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& Sanh <48g 2-4ngdy 5-Tngay 2tudn Studn 3 thén Nieisen-Saines K et al. 18" CROI. Boston, 2011 Abs 124LB
< U e Nhém1 N Phac a6 thubc duoc bat dau trong vong 48 giv sau sinh
o
< = 1 557
©f Nhom@RETE ZDV x 6 tuan (Zov ZDV x 6 tuén 12 mg udng 2 1&n/ngay néu cén nang> 2 kg
©= kiém 8 mg udng 2 14n/ ngay néu can nang <2 kg
«T chung)
2 23 2 557 « ZDV nhu trén
g Nhom 2 ST ZDV x 6 tuan (ZDV/ « NVP: Lidu 1 © trong vong 48g sau sanh( sanh -48g )
o NVP) Liéu 2 - cach 48g sau liéu 1
) ﬁ a a Lituthor3  :96gsau liéu thir 2
(/)] — Liéu NVP : 12 mg uéng 2 ldn/ngay néu cén néng> 2 kg
8 mg ubng 2 lan/ngay, néu cdn ndng <2 kg
Nhém BELY#4 ZDV x 6 tudn
3 557 « ZDV nhy trén
{ZDV/ + 3TC + NFV hang ngay trong 2 tudn
Muc tisy v atc! - Liku 3TC - Bmg ubng 214n/ ngay néu can ndng > 2kg
Tinh trang NFV) 4mg udng 2 laningay néu cdn nding <2 kg
1731 nhiém HIV - Liéu NFV: 200mg uéng 2 1an/ ngay néu can ndng>3kg
Tré nudi bang 150mg uéng 2 Ian/ngay néu cén nang >2 va <3kg
s(ra céng thirc 100mg vdng 2 lan/ ngdy néu can ning <2 kg




NICHD / HPTN 040: MTCT trong tr cung & trong
chuyén da xac dinh lic 3 thang tudi

Nieisan-Saines K et af. 18 CROY, Bosfon, 2011 Abs 124L8

NICHD/HPTN 040: MTCT trong tur cung & trong
chuyén da xac dinh lic 3 thang tudi

K-M e inh% MTCT
(N = 1684)
B.0% 6.8% | = Trong tl cung m Lucsanh
= 60% 4.9% 5.1% 5.2%
2
3} i 2.2% 2.5%
2 ox
0.0% ,
mannrdyy 19 I?;II';G\{P ZDV/3TC/NEV (7.4%)

[ ZOV =0 vor ZOVINVP;

trong chuyén da, p= 0.045: téng thé MTCT, p=0.034 |
| ZDV w0 vor ZDVIATCINFY: trong chuyén da. p= 0,045 téng thé MTCT, p=0.034 |

NICHD / HPTN 040: Phan nhém tré chi lay truyén

lic sanh theo nhém phac dé diéu tri
Nielsen-Saines K ef al. 18 CROI, Boston, 2011 Abs 124LEB

Nialsen-Saines K et al. 18" CROL Boston, 2011 Abs 124L6
> Tong P

cong Gia tn

1684
Lay truyén trong N =37 N=28 N=28 N=93
TC UU)
0.243
KM (1U) 6.8% 5.1% 5.2% 5.7%
95% Cl 50-93 35-73 36-74 47-70
Lay truyén trong N=24 N=11 N=12 N=47
____ chuyén da (IP)
KM (1P) C25%)  32% 0.045°
95% CI 3372 12-40 14-43 24-42
Lav truyén chung N =81 N =38 N =40 N =140
KM (IP)
95% ClI % 5% 034"

NICHD / HPTN 040: cac yéu té nguy co' cho MTCT

Phéan tich héi quy Logistic da bién diéu chinh
Nisisen-Saines K st al. 18" CROI, Boston, 2011 Abs 124L8
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Thon gan nghién cu tnh theo tudn

OR (95% Cl)

Knéng lién quan
Tubi

2DV 1.0 Chung tdc

; R : .. Cham séc trude khi

ZDV+NVP 0.41(0.19-0.82) 0.017 sinh

i Bedenr e b p ot ZDV l0¢ sinh

ZDV+3TC+NFV 0.48 (0.24 - 0.99) 0.045  Me bi Glang mai
Khu vyc sinh

Cach sanh
Logq HIV RNA (tiéo tuce) 2.09(1.42-3.09) 0.0002 ' Tutébl :,h:‘ o
———— - - —~ uQn: o
CD4 trén 100 té baoiul) :
0.96 (0.86-1.07) 0.428



NICHD/HPTN 040: S6 tré so sinh c6 tac dung phu dd %
trén can 1am sang, chia theo nhém phac dé
Nielsen-Saines K et al. 18" CROI, Boston, 2011 Abs 124L.B

P
ZDVINVP ZDVI3TC/INFV Tong Gla tri

cong

XN Bat thuérng ZDV

NICHD/HPTN 040: Toém tat

Thiéu mau 153 131 147 431 0.31
Bach cdu giam 93 84 @ 330 <0.0001

AST tang 18 11 14 43 043
Tiéu cAu giam 9 7 10 26 0.75
(=75,000)

HPTN 046: Thiét ké nghién ciru

* MTCT lic chuyén da giam dang ké trong nhém ding 2 & 3-
thuéc so véi ding ZDV don thuan.

* MTCT chung (trong chuyén da + trong tir cung) cling thap
hon dang ké trong nhém dung 2 & 3-thude so véi ding ZDV
don thuan.

* Yéu t6 nguy co MTCT: nhém phac do va RNA me .

* Tré so sinh ¢é nguy co nhiém HIV cao (vi du, dugc sinh ra
tir cac ba me khoéng nhan i ARV trong khi man
thai) nén dugc cho mét phac do diéu tri ARV 2 hoac 3 thude
bat dau cang som cang t6t sau khi sinh dé giam nguy co
nhiém HIV.

* Ddc tinh ca nhéan (it giam bach cau) va sy dé st dung cho
cho thdy phac db 2 thubc ZDV / NVP c¢6 thé dugc wa chudng
hon (thtr nghiém khang thuéc dang duoc tién hanh).

HPTN 046: dic diém cua me va tré chon ngiu nhién

Coovadia H et al. 18" CROI, Boston, 2011 Abs 123LB

Giai doan 11, nghién ctru ngdu nhién, mi déi, kiém soat- gia duoc
& tré sinh ra tir ba me nhiém HIV va nudi bdng stra me

©iém cubl chinh
Sanh 6 tudn 6 thang 18 thang

[ [ [ I
N=759
NVP keo dai trong 6 thang

N=1522 Theo dbi [

NVP x 6tuin

=
]
< N=763

z Gia duoec trong 6 thang Theo déi [

Nubi con bang stta me

*1.522 tré bt stra me, khong nhiém sinh ra tir 1.505 ba me nhiém HIV
chon ngdu nhién & d6 tudi thai 6 tuan:

- N = 759 nevirapine kéo dai

- N =763 gia duoc

* Ba me dung ART cho ban théan:
- lic chon ngéu nhién: 29% trong méi nhém nghién clru
- ltc 6 thang : 31% nhém NVP kéo dai, 32% & nhom gia dugc

* CD4 trung vi ctia cac ba me Itic chon ngéu nhién (6 tudn sau sanh):
- Nhém NVP kéo dai: 560 té bao/mm3
-Nhém gid dwoc - 528 té bao/mm3

* Hau hét tré cai sira & d6 tudi tir 6 dén 12 thang

hwn ba st me rhom nghln

A thing 9rang 12 1ng
M réng NVP 85 2% 48 5% 46%
Gia duoc 88.2% 50,7% 45%




HPTN 046: Th&i gian tré so sinh nhiém HIV*
( Tré so sinh khéng bi nhiém & tudin thir 6: Kaplan Meier)

Ceovadia H et al. 187 CROI, Bosfon, 2011 Abs 125LB

HPTN 046: Tich liy% MTCT sau khi sinh &
tré so sinh khéng bi nhiém lic 6 tuan tudi

Coovadia Het al. 18" CROJ, Boston, 2011Abs 123L8
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HPTN 046: Tré so sinh nhiém HIV phan theo tinh trang ART

ctia me & th&i diém chon ngdu nhién

(Tré so sinh khéng bi lay nhiém lac 6 tudn tudi: Kaplan Meier)

Coovadia H et al. 18" CROI, Boston, 2011 Abs 123LB

% Postnatal MTCT after 6 wks

mExt NVP = Placebo

6.0%

p=0.048 p=0.078 p=0.218
40% 2 4% 2.9% 3.0%
0.0%

6 mos 12 mos

4 322 Uy Aoe )
Ngung oy phong & thang thir 6 Y
khéng dy phang

HPTN 046: Nhiém HIV & tré so sinh cua ba me

c6 va Khéng diéu tri ART

Coovadia H et al. 18" CRO, Boston, 2011 Abs 123LB
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u Ext NVP
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| Tee so sinh tir ba me khéng Gidu tri ART
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HPTN 046: Nhiém HIV & tré so sinh cia ba me

Khéng diéu tri HAART chia theo CD4 va nhém nghién ciru
Coovadia H et al. 18" CROI, Boston, 2011 Abs 123LB

Ty 1& % lay truyén sau sanh (95% ClI)

sau 6 tuan tudi

6 thang tudi 9 thang tudi 12 thang tubi

CD4 : CD4 cb4 : CD4 cD4 ;| CD4

<350 : =350 <350 : =350 <350 =350

'NVP 48%  07% | 75% : 09% | 89% : 1.5%
‘Kéodai | (02:94) i (0-15) | (1.7-133) | (0-19) | (25-152): (0.3-2.7)
Giadugc| 81% : 28% | 81% : 33% | 100% : 33%
(1.3-14.8) | (1.3-4.4) | (1.3-14.8) : (1.7-4.9) | (2.4-176) | (1.749)

‘P giati | 0438 : 0.014 | 0901 : 0014 | 0831 : 0.079

Huéng din cua WHO | CD4 <350: a0 tiéu chudn Gidu Il ART cho bdn than (ARV dé Gidu tr)
CD4> 350: khéng &0 tiéu chudn didu tri ART (ARV chi sir dyng dy phong )

HPTN 046: Nhiém HIV & tré so sinh cua ba me Khéng

diéu tri HAART chia theo CD4 va nhém nghién ctru

Coovadia H et al. 18" CRO/, Boston, 2011 Abs 125L8

| Bame voi CD4<350, khong ART | Bame voi CD42350, khong ART |

mExtNVF wPlacebo = Ext NVP ® Placebo
p=043 p=090 p=083  100% Wlp=0014 p=0014 p=0079
10.0%
89
8.1% 7.5%5.1% 10.0%
8 :
50% 28% 3.3% 3.3%

58

T v 0.0% : - e
6 mos gmos  12mos Gmos 9mos 12mos
Age Age

Hudng dén cia WHO : CD4 <350; dl tiéu chudn din ART che ban than (ARV dé didu tr)
CD4> 350 khdng 63 tiéu chuln G ART (ARV chi s dung oy phéng )

Tich lily MTCT sau sinh ¢ tré so sinh khéng bi 1ay nhiém luc
6 tudn tudi: Nhom tré sinh ra tir me tiép tuc ART so v&i nhém

diing NVP kéo dai va dirng & thang thir 6 néu CD4> 350
Coovadia H et al. 18" CROI. Boston, 2011 Abs 123L8

= Ext NVP, stops at 6§ mos; Mom CD4 >350not on ART
® Placebo, Mom any CD4 on continuing ART
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HPTN 046: T vong so sinh sau 6 tuan tudi
Coovadia H et al. 18" CROJ, Boston, 2011 Abs 123L8

NVP kéo dai 1.2% 2.2% .
(0.420)  (1.1-3.3) (1.7-4.5)
Gia duoc 1.1% 2.6% 3.7%
(0.3-1.8)  (1.5-3.8) (2.3-5.2)
P Gia tri 0.81 0.59 0.54

Hau hét tir vong so sinh xay ra
sau khi sanh B thang (sau caisa)




HPTN 046: An toan

Coovadia H et al. 18" CROJ, Boston, 2011 Abs 123LB

NVP kéo dai Gia duoc

N=758 N=761
Téac dung ngoai y (AE) chung 83% 83%
AE c6 thé hodc chac chan lién 12 tré so sinh 8 tré so sinh
quan dén thudc nghién ciu (1.6%) (1.1%)
Téc dung ngoai y (AE) ndng (SAE)" 19% 17%
gﬁg: ?;ém:f}:';gé:;fo 3/4 1tré so' sinh 2 tré so sinh
: ng " » - - .
SAE- da phat ban 46 3/4 1tré sg sinh  1tré sg sinh

* Hau hét cac bénh chung clia SAEs: viém da day rudt (6%), bénh st rét (5%),
viém phdi (3%), nhi&m tring huyét (1%), khdng ¢6 sur khac biét gitra nhém

nghién clru

Dung LPV/r don thuan trong phong LTMC
khi mang thai: PRIMEVA / ANRS 135, Phap

Tubiana R et al. 18" CROI. Boston, 2011 Abs. 125LB

HPTN 046: Tom tat

* O d6 tudi 6 thang, NVP kéo dai dén 6 thang so véi 6
tuan thi hiéu qua hon trong viéc ngan nglra lay nhiém
HIV sau sinh.

* Giam nhiém tring hau san & tré so sinh ding NVP kéo
dai chl yéu duoc thay trong sé céc con clia ngudi me
khéng ART va véi sé lwgng CD4> 350 té bao/mm3
(chwa d0 tiéu chuén diéu tri theo hudng dan WHO hién
hanh).

* Nhirng di¥ liéu nay chirng té cac lgi ich va sy an toan
cla viéc dung NVP kéo dai & tré so sinh ma me ching
chua cin ART cho strc khde ban than.

Két luan: LPV/r don thudn dé phong LTMC

* 105 phy 0 ( chua ting ding P, khéng ké nhimg 1in mang thai truée 88) véi
RNA <30.000 / CD4> 350 nglu nhién & twdi thal 26 tuln, ty 18 2:1 cho:
- LPV / r400/100 , udng 2 lan/ ngay, don thudn
- LPV /r 400/100 + AZT/3TC 300/150, ubng 2 i3n/ ngay
* T4t ca phy n ding AZT lic sanh va té ca tré so sinh dung AZT 4-6 tudn
* "Hiéu qua™ dinh nghla 14> 75% v&i RNA <200 lic ding ARV duoc 8 tudn

LPVIr (n=69) LPVIr+ZDV+3TC (N=36) Pgia
i

HIV RNA ¢ khéril diém 2952 2028 NS

(trung vi. c/ml)

CD4 kic khdi diém 525 523 NS

(trung vi; $@ baa/mm3)

ARVS truée 86 57% 368% 0.05

HIV-1 RNA <200 ¢ / mL 88% (95%CI 78-95) 94% (95%Cl 81-99) 18

lic thai 8 tudn tudi

Thay ddi ARV do khang dung nap 1.4% 1.1% 0.046

HIV-1 RNA <50 ¢ / mL li¢ sinh 80% (95%CI 63-88)  97% (95%CI B6-100) @.OD

Tré so sinh nhiém HIV 0 (0%) 1(2.8%) NS

* LPV/r don thuan dat dwoc hiéu qua an toan vé mat
virus hoc sau 8 tuan diéu tri ARV dwa trén dinh nghia
(75% voi <200 ¢ / mL) va co ty lIé khong dung nap
thap hon so véi phac dé 3 thube.

* Tuy nhién, IGc sanh, ty 1& (rc ché < 50, thap hon
dang ké véi 1 thude don thuan.

*MTCT rét thap trong ca hai nhém.

* LPV vugt qua hang rao nhau thai téi thidu lam tang
lo ngai vé sy du phong day du truéc phoi nhiém
(nhung tat ca cac ba me dung AZT trong lic sanh déu
di qua nhau thai tét).



Thiét ké nghién clru PHPT-5(hsi Lan, nusi ué bing s0a csng thoc ) PHPT-5: AZT + NVP me / tré so sinh, tré so sinh
435 phy ol véi CD4 2250 (2350 sau 5710)

chi dung NVP, hoac LPV/r cho PMTCT, Thai Lan

28 tuan lacsanh  2ngay  1tudn Btha'ng Lallemant M &t al. 18" CROI, Boston, 2011 Abs, 741
L —————— * 435 phu nir mang thai véi 430 tré sinh ra séng.
* Pac tinh lic khai diém tuong ty gitra cac nhém : CD4 trung vi
dau vao: 459 (368-578); HIV RNA 4.0 (3,4-4,4), tudi thai d4u vao:
28,6 tuan tudi (28,1-30,4).
* Nghién c(ru dirng sém vi Huéng dan quéc gia cla Thai lan
thay déi: dung 3 Ioal thubc ma khdng phy thudc CD4. Ty 18 MTCT

Nho'n nghién ctru MTCT IGc 6 thang (ITT) P Gla tri

AZT-NVP/NVP 3.6% (1.2-8.2%)
AZT-gia duoc/NVP 1.6% (0.2-5.5%) p=0.3 e
AZTILPV-r 1.4% (0.2-4.9%) it
T,,:E wang | CAC yéu t0 doc lap lién quan dén MTCT: thoi gian ding ZDV
: nhiém HIV trwdc sinh (aOR 1.8/tudn gidm); tai lvgng virus IGc sanh (aOR
* 23 log tang)

Nguy co MTCTthép trong sé phy nir dung HAART
Trwée khi thy thai: Phap ANRS NC Chu sinh thuan tap
Tubiana Ret al. 18" CROI, Boston, 2011 Abs.735

= ~ 1900 phy nir nhiém HIV trong NC thuan tap ANRS, nhiing
ngudi da dung HAART trudc sinh va sinh ra tré dé song,
khdng cho con bu va biét tinh trang nhiém HIV cda tré, 2000-

Mang thai, ARV, 2008 4o 16 MTCT theo thoi diém bit dau HAART
va ket qua thai ky R ‘
Tdng cdng 0.5% 0.6% 1.2% 26% <001
<400 cp/mL  0.1% 0.4% 0.9% 1.8% <001
<50cp/mL O ] 0.5% 0.8% 0.045

Két luan: Nguy co MTCT réat thap néu béat Gdu HAART truéc 14
tuan, dac biét 1a néu VL dat mirc (rc ché, nhung théi diém ti
wu néu khéi dau trude 3 thang gitra thai ky?




Phu nir nhiém HIV sinh non gia tang tai Phap
tir nam 1990 - 2009

Sibiude et al. 187 CROI, Boston, 2011 Abs. 743

= Sanh non tang Ién dang ké theo thoi gian & Phap ANRS NC
thuan tap chu sinh (n =~ 11.500), tir 9,2% nam 1990-1993
dén 14,3% trona 2005-09, tdna manh tir ndm 1997 va 2004:

Prematurity rates
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= Trong s6 phu nir dwoc diéu tri ARV, nguy co sinh non c6 lién
quan dén cac loai ARV da dung va nguy co cao hon trong
s6 phu nir da dung ARV lic thy thai so vé&i phu ni bat dau
diéu tri ARV trong mang thai .

Ty 1é sanh non cao Trong sé cac ba me dung LPV/r/ZDV/3TC

s0 v&i Trizivir: MmaBana
Powis K et al. 18" CROJ, Boston, 2011 Abs. 746

Phu ni¥ nhiém HIV sinh non gia tang tai
Phap tir nam 1990 - 2009

Sibiude et al. 18" CROI, Bosfton, 2011 Abs. 743

* 530 san phy HIV(+) chwa tirg ding ARV c6 CD4> 200 chia ngdu nhién theo
nh}ém dung LPV/NZDV/3TC hoacTrizivir Itc tudl thal 26-34 tudn(trung vi 27,1
tuan)

* Sanh non: sinh ty nhién don thai séng lGc <37 tudn

* Nhom LPV/r co ty Ié sinh non cao hon dang ké (21,4%) so v&l nhém TZV
(11,8%) [p = 0,003], khéng ké tudi thai lGc bit ddu ART (bao gdm ca sau khi
diéu chinh thu nhap, CD4, HIV RNA) 5

* Non thang (nhwng khong phai phac dé) Iam cho nhiéu tré so sinh mac bénh
hé hip, nhap vién va tir vong hon

Phac do/théi gian

NRTI du phong 1 thube don thudn 2,904 9.6%
NRTI dy phong 2 thude 1,664 11.3%
HAART 6,738 14.7% aOR 1.7 (1.4-2.1)
ARVS bit diu trong khi mang thai 7,413 1.2%
ARV bit 8l suéc khi mang thel 3,803 15.9% aOR 1.3{1.1-1.6)

= HAART tang sinh non 1,7 1&n

= ARVSs triée khi mang thai tang sinh non 1,3 lan

= Trong 1.253 phu ni¥ bat dau Pls trudc sinh, ty 1& sinh non cao
hon voi RTV-téang so voi Pl khéng tang ( ko boosted): 14,4% so
voi 9,1% (aHR = 2,0, 95% CI 1,1 -3,9) va cling c6 nhiéu doc tinh
gan/chuyén hoa

Thiét ké nghién ctru Mma Bana : Theo doi
dai han tr vong ba me va tré so sinh

Bénhtat/ tr vong tré s sinh dén 6 thang tudi theo tinh trang non & Phac do didu trj ARV
Event (N,%) (N, %)  p-value' (N, %) (N, %) p-value'
Resp Tract infect 8(9.1%)  9(20%) 0,003 | 10(3.8%) 7(2.6%) 0.47
Diarrheal Disease 0(NA) 12(2.7%) 0.23 9(3.4%) 3(1.1%) 0.09
Meningitis 1{1.1%)  4{0.9%) 10 | 5(1.9%) 0(NA) 0.03
Sepsis 44.6%) 11(2.5%) 0.29 10(3.8%) 5(1.9%) 0.20
Hospitalization 20{227%) S5(127%) 0.02 |40(152%) 35(135%) 082
Death 6{6.8%) 6{1.4%) 0.002 5(1.9%) 7(2.6%) 0.77

Ngirng dy phong
Truére sanh / trong chuyén 3-thude
da » Ba stra me Ngung bl me Theo ddi
du phong 3-thudc
bét dAu 26.34 tudn (6 thang) (6-24 thang)
Trizavir Cai stra BAt ddu HAART
\ZT/3TCIABC _nhanh Néu cén
' '
Kaletra/Combivir Cai sita Béat ddu HAART
P ' i Néuedn  ~

HAART bt ddu 18-34 tudn

NVP/Combivir Tiép tuc

dieu tri HAART
CD4 <200, bat gdu
HAART

Khéng ngdu nhign




Tirvong me trong 24 thang, chia theo nhém nghién ciru
Shapiro RS et al. 18" CRO, Boston, MA, 2011 Abs. 747

Mma Bana:
CD4 theo nhom nghién ciru va Theoi gian
Shapiro RS etal. 18" CROI, Boston, MA, 2011 Abs. 747
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Ovphteg a7
Loc 6 thing

8/9 catr vong & phu nlr xay ra sau & thang
(sau khi ngimg didu tri 3-thubc dy phong, 5 ca da khdng khdi déng i sau khi ngimg ART)
p = 0.18 cho tdng thé tir vong <6 thang so véi > 6 thang sau sinh

o Dy phdng ot 7
w6 rEng
e
i+
74
24 T, o
-
‘r"* —— TZV
44 g = ee  LPRwCay ' DU phong
- amea NVPCEY

r’
B

T T T T T

Emry Delvery o 12 424

Shady MeAT)

» CD4 trung binh tang Ién & tat ca phu nd (15% phu nir ngdu nhién
»B6i véi phu nt cé CD4> 250, CD4 tang hon néu dung LPV/r (+86)

khai dong lai ART sau khi nglrng sau sinh)

ké dén 1a TZV (+46) (p = 0,04)

Mma Bana: Két qua ba me (tinh trang ART, CD4
thay déi, tir vong) trong 24 thang

Shapiro RS et al. 18" CROI. Boston, MA, 2011 Abs. 747

Mma Bana:

T vong so sinh theo nhém va theéi gian
Shapiro RS etal. 18" CROI, Boston, MA, 2011 Abs. 747

DIC 3 thube <6 thang 75% 95% 97% 4%
Tiép tuc 3 thubc >6 25% 5% i 3% 96%
thang for ART

Bét ddu dung lai 3 9% 1% 12% -
thude for ART

CD4 d3u vao 366 429 ! 436 146
CD4 e 24 thang +134 +68 +98 +283
Tir vong me 14 (1.9%) 6(21%)  3(1.1%) 5(2.9%)

Trong khi tir vong me thp, 89% t&r vong trong nhom ngéu nhién
xay ra> 6 thang (sau khi ngirng diéu tri du phong)

% Deaths

T2V
" KAL/CBV
BNVP/CBY

N=2

Pre-BF During 8F After Weaning

» 23/ 28 ca tir vong tré so sinh (82%) xay ra sau khi cai sita
» Ty & tlr vong trong nhém b me 1.76/100 bé&nh nhan/nam
trong vong 6 thang cai siva 5.71/100 bénh nhan/nam, p = 0,02




Mma Bana:
Két qua tré so sinh (bi nhiém HIV hodc chét)

& tré sinh sdng luc 24 thang
Shapiro RS et al. 18" CROI, Boston, MA, 2011 Abs. 747

CD4 giam & phy niv ding 3-thuéc PMTCT va dirng sau sinh
- Chwong trinh MTCT-mé réng trong 9 quéc gia

__ EkoueviDKetal 18" CROI Boston, 2011Abs753
= D liéu tir chuong trinh MTCT-Plus tai 9 quéc gia & chau

Ngdu nhién, CD4 >20¢

24 thang

Tir vong 37 (5.2%) 13 (4.6%) 15 (5.6%) 9 (5.8%)
HIV(+) 8 (1.1%) 6 (2.1%) 1(0.3%) 1(0.6%)
Tir vong or 43 (6.2%) 18 (6.4%) 16 (5.9%) 9 (5.8%)
HIV(+)

Cai s(ra & @0 tubi 6 thang, 1y Ié 1 vong tré so sinh cac mac di ty 1& lay nhiém HIV thap
5 ca tir vong (0,7%) trong nhém b me so véi 23 (3,2%) ca tr vong sau ngirng bd me
(14/23 ca dirng bu me trdc 3 thang)

Phi va Thai Lan & phuy nir khong dd diéu kién cho ART
(CD4> 250), nhirng ngudi dung PMTCT va nging sau
sinh
= Muc tiéu: mo ta sy suy giam CD4 trong 1.583 phu nir

nhiém HIV khéng @d diéu kién cho ART dung 3-thube
PMTCT trong khi mang thai & dirng sau sinh so v&i cac
phéac dé PMTCTkhac.

- 33,6% dung AZT ngén ngay hodc AZT/3TC

- 43,5% dung NVP liéu don

- 0,9% dung 3-thuéc ARV phong LTMC

= 80,7% c6 WHO giai doan 1 & dau vao; CD4 trung binh

CD4 giam & phu ni¥ dung 3-thuéc PMTCT va dirng
sau sinh - Chwong trinh MTCT-mé réng & 9 quéc gia

Ekouevi DK et al. 18" CROI, Boston, 2011 Abs 753

469, trung binh theo dai, 26,1 thang.

(KM) X4c suét té bao CD4 <350 ltc 24 thang tiy theo phac dé PMTCT,

khao sat trén 1,027 phu n@ mang thai nhiém HIV vé&i CD4 dau vao> 400
Ekouevi DK et al. 18" CRO, Boston, 2011 Abs 753

* Trong s6 nhitng phu nir c6 CD4 dau vao> 250 :
- 11,6% da giam CD4 dén<200 trong 24 thang sau sinh
* Trong sb nhiing phu nr ¢6 CD4 d4u vao > 400 :
- 28,0% (24.6,31.6) da giam CD4 @én<350 trong 24 thang
Mirc CD4 dau vao co lién quan dén giam dén <350:
~ Néu CD4 400-499, tdng thé giam 47 8% (41.2, 54 8)
- Néu CD4 >500, téngthé giam 18.3% (14.9, 54 8)

* CD4 giam dang ké lién quan voi:
- 3-thuéc PMTCT dy phong

- D6 tudi 25-35 tudi

- Mirc CD4 dau vao

Product-Limit Survival Estimates
Giam <350 10c 24 thang | weg mk p=00175

I | 21.5% sc
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T ey
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00 Ly v v v i T .
0 € ] 18 N 30 » i 48
Morths
Rgmen
NooeMissing — — « SCPNCTC 8C HMRT w w SDNW




(KM) Xéc suét CD4 <350 ltc 24 thang sau sanh theo Phéc 46 PMTCT
& 332 phu nir mang thai nhiém HIV v&i CD4 déu vao 400-499
Ekouevi DK ot al, 18" CROI, Boston, 2011 Abs 753

(KM) Xéc suét CD4 <350 lic 24 thang sau sanh theo Phéc dé PMTCT

& 695 phu ni» mang thai nhiém HIV vé&i CD4 déu vao > 500
Ekouevi DK et al. 18" CRO, Boston, 2011 Abs 753

Product-Limit Survival Estimates Product-Limit Survival Estimates
L e Glam<35016c 24 théng [ Lograrkp03067 | - Giam <350 J0¢ 24 thang [ Lograkp-00om |
e
084 0e .ﬂ“_“.%\l—\ __________
-
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> b £’ " §
E ove- =T S =1 b
2 a \._‘_ — 2 3 —
g i i S, & 123.6% HAART ™~ =
£ o4 W .‘\_ Lowey E D44
a R © == 4
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0 l 024
60.3% HAART
0 £ 12 18 24 n 3% aQ “ 0 3 12 19 b} » ] «Q “
Mosths Months
wgmen [ Mg
|-—— NaneWissing — — — BCPUCTC — - — BC HMRT o — wwl NoneMsshg — — — SCPNCTC — - — §0-WAART —— — SDIOP

Phan tich da bién: Cac bién sé , bao gém Phac dé
PMTCT, lién quan dén tién trién CD4<350 & Phu niv
mang thai HIV (+) véi CD4 dau vao > 250

Ekouevi DK ef al. 18" CRO, Boston, 2011 Abs 753

(KM) Xac suat giam CD4 <350 lic 24 thang sau sanh & Phy

ni¥ HIV(+)theo Phac dé PMTCT va CD4 dau vao
EkoueviDK etal. 18" CROI, Boston, 2011 Abs 753

Da bién Dieu chinh HR | P gia tri

Producsdint Sarvivdl Besacens Prodess Lk Sarvive Svdams
" .;Ln“ " Cabm <300 b 24 thieg por g ' -a_"‘:“ Qﬁ::ﬂﬁ. ==
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L‘,——‘A = S } i z (23.6% HAART)
478% gidm |\ "7 oo | 18.3% glam
u <350 \ <350
{ ) ¢ 24 than:
lGc 24 thang (60.3% HAART) g
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| CD4 ddu vao 400-499 (N=332) |

| CD4 dau vao >500 (N=695) |

Phac dé PMTCT : ghi nhan 1.7(1.1-286) 0.02
NVP liéu don 1.7(1.2-23) 0.001
ARV ngan ngay 1.0 -
3 loai thudc 22(1533) <0.0001
Tubi (yrs): <25 10 -
25-30 1.4(1.1-1.9) 0.02
31-35 1.6(1.1-2.3) 0.01
36-40 14(0922) 016
CD4 d4u vao(té bao/ul): 400-499 1.0 -
500-650 0.5(0.4-0.7) <0.0001
=650 0.3(0.2-0.4) <0.0001
Giai doan WHO dauvao :Gd1 1.0 -
Gd2 1.3(0.9-1.8) 0.11
Gd3 1.6(0.9-2.7) 0.08




@ Nghién ctru Kesho Bora

Tém tat: CD4 giam & phy nt'.'r.dﬁng 3 loai thuée Kesho Bora Study Group. XVIll AS Conf, Vienna, July 2010 Abs ThLB 8105
A-RV cho l'-fMTCT va ngurng sau sinh JT% blme, tung v ii;:'?énng 2836100 S e “-m'waa1 18 théng
+ Phuy nir mang thai cé6 CD4 > 400 dung 3 thuéc ARV dy f ¥ T Y \
phong LTMC (ngirng sau sinh) da tang 2,2 1an trong Nhém 1: AZT/NVPsby gonihi=s11 g VP don

giam CD4 <350 ltic 24 thang sau sanh so véi ding

nhirng phac d& PMTCT khac (36% 3 thudc so voi 22% R -
AZT! liéu don NVP va 28% liéu don NVP ). 200500 / con )

+ Bét ké phac dd PMTCT nao, phu nir c6 CD4 400-499 co wvie) |®  nbom 2: Triple {N=413)
nguy co gidm CD4 cao hon nhiing ngudi c6 CD4> 500 — \Me
(48% so v&i 18% theo thir ty trén). thai e

« CD4 giam lién quan doc Iap voi phac dd PMTCT 3 con 5
thubc, CD4 dau vao va do tudi 25-35.

: ; o o : » So sanh su tién trién tir 1c sanh dén 18 thang trong nhém AZT, so sanh
:;g;'%:ﬂ':g’:n‘;:g‘:h'::iﬁ g‘gg';‘ahnoggudfgb%‘s?gﬁg nhom dung 3 thubc ARV trong 6 thang véi nhom khong dung ARV sau sanh
hudna loi néu bat dau ART. + So sanh tir thoi diém dirng 3 thudc ARV cho phép so sanh tién trién & ¢

g lo ___6_.__9____.
hai nhém khéng thudc ARV
Kesho Bora: CD4 trung vj cia meThay déi
Kesho Bora: Pic diém ba me theo th&i gian , theo nhém nghién ciru*
Bathudéc  AZT/donlidu 0 ’
n=412 NVP —N\ ,
n=412 e Ngirng
Tudi trung binh 27 27 ARV
Sanh con so (%) 18.0 18.0 0 T il
Hoc vén thdp nhét 1a bac tiéu hoc (%) 85.4 84.7 ——
Lam viéc (%) 328 277 =
Da 1ap gia dinh/ban tinh thudng xuyén(%) 95.2 971
CD4 AU VA0 (3 b3 trung biami) 336 339 i -1  F
Tai lwgng virus dau vao(log,, ban sao/ml) 423 421 -
Thaitgiaan du prl“u)ng ARV (trung binh tuén) - - Screening Delivery & months 12 months 18 months
- ruoc san .
- sausanh 19.0 NA [ —e=CD4-Triple  ~e~CD4-AZT-sdNVP {

* Dir lidu thu thap lac bat dau ART



Kesho Bora: Ty 1é ciia ba me Tién t&i Giai doan 4 WHO hoac

P v g

Kesho Bora: VL ctia me thay déi theo th&i gian ,
chia theo nhém nghién ciru*

‘.: Py l

L R o
4 RS Ngung e ’.._.;,,,:\;..‘,.,.,.,._. i
35 1 ARV _|owmad=o™™ e
s e

25 X e s

2 3 Ngurng
15
ARV
1 -
0
Screening Delivery 6months 12 months 18 months

| -=Triple-ARV ~-w=AZT-sdNVP

* DI liéu thu thap luc bat dau ART

——— e
BAE UM R RS R AN M A e

<200 - %
v N Ty I& tién trién tir ltc sanh
- Tlaion Bthang  12thdng 18 théng
5
- AZT-don
- nve  (226)10.8% (192)20.0% (152)32.4%
2 ARV
g \ 3-ARV (226)4.9% (209)10.1% (186) 20.4%
ey T TR T TTI LS ETTTE T TLL, P=0.002
IITALIL)
C;? s . - s > 2 .
/{ - "";,';v Ty Ié Tién triéntir lGc ngirng Dy phong ARV
& thang 12thang 18 thang
:‘z:'x:n (226) 10.6% (192)20.0% (152) 32.4%
ARV (217)47% (199) 120% (107)259%

R R R

Tons g . o A gty ane

P=0.107

P ot (-

P o w8 gt

L ST
e U

Kesho Bora: Ty Ié ba me tién trién té&i Giai doan 4

< o =
Yo ] Ty 1@ tién trién tirloc sanh
; 2 Gthang 12thang 18 thang
i ;‘ﬂ“'%:" (408)8.4% (362) 11.8% (303) 19.6%
' 3-ARV  (405)28% (376)6.1% (332) 124%
- P=0.003

FATENZ NN NSNS I NENE TR RN
-y e

€4 2 ohom
ngung ARV

Ty lé Tién trién tir lic ngirng Dw phong ARV

Trgte ARY srestt me ¥9

Gthang 12thang 16 thang

AZT-don
uNVP

3-ARV

(408) 6.4% (362} 11.8% (303) 19.6%

(386)26% (358)798% (213)14.7%

P=0.159

AT TANNIE NSRS
T o ot W -

Kesho Bora: Ty |1é ctia ba me Tiéntéi Giai doan 3 WHO

Ngung
ARY
Sl | rghn ey

< &
Ty I& tién bo tir luc sanh

i F‘-—,__\_“; Bthang  12thang 18 thang

\ Sanay
i\ \
i\ e ETaon  (182)120% (151)15.7% (129)24.1%
H I i :
y 3-.ARV  (179)29%  (162)8.1% (138) 10.4%
:
:lll'l.l‘lllu'--“ﬂ“u'u‘!lh m.ooz

- ."."",-'!!',‘1"—"‘
/! :;-:u arv | Ty 18 Tiéntrién tir Iic ngirng Dw phéng ARV
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: .y
Bl s *.\4 o (182)120% (151)15.7% (128)24.1%
S: 3.ARV  (188)37% (152)8.2%  (98)9.5%
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Kesho Bora so véi MTCT-m& réng ( Plus) Kesho Bora so v&i MTCT-Plus

ATt covcho by G4 b o &1 08— s, 252205104 thvio 20
A g gung L Peong 349 gidm dén<200 trong véng 18 thang sau khi dimg ARV
: bét ké phac d& PMTCT nao.

= Nhung ty 1& gidm CD4<350 sau khi ngirng diéu trj dy phong 3 P p : IE :
thubc ARV khéc nhau dang ké gitra cac nghién cru: Ciing 0b khuyén cdo clia WHO bat du ART khi

- Kesho Bora: néu CD4 dAu vao 350-500, chi co 10% tién dén Ehheeg
<350 trong 18 thang. * DU lidu MTCT-Plus cho thdy cac ngudng CD4 dé bat dau
- Ekouevi MTCT-Plus: néu CD4 d4u vao> 400, co 36% tién diéu tri lau dai & phu nir mang thai tham chi cé thé cao hon
dén <350 trong 24 thang (néu CD4 400-499, ty Ié tién trién 1a (CD4 <500).
60% so v6i 24% néu CD4 >500) = Sur an toan cla viéc dirng 3 thuéc ARV chi cho muc dich
= Sir dung phan loai CD4 dau vao nhu trén, trong Kesho Bora, PMTCT & phu nir véi CD4 con cao doi héi phai co danh gia
dirng dy phong 3 thudc ARV ba c6 thé c6 tién trién cham hon cu thé (nhw I&i hira trong céc thir nghiém ngau nhién
so v&i AZT / don liéu NVP (10% so véi 24% lac 18 thang), P1077).

trong khi & Ekouevi / MTCT-Plus, 3 thuéc ARV da tién trién
nhanh hon so véi AZT ngén ngay (36% vs 22%).

P1060: NVP so véi LPV-r HAART cho tré nhiém HIV
c6 hodc khéng phoi nhiém véi liéu don NVP trwéc dé

Két qua chinh
Quaﬁhg, Palumbo et alNEJM 2010.363:1510-20 |
Tré chura tirng ding ART, -
Tudi: 6 thang -3 nam ! A';\'II"I,S;C Thoi gian
Nhi é m truna Nhi @ap Ung céc tieuschi cho.é 3:::de
| u ART, co phoinhédmvai lidu <
g don NVP treére 0o(n = 268) LPVIRTV + khéng thube
AZTI3TC / tevong

Diéu tri




P1060: NVP so v&i LPV-r HAART trong nhiém HIV
Tré so sinh bj phoi nhiém C6, Khéng tiép xic

P1060: Pac diém cua So sanh dac tinh cua
quéan thé 1 (c6 phoi nhiém véi NVP)

trure lieu don NVP 5 i nhi i
= - [Kétqua chinh | va quan thé 2 (khéng phoi nhiém véi NVP)
Quanthd 1~ | Palumbo et al NEJM 2010.363.1510.20——> e :
quan thé 1 quan thé 2
Tré chua tirng dung ART, NVP + Thoi Pic diém (phoinhiémvai  (khdng phot nhiém véi NVP)
Tudi: 6 thang -3 nam ' NVP)
dap ung cac tiéu chi cho AelBIC a‘r‘:‘b:;d sbmi 164 287
ART, c6 phoi nhémvei lidu LPV/RTV + khong thubc S
SombivR e (= 200) AZT/3TC / tr vong Tubi d4u vao 0.7 nam 1.7 nam
== 2011 cokétqua | Ty Ié CD4% trung binh 19-20% 15%
—_— — ' Lwong TB HIV RNA >750,000 536,000
Tré chua tirg dung ART, NVP + Théi gian
Tudi: 6 thang -3 nam AZT/3TC thét bai virus Giai doan IV 50-62%
@4p (rng cAc tidu chi cho ART, | hoc/khéng theo WHO ( d4u vao)
khong phoi nhém voi lidu < LPV/RTV + thube / tir Thei gian theo di 48 tudn 72 tuan
donNVP trute do(n = 288) AZT/3TC vong trung binh

P1060 Quan thé1: Tré so sinh nhiém HIV, c6 phoi nhiém
liéu don NVP, c6 ty 1@ that bai virus hoc, ngirng thuédc,
hodc tir vong cao hon trong nhém
diéu tri phac dé cé NVP so véi phac dé cé RTV-LPV

Palumbo P et al. NEJM 2010:363:1510-20

P1060 NC Quan thé 2: Tré so sinh nhiém HIV, Khéng phoi
nhiém liéu don NVP, ciing cé ty 1é that bai virus hoc,
ngirng thudc, hodc tir vong cao hon trong nhém
diéu tri phac dd c6 NVP so v&i phac dé cé RTV-LPV
Palumbo P et al. 16" CROJ, Boston, 2011 Abs 129L8

[ “NVParm (N=121) «LPV-rtv arm (N=120) |

39.6% p=0.027

4 p=0.009
2 30x 217%  24.0%
£ 20n
2
10%
0%

Combined Endpoint Viral Failure

| wNVParm (N=147) « LPV-rtv arm (N=140)

40.8% P<0.001

50%

40% p=0.001 I

30%

19.3%

20%

% with event

10%

0%

Combined Endpoint Viral Failure



P1060 Quén thé 2. Théi gian ngirng diéu tri / that bai virus hoc

Palumbo P et al. 18" CROI, Boston, 2011 Abs 129L8

1.0 A

o o
@D ©
A A

o
>
L

Prop. on TRT with no VF

|

Week 24 failure rate

Week 24: NVP - LPV/r: 21.5% (p<0.001)

LPVIr 140

T T T T

24 48 72 96 120

109 68 47 25 20
125 93 54 33 26

144

12
17

168

7
9

P1060 Quén thé 2: Thoi gian ngirng diéu tri / that bai virus
hoc, chia theo tudi _paumbo P et al. 1" CRO Boston, 2011 Abs 12915

1.0 {3 Age < 12 months
0.8 -
0.6 -
0.4 A
02 A ——
| Time to event:
| Cox PH p<0.001
0.0 1 : =
0 48 96 144
N at risk:

NVP 41 28 15 10 6§ 3 2 2 NVP 106 81 53
6 § 3 LPVINO4 92 68

LPV/Ir36 33 26 13 7

1.0 1

0.8 1

0.6 -

0.4 4

0.2 1

0.0 A

Age >= 12 months

0 48 96

N at risk:

144

37 20 17 10 5
41 26 20 12 6

P1060 NC Quan thé 2: Thei gian tr vong
Palumbo P of al. 18 CROI, Bosfon, 2011 Abs 12918

P1060 Quén thé 2: Thévi gian thét bai virus hoc hodc tir vong
Palumbo Pet al. 18" CROI, Boston, 2011 Abs 129LB

, 1.00 4

g 1.0 4 1:% | Thoi gian thét bai virus hoc N=3
® | /tir vong: Cox PH p<0.001
ey A i =

O 0 0.95 4
_§’ ey L N =10

S 06 - _\h‘—\—‘_

8 e 0.90

£ 04 4

z

2 Week 24 failure rate 0.85

® 024

g = | Waeek 24: NVP - LPVIr: 15.6% (p=0.001) 0.60 - Cox PH: p=0.063
Weeks 0 24 48 72 96 120 144 168 Weeks 0 24 48 72 96 120 144 168
N at risk: N at risk:

NVP 147 124 78 55 21 24 16 7 NVP 147 132 107 7 45 36 25 13
LPV/Ir 140 131 100 60 37 30 19 10 LPVIr 140 135 112 74 45 35 23 12



P1060: Két qua so sanh quan thé 1 (NVP-tiép xuc)

va quan thé 2 (khong NVP-tiép xuc)

Cohort 1. Palumbo P et al NEJM 2010,363:1510-20

P1060 Quan thé 2: trung binh (95% CI) Thay déi ké tir
dau vao: % CD4

Palumbo Petal. 18" CROI Boston, 2011Abs 120L8

Cohort 2! Palumbo P et al

18" CROI, Boston, 2011 Abs 12908

Két qua' Quan thé 1 Quan thé 2 Quén thé 1 Quan thé 2

(luc 24 tuén) NVP NVP LPV/r LPV/r
Sé méu 82 147 82 140
Diém dirng 40% 40% 22% 19%
Thét bai virus hoc 27% 29% 10% 12%
Ichét
Thét bai virus hoc 24% 20% 7% 4%
Bdc tinh theo dinh (N=2) (N=15) (N=1) (N=5)
nghia trong dé cuong 2% 10% 1% 4%
T vong N=4 N=10 N=3 N=3

P1060 Quéan thé 2 Trong lweng z-score (CDC)
trung binh(95% CI) Thay déi tir lic dau vao

Paiumbo P ot ai. 18" CROI, Boston, 2011 Abs 12918

30
25 1
20
15

10 +

146 132 109 73 46 35 26 13NVP
.5 140 135 119 786 45 35 24 14LPV/

L} L] T L] Al L L] L]

0 24 48 72 96
Week

168
Phin tich dy @nh ddutr

P1060 quan thé 2 : Nhirng anh hwéng

34
2 -
14
0

147 133 108 71 48 34 25 12NVP
3 140 134 117 75 43 33 22 13LPV!
- L 1 1 Ll ) 1 L 1

0 24 48 72 96 120 144 168

Week

= Két qua khac nhau — NC OCTANE & phu nir /P1060 &
tré em
- ART lau dai & phy nir nhiém HIV so v&i tré em nhiém
HIV som
- Tai lwgng virus dau vao cao & tré so sinh

= CD4 va quan sat sy tang trudng
- 7 Hién tuwong that
- ? Tac dong chuyén hoéa cla ritonavir + / - P

= Céac van dé tiép can véi phac db bac 1 ¢6 Pl cho tré nho
¢6 phoi nhiém vdi liéu don NVP va dya trén NC thuan
tap 2 cho tét ca tré so sinh <3 tudi.

= Phat trién cGa phac db bac 1 & 2 ARV mai.

= WHO thao luén - NVP so vé&i LPV / r cho phéac dé bac 1.



Thiét ké nghién ciru NEVEREST Diu vao NEVEREST

Giai doan I, nghién ciru ngdu nhién & tré nhiém HIV <2 tudi ¢6 phoi nhiém 323 tre< 74L"}_3”él '“?q'fflf’) phot nhiém
voi lidu don NVP dat (e ché thanh cong véi didu trj phac @& LPV/r va VS
ngdu nhién dé chuyén sang phac dd c6 NVP hodc vin dung LPV/r

Bat dau phac db cé PI ( LPVir, 3 TC, D4T)

52 tudn 52 tudn 18-53 Khéng ché <400 20 (12,5%) bt dbs
I<24 mo/o? onIART sau[-rand thalng > 3 thang loc 52 tudin 50 (15,5%) khéng U tiéu chudn

195 ngéu nhién

N=99 M3
L=V
< N=96 -
g Chuyén sang phac dé co NVP JAMA 2010;304:1062-50 |
tré <2 tudi nhiém HIV ‘
cophz“:;:‘";qu
= Theo doi 18-53 Theo doi 18-53
thang thang
Post-ngau nhién HIV RNA> 50 ban sao / mi Post-ngau nhién HIV RNA> 1,000 ban sao / ml
5 i S P Ao oan £ . 2 . N
Xac suat tirng dat dén diém dirng nay. xac suat tirng dat den diem dirng nay.
Chia theo nhém nghién ciru Chia theo nhém nghién clru
Kuhn L et al. 18" CROI, Boston, MA, 2011, Abs.xxx UL W, HE SO0, ORMens Ay, 2011 Rseck
80% s
p=0.02 5 p=0.008
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mStay LPVir @ Switch NVP mStay LPVIr  BSwitch NVP



Ty & phan tram cua tat ca “cac that bai" (Xac Sau ngéu nhién xac nhan HIV RNA> 1000 ban sao / ml

nhan> 1000cp/mL) xay ra & cac méc thdi gian lic 48 tuan, chia theo nhém nghién clru va gen khang
khac nhau sau thir nghiém ngau nhién thuée trude diéu tri
Kuhn L et al. 18 CROI, Boston, MA, 2011, Abs.xxx Kuhn L etal. 18" CROI, Boston, MA, 2011, Abs.xxx
100% - a6
P=0.02
75% - e [ ]
=By 48m .v A
50% - mBy 12m i
EBy 6m
Khéng dang ké
o% - Il I B .
Wmm;;';‘&'g';{m“, age B, fﬂi’,‘mm StayLPV/r  SwitchNVP  StayLPVIr  Switch NVP
17 hangcls ART T bART Khéng c6 dét bién  NNRTI dét bién
Péc tinh cua LPV/ RTV Ién Tré so sinh / Tré sinh non
NEVEREST Két luan theo déi lau lai Boxwel D ot al. 16° CRO), Boston, 2011 Abs. 708
« Xét nghiém tai lugng virus co thé xac dinh that bai can * LPV /r syrup: 42% ethanol (E), 15,3% propylene glycol (P).
chuyén @i sang phac db c6 Pls. « Chuyén héa LPV b&i CYP3A, E va P ban du bdi men khr
+ Phén I&n that bai sém (treée 6 thang) va tit ca trong vong hydro ruqu (va E trc ché sy chuyén hoa cta P).

12 thang. + Giam chuyén hoa gan va thanh thai than, dac biét & tré dé non,
+ Chuyén sang phac d6 c6 NNRTI & tré em c6 phoi nhiém véi cé thé dan dén su tich Iy tat ca.

NVP cé thé dugc thuc hién mét cach an toan néu ¢ thuc . ‘Do tinh:

hién theo déi tai ligng virus i
+ Sang loc khang thube truére diéu trj co thé ti wu héa cac - Propylene glycol: loan nhip tim, nhip tim cham, trdm cam

chién luoc chuyén ddi dé xac dinh nhiing ngudi cé thé co CNS, suy than, toan lactic;

Ii. - Ethanol: block nhi that, tim loan nhip tim, than kinh trung

wong trdm cam, toan lactic
* Chién lugc chuyén ddi cho phép XN khang thuéc dugc sir

dung theo phuong phap moi. + LPV lién quan dén chen tim va kéo dai QT



Bo céo 10 D0c tinh nghiém rong cOB LPVIRTV o, 0, i LBV 1 RTV ley Tri s ik / Tré sivh non

trong AERS FDA & Tré so sinh / Tré sinh non Boxwell D et al. 18% CRO|, Boston, 2011 Abs. 708
Boxwell D et al. 18" CROI. Boston, 2011 Abs. 708
=TEBE] — [ =] 1 . * Dya trén di liéu nay, LPV/r uéng khéng nén sir
O $X phi hop véi dac 16 cun thudc: dung ¢ tré sinh non trong giai doan ngay sau sinh vi
H Tim, thin, chuyén héa, thdn kinh trung wong co thé co nhiéu déc tinh
Pl |y (At = : 2
SaRNeve g5 » Thay dbi nhan: LPV/r dung dich uéng khéng nén

= — Thubc tam thoi lién quan: dung cho tré so sinh:
[ i B g 1o ~truérc 42 tudn ké tir ngay dau ky kinh cuéi cung
O - = e . ‘ ___f i cla me(ngay dau tién chu ky kinh nguyét cubi
ke T — M cling cta nguwdi me dén Ic sinh cong voi thoi
e s i e I T gian con lai sau khi sinh);

8/10non z
: 28-35tudn e i a _ .

e gy T 2 qua libu cép tinh _ ||"e —Thai ky hau san, truede khi duoc 14 ngay tudi

1 ngay 34, 1 khong ré. ~| trong dé co 1 tir vong P—




