric AIDS Clinical Trials Group Protocol 076 Study
(ACTGOT6) T, AZT DEHRE 3 = FHTORIHRS. MRS, AR 2 6 MINOFES
E NI HIV e 67% FIFA ™. AZT ORI Y4E AZT BRI & END, L
L. MWIRITSO AZT ORRIEIE-Z ) LT, —a—3—2HOHIV BKLr ¥y —n7F—¥
{1995 ~ 1997 4} T2, AZT OHMIES T2 HIV BYSFEZ T % (10%. 95%CT 4.1 ~ 175%)
LM S, S AR DY NI A B~ ORBIREE S TREROER (93%. 95%CT 4.1 ~ 175%) Th-
oM. 25 22461, B HIV RNA 85 1000 copies/mL #8225 2IRE, cART &%
FEO AZT Qo8 PRpIRAEE 512 HIV -8R PR L 2w L, 3RS hER R 2O G L %)
Pahbhhn s i S hTwns =,

cART FUIZ 2o THHD AZT OHRIES I —RIITEF X A4, LPL 77X A0k~
FEAETIE, e ART #rinsh HIV RNA 877 1,000 copies/mL 28X 236, AZT MIREY 5% 4F
LTwi ™,

FURA AZT, AZT Y0y TOAF - (REE

DRI AZT, AZT o0y FIIBEINARZETH S 1200, WEGRE = 1 LHRERFRR (B -
WIS RA R Y WBEad2) O ATT D, F—L<— (hip//labo-med.
tokyo-med.ac.jp/aidsdrugmhlw/pub/ portal/ purpose_outline/ purpose_outlinejsp) % &8 %41
fovs, = A=V BTN WEB ¥ A7 AIZAY, SELHINE A Siviov,

DG AZT (200mgx 3V © 2V I ECIMISO M 3425, IV IERAS AZT S0 v 7ONIRE
PIRELRE M) & AZT Loy 71k HNFENMEIENTT 5.

BRI 2 LR DR L MG T 2 2 L IZRD IR T 4,
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WEUBSICIRS T AEM AZT OREE

(1) QPN X 580N 2 TORDLGR AZT L35
o) | IEB% 2mg/kg/ WS, OO 2 5% Img/kg/ B, §F 3 BEILLOR,
(R 50kg ORTEIOMT © 100mg/ 1T 1 I+ 50mg/ BT 2B = 200mg = 1 vial
ol 80k OUERIOMNET ¢ 160mg/ FT 1 IR + 80mg/ BT 285l = 320mg = 2 vial
(2) RIS X 25 XTI AZT OB
Y3 — AR T D BREER 2 ~ Amg/mL 21 5.
(3) MEOIRE
2A (400mg/40mL) + 53%Glu 160mL (= 2mg/mL) TH¥ETS,
{61 S0kg OFERET 7 DI, T80k DT 4 154
({E)4A (B00mg/80mL) + 5%Glu 320mL (= 2mg/mL) ET 50kg O T 15 B3M)F,
i 80kg HEETO BT TH Y, MELPPv, RS20, R 100kg LD
Wtz ohEs k.

e HIV BERES SVES SO HIV ROFREICDOVT

FEERPHRMNORFD 1TV DNA £ HIV RNA I, 800 LA HIV B8 A2 T2 ¥4
STV SN, KEIET AT 2 FEIE, 79 > 228535 ARIRL ah— MFRTE, HRINE
FEABNIZCF L7z HIV RNA BoERITIE, & g0y L 8RmW EYREIZB VT HIV #7485
HFTEIULED S d ot cART 12X O i CRINERIE AN % - M Omb HIV RNA fitk
ST HIV RNA ftE O —$ATH-TH, HIV BRI 2 2 BMb e ™, ol
SOBEMERIIVOHTE L, 1) ~MOBRIL SIE<ETHA ). cART Tl HIV RNA
R 50 copies/mL AMOWIL, FAREWPEAHORFNEERIZ L S EFER) A 712 R Lk
L2V RRS S D, HIV B L (SR 2R R (RN T Mo o RN, SRR
¥) OBEIL cART DBMUZ 2o THBIZLEAYBSHATWAWY, LA T, b 2 ¥8Ho
HIV RNA BA—30 5 WAHES S 5 00, fisp HIV RNA SHZIsZ TR Mg S
CART OATHHZ BT, FRISEET T ThLOERTHELOH I LV I EF Y Ak
Ehbira,
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1. HIVSRBEIDHEULETRTORICHLT, HIVBFEREFHTZENT,
FHVEDRSETS. FHNAHVEORSETEIMDRL, HE®RE ~
12 BRLAICT S,

2. BEO HIV RNA ROMSHSERZOBEIZY KTV (AZT) &, HIVEBRUR
OHTWMMESIR AZT EZLSHE, TNEN G AMBSTD (X6).

3. AZT ZRUBHETHH HIV BOBRSICEDRMOIFPIRADERIT C EHBL
feth, MJWOE=—F U VI EMEICITS.

4. RO HV EROYUFICOVTE, BELSOBITREOEEESIIZD, Nk
BREBETI3EL, HIVORBENERSERET 5.

WEROEY - BE

IEROYRNE, SHETC BT W EDRIC L 0 I LB RofRi iR L 5,

HIV EEF-EROBI O /200, fife ) 2 2455 {, R %ol LTvaud, (11448
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