Phdc dé khang retrovirus cho tré nhii nhi va tré em ciia WHO ndm 2008

TO CHUC Y TE THE GIOI

Bao cao clia nhom chi dan ki thuat,
Cudc hop nhém hwéng dan cham soc HIV/ART cho tré em,

Tru s& chinh cia WHO, Geneva, Switzerland

Ngay 10-11 thang 4 n&m 2008

TONG QUAN

Thang 4 nam 2008, Nhém chi dan ki thuat cia WHO vé Phac do va cham séc HIV/khang
retrovirus da cé budi gap g& dé xem xét nhirng goi y tir phat hién trong cac nghién ctru
m&i day dbéi véi cac hwéng dan hién hanh ctia WHO vé cham séc va diéu tri cho cac nhii
nhi nhiém HIV. Tt cac tham van va danh gia lai cac dir liéu, nhém nghién clru da stra lai
céac khuyén céo cho cac xét nghiém chan doan, thoi diém bat dau diéu tri, va cac cong

thirc diéu tri cho cac nhi nhi nhiém va phoi nhiém véi HIV.

Bé&o cdo nay cung cap cac chi tiét clia cac khuyén nghi nay, PHAN DO cac bang chirng
va cach thirc dwa ra cac quyét dinh ctia nhém chi dan dang sau cac stra ddi nay trong
cac hwdng dan cia WHO dbi véi cac phac dd khang retrovirus cho tré nhii nhi va tré nhé
bi nhiém HIV.

LOI GIOI THIEU

Trong khi ching ta dat dwo'c mot sé tién bo trong viéc ngan ngtra cac truéng hop nhiém
HIV mé&i & tré em, thi sb tré nhi nhi va tré nhd nhiém HIV méi trong ndm 2007 trén thé
gi¢i dwoc wéce tinh khoang 420,000. Do vay, chung ta can nd lwc nhiéu hon dé mé rong
quy mé cac can thiép phong nglra hiéu qué da biét néu ching ta muébn dat duwoc cac

muc tiéu tham vong la xéa bé tinh trang nhiém HIV & tré em va nhii nhi.
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Cac sb lieu m&i ndi 1&n ké tir 1an xuét ban cac khuyén céo ctia WHO nam 2006 vé diéu
tri khang retrovirus cho tré nhi nhi va tré nhd da goi y rang cac tré nhii nhi dwoc bat dau

diéu tri khang retrovirus (ART) sém da dwoc clru sbng.

Nhém chi dan ki thuat cia WHO vé cham séc HIV/ART cho tré em (TRG) da dwoc thanh
lap 1an dau vao nam 2005 véi muc dich xay dwng cac khuyén céo dbi véi phac dé khang
retrovirus cho tré em clia WHO, da dwoc nhém hop dé danh gia cac béng chirng méi

nay va xem xét viéc sira dbi cac khuyén cao hién hanh néu thy can thiét.
BOI CANH CUQC HOP

Cac hwdng dan diéu tri HIV cho tré em ctia WHO khuyén cdo st dung cac tiéu chi lam
sang va mién dich dé hwéng dan viéc bat dau phac d6 khang retrovirus & cac nhii nhi va
tré nhé nhiém HIV, tuy nhién ching ta da nhan thdy CD4-- phan trdm cua té bao T trinh
dién CD4 (%CD4) hay téng sb6 té& bao CD4--- khong phai 1a mét chi sé dw doan dang tin

cay vé kha nang tién trién cGia bénh & tré nhi nhi.

Céc di¥ lieu ndi lén tir cac nghién ciru gan day, trong nhiéu bdi cdnh nguén lwc han ché,
da dwa ra khang dinh: dbi v&i cac nhii nhi méc HIV tai thdi diém sinh né hay xung quanh
théi diém sinh, thi tién trién cla bénh xay ra rat nhanh trong nhivng thang dau cta cudc
doi, thweng dan téi tir vong. Trén 80% sb nhii nhi nhiém

HIV nhanh chéng tré nén du cac diéu kién thich hop dé dwoc bt dau phac dd khang

retrovirus trwdc 6 thang tudi [1,2].

Trong 1 th& nghiém 1am sang ngau nhién duwoc thwe hién tai Nam Phiztrén cac nhi nhi
khéng cd triéu chirng v&i %CD4 >25 dwoc bat dau phac db khang retrovirus cang sém
cang tét ngay sau khi dworc chan doan nhiém HIV. Két qua cho thdy cé sw gidm manh ti
|& t&r vong (75%) & nhém nay so v&i cac nhii nhi da dwoc bat dau diéu tri dya trén cac
tiéu chuan vé mién dich va Iam sang nhw da dwoc nhdn manh trong cac hwéng dan diéu
tri hién hanh. Cac sé liéu nghién ctru va quan sat khac cling goi y viéc str dung phac do
diéu tri khang retrovirus & tré nhi nhi sém lam gidm manh nguy co chét va tién trién cla
bénh.

Céc sb liéu tir cac phan tich trén quy mo Ién gan day va tir cac nghién ctru quan sat [18,
20-28] khang dinh c&c tré nhii nhi nhiém HIV phoi nhi&m véi neverapine trong thdi ky
nhi nhi hodc diéu tri dw phong cho me da chivng té phét sinh tinh trang khang vi rat. Mot

nghién ctru [18] cling goi y cac dap (rng véi cac phac do diéu tri bac 1 cd neverapine c6
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thé bj (rc ché & tré nhii nhi nhiém HIV bat ch&p phoi nhi&m véi neverapine trong khi sinh

hay chu sinh.

T cac phat hién gan day, Nhém chi dan ki thuat da xem xét danh gia lai cac khuyén cao
hién hanh cia WHO va dwa ra cac stra d6i can thiét. Nhém da tuan thi cac quy dinh
stra doi ctia WHO déi v&i viéc xay dwng cac hwéng dan dwa vao cach tiép can PHAN
CAP [3].

Muc tiéu caa cudc hop

Xem xét lai cac khuyén céo da cé cia WHO ddi v&i cac phac d6 khang retrovirus
& tré nhd nhi.

Xem xét cac tém tét bang chirng chudn bi cho khi ndo bét du phac d6 khang
retrovirus & tré nhii nhi, cong thirc clia phac dd khang retrovirus nao dwoc st
dung va liéu cac quy trinh chan doan va theo ddi c6 can dwoc stra dbi hay
khéng.

Quyét dinh xém viéc stra d6i cac khuyén cao ctia WHO 13 can thiét.

Xay dwng sw ddng thuan vé cac khuyén céo cudi cung ctia WHO.

Xac dinh cac cdng cu don gian can thiét.

Xac dinh cac khuyén cdo quan trong cho cac nghién ciru twong lai.
Két qua dau ra cta cudc hop

Sw ddng thuan vé viéc liéu cac stra ddi cac khuyén cao vé phac dd khang
retrovirus ca WHO la can thiét.

Cac khuyén cdo da dwoc stra dbi lién quan dén viéc bat dau va theo dai phac d6
khang retrovirus & tré nhii nhi (néu can).

Cac khuyén cdo da duwoc stra dbi déi voi xét nghiém chan doan va theo dai nhii
nhi phoi nhiém véi HIV (néu can).

Cac budc trién khai va cac cong cu ap dung don gidn dwoc mo ta.

Céc khuyén céo, nghién clru va cac van dé khac doi hdi quan tam khan cép.
Céng viéc chuan bj

Céc cau héi can dwoc gidi quyét trong viéc xem xét lai hwéng dan nay dwoc dong y béi
cac phan nhoém clia Nhém chi dan ki thuat da gap g& vao thang 2 ndm 2008. Hoi nghj vé
Retroviruses va cac cac Nhiém trung co hdi (CROI 2008). PHAN CAP céc hd so bang
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chirng va tém tat cac phat hién dwoc chuan bj d& hwéng dan xay dwng cac khuyén cao

cho 3 cau hdi quan trong dwoc xem xét:

1. Khi ndo bét diu phac d6 khang retrovirus & nhi nhi nhiém HIV?

2. Thubc nao sé duoc sl dung cho phac do khang retrovirus bac 1 & nhi nhi bi nhiém
HIV?

3. Thoi diém thich hop nhat cho cac xét nghiém chéan doan HIV dbi véi cac nhii nhi

phoi nhiém véi HIV?

Ngoai ra, mot khao sat cac huwéng dan va cac thue hanh diéu tri hién hanh dwoc thuc
hién, cac kich ban dwoc xay dwng dé xem xét thoi diém lam cac xét nghiém vi rut hoc,

va téng hop cac tém tat chi phi va st dung ARVs hién hanh & cac quan thé tré em .
Cac thanh viéc cua cuéc hop

Céc thanh vién ctia Nhém chi dan ki thuat dwoc lwa chon tlr nhédm chuyén gia dau tién
nam 2005 va cac chuyén gia bd sung vé phwong phap va cac chuyén gia khéng phai vé
HIV ciing dwgc mdi tham dw, theo cac quy trinh ctia WHO ddi véi viéc xay dwng cac
hwéng dan. Cac ¢ van ving sé dé clr cac chuyén gia thich hop tir cac qudc gia cla

viing dé cung cap tam nhin tir tAt ca cac ving cia WHO.
Tién trinh cuéc Hop

Céc phat biéu trién vong vé cac mdi quan tam dwoc xac dinh va danh gia trwdc khi xay
dwng cac khuyén céo, va khong cé thanh vién nao cia Nhém Chi dan Ki thuat bat déng

quan diém dwoc xac dinh.

Déi v&i mbi chi d& dwoc xem xét, mot loat cac bai trinh bay va cac budi thdo luan day
da dwoc tiép tuc bdi cac cong viéc nhom dé dw thdo cac khuyén céo. Cac thdo luan tap
trung vao xem xét cac chi phi, gia tri, tham chiéu, tinh kha thi, va can dbi cac bang
chirng déi v&i cac tac ddng mong mudn va khéng mong muédn (danh gia nguy co-lgi
ich). Sy dat dwoc ddng thuan trong cac budi hop day dl vé cach dung tir va strc manh

clia cac khuyén céo.
Cac bai trinh bay trong cudc hop co tai dia chi website

http://www.who.int/hiv/pub/meetingreports/art_meeting_april2008/en/index.html
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CAC PHAT HIEN VA KHUYEN CAO CHINH

*Bang A: Giai thich cac thuat ngir tudi dworc sir dung trong cac khuyén céao nay

Nhd nhi = Duwéi 12 thang tudi

Duwd&i 12 thang tubi = <12 thang

12 thang tudi ho&c 16n hon >/=12thang = Bé&ng hay trén 12 thang
Tudi 1-4 = 12 thang toi 59 thang

Tudi 5 va Ién hon = 60 thang hoac hon

KHI NAO XET NGHIEM TRE NHU NHI
1. KHUYEN CAO:

Tré nhii nhi dwoc biét phoi nhiém véi HIV can dwoc lam xét nghiém vi rat hoc (xét
nghiém a xit nucleic) vao lic 4-6 tuan tudi hodc vao co hdi sém nhét cho nhi nhi sau 4-6

tuan.
KHUYEN CAO MANH

Chu y: xét nghiém tai thdi gian nay (4-6 tudn tudi) sé xac dinh > 95% cac nhii nhi nhiém
trong va xung quanh th&i diém sinh. Tuy nhién, mét sé linh déng trong viéc ap dung
khuyén cdo nay cé thé can thiét dwa vao cac thwe hanh va co ciu dich vu theo dai nhi
nhi sau khi khi sinh cta quéc gia hay cua dia phwong hién hanh. Viéc tri hoan xét
nghiém ngoai khoang th&i gian nay sé lam cham tré chan doan va d&t cac nhii nhi bj

nhiém HIV vao nguy co tién trién ctia bénh va tt vong.

Chu y; Néu xét nghiém vi rat khéng san ¢, chan doan 1am sang theo cac hwéng dan

clia nwde dé sé l1a can thiét.
2. KHUYEN CAO:

Céc xét nghiém HIV khan cap dwoc khuyén céo thuc hién cho tat ca cac nhii nhi dén
kham tai cac co sé y t& néu co6 cac d4u hiéu, triéu chirng, hay cac tinh trang y té chi
diém HIV.
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KHUYEN CAO MANH

Chu y: Trong trwéng hop nay, cac nhi nhi nén bat dau dwoc xét nghiém véi xét nghiém
khang thé HIV , néu dwong tinh, tré can dwoc can dwoc tiép tuc lam xét nghiém vi rat

hoc.
KHUYEN CAO::

TAt ca cac nhil nhi cdn dwoc xac dinh tinh trang phoi nhiém HIV tai lan gap dau tién

trong hé thdng y té, ly twdng la trwéc 6 tudn tudi.
KHUYEN CAO MANH

Chu y (a): Trong hau hét cac trweng hop, tinh trang HIV cla nhii nhi s& dwoc xac dinh
bang cach hdi nguwdi me, kiém tra thé kham strc khoé clia tré va’hodc me, hodc bang
cach dé nghi tién st xét nghiém HIV me trong th&i ky mang thai, chuyén da va thoi ki

hau san.

Chu y (b): Trong khi nhém TRG cam thay diéu nay la khuyén cao manh, ho ciing nhan
thay réng cac qudc gia cé thé chon viéc xac dinh cac hoan canh hay méi trwéng noi ma

khuyén cdo nay c6 thé can dwoc diéu chinh, dwa vao sw ty |& hién méc HIV.
KHUYEN CAO:

Cac nhii nhi dwdi 6 tudn tudi, khong biét dwoc tinh trang phoi nhiém HIV va trong cac
bdi cdnh ma ty 1& hién c6 huyét thanh HIV dwong trwéc sinh trén 1%, can dwoc cung
cap xét nghiém khang thé HIV cho me hoc nhii nhibva cung cap tw van dé xac dinh tinh

trang phoi nhiém.
KHUYEN CAO CO BIEU KIEN (trwdng hop cu thé)

Chu y (a): Cac nuwéc can xac dinh cac ngwdng lwu hanh va cac bdi canh khac ma

khuyén céo nay nén dwoc tuan tha.

Chu y (b): Cac xét nghiém nhanh khang thé HIV dwoc trong nwéc hodc quéc té chap

nhan co thé dwoc st dung.

KHI NAO BAT PAU PHAC PO KHANG RETROVIRUS
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KHUYEN CAO:

Tét ca cac nhil nhi dwdi 12 thang tudi dwoc khang dinh nhiém HIV can dwoc bat dau

phac dd khang retrovirus, ma khéng can tinh dén giai doan |am sang ho&c mién dich.
KHUYEN CAO MANH
KHUYEN CAO:

O nhirng noi khdng cé sén xét nghiém vi rat hoc, cac nhii nhi droi 12 thang tudi (xem
Bang A) duoc chin doan 1am sang Ia nhiém HIV ndng nén bat dau phac dd khang

retrovirus. Viéc khang dinh nhiém HIV can dwoc thye hién cang sém cang tét.
KHUYEN CAO MANH

Chu y: Cac thuat toan dwa theo 1am sang va xét nghiém cai tién dé hé tro' khuyén céo
nay duoc trong doi va nhiéu kha nang sé tiép tuc cai thién do dac hiéu ctia khuyén cao

nay; do d6, khuyén cao nay can dwoc danh gia lai trong vong 2 nam tai.
KHUYEN CAO:

Déi vai tré tir 12 thang tudi tré 1&n (xem Béng A), cac nguwdng |am sang va mién dich
can dwoc st dung dé xac dinh nhitng tré nao can dwoc bat dau phac dd khang

retrovirus.

KHUYEN CAO MANH

Tiéu chuan bat dau ART

Tubi Nhii nhi<12 12 thang t&i 35 36 thang t&i 59 5 tudi hodc I&n
thang thang thang hon
% CD4 All <20 <20 <15
CD4 so tuyét <750mma <350mma Gibng nguoi
déi « trwéng
thanh(<200)

# CD4 s6 tuyét dbi thwong it 6n dinh va phu thuédc theo tudi nhiéu hon %CD4; do do chi sé nay

thwérng khong thich hop dé xac dinh mét nguwéng riéng 18.

KHI NAO BAT PAU
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8. KHUYEN CAO:

Déi vai cac nhi nhi nhiém HIV khéng cé phoi nhiém véi thuéc NNRTI ctia me hodc nhi
nhi, hodc khéng biét tinh trang phoi nhiém cla nhii nhi véi thube khang retrovirus cla

me ho3c tré, nén bat dau phac dé 3 thudc chuén cé neverapine.
KHUYEN CAO MANH
9. KHUYEN CAO:

Déi v&i cac nhi nhi nhiém HIV cé tién st phoi nhiém véi Nevirapine liéu don hodc véi
phac dd khang retrovirus cho me c6 chira thubc (rc ché men sao chép nguoc khdng
nucleoside hodc phac dd khang retrovirus dw phong, can bat dau phac dd khang
retrovirus 3 thudc cé chtra 1 thubc trc ché protease. O nhung noi khdng co sén thube trc
ché Protease, khéng du chi phi hay khéng kha thi, can s&r dung phac d6 dwa vao

Neverapine.-
KHUYEN CAO CO BIEU KIEN (Bbi canh cu thé & thoi gian han ché)

Chu y: Trong khi Nném TRG cam thay béng chirng va phan tich nguy co - lgi ich da
dam bao moét khuyén cdo manh, ho ciing nhan ra hién tai, trong nhiéu bdi canh nguén
lwc han ché, khéng cé lopinavir/rotanivir hodc khéng cé khé ndng chi trd hay khéng kha
thi d& sir dung do céc yéu cau vé chudi lanh. Ngoai ra, viéc sir dung lopinavir/rotanivir
trong phac dé bac 1 (rc ché kha nang xay dwng mét phac dd bac 2 hiéu lwc. Céac nghién
ctu dang tién hanh rat cé thé sé cung cap cac théng tin cé thé dwa dén viéc stra dbi

khuyén cao nay.

CAC BUOC TIEP THEO VA CAC VAN DBE NOI BAT
Qua trinh stra déi Hwéng dan

Cac khuyén cao dwoc stra dbi dbi véi phac dd khang retrovirus & nhii nhi sé dwoc tdng

hop va dwoc dwa ra theo cac cach dwéi day:
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*Mét bao cao tém tat cac khuyén nghj stra doi sé dwoc cac thanh vien Nhém TRC danh
gia lai. Ban duw thao 1an cudi sé duwoc chuyén téi cac chuyén gia va cac td chirc cho

danh gia twong dwong (peer review) trwdc khi xuat ban chinh thirc.

M6t cudn sach nhd tém tét lai cac khuyén céo chinh sé& dwoc chuén bi cho cudc hop

nhirng bén trién khai vao thang 6 ndm 2008.

+ Viéc slra chiva s& dwoc thye hién véi nhivng hwéng dan day du da co, va sé xuat ban
trong mét &n ban trong twong lai clia “Phéc db khéng retrovirus cho céc nhii nhi va tré
em nhiém HIV: theo huéng tiép cén phd théng. Cac khuyén cdo cho mot tiép cén y té

cbng cdng.”

+ Cac phan nay ciing sé dworc tim thay trén mang internet, cac 4n ban c6 thé dwoc

download trén website cia WHO.
Liéu thudc khang retrovirus & tré em

Cac thanh vién trong cudc hop ciing da thong qua coéng viéc, cac bang, cac cong cu va

cac khuyén cao dwoc Nhédm cong tac vé ARV tré em ctia WHO bao céo.
http://www.who.int/hiv/events/paediatricmeetingreport.pdf

Nhém TRG ciing d& nghj nhém cong tac xem xét hodc phat trién cac cong viéc sau:

« Céc sb liéu bd xung vé liéu lwong ctia Efavirenz cho cac tré nhé tudi va cac nhi nhi;

« Liéu lwong dbi véi lopinavir/ritonavir cho nhém tré dwéi 6 thang va dudi 5 kg, dwa vao

mot lidu dich 300mg/m?

Liéu lwong thube cho tré nhii nhi cAn dwoc cung cap dé hd tro nhirtng khuyén céo stra
ddi va Nhém TRG da dé& nghi Nhédm cong tac v& ARV cho tré em thuc hién ngay cong

viéc nay.

Céc cong thirc mai cho tré nhii nhi va tré em da dwoc xac nhan 1a can thyc hién ngay

dé c6 thé trién khai cac khuyén céo nay gém:
« Lopinavir/ritonavir: sé giot (50/12.5mg)

« Atazanavir/ritonavir (6n dinh nhiét)
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« Ritonavir (dang ran, dang 4n dinh nhiét)

Phé bién va trién khai

«Tém tat cac khuyén cdo stra dbi sé& bao gdm cac con sbé cho cac khuyén céo chi chét

« C4c tai liéu IMALI, IMCI va céc sb tay huwéng dan thye hién can dwoc cap nhat dé phan

anh dwoc cac khuyén céo stra dbi.

« Phong HIV ctia WHO (Céc tru s& chinh) cin théng bao cho céac dai dién khu vic va

quéc gia cia WHO vé cac khuyén céo sira dbi nay.

« Phong HIV clia WHO (Céc tru s& chinh) can théng bao cho cac dbi tac trién khai chinh,
cac bén lién quan va cac nhém chuyén nghiép lién quan dén strc khoé tré em va HIV tré
em.

« C4c bai trinh bay tai Cudc hop cac bén trién khai tai Kampala va Hoi nghj IAS sap tdi

tai Mé hi c6 can dwoc té chirc.

« H6 tro ki thuat dé gitp cac nwéc ap dung va thich (rng v&i cac hwéng dan siva doi sé

dwoc cung cap va’hodc hd tro bdi WHO phéi hop véi nhiéu déi tac khac.
Cac khuyén cao bé sung ciia WHO yéu cau phai danh gia/stra doi

Céc khuyén céo diéu tri HIV cho cac nhii nhi va tré nhé déng nhiém lao

Céc tiéu chuén nhan biét cac that bai diéu tri va chuyén cong thirc ciia phac dd
khang retrovirus

Céc stra dbi cac khuyén cao hién cé dbi véi viéc st dung BCG & cac nhii nhi phoi
nhiém HIV.(Linh vwc 1am viéc nay duoc phdi hop véi Phong mién dich, Vac xin va
ché pham sinh hoc ctia WHO)

Cac khuyén cao cu thé vé quan ly HIV va ddng nhiém viém gan vi rat & tré em.
Cac van dé ndi bat cho cac nghién ctru tiép theo:

- Cac nghién clru danh gia céc tiép can diéu tri nhi nhi nhiém HIV- da tirng phoi

nhiém v&i cac thude khang retrovirus nham phong chéng lay nhiém tlr me sang con
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la can thiét, bao gdbm xem viéc diéu tri mot khi da dwoc bat dau co thé bi dirng lai
khéng.

- Tuan tha diéu tri & tré nhi nhi b4t dau phac dd khang retrovirus sém.

- Céac bién cb IRIS v&i phac dd sém

- Cac nghién ctru dwge dong lwc hoc & tré nhi nhi dwéi 6 thang déi voi viec dung
phéac d& ARV bac 1 cé lopinavir/ritonavir.

- Hiéu qua gia ctia cac xét nghiém va tiép can diéu tri

- Céc chién lvoc dé thuc hién xét nghiém lai va danh gia cac quy trinh xét nghiém &
nhd nhi;

- Thoi gian ti wu va hiéu lwc cla viéc bat dau dw phong bang cotrimoxazole & thoi ky
nhd nhi.

- Vai trd va do tin cay cua xét nghiém RNA cua vi rat HIV s dung phwong phap giot
mau khé (DBS) déi véi chan doan nhi nhi.
Tién trién ctia bénh va dap &ng diéu tri & cac nhd nhi I&n hon bi nhiém HIV qua bu

me.
Cac san pham méi hay cac céng nghé yéu cau:

Cai tién cac cong thire cé thude tre ché Protease 6n dinh nhiét
Céc cong thirc cé Rifabutin va isoniazid dé tang cuwdng dong diéu tri va dong x ly
lao & nhdi nhi va tré nhd nhiém HIV

Céc diém quan tam chinh cla cac xét nghiém chan doan vi rat
H6 tro ki thuat, cac cong cu va cac van dong gom:

Tai liéu va md ta cac hé théng hiéu qua dam bao cac két qua xét nghiém vi rat hoc
ctia HIV can s8n cé tai cac co s& dung thoi diém.

Xay dwng cac ké hoach dé xac dinh cac ngudn hd tro ki thuat nhdm cap nhat kip
thoi va phd bién cac chinh sach, chién lwoc va hwéng dan québc gia vé HIV duoc
I6ng ghép v&i cac khuyén cao méi nhat nay.

Viéc giam gia thanh cac thubc bac 2 va cac cong thire két hop liéu cb dinh dwa vao
AZT (FDC).

Céc goi cham séc da duwoc xac dinh cho cac nhii nhi bat dau phac d khang
retrovirus sém (mot ban dy thdo dau tay sé dwoc glri kém nhw 1a mét phu luc duwa
theo cac quy trinh clia nghién ciru CHER va cac hwéng dan hién c6 cia WHO).

Hwéng dan viéc ra lidu ARV cap nhap cho nhii nhi dwéi 6 thang tudi.
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Phu luc 1

A -

Cac s6 liéu tém tat cho cac khuyén cao chinh

Annex 1
Summary Figures for Key Recommendations

Figure1: Testing Sequencae for Inital and
Subsequent Visits of HIV Exposed Infant
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GO levels for ART Initlation
depends on natienally
determined threshold criteria

I 1%CD4 is preferred if available ]

Figure 2:

Initiating ART for Infants and Children
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Figure 3: First Line ARV Treatment Regimens for Infants
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Phu luc 2.Tém tat Bang chirng va cac phan tich nguy co-lgi ich
A. KHI NAO XET NGHIEM

1. KHUYEN CAO:

Cé4c nhi nhi biét rd phoi nhiém véi HIV can dwoc lam xét nghiém vi rat (xét nghiém a xit nucleic)

vao lic 4-6 tuan tudi hoic tai co hoi dau tién clia cac nhii nhi sau 4-6 tuan.
KHUYEN CAO MANH

Chu y: xét nghiém tai thdi gian nay (4-6 tudn tudi) sé xac dinh > 95% cac nhii nhi nhiém
trong va xung quanh th&i diém sinh. Tuy nhién, viéc linh hoat trong viéc ap dung khuyén
cdo nay co thé can dya vao cac thwe hanh va co cu dich vu theo ddi nhii nhi sau khi
sinh ctia qudc gia hay cla dia phwong hién hanh. Viéc tri hoan xét nghiém ngoai khoang
thoi gian nay sé lam cham tré chan doan va d&t cac nhii nhi bi nhiém HIV vao nguy co

tién trién ctia bénh va tl vong.

Chu y: Néu xét nghiém vi rut khéng sén c6, can thiét phai ap dung chan doan 1am sang

theo cac thuat toan dwoc dinh nghia clia nwéc dé
2. KHUYEN CAO:

Cac xét nghiém HIV kha&n cap dwoc khuyén cdo thuc hién cho tat ca cac nhii nhi dén
kham tai cac co sé y t& néu co6 cac d4u hiéu, triéu chivng, hay céc tinh trang y té cé thé

chi ra nhiém HIV.
KHUYEN CAO MANH

Chu y: Trong trwérng hop nay, cac nhii nhi nén bat dau duwoc xét nghiém véi xét nghiém
khang thé HIV va cac nhii nhi c6 khang thé HIV phat hién dwoc can dwoc tiép tuc lam

xét nghiém vi rat hoc.
KHUYEN CAO::

Tét ca cac nhii nhi can duoc xac dinh tinh trang phoi nhiém HIV tai lan gap dau tién

trong hé thdng y té, ly twdng la trwéc 6 tudn tubi.

KHUYEN CAO MANH



Phdc dé khang retrovirus cho tré nhii nhi va tré em ciia WHO ndm 2008

Chu y (a): Trong hau hét cac trwdng hop, tinh trang HIV cla nhii nhi s& dwoc xac dinh
bang cach hdi ngudi me, kiém tra thé kham sirc khoé cla tré va’hodc me, hodc bang
cach dé nghi mot bénh s xét nghiém HIV me trong thdi ky mang thai, chuyén da va thoi

ki sau khi sinh.

Chu y (b): Trong khi nhém TRG cam thay diéu nay la khuyén cao manh, ho ciing nhan
thay réng cac qudc gia cé thé chon viéc xac dinh cac hoan canh hay méi trwéng noi ma

khuyén cdo nay cé thé can dwoc diéu chinh, dwa vao sw thinh hanh HIV.
KHUYEN CAO:

Céc nhii nhi dwdi 6 tudn tudi, khong biét dwoc tinh trang phoi nhiém HIV va trong cac
bdi cdnh ma sw thinh hanh huyét thanh ctia HIV trwdc sinh trén 1%a, can dwoc cung cap
xét nghiém khang thé HIV cho me hoac nhii nhibva cung cap tw van dé xac dinh tinh

trang phoi nhiém.
KHUYEN CAO CO PIEU KIEN (trwérng hop cu thé)

Chu y (a): Cac nwéc can xac dinh cac ngwdng lwu hanh va cac bdi canh khac ma

khuyén cao nay nén dwoc tuan thu.

Chu y (b): Cac xét nghiém khang thé HIV dwoc trong nwéc hodc québc té chdp nhan cé

thé dwoc st dung.

Bang 1: Tém tat va dé manh cta cac khuyén cao cho cac nha cung céap bét dau xét nghiém

chan doan HIV cho cac nhii nhi

Quan thé Tré nhii nhi Tré nhii nhi khéng | Tré nhii nhi phoi | Bat cr dau hiéu,
khéng biét rd tinh | biét ré tinh trang nhiém vé&i HIV triéu chirng goi y
trang phoi nhiém | phoi nhiém HIV nhiém HIV
HIV

Trong béi canh
nguy co nhiém
HIV cao

Khuyén cao Hoi tat ca lien quan | Dam bao xét Xét nghiém vi rut Xét nghiém cap
dén phoi nhiém nghiém me/con hoc tai thoi diém 4- | phu hop theo tudi
HIV trong vong 6 tuan 6 tun tudi cho tat ca nhi nhi

dAu tai 1an gap dau
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tién trong hé théng

y té
Mirc d6 khuyén MANH COPIEU KIEN (Pd | MANH MANH
cao Iy hanh trwéc

sinh >1% va cac
bbi canh Iwa chon
khac)

Bang 2. Tém tat cac phwong phap xét nghiém déi véi chan doan nhii nhi sém

Xét nghiém | Xét nghiém a xit nucleic Xét nghiém NAT cua RNA Khang nguyén p24 siéu

cua DNA cua HIV trong ctia vi rat HIV lac 6 tudn nhay
khoang 6 tuan tubi tudi
Mau Plasma, DBS (mau Plasma, DBS (mau Plasma, DBS (mau

huyét thanh | toan phan) huyét thanh | toan phan huyét thanh | toan phan

Mtrc d6 Manh Manh Manh Can nghién | C6 diéu kién | Can nghién
khuyén cao clru clu
(@& danh gia)

Bang 3: PHAN PO hé so déi véi viéc str dung xét nghiém PCR DNA dé chan doan nhiém
HIV & nhii nhi

Cau hai: Nhiém HIV & nhii nhi cé nén dwoc chan doan bang cach st dung mot xét nghiém PCR DNA vao ltc 4-6 tuan tudi
khéng?

Nhém quan thé: Cac nhi nhi phoi nhiém véi HIV (gdm céc nhii nhi <18 thang tudi dwoc sinh ra tir cac ba me cé HIV dwong
tinh)

Can thiép: xét nghiém PCR DNA cla HIV tai thdi diém 4 — 6 tuan tudi.

Yéu t6 so sanh:HIV dwoc chan doan béng xét nghiém nudi cay HIV va xét nghiém khang thé HIV sau 18 thang tubi

S6 lwong Thiét ké Nhitng han | Tinhthéng | Tinh tryc S6 liéu Cacyéuté | XEP HANG
nghién clru ché nhéat tiép hay khéng khac CHAT
kha nang chinh xac LUONG
phé quat hodc rai rac

Két qua: DO NHAY (283/306) 92, 15 [89,13-95,16] Cl 95%

5 nghién DO CHINH Khéng cé Khéng cé Tinh gian Khéng ¢ Khéng ¢ CHAT
clru’(306 XAC HOP nhirng han sw khéng tiép nghiém | sy khong swxudtban | LUONG
ngwdi nhiém | LE ché nghiém | nhét quan trong® chinh xac thién vi TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nhd nhi) tap hop

(cohort’

study)

4
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Két qua: DO DAC HIEU (1298/1305) 99,46 [99,85-99,06] CI 95%

5 nghién DO CHINH Khong c6 Khong c6 Tinh gian Khoéng co CHAT
CL'PU*(306 XAC HOP nhirng han sy khong tiép nghiém sy khong LUONG
nguwdi nhiém | LE ché nghiém | nhétquéan trong* chinh xac TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nhi nhi) tap hop

(cohort'

study)

4
Két qua: GIA TRI DI DPOAN DU'ONG TiNH (282/289) 97,57 [95,79-98,34] Cl 95%
5 nghién DO CHINH Khéng cé Khéng cé Tinh gian Khéng ¢ CHAT
ctru’(306 XAC HOP nhirng han sw khoéng tiép nghiém sy khong LUONG
ngwdi nhiém | LE ché nghiém | nhét quan trong® chinh xac TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong 1 trong
nh nhi) tap hop

(cohort’

study)

4
Két qua: GIA TRI DI DOAN AM TiNH (1298/1322) 98,18 [97,45-98,90] Cl 95%
5 nghién DO CHINH Khéng cé Khéng cé Tinh gian Khéng ¢ CHAT
clru’(306 XAC HOP nhirng han sw khéng tiép nghiem | sy khong LUONG
ngwdi nhiém | LE ché nghiém | nhét quan trong® chinh xac TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nhd nhi) tép hop

(cohort'

study)

4

1. Theo bang kiém nay: Quan th& quan tam c6 dai dién khéng? Cac bénh nhan khéng dwoc chdn doan chéc chén cé dwoc

bao gdm trong mau khdng? Cac bénh nhan cé dwoc tuyén mod vao nghién ciru lién tuc khdng? Cé mdt sw so sanh thich hop

v&i mét xét nghiém tiéu chuén vang khong?

2. Theo danh gia QUADAS [29]
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3. Quéan thé gian tiép: HIC vs MIC/LIC va so sanh gian tiép: Céc tinh chét van hanh hodc nhitng ngudi van hanh khéng phai

ludn ludn chuan hoa hay d&c hiéu

4. Quan thé gian tiép: cac bénh nhan dwoc xem xét khong phai tat ca déu bi me va sy so sanh gian tiép: cac tinh chat van
hanh hodc ngwoi van hanh khong ludn ludn chuén hoa hay dac higéu

* [30-34]

Bang 4: PHAN PO hé so déi v&i viéc str dung xét nghiém RNA NAT cua HIV dé chan doan

nhiém HIV & cac nhii nhi

Cau héi: Nhiém HIV & nhii nhi c6 nén duoc chan doan béng cach str dung RNA NAT clia HIV vao lic 4-6 tuan tudi khong?

Nhém quan thé: Cac nhii nhi phoi nhiém véi HIV (gdm cac nhii nhi <18 thang tudi dwoc sinh ra tir cac ba me ¢6 HIV dwong

tinh)

Can thiép: xét nghiém RNA NAT cta HIV tai thoi diém 4 — 6 tuan tudi.

Yéu t6 so sanh:HIV dwoc chan doan bing xét nghiém nudi cdy HIV hodc AND PCR hodc xét nghiém khang thé HIV sau 18

thang tudi
S6 lwgng Thiét ké Nhitng han | Tinhthéng | Tinhtrwc S6 lieu Cacyéutd | XEP HANG
nghién clru ché nhat tiép hay khéng khac CHAT
kha nang chinh xac LUONG
phd quat hodc rai rac
Két qua: DO NHAY (197/201) 96,5% [93,86-99,04] Cl 95%
4 nghién PO CHINH Khéng cé Khéng co6 Tinh gian Khéng cé CHAT
ctru” (201 XAC HOP nhixng han | sw khong tiép nghiém | sw khong LUONG
ngwoi nhiém | LE ché nghiém | nhét quan trong® chinh xac TRUNG
trong téng trong? nghiém nghiém BINH
cong 837 Nghién ctru trong -1 trong
nhd nhi) tap hop
(cohort'
study)
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Két qua: PO B

AC HIEU (628/§

36) 98,7% [97.4

1-99,08] Cl 959

4 nghién DO CHINH Khoéng co Khong cé Tinh gian Khéng c6 CHAT
CL'PU*(306 XAC HOP nhirng han sy khong tiép nghiém sy khong LUONG
ngwdi nhiém | LE ché nghiém | nhét quan trong* chinh xéac TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nhi nhi) tap hop

(cohort!

study)

4
Két qua: GIA TRI DI POAN DUPONG TiNH 96,03 [93,37-98,72] Cl 95%
4 nghién PO CHINH Khdng co Khdng cé Tinh gian Khéng cé CHAT
ctru’(306 XAC HOP nhirng han sw khong tiép nghiém sw khong LUONG
ngwdinhiém | LE ché nghiém | nhét quan trong® chinh xac TRUNG
trong téng trong? nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nh nhi) tap hop

(cohort!

study)

4
Két qua: GIA TRI DU DOAN AM TiNH 99,21 (98,52-99,89) C| 95%
4 nghién DO CHINH Khong cé Khéng co Tinh gian Khéng co CHAT
CL'PU*(306 XAC HOP nhirng han sy khong tiép nghiém sy khong LUONG
ngwoi nhiém | LE ché nghiém | nhét quan trong® chinh xac TRUNG
trong téng trong® nghiém nghiém BINH
cong 1611 Nghién ctru trong -1 trong
nhd nhi) tap hop

(cohort!

study)
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1. Theo bang kiém nay: Quan th& quan tam c6 dai dién khéng? Cac bénh nhan khéng dwoc chdn doan chéc chén c6 dwoc
bao gdm trong mau khéng? Cac bénh nhan cé dwoc tuyén mod vao nghién cru lién tuc khong? Cé mét su so sanh thich hop
v&i mot xét nghiém tiéu chuén vang khong?

2. Theo danh gia QUADAS [29]

3. Quan thé gian tiép do cac phac dd phong chéng lay nhiém me-con khac nhau dwoc st dung, da sb nhii nhi khong dwoc
nuéi dwdng béng siva me, HIC vs LIC/MIC va so sanh gian tiép: cac phan nhém HIV khac nhau va kit xét nghiém khac nhau

dwoc st dung (cac ngwéng va viéc xt ly mau khac nhau)

4. Quan thé gian tiép do cac phac dd phong chéng lay nhiém tir me sang con khac nhau dwoc st dung, da sé nhii nhi
khéng dwoc nudi dwdng bang sira me, HIC vs LIC/MIC (sw thinh hanh bénh khac nhau) va so sanh gian tiép: cac phan
nhém HIV khac nhau va céc kit khac nhau dwoc siv dung (cac ngudng va viéc x Iy mau khac nhau)

**[34,37-39]

Chu y: Cac nghién ctru khac da duoc xem xét dé danh gia cac bang chivng lién quan dén xét nghiém [35,36,40-42], nhung

khong co tinh chat nhw “chinh xac” do dé khéng dwoc bao gém trong bang nay.

Bang 5: PHAN DO hé so déi véi viéc stv dung xét nghiém DNA PCR cua vi rat HIV trén mau
DBS dé chan doan nhiém HIV & cac nhii nhi

Cau hdi: Liéu xét nghiém DNA PCR clia vi rat HIV trén mau DBS c6 dang tin cay d& chdn doan nhiém HIV & tré nhii nhi
khoéng?

Nhém quan thé: Cac nhii nhi phoi nhiém véi HIV (gébm cac nhii nhi <18 thang tudi dwoc sinh ra tir cac ba me cé HIV dwong

tinh) & cac nwéc cé thu nhap thap/trung binh

Can thiép: xét nghiém DNA PCR ctia HIV trén mau DBS tai thdi diém 4 — 6 tuan tudi.

Yéu t6 so sanh:HIV dwoc chdn doan bang xét nghiém DNA PCR trén cac mau plasma

S6 lwong Thiét ké Nhibng han | Tinhthdng | Tinhtrwc S6 lieu Cacyéutd | XEP HANG
nghién ciru ché nhat tiép hay khong khac CHAT
kha nang chinh xac LUONG
phd quat hodac rai rac
Két qua: DO NHAY (94.35% Cl 95% (92.64-96.05)
PO CHINH Khdng cé Khdng cé Tinh gian Khéng cé Thién vi CHAT
XAC HOP nhirng han sw khéng tiép nghiém | sw khéng trong xuét LUONG
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63 LE ché nghiém | nhét quan trong® chinh xac ban? TRUNG
trong? nghiém nghiém BINH THAP
Nghién ctru trong -1 trong
(637 ngwoi | tap hop
nhi&m trong | (cohort'
tbng cong study)
2097 nhi
nhi dwoc xét | 4
nghiém)
Két qua: DO BAC HIEU 98.00P% Cl 95% (97.42-98.57)
4 nghién PO CHINH Khdng cé Khdng cé Tinh gian Khéng cé Khéng cé CHAT
ctru’(306 XAC HOP nhirng han sw khéng tiép nghiém | sw khéng sw xuatban | LUONG
nguwoi nhiém | LE' ché nghiém | nhatquan trong* chinh xac thién vi? TRUNG
trong téng trong? nghiém nghiém BINH THAP
cong 1611 Nghién ctru trong -1 trong
nh nhi) tap hop
(cohort!
study)
4
Két qua: GIA TRI DI DOAN DUONG TINH 93.68% Cl 95% (91.89-95.46)
4 nghién DO CHINH Khéng co6 Khdng c6 Tinh gian Khéng co Khoéng co CHAT
clru’(306 XAC HOP nhirng han sw khéng tiép nghiém | sw khéng sw xuatban | LUONG
ngwoi nhiém | LE ché nghiém | nhét quan trong® chinh xac thién vi? TRUNG
trong téng trong? nghiém nghiém BINH THAP
cong 1611 Nghién ctru trong -1 trong
nhd nhi) tap hop
(cohort'
study)
4
Két qua: GIA TRI DY DOAN AM TiINH 98.22% CI 95% (97.67-98.76)
4 nghién DO CHINH Khéng co6 Khdng c6 Tinh gian Khéng co CHAT
CL'PU*(306 XAC HOP nhirng han sy khong tiép nghiém sy khong LUONG
nguwdi nhiém | LE ché nghiem | nhétquéan trong® chinh xéac TRUNG
trong téng trong? nghiém nghiém BINH THAP
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cong 1611 Nghién ctru trong -1 trong
nhi nhi) tap hop

(cohort!

study)

4

Két qua: MOl TUONG QUAN

khéng cé khéng cé khéng cé khéng cé khéng co khéng cé khéng cé khéng co
nghién ctu nghién ctru nghién ctu nghién ctru nghién ctru nghién ctu nghién ctru nghién ctru
nao nao nao nao nao nao nao nao

1. Theo bang kiém nay: Quan th& quan tam c6 dai dién khéng? Cac bénh nhan khéng dwoc chdn doan chéc chén cé dwoc
bao gém trong mau khoéng? Cac bénh nhan cé dwgc tuyén mo vao nghién ctu lién tuc khdng? Cé mét sy so sanh thich hop

v&i mot xét nghiém tiéu chuan vang khéng?

2. Theo danh gia QUADAS [29]

3. Quéan thé gian tiép: cac phac dd phong chéng lay nhiém me-con khac nhau duoc st dung, da sé nhii nhi khéng dwoc
nudi duwéng bang sira me, MIC/LIV vs HIC. So sanh gian tiép: cac phan nhém HIV va kit xét nghiém khac nhau dwoc st

dung, mét nlra da lam xét nghiém DNA PCR in house, khong c6 kha nang reproducible (nhan ban).

*Xem tai liéu tham khao [43-48]

Bang 6: PHAN DO hd so d6i véi viéc sir dung xét nghiém RNA NAT cta vi rat HIV trén mau
DBS dé chan doan nhiém HIV & cac nhii nhi

Cau hai: Liéu xét nghiém RNA NAT cla vi rat HIV trén mau DBS c6 dang tin cay dé chdn doan nhiém HIV & tré nhi nhi
khéng?

Nhém quan thé: Cac nhi nhi phoi nhiém véi HIV & cac nwéc co thu nhap thép/trung binh

Can thiép: xét nghiém RNA NAT cla HIV trén méau DBS .
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Yéu t6 so sanh:HIV dwoc chan doan bang xét nghiém RNA NAT trén cac mau plasma

S6 lwong Thiét ké Nhibng han | Tinhthéng | Tinh trwc S6 liéu Cacyéuté | XEP HANG
nghién clru ché nhét tiép hay khéng khac CHAT
kha nang chinh xac LUONG
phd quat hodc rai rac 5
Két qua: DO NHAY 81.91% Cl 95% (78.01-85.80)
PO CHINH Khéng cé Khoéng co Tinh gian Khéng co CHAT
XAC HOP nhirng han sy khoéng tiép nghiém sy khoéng LUONG
4 LE ché nghiem | nhétquéan trong® chinh xac RAT THAP
tr(_)ng1 nghiém nghiém
(376 mau Nghién ctu trong trong*
dwong tap hop 2
trong téng (cohort' -1 -1
sb 992 study)
mau)
4
Két qua: DO DAC HIEU 89.44% CI 95% (87.01-91.86)
DO CHINH Khéng co Khong c6 Tinh gian Khoéng co CHAT
XAC HOP nhi*ng han sy khong tiép nghiém | sw khong LUONG
4 LE ché nghiem | nhétquéan trong® chinh xac RAT THAP
trong’ nghiém nghiém
(376 mau Nghién ctru trong trong*
dwong tap hop 2
trong téng (cohort' 1 1
sb 992 study)
mau)
4
Két qua: GIA TRI DI DPOAN DUONG TiNH 82.57% CI 95% (78.73-86.40)
DO CHINH Khéng co Khong cé Tinh gian Khoéng co CHAT
XAC HOP nhirng han sy khong tiép nghiém | sw khong LUONG
4 LE ché nghiém | nhét quan trong® chinh xac RAT THAP
trong’ nghiém nghiém
(376 mau Nghién ctru trong trong*
dwong tap hop 2
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trong téng (cohort” -1 -1
s6 992 study)
mau)
4
Két qua: GIA TRI DY DOAN AM TiNH 89,01/ Cl 95% (86.5¢-91.47)
PO CHINH Khdng cé Khdng c6 Tinh gian Khéng cé CHAT
XAC HOP nhirng han sy khoéng tiép nghiém sy khoéng LUONG
4 LE ché nghiém | nhét quan trong® chinh xac RAT THAP
trong’ nghiém nghiém
(376 mau Nghién ctu trong trong*
dwong tap hop 2
trong téng (cohort' -1 -1
sb 992 study)
mau)
4
Két qua: MOI TWONG QUAN:(0.85-0.98)
Khéng cé Khong cé Khoéng co Tinh gian Khéng cé CHAT
nghién ctru nhirng han sw khong tiép quan sw khong LUONG
3" vé do chinh | ché nghiém | nhét quan trong® chinh xac RAT THAP
Xac trong’ nghiém nghiém
(205 mAu trong trong®
dwong 2
trong téng -1 -1

s6 992

mau)

1. Theo bang kiém nay: Quan th& quan tam c6 dai dién khéng? Cac bénh nhan khéng dwoc chdn doan chéc chén c6 dwoc

bao gdm trong mau khéng? Cac bénh nhan cé dwoc tuyén mod vao nghién cru lién tuc khong? Cé mét su so sanh thich hop

v&i mot xét nghiém tiéu chuén vang khong?

2. Khéng cé mét chi sé so sanh chun (comparator) trong suét cac nghién ciru ( dwoc danh gia theo QUADAS)

3. So sanh gian tiép: kit dwoc st dung khac nhau, va cac nguéng kha nang phat hién(thesholds of detectability) khac nhau.

4. Kich thwéc mau t6t, nhwng cac s kién <300 va do tin cay Ion (wide Cl).

* [51-54]
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**[49,50,52]

Bang 7: Tém tat danh gia nguy co va cac ich lgi dwoc thao luan béi cac nhém cong tac TRG

Khuyén cao:

Cac nhii nhi dwoc biét phoi nhiém véi HIV can dwoc 1am xét nghiém vi rat hoc lic 4-6 tuan tudi,

ho3c tai co hdi dau tién néu > 4-6 tuan.

Quan thé:

Cac nhi nhi (<12 thang) dwoec sinh ra tir cac ba me dwong tinh véi HIV

Can thiép:

Xét nghiém chan doan vi rat sém

Yéu to

Quyét dinh

Giai thich

Chét lwong bang chirng

Manh

Puwoc hd tro bdi:

Bénh sir tw nhién va sb lidu tir
vong (PHAN DO thap)

Nghién ctru CHER 75% gidm
ti 1& t&r vong & nhém chén doan
s&m va diéu tri ngay. (PHAN
DO Trung binh)

Thyc hién xét nghiém vi vut tai
4-6 tudn c6 do nhay va do dac
hiéu > 95% (PHAN DO Thép)

Cac lgi ich hay tac ddng mong

mudn

Manh

Chan doan sém
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Cac nguy co hay cac tac dong

khéng mong muén

(Lgi ich I&n hon nguy co)

Diéu tri som vai két qlia giam

tan tat va t& vong

Lam ré lya chon nudi dwdng

Van dé cac két qua dwong tinh

va am tinh gia

Tré c6 thé khong duoc lam xét
nghiém lai ngay ca khi néu van

con bu me

Thiéu tiép can véi xét nghiém

vi rat hoc

Cac nhii nhi ¢c6 thé dwoc xét
nghiém nhwng khong thé tiép

can voi ART

Cac khia canh khac cla
chwong trinh cham so6c sic

khoé cuia tré co thé anh hwéng

Cac gia tri va cac tham chiéu

Manh

S tr chdi va céc ki thj tang
I&n do sw xac dinh nhiém HIV

& nhd nhi

Su tho o véi tré tuy theo két

qua xét nghiém

Trach nhiém vé dao dirc dé
xac dinh va diéu tri sdm néu
that bai trong viéc ngén ngtra

lay nhiém

Cac chi phi

Manh (b4t chap viéc téng lén

chung vé& gia thanh)

Tang lén do:

Yéu cdu vé trang thiét bi
xét nghiém, vat tw, sinh pham,
hd tro vé hau can

Pao tao, nhan lwc, nhan
vién tw van, van chuyén

Théi gian diéu tri 1au hon
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Caéc chi phi vé tinh cdm

ddi voi gia dinh va nhan vién
Giam do:

Giam cac chi phi do bénh
tat bao gdm gidm nhap vién,
gidm chi phi chan doan va diéu
tri nhiém trung co hoi (khi
duwoc diéu tri)

Tang nang suét clia cha
me

Gia don vi trén 1 xét
nghiém giam do s& mau xt ly

tang Ién

Tinh kha thi

Kha nang gi¢i han dé thuc
hién xét nghiém vi rat mét cach
hé théng

Thoi gian quay vong két
qua xét nghiém

Nhu cau [am lai xét
nghiém & cac quan thé nghién
cu cac nhi nhi nudi dwéng
béng sa me (y&u cau chién
lwoc thich hop véi bdi canh
nghién ctru)

Néu bao gdm goi EPI c6
thé tang thém dot tham kham
b&nh nhan tuan 6 so voi lan
gap hién tai

Cac sb liéu tir chwong
trinh quéc gia cho thay tinh
kha thi va sy mé& rong cua xét
nghiém DBS

Xét nghiém HIV trwéce sinh
va xét nghiém HIV me thuwong
& tai cac cap do rat thap cla

hé thdng y té, 16ng ghép véi
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cac dich vu PMTCT/MCH va
ART la kho khan

Yéu cau xét nghiém véi sd
lwgng cao do xét nghiém HIV
trwwée sinh (ANC) dwoc mé

réng

Xép hang chung cta khuyén
cao

Déi v&i cac nhii nhi phoi nhiém véi HIV, cac xét nghiém vi rut tai

thoi diém 4-6 tuan tudi
MANH

Khi tinh trang phoi nhiém véi HIV khéng rd, 1am xét nghiém

khang thé, rdi tiép theo lam xét nghiém vi rit néu thich hop

CO DIEU KIEN

B. KHI NAO BAT DAU PHAC PO KHANG RETROVIRUS

5. KHUYEN CAO:

Tét ca cac nhi nhi duwéi 12 thang tudi dwoc khdng dinh nhiém HIV can duwoc bat dau phac dd

khang retrovirus, ma khoéng can tinh dén giai doan 1am sang hay mién dich.

KHUYEN CAO MANH

Chu y: Bat dau phac db khang retrovirus c6 thé dwgc hoan lai & nhii nhi khéng cé triéu chirng khi

HIV dwoc chan doan tai thoi diém tir 11 thang tudi tré 18n, néu %CD4 cda nhi nhi la >25.

6. KHUYEN CAO:

O nhirng noi khong cé xét nghiém vi rat HIV, cac nhii nhi dwéi 12 thang tudi dwoc chan doan 1am

sang nhiém HIV nang can bat diu phac dd khang retrovirus. Khang dinh nhiém HIV can dwoc

thwc hién cang sém cang tbt.

KHUYEN CAO MANH
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Cac quy trinh dwa vao lam sang va xét nghiém cai tién dé hd tro khuyén cao nay dang duoc trong

doi va nhiéu kha n&ng sé cai thién tinh cu thé ctia khuyén cao nay; do dé khuyén céo can duoc

danh gia lai trong vong 2 nam toi.

7. KHUYEN CAO:

KHUYEN CAO MANH

Bang 8: Tém tat va phan dé khuyén cao déi v&i khi nao bat dau diéu tri ART

QUAN THE <12 thang <12 thang 1 - 4 tubi > 5 tudi
da khang dinh Chén doan lam
nhiém HIV sang nhiém HIV
nang
Bat dau ART Tatca cac bénh | Tatca Tiéu chuan Tiéu chuan
nhan da dwoc lam sang va lam sang va
xac dinh nhiém mién dich mién dich
HIV khéng can
tinh dén lam
sang/CD4
Do manh cua Manh Manh Manh Manh
khuyén cao
banh gia lai

trong vong 2

nam

*Chan doan l1am sang nhiém HIV nang c6 thé can dwoc dwa ra déi véi cac nhii nhi va tré <18 thang tudi cé

xét nghiém khang th& HIV dwong tinh va cé cac triéu chirng goi y nhiém HIV ddi véi nhivng noi khong cé xét

nghiém vi rut.

Bang 9: PHAN DO hd so déi v&i didu tri ART s&m vs tri hoan & cac nhii nhi nhiém HIV

So sanh: Diéu tri khang retrovirus sém vs tri hoén & tré nhii nhi (< 1 tudi)




Phdc dé khang retrovirus cho tré nhii nhi va tré em ciia WHO ndm 2008

KET QUA: TI LE T VONG SOM (<157 TUQI

Nhém quan thé: Nhi nhi nhiém HIV (<1 tudi)

S6 lwgng Thiét ké Nhitng han | Tinhthéng | Tinh trwc S6 lieu Cacyéutd | XEP HANG
nghién clru ché nhét tiép hay khéng khac CHAT
kha nang chinh xac LUONG
phd quat hodc rai rac 5
2 RCT Nhirng han Khéng cé Tinh gian Khdéng c6 3
ché' nho sw khang tiép dang su khong
(440 théng nhat k&2 chinh xac CHAT
nghiém nghiém LUONG
nhi nhi) trong trong® TRUNG
BINH
Két qua: TU VONG MUON (<5™") TUOI
5 Quan sat Nhing han Khong cé Tinh gian C& mau tét 1
ché dang sy khong tiép dang
(616 ké* théng nhét ké® CHAT
nghiém LUONG
nhi nhi) trong RAT THAP
K&t qua: TIEN TRIEN CUA BENH
2 RCT Nhirng han Khéng cé ttinh gian Do khong 3
ché' nhd sw khong tiép dang chinh xac
(440 théng nhét ké? dang k&* CHAT
nghiém LUONG
nhi nhi) trong® TRUNG
BINH
Két qua: CAC BIEN CO NGHIEM TRONG/DE DOA TiNH MANG
2 RCT Nhirng han Khéng cé Khéng cé Do khéng 3
ché' nho sy khéng tinh gian chinh xac
(440 théng nhét tiép dang dang ké® CHAT
nghiém k&’ LUONG
nh nhi) trong® TRUNG

BIiNH




Phdc dé khang retrovirus cho tré nhii nhi va tré em ciia WHO ndm 2008

1. Nghién cu Prendergast khong phai la nghién ctu mu (han ché nhé, khéng bi danh gia thap).

2. Quan thé gian tiép: 80% trong nghién ctru CHER va 60% trong nghién ctru Prendergast la khéng nuéi duwéng béng sira

me. So sanh gian tiép: cac tré co triéu chirng dwoc bao gém trong nhém diéu tri sém.
3. S4 cac bién cb thap (<300), tuy nhién xem xét két qua cu thé, ching t6i khéng ha thdp chéat lwgng vi ly do nay.

4. Tt ca trlr 1 khodng dworc thiét ké dé xem xét cau héi chinh: da sb cac nghién clru quan sat san cé khong duoc thiét ké dé

so sanh gilra “bat dau diéu tri sém” véi “bét dau theo hwéng dan lam sang — xét nghiém”.

5. Quan thé gian tiép do co sw rat khac nhau vé cach tiép can co ban tir vong va nudi dwéng & cac nwéc cé thu nhap
thap/trung binh LIC/MIC so véi cac nwédc cé thu nhap cao HIC.

6. Khdng co6 cac bién cb tiéu cwc de doa tinh mang dwoc bao cao & trong nhom nghién ctru didu tri sém hay nhém tri hoan.
7. Nghién ctru Prendergast: 4 phac d6. Nghién ctru CHER: Phéac db dwa vao PI.

8. Nghién ctru CHER bdo cdo c6 rat it cac bién cb bt lgi nghiém trong, khéng coé cac chi tiét cu thé.

* Tham khao: 1, 2,

**Tham khao: 7-9, 12-13

Bang 10: Tom tit danh gia nguy co va cac lgi ich dwoc thao luan béi cac nhém céng tac TRG

Khuyén céo:

Céc nhil nhi < 12 thang tudi dwoc xac dinh nhiém HIV can bat diu phac dd khang retrovirus ma
khong can tinh dén giai doan Iam sang va mién dich.

Quan thé:
Céc nhil nhi (<12 thang) duoc xac dinh nhiém HIV

Nhiém HIV: Khdng dinh bang xét nghiém vi rat hoc (DNA vi rat HIV hodc RNA vi rut HIV hodc khang nguyén
p24 Up)
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Can thiép:

Diéu tri ART ngay

Yéu to

Quyét dinh

Giai thich

Chét lwong bang chirng

Manh

Chét lwgng bang ching trung binh
ddi voi cac két qua cé tdm quan trong
cao: ti 1é t&r vong sém

Puoc hd trg nhiéu béi cac nghién
ctru quan sat so sanh va khong so sanh
ciing nhw céc kinh nghiém tai chd (field
experience)

Céc thir nghiém tiép theo cé nhiéu
kha nang khong dwoc hoi déng dao dirc

nghién ctru théng qua

CHER ¢4 béi canh nghién clru cu thé,
bao céo ti I& t&r vong trong theo déi ngan
han & phan Ién cac nhii nhi khéng duoc
nudi duwéng bang stra me, do dé lgi ich
khéng thé mé rong duoc ra cac tré dang
b me hay cac tré bi nhiém HIV qua con

duwdng sira me

Cac lgi ich hay cac tac

dong mong mudn

Manh

(Loi ich I&n hon nguy

co)

Giam t&r vong s&ém
Giam bénh tat va tién trién bénh (dac biét
la gidm tén thwong hé than kinh TW va
nhap vién) va kha nang cai thién hgi
chirng IRIS
Cai thién tang trwéng va phat
trién
Giam méat dau

Giadm yéu cau theo déi trwdc diéu tri ART




Phdc dé khang retrovirus cho tré nhii nhi va tré em ciia WHO ndm 2008

Cac nguy co hay cac tac

dong khéng mong mudn

Dinh hwéng tét hon chwong trinh
PMTCT & cép chinh sach quéc gia

Phat trién khang thubéc sém

C6 thé dwa dén két qua sdm chuyén
sang phac dd bac 2 (Phoi nhiém ART
trwdc do trong chwong trinh PMTCT, cac
van dé Pk, van dé kho khan trong tuan

tha didu tri 1au dai)
Phai diéu tri ART lau hon
VAan dé& nhiém doc vé lau dai

Phoi nhiém véi thuéc mét cach khong
can thiét & nhixng ngwdi nhiém & thé
khong tién trién trong thoi gian dai( non

progressors)

Nhu cau thiét 1ap ch&n doan vi rat hoc
dan dén it nhan manh vao cac thuat toan

chan doan lam sang

Cac gia tri va cac tham

chiéu

Manh

Gia dinh lo lang vé viéc diéu tri cho
tré

Nhan vién y té lo lang vé van dé
quan ly tré

Lo so tiét 16 thong tin vé& tinh trang

nhiém ctia me
Nhwng:

Trach nhiém vé dao dirc cao

Nguwoi cham séc thich bat dau diédu
tri ART ngay

Cho phép sy quan tam méi vé van

dé tiép can va quan ly cac nhii nhi

Céac chi phi

Manh (chac chan sé
tang nhwng c6 thé bu lai

bang viéc tiét kiem cac

Giam boi:

T vong giam
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chi phi khac)

Chi phi lién quan dén bénh tat (sb
I&n nhap vién, chan doan va diéu tri, dw
phong NTCH, ..

Theo doi can lam sang trwdc ART
dé bat dau ART thi khéng con can thiét
ndra

M&i lién hé va&i cac hoat dong va c&
s&@ PMTCT

Chi phi cta gia dinh (it nhap vién, it
ém, bd me c6 thé 1am viéc kiém tién)

Kéo dai cudc sbng néu tré sbng toi

tudi trwdng thanh
Tang béi:

Nhu cau lam xét nghiém vi rat ting

Chi phi diéu tri ART lau dai (lién
quan dén lya chon bat dau phac dd)

Tang cudng co sé ha tAng dé cung
cap cham séc

B& sung ngudn nhan lwc (nhan vién
y té dwoc dao tao vé |am sang va xét

nghiém)

Tang cac chi phi cung (rng thubc
(van chuyén va cét gilr thubc cho tré so
sinh)

Tinh kha thi

Diéu kién tuy theo hoan

canh ctia mbi nwéc

Dé dang diéu tri cho tat ca néu
khoéng c6 yéu cau vé CD4

Tiép can chan doan so sinh van con
nhiéu han ché & nhiéu nuwéc, mé rong
chan doan 1a mot ther thach

Cac chuong trinh chan doan nhii nhi
s&m doi héi nhiéu kha nang co ban

Cham c6 két qua xét nghiém vi rut

Can tang cudng ngudn nhan lyc
(dac biét la nhan vién phong xét nghiém)

Can c6 sv lién hé chat ché gitra cac
co s&@ PMTCT va phong kham ART
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C6 thé kha thi néu it cé s lay nhiém
HIV tir me sang con

Sw sén c6 cla cac cong thirc diéu tri
cho tré

Can co s& vat chat dé co thé tw van
nhanh cho cac ba me

Can 16ng ghép v&i cac dich vu...

cham soc dwa vao gia dinh

Xép hang chung cta MUC DO KHUYEN CAO
khuyén cao
MANH

C. BAT PAU THUOC NAO

8. KHUYEN CAO:

Déi v&i cac nhi nhi nhiém HIV khong phoi nhiém véi thuéc NNRTI diéu tri cGia me hodc nhii nhi,
hodc sw phoi nhidm véi cac thude khang retrovirus ctia me hay ctia nhii nhi la khéng rd, can bat

dau phac d@d 3 thudc cé chira Nevirapine chuén.
KHUYEN CAO MANH

9. KHUYEN CAO:

Déi v&i cac nhii nhi nhidm HIV cé tién st phoi nhiém véi Nevirapine liéu don hodc phac dé khang
retrovirus clia me c6 chira NRTI hodc cac cdng thirc khang retrovirus dy phong, can bat dau mét
phac db diéu tri khang retrovirus 3 thuéc c6 mét Pl. O nhwng noi khéng cé Pl, hay khéng c6 kha

nang chi trd ho&c khéng kha thi, nén s dung phac dd c6 Nevirapine.

KHUYEN CAO CO PIEU KIEN (Bbi canh cu thé & thoi gian han ché).
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Chu y: trong khi Nhém TRG cam thay bang chirng va phan tich nguy co-lgi ich dam bao moét
khuyén céo manh, ho ciing nhan ra rang hién nay tai nhiéu béi canh cé ngudn lwc han ché, noi
ma lopinavir/rotanivir khéng cé san, khéng cé kha nang chi tra, hodc do cac yéu cu vé td lanh
sau, khong kha thi d& st dung. Ngoai ra, str dung lopinavir/rotanivir trong mét phac dd bac 1 lam
han ché kha ndng xay dwng mot phac dd bac 2 cé hiéu lwc. Cac nghién clru dang dwoc tién hanh

nhiéu kha nang sé cung cap cac théng vé sw didu chinh khuyén céo nay.

Bang 11: Tém tat va dé6 manh cta khuyén cao vé cac cong thirc ART nao can bat dau

QUAN THE tr khi sinh toi tte khi sinh t&i 1-4 tudi >=5 tudi
12 thang 12 thang
BAT DAU ART Phoi nhiém Khdng co phoi NVP/EFV + 2 NVP/EFV + 2
PMTCT/NVP: nhiém PMTCT: | NRTIs NRTIs
Phac db c6 Pl Phac @& NVP
D6 manh cua CO PIEU KIEN MANH MANH MANH
khuyén cao

Bang 12: PHAN PO hé so bang chirng déi v&i cac cong thirc bac 1 cé nevirapine vs protease inhibitor
& cac nhii nhi nhiém HIV
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Table 12:  GRADE profile of evidence for nevirapine versus protease inhibitor-based first line
regimens in infants with HIV

Comparison: NVP-BASED vs PI-BASED ANTIRETROVIRAL REGIMENS IN INFANTS (<1 YEAR )

Outcome: EARLY MORTALITY {=17') YEAR

Population group: HIV INFECTED INFANTS (<1 YEAR )

Mo of - L ; Directness or Imprecise or Other QUALITY
studies Design Limitations | Consistency | ..nerajisability | sparse data factors RANK
10? . : i i , 1
Observational Serious Mo serious Serious Mo serous
|rE;::r3g Limitations’ inconsistency Uncertainty” imprecision vg&:ﬁ%‘:‘"‘

Dutcoms. LATE MORTALITY (<5" YEAR )

& i i Mo serious i . 1
Obsarvational Serious ) - Serious Mo serious
(372 M inconsistency P . s VERY LOW
infants) Limitations Uncertzinty imprecision QUALITY

COutcome: ADVERSE EVENTS

[y . i Mo serious ) Serious 1
(770 Observational Liri?rtgﬁgﬁs' inconsistency JnScEeT'I'ZLilnst' 3 Impracision® VERY LOW
infants) Y QUALITY
Outcome: DETECTABLE VIRAL LOAD
8 . i Mo serious i Serious 1
(828 Observational Serious inconsistency® SE”GL.'S, : Impracision® VERY LOW
Limitations Uncertainty QUALITY

infants)

1.Khdng c6 cac nghién ctru nao dwoc thiét ké d& so sanh cac cong thire dwa vao NVP so véi cac céng thire

dwa vao Pl & nhi nhi.

2. Quan thé gian tiép: da sé cac nghién ctru da dwoc thue hién & cac bdi canh cac nuéc cé thu nhap cao —
HIC (& cac nwéc cé thu nhap thap va trung binh (LIC/MIC), cé sw khac nhau nhidu vé ti 1& t& vong ciing nhw
cac cach nudi dwédng bang siva me).

3. Cac thanh phan khac nhau clia phac dd ART ciing da dwgc xem xét trong cac nghién ctru nay.

4. S6 lwong nho cac bién cb.

5. Khéng co6 sw khdng nhét quan quan trong, chi cé nghién ciru PENTA 7 béo céo sw e ché vi rat khéng

hoan toan.

6. So sanh gian tiép: cac thanh phan ART khac nhau da dwoc can nhic trong cac nghién clru va cac nguéng

khac nhau da dwoc dinh nghia dbi véi sw (e ché vi rt va thét bai trong viéc (rc ché vi rut.

a. Xem phén tham khdo : 1, 2, 4-6, 12, 14, 15, 17, and 18.

b. Xem phan tham khao : 11-12, 15, and 16.
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¢. Xem phan tham khado : 1, 2, 4-6, and 16.

d. Xem phan tham khéo : 1, 2, 4-6, 12, 16, 18 and 19
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Bang 13: Tom tit danh gia nguy co va loi ich dwoc thao luan b&i cac nhém cong tac cta
TRG

Table 13:  Summary of risk and benefits assessment discussed by the TRG working groups.

Recommendation:

For HIV infected infants with no exposure to maternal or infant non-nucleoside reverse transcriptase

inhibitors, or whose exposure to maternal or infant antiretrovirals is unknown, standard nevirapine-

containing triple therapy should be started.

Population:

HIY infected infants (< 12 months)

HIV infection:

Confirmed by viral testing, or clinical diagnosis of presumptive severe disease

Intervention:

Combination ART using 2NRTI + NVP

Factor Decision Explanation

Quality of evidence Sufficient evidence of efficacy of NVP based

Weak regimen and Pl based regimens mostly from
studies in older infants
Insufficient evidence of superiority of Pl
regimen over NVP based regimen (GRADE:
very low)

Benefits Reduce complexity of treatment algorithm

or desired effects Better adherence compared with Pl
Reduced long term toxicity
Dosing for infants is well established
FDC available

Strong More cost effective approach to use NVP
(Benefits outweigh containing regimen in infants that are likely not
risks) to have NVP resistance

Risks Low genetic barrier to resistance

or undesired effects Poor viral suppression in those exposed to
NNRTI
Issue of TB co-treatment

Values and preferences Strong Using a regimen already known makes it
easier for staff and care takers.

Costs Strong Avoid unnecessary use of more expensive
regimen in HIV exposed infants not exposed
to ARVs.

Pl regimen 95% more expensive than a NVP
based regimen as an FOC, and 50% more
expensive than a NVP regimen in liquid
formulations.

Reduced cold chain/delivery costs for MVP
regimens

Feasibility Strong Easily available simplifying procurement and
distribution.

MNo need for cold chain

Existing recommendations already
implemented

Majority of infants currently diagnosed do not
have exposure to MTCT ARY

Overall ranking of STRENGTH OF RECOMMENDATION

recommendation STRONG
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Bang 14: PHAN BO hé so bang chirng vé tinh hiéu Iwc cia ART sau khi phoi nhiém véi nevirapine

months )

Comparison: ANTIRETROVIRAL TREATMENT EFFICACY IN NVP-EXPOSED vs NVP-UNEXPOSED INFANTS (<12

Intervention: ART

Outcome: RESPONSE TO ART REGIMEN determined by proportion on ART with no evidence of virological failure at 6
months or more into first line ART regimen

Population group: HIV INFECTED INFANTS (<12 months ) PREVIOUSLY EXPOSED to ARVs

studies | Desion | Limitations | Consistency | (NERICEE | GRRIE | actors | RANK.
Outcome: DETECTABLE RESISTANCE
G | Ovoenatonal | Seiove. || Noseue | floSeows | NoSers VR Low
infants) } QUALITY
Outcome: TREATMENT RESPONSE
[yﬂ Chservational N_o Ser_ious . No S_erious Mo Seripus ) Serio_u_s . VER":’J LOW
infants) Limitations inconsistency Uncertainty imprecision” QUALITY

Céac phan tich trén quy mé I&n gan day xem xét 10 nghién ctru trong sé d6 c6 3 tdm tét tai cac hoi nghi cho thay —

khong co6 nghién ctru nao duoc thiét ké dudi dang RCT theo cac cau hdi dwoc dinh nghia.

Chi c6 mét nghién cvu bao céo su so sanh gitra phoi nhiém NVP so véi gia duoc.

Céac con sb nhd

b. Xem thao khao: 18

a. Xem tham khao : 18, 20, 22, 24, 25, 28
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Table 15: Summary of risk and benefits assessment discussed by the TRG working groups.

Recommendation:

For HIV infected infants with a history of exposure to single dose nevirapine or non-nucleoside reverse
transcriptase inhibitor containing maternal antiretroviral therapy or preventive antiretroviral reqimens, a
protease inhibitor-based triple antiretroviral therapy regimen should be started. Where protease inhibitors
are not available, affordable or feasible, nevirapine-based therapy should be used.

Population:
HIV infected infants (<12 months) with NNRTI exposure (mother or infant)

HIV infection:
Confirmed by viral testing, or clinical diagnosis of presumptive severe disease
Intervention:
Combination ART using 2ZNRTI+LPVYIr
Factor Decision Explanation
Acquisition of NVP resistance after NNRTI exposure (GRADE very
Quality of evidence Weak low).
Data show that nevirapine crosses into and is concentrated in
breast milk.
Direct and indirect data showing compromised response to NVP
based regimens after NVP exposure.
Benefits Better efficacy and durability of first line therapy if all 3 drugs active
or desired effects Avoids potential for using therapy with only two active NRTI
Strong agents.
Risks (Benefits Long term toxicity not well known

or undesired effects | outweigh risks) | Intolerance more likely with Pl: GI symptoms

Limits options for second line therapy

Difficult adherence

Poar palatability of LPVir

Pl therapy complicates treatment of TB.

Dosing needs clarifications for infants under & month
Increased complexity of treatment algorithms

“alues and Strong Many practitioners feel more confident using Pl in face of possible
preferences resistance
Costs Conditional LPYir much more expensive than NNRTI

(sefting Needs a liquid formulation more expensive

related) Unlikely to be co-formulated with other drugs into an FDC
Feasibility Weak Conditional on LPVIr availability

Logistic supply and sterage mere complex
Cold chain requirements

Palatability an issue with LPV/r

LPVir sprinkles may be an option in the future

Ovwerall ranking of STRENGTH OF RECOMMENDATION
recommendation CONDITIONAL
(context specific and time limited)
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PHU LUC 3

TIEP CAN PHAN PO PANH GIA CAC BANG CHUNG

Bang 1: Xép loai chat lwgng cac bang chirng

Table 1: Ranking the Quality of Evidence

Observational study
or indirect accuracy

inconsistency

-1 High probability
of reporting bias

Quality of
evidence . - . i
(summary Study design Lower if Higher if
score)
Randomized trial or Study quality: Stron
High (4) valid accuracy study | -1 Serious limitations assoc?ation'
for diagnostic tests -2 Very serious +1 Strong m']
limitations plausib:le
Moderate (3) confounders,
-1 Important

consistent and
direct evidence

Low (2) : .
studies for Directness:
i i - 2 Very strong, no
diagnostic tests -1 Some uncertainty N -
N : major threats to
-2 Major uncertainty validity and
_-'l Spa_rse or ggﬁj{gnce
Very low (1) imprecise data

+1 Evidence of a
dose response
gradient

*1 = move up or down one grade (for example from high to intermediate)

2 = move up or down two grades (for example from high to low)

Bang 2: Bang kiém QUADAS d6i véi cac nghién clru d6 chinh xac cua cac phwong

phap chan doan
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Table 2: QUADAS Checklist for Diagnostic Accuracy Studies

ltem Yes Mo Unclear

I Was the spectrum of patients representative of the patients who will receive the test in practice? () [ i

2 Were selection criteria clearly described? } [ [

3. Is the reference standard liely 1o correcty classify the target condition! (} () (]

4. Is the tima period batwean reference standard and index test short enough 1o be reasonably (} i Il
surz that the rarget condition did not change becween the two tests!

5 Did the whale sample or 2 random selection of the sample, receive verification using a reference () (B 9]
standard of diagnosis!

B. Did patients receive the same refarence standard regardiess of the index test result? (} [ §]

7. 'Was the reference standard independent of the index test (i.e. the index test did not form partof () i i
the reference standard)!

il Was the execution of the index test deseribed in sufficient detail to perrit replication of the tese? () i) 8]

9 Was the execution of the reference standard deseribed in sufficient detail to permicics () (B 8]
raplcacion!

I0. Were the index test resuls interpreced without knowledge of the resules of the refarence (} [ (]
standard!

1] Were the reference standard resulcs interpretad without knowledge of the resules of the index () i 8]
1est!

12 Wore the same clinical data avaikablo whon test results werg interprated as would be avaitable (} () ()
wihen the test is used in practice!

13 ‘Were unincerpretablel incermediate test results reported? () i) i

14 Were withdrawals from the study explained? (} ) (1§

Bang 3: Giai thich danh gia nguy co’ va cac lgi ich

Factor

Comments

Cluality of the evidence

Higher the quality of the evidence the more likely a
strong recommendation can be made

Balance between desired and
undesirable effects

Larger the gap or gradient between these then more
likely a strong recommendation will be made

Values, preferences

If there is a great deal of vanability or strong reascns
that the recommended course of action is unlikely to be
accepted by the patient, health care worker or health
systems then it is more likely a weak recommendation
will be made.

Cost Higher the cost both financial and in terms of
infrastructure, equipment or requirements, and more
resource intensive requirements, then less likely to
make a strong recommendation

Feasibility Is the intervention possible and practical in the settings

where greatest impact is likely to be attained or is
being sought, the maore feasible the intervention is the
more likely a strong recommendation should be made.
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Bang 4: Giai thich dd manh cta cac khuyén cao cua
WHO
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Table 4: Explanation of WHO Strength of Recommendations

Strong

Conditional

Research

Implications: The panel is
confident that the desirable
effects of adherence to the
recommendation outweigh

the undesirable effects.

Implications:

The panel concludes that the
desirable effects of adherence to a
recommendation probably outweigh
the undesirable effects,

however,

it is only applicable to a specific
group, population or setting,

or

new evidence may result in changing
the balance of nisk to benefit,

or

the benefits may not warmrant the cost
O resource reguirements.

Implications:

Further research is
required before any
recommendations can
be made.

Policy makers: Policy

makers can be confident
that the recommendation
can be adopted as paolicy

in most situations.

Policy makers: Policy makers need
to consider that in specific situations
this recommendation should be
followed and identify and develop
directives that outline those specific
situations,

or

policy makers need to determine if the
potential benefits warrant the health
system costs,

or

policy makers need to recognize that
there is currently insufficient evidence
to make a strong recommendation
and that further research is likely to
have a potential for reducing
uncertainty about the effects of the
intervention.

Policy makers:
Research is needed
before any
recommendations or
policy directive can be
developed.

Clinicians: Most patients

should receive the

recommended course of

action.

Clinicians: Clinicians need to
recognize that the recommended
course of actions is applicable to
specific patient subsets,

or

for patients in specific situations
where the recommended course of
action is feasible, acceptable or
appropriate

or

new evidence may become available
that will modify or change this
recommendation.

Clinicians: Research
on the safety, efficacy
or accuracy related to
the intervention is
required before it can
be recommended for
use in patients.

Patients: Most people in

your situation would want
the recommended course
of action and only a small

proportion would not

Patients: Patients need fo recognize
that this recommendation is not
applicable to everybody, and that they
need to consider whether they are
likely to benefit from the intervention.
or

further evidence may become
available which will better inform their
personal decision making.

Patients: Research is
needed before patients
should consider this
intervention,

and

participation in clinical
trials should be
considered.
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PHU LUC 4. CHIEN LU'OC TIM KIEM THONG
TIN
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Independent searches were conducted to address the key questions for review by the TRG.
The search strategy aimed to find systematic reviews, clinical trials and multicenter studies
from 1994-2008 addressing HIV diagnosis, initiation of ART in infants and treatment regimens

used in infants.

Sites and search engines consulted, and
the terms used for When to Start
Treatment and What fo Start:

Data Bases Searched:

Medline

Embase

BMJ Clinical Evidence

The Cochrane Library

Trip Database

SUM search

Bandolier

Institute for Clinical Systems Improvement
CROI 2005-2008 Abstracts

1AS conferences 2005-2007 Abstracts

Search Terms:

Paediatric or Children or Infants
HIY infection

Antiretroviral treatment

Highly active antiretroviral therapy
Individual Drug names

Selection Criteria:

WHEN TO START TREATMENT?
Infant subjects included

Infants well represented

Cutcomes stratified according to age
Early antiretroviral treatment

Early vs deferred treatment initiation

WHAT TO START?

Infant subjects

Infants well represented

Cutcomes stratified according to age
Early antiretroviral treatment

Specified ART regimen (single regimen
studies, cohort studies including NVF and
Pl based regimens)

Results:

Studies Retrieved: 435 clinical trials, 9
meta-analyses, 152 RTC, 328 reviews,
257 multi-center studies.

Studies of Interest: 70

Research for evidence concerning HIV
Diagnosis and Testing was conducted by
the guideline working group for the
Recommendations on the Diagnosis of
HIV Infection in Infants and Children, 2007
{publication pending). Sites and search
engines consulted included:

Data Bases Searched:

American Family Physician

Bandolier

The Journal of Family Practice

BMJ Clinical Evidence

The Cochrane Library

SUMsearch

Mational Guideline Clearinghouse
Institute for Clinical Systems Improvement
TRIF Database

FPubMed

CROI 2005-2008 Abstracts

IAS conferences 2005-2008 Abstracts

Search Terms:

HIV Infant diagnosis - Reviews and trials
HI antibody serareversion infants

HIV Viral load assays infants - Trials
HIV p24 antigen infants - Trials

DBS Infants - Trials
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