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TRANGKY NHM CA NGHIEN C, U VIEN

HPTN 058: ThChghiih ngld nhi  [@ Olchldg giai 0@ |11 nhith [Ah githild qulea il trd
nghiim matly trong dCph ong nhilh HIV vatOvong/ng ¥fi nghild chidh 1[thu8c chat ding thuld
philn

B chh 2.0, ng ¥ 16 thldg 8 n, m 2008

M §t nghién cd c@ mmg| ¥« thChghih dOphong HIV

& Hctaitr> bi:

Ban AIDS, Viln D“ ...ng&Céac bimh Truyfin nhifimQuld giaHoaK[O
VilA S...ckh¢eTamth,n Quid giaHoaK[O
Vil quid gia vfi | ding ma tiy
CéacHjcvil S...ckhée QId giaHoaKO

& >ch” tr>d ¥c ph»m bi:
TIp ¢o M dOIG ph"m Reckitt Benckiser

IND # 73,797 (do DAIDS giD)
Tai i@ DAIDS ID# 10144

TAi, nghién c...u vin, ¢ eng [th-c hild nghi énc...ufy ¢,y ¢Ov O¢ng v [c’c ¢ifiu kilh c@ ¢fi clenhg
nghién c...u. T'i slth-c hild tllct c’cy éu c,u vfi nhilm vO¢Mviinghi én c...u Vin nhCkrong m tu 1572
c@AFDA m [’ ¢ &ky. TG ¢ang [ W tr [(kMck c’ct a lild cl@anghi énc...utrongthlilgian lait nhf2 n"m
sau ngay stn ph“m nghi én c...uwt[Id ph & duy(f cho sdidg trong th* tr [Idg theo ch@“nh nghién c...u, tr°
khi cé s h Ing dk.n kh'c c@ Ban AIDS (DAIDS), Tlp ¢o M d@ ph"m Reckitt Benckiser , hold c@
Trung tih ¢i fiu hnh vO¢i fiu phid mig | (O thCh ghilth d- ph ong HIV (HPTN). Nfu sfn ph“m nghién
C...u kh'ng xin pté duyf hold kh'ng ¢[1[@ ph & duyd ¢[tifp th* va ...ng didg tén th* tiIng, cac bin ghi
phifi ¢Ig | [@| dtrong 2 n'm k(3° khi FDA ¢[Id thdng bao ICIND niy ¢ akft thid. Vild c'ng blt"c kft
qui cla nghi én c...u sCphti tuln theo c’c chaanh s’ch cla HPTN. Biilc...ba trinh bay, ba tom t(f] hay bfn
tho ndo ¢'ng ¢fiu phii ¢I tr inh |én H8i ¢ang th’m ¢ nh bin thto HPTN, DAIDS vatlp ¢o @ dO[G ph“m
Reckitt Benckiser xét duy( tr[I¢ khi n§p.

T ¢ac¢jcvahillvfi c’cth’ngtintrongt ai lild d anh cho nghién c...uvén vatrong tlp t ai lild k em theo,
bao gem nhing riilro tifimt ang vanhlig t” c ding phCc@stn ph'mnghi  énc...u. T'i xin ¢3m bio rlng ti
ctc’cc8ng s, ¢tang nghilp v anhén vién tham giath-c hild nghiénc...u iy ¢fiu ¢CIg théng béo vfi nhing
ngh@vnay khi khi hj tham gia ¢[dg glp vao nghiénc...u

Téncl@nghi énc...uvén

Chlkeec@nghi énc...uwn Ngay
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HPTN 058: ThChghilh ngli nhi @ Ollchggiai @M 111 nhih TAh giChild qulc@ i tr 0
nghiim matly trong diph ongnhiih HIV vatbrong/ng ¥fi nghild chich ITthu8c chet ding thuld
phin

MG [8h: Nhimh x”c ¢“nh hild qu¥ clacan thilp ¢ifiu tr* nghild matly khi d ung ding kft hip
buprenorphine/naloxone (BUP/NX) trong 52 tu,,n kft hip viit [ [ gitm sCding matly v agiim nguy ce
(sau ¢ly ¢O@ gji | O¢i fiutrhQrthudd & hd {HTT_DT)) so sanh viilvila ¢ifiu tr* ngn hid v
BUP/NX kft hip vt [/ [dsfding matly v [X0v [@gitmnguy ce (sau ¢y ¢ [ gji | T¢I fiu tr*hCir0d
thuld ngln hin  [(HTT-NH)) trong d- ph ong 18y truyfin HIV vatGrong t ng i nghiCh chich [Cthu§c chifl
diig thuld philn  thdng qua giFm sfding matly v [hih vi nguy ce lign quan.

Thi"t kK” nghi én cld: Lam§t thChghilth giai ¢om 111, nhifiu ¢“aban nghién c...u, hai nhih can thilp, nhan
thuld mt , ngt.u nhién, c6 ¢ ch...ng. Giai ¢om khti ¢,u ¢”nh gi” taanh kht thi vam...c ¢§ an tan sCgem 50
ngll¢,uti éntham giatmi¢“a ban nghiénc...u.

Quin thZ& nghién clu : lanhing ng I nghi Ch chich [thu8c chiilding thuld phi@, kh'ng nhiflm HIV,
th¢amén céc tiéu chu™n clanghi én c...u ¢0[4 tuyD chjn t° c8ng ¢eng.

CCm : 1500 ngil nghilCh chich ITthu8c chifldrg thuld phim.

Qui trinh [ @ tr3 Nhing ng [ 1[thu8c chiildng thuld phil@,  khdng nhifim HIV, ¢ii éu chu™n, tinh
nguy(f tham giav ao nghién c...u st 1a chia ngk-u nhi én vao m8t trong hai nhith nghi énc...utheo tg1:1
nhikau .

Nhom nghién clu Can thilp
Nh@m [@ M trOh” tr> BUP/NX ¢id (il 13 hang ngay trong vong tlil¢a 21 ngy (¢ fn khi
thulCt dai hCh n=750 ¢lifiu"n ¢“nh) v kau ¢CB 1 ,n/tu,ntrong 52 tu,n; kft hip vi

TO/ @ ¢’ nhid gifm nguy ¢ « vy $m sfddg matly h ang tu,ntrong
12 tu,n, tifp theo lacéc bu™i t v @ hang thdng 4 tu,n m8t |,,n cho ¢fn
hfttu,nth... 52.

Nh3m [ @ trCh” tr> [ fiu tr*hrihuld ng hm (HHT-NH) bing BUP/NX ¢ild [0l [T3
thult ngth hCh n=750 trong til¢a 18 ng ay, c6 thOHHT-NH I,,n hai t tu,n 26 ; kft hip v(i
TOv [@c” nhid gitmnguy ¢ « vLoi $mslding matly h angtu,ntrong
12 tu,n, tifptheolacéc bu™i t Oy @ hang thang 4 tu,nm8t1,,n cho ¢fn
hfttu,nth... 52.

Ci hai nhith nghi én c...u ¢fiu sCding cung m§t chleng tr inh t0y [@ gitm sCdidg matly v agifm nguy ce,
[Cthleng tr inhtOy [ ¢ 16 " p didg t° nhing can thilp d-atr  én blAg ch...ng.ChifnIId t Ovd nay, do cac
t0v [@ vi & ¢[3 ¢ 3o t(a th-c hild, sCph ¢ ¢t vaduy tri ca&c mid ti éu vfi gifm sCdidg maty v ad-
phong HIV cho miil canhan.

Thfi gian nghién clu : T"ng thlilgian c@nghi énc...uay khofng4 n'mr 3. Giai ¢old ¢"nh gi” tanh kh¥
thi vaan toan sCJkéo dai khotng 30 tu, n tilmli¢“a ban nghiénc...u, trong ¢[26 tu,n ¢tuyl@ chjn 50
ngliltham gia ¢t éu chu’nva4tu,n ¢0¢"nh gi” tinh an toan. Sau giai ¢om ¢"nh gi” teenh khi thi vaan
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todn |Chia ¢o M nghi énc...u ¢,y ¢LItrong ¢Vi [ tuyln chin ng [Oiltham giasCthifm khotng 104 tu,n.
Ng(Iiltham gias[®# [Idtheod 6i ¢“nh kklthil la 104 tu,nvatil¢a 156 tu,n, t Uy thu8c vao thlil ¢ih hj
¢[Id chjn v a0 nghiénc...u. Onh gi” hanh vi vahuy ft thanh hjc sCit Odth-childt ¢"'nhgi” ¢ ,uvaova
mli26 tu,n trong sulthilgiantheod &i.

M@ tiéu cOblh:

X”c ¢“nh hild qut cl@52 tu,n ¢ifiu tr* hirthul@ da hin bidg BUP/NX phlilhip viil t0y [ trong vild
gifmse8ng den nhiflm HIV miil vatyong trong thiilgiand & (104 tu,n) t ng [Iilng hiln chiilding thuld
phi@, so vil¢ifiu tr* hirthuld ngm hid blig BUP/NX phidhp vl tOv[@.

CécmIdti éu thltop :

1. X"c¢“nhxemlildvild ¢ifiu tr* hir(thul@ dai hin c6 lam gitm sCnhiflm mHIV v atbrong
trung binh so vilnhim ¢ifiu tr* hirCth ul@ ngl hin hay khéng; vacd lam gitm sOnhiflm mil
HIV vatOong ttu,n 52 vatu,n 156 hay khong.

2. X"c¢“nhxemlild vilg ¢ifiu tr* hir(thuld@ dai hin c6lam gitm sChhiflm HIV midtrung b inh so
vil¢ifiu tr* h(r@huld@ ngm hin hay khdng; vaco lam gitm sCnhiflm mMHIV sau 52, 104 v a 156
tu, n kh'ng.

3. Sosanhtgl|ivongtrung b inht ct hai nhimh; v ateli[vongttu,n 52, 104v a156.

4. Sosanht,nsuffiti én chicht- b"oc’o, h [[@h vi nguy ce nhi fimHIV lien quan ¢ fnmatly v atinh
didt ct hai nhim nghi énc...u.

5. Sosanht,nsulflstding matly , ¢ollngblhg t-b’oc’ov axé nghilhnIdtildt ct hai nhim
nghiénc...u.

Clg 0@ ban nghién clu : nghién c...u sC1d th-c hild ag nhiill atilc’c ¢“aban nghiénc...ucl@aHPTN
Quing Tly v Orm Cleng, Trung Qu  [@; Chiang Mai, Th”i Lan; v[L’c ¢ “aban nghién c...ukh”cnfuc,n.
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1. Gi«i thild

L ding matly v aHIV/AIDS (vi rat géy suy gitm mifln d“cht ng[1d /h8i ch...ng suy gitm mifin d“ch
m(d phii ) lanh(dg v ¢fi s...c kh¢etoan c,u nghiémtring. S xulllhif ¢eng thild“ch HIV v atiém chich
matly ¢ &¢[Idb’oc’otl]114 quid gia Ti ém chich matay hild nay | acach &y truyfin HIV chy/fu ti
[Ag [, Trung C1Ag [t [Im8t sl ungt Namv [T"hg Nam [[]B Phi, Trung [hg, Nam,v &
m8t sCv ungt BdvaNamM®. D“ch HIV t nhidig ng [Tilnghi® cheech matly (NCMT) th [Ing mang ¢¢
¢ilh Iy lan nhanh, thith chi bungn™. C”cb”o c¢”o chE rarlng tiInhifiu quicd giate |Child nhifmHIV ¢ &
t'nglant ©d [0 5% ¢fn hen 40 % trong vong dIimst n"'m .* Céc bmh nh [viam gan C (HCV) valao,

¢ 'ng nh [hh [Ag chi pheex@h8i kh”c, cé lién quan chifichv/i tiém chich matly.

D-ph ong HIV hiliquft ng CIINCMT ¢ o hgj phi tifp cld tilqu,nthChguy ¢« vigilpqu ,nthChay
tifp cld c’cphlehg ph”pthay ¢ i hanh vi lam gitm sCding matly ¢ [Ingti émvakhoéngtiémc'ng nh O
giFm hanh vi tinh di@ nguy c =. Phleng phép ¢ifiu tr* nghild matly + c’cquid giac kh”c nhau, nhing
h,uhftc’clill ph”p ¢fiu d-atr én nguyén tid | am giFmt,n xullsCding matly, t° ¢Coi+m thild c’c nguy

ce lign quan ¢ fn nghi@ v ahanh vi tim ki fm matly, vidm(@ ¢aech cullc unglas- phid hai vatad hoanhlp
vilx 8h8i. HPTN 058 ¢[1g thift kf nhim so s’nh hai lilu ph”p nhy [y trong d- ph ong nhiflmHIV t
nhig ng [Tilnghih chaech matly.

1.1 < [{van [0

MIdti @ ce b nclanghi énc...ufy Ik"c ¢ “nh hild quf cl@can thilp ¢ifiu tr* hOtrOthuCt dai
h(h bg ph...dP buprenorphine/naloxone (BUP/NX) (tn thishg m [l & Suboxone®) k ft hip
viit Oy M gifm sCding matly v - agitmnguy co (¢0@ gji | O¢i fiu tr*hOtrOthuCt dai hChl) so
vil¢ifiutr* ngin hin bldg BUP/NX kft hip vl tOv [@ gi¥msCdid g matdy vagitm nguy ce
(¢Ig gji | O¢i fiutr*hOtrOthuCt ngth hCh[)trong vi (6 d- ph ong l&y truyfin HIV t nhidg ng (11
nghi Ch chich | thu8c childng thulg phi thong qua vild gitm s(ding matly v agifmc’c
hifh vi nguy ce lien quan. C"c can thi  [p ¢ (It thChghilh trong nghi én c...u Ay bao gom ¢t
ph,n sinh hjc v aph,n hh vi, do ¢ ¢ r@irat®c’c  nghién c...wfi ¢ifiu tr“cai nghiin co s
ding thul@ (nh Cimethadone) vty (.

BUP/NX ¢[g l-achin| [CdO[@ chill ¢ifiu tr trong thChghilh n - ay vi tinh an toan va hilu
qut ¢a ¢Ic ch...ng minh trong vild h(ir[blnih nhin gitm hold t° b¢, sCdng chiflding

thuld phi[d. Vi énkft hip BUP/NX nglthd (Il [13 ¢& ¢[1d Clé quin IOTh-cph'mv  [DO[G
ph“m HoaKQFDA) ph & duyling ¥ 8 th"ng 10 n"m 2002 , cho phip I [d s dig trong ¢ifiu
tr* 1khu8c chlfldidg thuld phin. Buprenorphinel aholilchlfithay cho c”c chifldiig thuld
phil; vild b™ sung naloxone co6 thll am gitm vild sCting sai mid ¢eech bldg c’ch gy  racac
d hifdv atrild ch...ng cai clp tenh nfuwdung BUP/NX blChg ¢[IAg ti ém. (Xem thém tai li [ ¢i
kem thuld Suboxon e[1] [hi ft thém thdng tin). Quy ft ¢“nh sCdiig BUP/NX blfnguan t°

tinh an toan cl@ thuld , quy trinh sCdng cCthCkiih so"t ¢  [Ig, v [ket nguy ce s[dlfg sai
m(d ¢aech. Do ¢[] BUP/NX co th(dfl chip nhii  hen so v [l methadone trong Cifiu tr* 1thuSc
chlflding thuld phild vaco khf n"ng gitm lay truyfin HIV t nhing ng [Tti ém chich heroin.
B1ng trong trang sau so s’ nh cac thu§c tenBUP/NX va methadone.



So sanh BUP/NX-Methadone

BUP/NX M ethadone
Co it tac dng cla chflding thuld phimh  +n so vl | Tct t4c ding cl@childing thuld phi ( vi dO
heroin hold methadone gifm Cau)
[finguy c[s [ding sai mid ¢aech, chaech s Co th[b* s[tling sai mi6 ¢aech v a co thlthaech
lam xul@hi(d h8i ch...ng cai
Téc ding ki@ d ai nén s, nd ¢ng £t hin Y fu c,u uldg thuld h ang ngay
Cothlth-chilbt c’cph ong khdm Yéu c,uclt’ctrung tith ¢ifd tr* ¢[a bil
Tri/u ch¥ng cai nhf h en so v{il methadone Tri/u ch¥ng cai c§ tha khing nhf nh O
buprenorphine/naloxone
it ¢8c taanh Ian Nhifiu ¢8c teanh bn
Cé tht [eng t"c thu [@ viim§t s(thuld ¢ifiutr* HIV | Cothd engt"cthu [@ vilm8t slthuld ¢ifiu tr* HIV
nh@ ¢* nh nh@¢“ nh

111 Cacnghiénclitr ¥« I vlth ¥ngtr inh @D trd

K khi d‘ch HIV/AIDSI,n ¢, utign ¢O@d ph"t hiht nhihh ng [Tilchaech matiy v ao
¢,unhfg n'm 1980, r@nhifiu can thi[ d- ph ong ¢AtP trung ¢fn qu,n thCh ay.**
Tuy nhién, khdng c6 m&t can thilp n [0 ¢00¢ chip nhin r8ng réd va ¢[1d ki trak’
cig nh3ti fiu tr* nghin matly, cthd lacifiutr methadone. Cac nghiénc...u
thchin“ «c, Choull,v  aHoaKOtrong vong 17 n"m qua ¢ & cho thy, viim§t s
ngoIC]cls li - énquan gildvildthamgiav [0 ¢i fiu tr* nghild matly vivild gitm
hiGh vi nguy ce HIV v gitm tg|Chid nhiflm v ate | Chhiflm mmHIV. 2 Ph,nlmh
cacnghiénc...u ¢y ¢ &¢"nhg” t"c ¢8ng cla Cifiu tr* methadone + nhing ng (1]
tiém chich heroin. K ft quf clanhing nghi én c...u ay cho thiy ¢ifiu tr* methadone kéo
dai (m8tn"/mhold [l h <n) co tac didg bo v[] phong nhiflm HIV. C"c nghiénc...uta
cho thly m8t c’chr @ rang Vvfi hil qut teech c-c g lifin viD thilgian ¢ifiu tr*¢Cd ai.
H[Ing dk-n vfi nguyéntid ¢ifiutr* | ding matly d-atr én kft quf nghiénc...udo
Vil Quid gia vfi Limding Matly (NIDA) ban hanh ghi r6 rang 12 thang lathlilgian
Cifiu tr* thlthi fu c,n cCREHC hild qui.

Ce ch f cla ta&c ding bfovCh(y kh” ¢engi $n. Nhing ng [Tiltham giav @o nhidg

chiEng tr inh ¢ifiu tr* cChill qui ¢fiu gitmt,n xuflsfdng maty .*™°T,n xufsD
dng thp dt.n ¢fn gitmt°©40% [Fin60% cfic hibh vi nguy citn quan O fin maty. %
Tifip theo, vic gism h [@h vi nguy cliitm chech d ,n finvic gism ph [@nhi ,mv”i HIV
vagiem nhi,m HIV. %2 MEnghi én c¥u quan sflt cho they nhifig ng [Ti nghih

chich mat-y tham giavio chilig tr inh [il"u tr" methadone c§ t™ I chuyan [0 huyfit
thanh HIV th¢p h 61 "'nsov”i nhidg ng O khidg nh'n Wutr %

MsChghi én c¥u CA ch¥ng minh r°ng khi nhing ng i [@ng s, ding mat-y tham gia
vd chllig tr inht0y ¢n xét nghi’/mt' nguyn HIV [k  emv”i cflc canthifp gism h anh
vi nguy c[th i cac hanh vi nguy cCHIV [ “cgiem [Mlng ka. T ngh’p kfit quet, 36 ¢n
ph—m Vv’ kfit que cfloghién c¥u tifip ¢'n cig g do NIDA t & tr”* cho th¢y mElsd
thay i fiIng ke v' cflc b I0ngt' nxuét s, dg mat-y vitflc hidh vi nguy cO lién
quangi@ trl’cvikau il “utr” (6 thflng sau). Khi gip kfit que I , cac nghién c¥u nay cho
théy 26% nglTi tham gia bflo cflo r’ng hCd ngti  ém chich matdy vanhg ng [Ti ¢ on
tiém chich thi bdo céo r’ng sl 'nti ém chich trung binh giem 28 I'n milthflng. TV
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nglTi NCMT bflo cflo c§ s, diig I[IBKT giem 19%, v a27% bao cado ch¢m d¥t s,
dig Iidmg c[ti  ém chich. SOngTi NCTM bflo cflo c§ s, diig Ixi lanh  giem 19%),
va27% béo céo khéng s, ding I[ ding clti ém chich nia.

M [@trong nhing kfit que quan tring c/a vi/c trien khai vflnh gifl cflc can thi/p giem
nguy c[t8§th = khuyfin kh£ch nhing ng(Ti [@ng s, ding mat-y tham gia mi cflch tEch
c'cv ao cac holllg giflodid, t O ¢n, x@nghi/m HIV v a chuyen tifiptrong clig [hg,
vanhig hollfign &y it nh¢t cig c8 li tn quan Hin cflc thay O h anh vi ng(d hiA.

Trong @s [C&flc triTng h'p, cflc can thip h  [h vi nong cao khing TA D fin kfit que I”n hin
[fing k & trong vi‘c gism s, ding mat-y hay cflch anh vi nguy clitn quan Ofin vic s,
dBg maty soVv’i cflccanthiph Mhvi clb «n.*

Trong miilnghi én c¥u, ngdi [@ngti ém chich matdy tDenver, Colorado O[0'c I'a chin
ng, u nhi Tn Ok tham gia [iTu tr” methadone mi,n ph£ ho’ct O ¢ntld Mhgc WAOs ¢n
giem nguy c[1% Nhg ng [7i tham giatrong nh&m [ u tr” mi, n phf 0 Atham gia chllAg
trinh [ u tr” methadone v’i t™ 1/ cao h  [@ vtitm chfch £t hid fing k =. Tuy nhitn, ngUi
thamgia“ ce 2 nh8m nghi én c¥u [Cu giem h [Gh vi nguy clitn quan [ fin tiém chich (dung
chung BKT) vakhong cé s' khflc bit c§ Chghldgil@2 nh8m cAanghi énc¥unay. TV
nhi, mm"i HIV qufl th¢p vavic theo d 6i [Tnh kCehTI O'c tifin hanh mbi 6 thfing rén
khéng [{Inh gifl [ “c tflc TAg cAa can thip ODV”i vic Iy nhi,m m”i HIV.

1.1.2 D¥>cl” cldaBuprenorphinev aBUP/NX

Buprenorphine, mid, n ch¢t c/Ea morphine akaloid thebaine,® c¢6 ph™bifin tilnhi u quid
giad'i ding thul@ giem [@u 0 [Tngti énho®cng'md [7'i I Ji t, th'p k™ 1970. V”i vai
tro lathul@ giem [@u, buprenorphine cé hiul'ch [ morphinet | 250601 n.*** Théng
thIng, 0.3 mg buprenorphine "c coi | as(ildn éntacdiig giem [@ut [hg Agv "i 10
mg morphine khi ce 2 lofiithuld n [y I “cs, dingb’ng O [Ingti ém.

Khéc v”i methadone va LAAM (levo-alpha-acetyl-methadol) 1a nhing ch¢t MAigv'nto  an
ph'nv"i ththe Mu cAEa cflc cac ch¢t ding thuld phin, buprenorphinel ach¢t g v'n

ban ph'n.*” C6 ngha | Chuprenorphine khi I “c's, dig st(6 ratflc gth¢ph M so
Vv'itflc Mg til@m acacch¢t MAgv'nto anph ntldrakhi s digv’i ¢ ung mli‘u
tlAg [MAg.  Buprenorphine cé éi I'c cao v'i thitha Mu c/a ch¢t dig thuld phinv  aco
holfl MAg Thg v nyfiu. % Ail'c caol am cho buprenorphiner ¢t kh§ b™ -y rakhlilthD
tha b*i cflc ch¢t [v'n v”i ch¢t dO ng thuld phin. H [ n @, buprenorphine r'i khiilth(
thargt ch'mvthtmvio (8, n§r ¢t d, tan trong m@®* Hai yfiu tChay 1am cho th'i gian
tac ding cAEa buprenorphine thg O 1d &. Buprenorphine gin v”i th(tha kappa c/Aa ch¢t
dmg thul@ phin  v”i fli I'c cao nh Mg tflc OMg tr én th(the n [ nthCm Hchet Mvn 2%

Buprenorphine cé sinh khe dmg thep khi s, dig O [Tng ulg ,* dI’i 10% so v”i khi s,
ding O[T ng ti ém tmh mich, do b chuyen h§ammh “ dd ay-ruflv agan. “° Vi
buprenorphine sinh khe diig th¢p khi s, ding O [(Tng ulig v avi tranh s, diig dinig
titmnén dingd ¢ng d0'i | 031 tHTng OOc coi | aphu h”p nh¢t cho [ u tr” I thuld
CDTP. Ban [u, trong nhi”u th, nghimI>m s [hg {finh gifl OCan to an vahiu l'c cAa
buprenophine, nglTi ta J& dung ding dung d’chng'md ['i | (33i. Tuy nhién, g'n By c§ 2
dng thul@ vi tn & [0 c phflt trien: midng chCeh¥a buprenophine O M thu 'nvami
dig bao gim ht-n h"p cAEa buprenorphine v anaoxonetheot™ V' 4:1 (&1 am giem khe
neang s diig sai mi@ Bch v allth d [dg buprenorphine ). Sinh khe ding c/Aa
buprenorphine dfig vi tn 1" ghi nh'n| ab’ng khoeng 50 to 65%* so v”i difig dung
d°chng'm d'i | 02i, tuy nhitn trong giai @ @ nChht™V'n &y cd tha cao h@d. *©
Naloxone c6 sinh khe diAg th¢p khi s, diig 0 (Tngng 'md i i Vi vy, khi s,
ding d [0'i 1 331 nHth [d, n, naloxone khéng ¢nh h(I'ng [fin tflc [Ag tr” liu cAa
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buprenorphine. Tuy nhitn, khi ngTi I/ thuld ch¢t ding thuld phi/n s, ding didg kfit
hp BUP/NX b°ng OTng ti ém, thanh ph'n naloxone c§ tha s[py xu¢t hilndeu hiuv a
triu ch¥ng cAEa hlilch¥ng cai ch¢t ding thuld phin.

1.1.3 ich bl s ang cl@Buprenorphinev a BUP/NX

Kfit que c/Eanghén c¥u I>m sang do Jasinski va clig s clig bChaem 1978tlon  éns

quan t>m v~ xu¢t I”i £ch cAza buprenorphiretrong il u tr” Vthuld ch¢t dihg thult phi/ n
Trong 25 naam sau (8, nhi "u th, nghim I>ms ang nghién c¥u [u tr" v axét nghi/m OOc
tifin hdnh “ nhi"u c s “ trong cflc th'i lem khflc nhau v as, ding nhi'uliutr inh @ utr
buprenorphine [& ch¥ng t(i'ng buprenorphine c6 tha (I0c s, ding milcflchhiuquev  a
antoan v”i vai tro lamiliu phflp u tr” thay thfi CDTPb’ngthu@ .>*>*" Cécth,
nghimb>ms angg n by s, didg dngvi  én buprenorphine vaBUP/NX ng'm d[0'i | CiJi
tilcflc cCs“ [utr” O acho they tinh hiu que v aan toan c/Aa buprenorphine trong cflc
md hinh nghién c¥u.”®%

Hi/u que c/aliu phflp [u tr” thay thfi b’ng  BUP/NX g'n By [ & T “c ch¥ng minh qua 1
th, nghi/m I>m s ang c6 kiem ch¥ng, m¢ [c8s , dniggied Ocv'i BUPINX v a
buprenorphine [ thu "n, kfit que th, nghi/m cho th¢y khi I"c G utr” b’ng miltrong
2 dlig chfi ph—m cAEa buprenorphineén, t™ I/ ph n treem x@nghi/mn  [I'c tisu >m tEnh
v"i d,n ch¢t thuld philncao gép 31'nsov’i s dinggied  Oc. Vinhém @ utr b’ng
thuld M hi /u que cao, giai [Bln th, nghymm ¢ [llc AEanghén c¥u trfn 00 c chgm d¥t
s'm. Trong 48-52 tu n nghi én c¥u v"i nhan thuld m"“ sau [8,t" I/ ph'n treem cAa x(
nghi/m n [0’ c ticu >m tEnh v”i d, n ch¢t thuld phi/n n°m trong khoeng 35,2% [{in 67,4%
(thMg th("ng 50 -60%) trong nhi“u [nh gifl khflc nhau.® Nhi‘uth, nghim bms ang
khéc clig cho th¢y hiul'ct [Agt ' cAabuprenorphine (In O[G6 v akhi so sanh v”i
methadone. Him nay mifisChghi én c¥u C& [{finh gifl Oy [ZE vai tro cAa buprenorphine trong
[0"u tr" ngm hOn, nhing nghitn c ¥u v’ t"Vtfli nghi/nv ahiuque Wutr bud Mch@l “c
béo céo.®

Khi [0"utr” buprenorphine v”i li"'u 12-16 mg/ngay ng'm d[T'i | (I, tac didg [IAg v'n c§ tha
tlAgt ' nh{l “utr v"i li"u methadone khoeng 60 mg/ng &y.°®" Vi lamchg¢t Thg v'n bfin
ph'n, tflc g cAa buprenorphine chiaang theo li"u s, ding trong milkhoeng li"u gi”i hin,
trén khoeng li'u (8, victeeng li'ukhin g gy teeng tflc g t TAg ¥ng. Tuy nhién, c&c catha
¢ s khflc nhau r¢t I"'n tr tn cflc philg di /n chuy= n hoa, h¢p thu, phon b0y athei tr, thulg;
vi thfi mki b/nh nhbenc'n OO cchlInhli"uph uh’p @ c8tflcding. H [ th fi n(a, tflc ding
[1ng v'n bfln ph”n cAa buprenorphine tr én ththa Mu c/Aa CDTP tlo ramitflc ding tr n
CTv”i li"u tr” 1/u cAza buprenorphi ne clig | am cho buprenorphine ¢ tinh an toan cao hin.

Trong th'c h anh 1am sang, nhing bhh nhvn m”i @M utr” c§tha bfiCud Ung b’ng
buprenorphine ho dg kfit h"p BUP/NX .* C'nl@ [finloiCDTP bhh nhon @ng
|Ih diig (VD heroin, morphine, methad one), th'i giankat, khi s, didig CDTP | n culil
va m¥c IV thuld CDTP hin til c/&a b/nh nhon. Quéatrinh kh“i li'uth O ng d, d g hin
“ nhing b/nh nhon s, ding cflc CDTP c§ tflc ding ngln (nh Cheroin) so v "i cflc ding
CDTPtac ding ki d [1(nhCmethadone); n hing brnh nhyn [@ng ¢8§ triu ch¥ng cai m¥c
[Thhf [fintrung b inh c6 tha d, dang kh“i li"u h [@ nh g ng [Ti khidg c8 triu ch¥ng cai
ho®c nhing ng [Ti hi/n [@ng s, ding cflc CDTP khflc (VD trongv  0ng 4-6 gi” qua); v ad,
kh*i li'uh@ “ nhing nh nhsn c8 m¥c [ Vthuld thep sov'i nhidgng [T ¢8 m¥c [
Vthuldcao h [@. Li “ukh"i Ou cAEabuprenorphine th [Tng trong khoeng 4 -8 mg/ngay
(VD 4/1 0J8/2 mg/ngly OMv"i ding kfit h"p BUP/NX) mfcd ¢ lkhi ¢ 'ns, dingli'u
cao hin. Choli “utrong ngy O utién co thathu™n|”i h M@ khi chiathibh 2 O fin 3 1i"u nh
Li'uutr “ nhing ng ay tifip theo (IT'c taeng |én tuy theo m¥c [ ¢ n thifit.
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Tuy buprenorphine (& I “c s, dinig hiu que [@ thay thfi cho cflc CDTP khflcv  [TJa ch¢m
d¥t cflc d¢u hiu v atriu ch¥ng cAEa hlilch¥ng cal, tinh ch¢t bfln g v'n cAan§ clig c§
khe naeng goy xu¢t hiln hilch¥ng cai trong mlsd nhifg iTu kiln  nh¢t Chh. HimMt O'ng
gay xu¢t hin hlilch¥ng cai n [y & "¢ quan sflt they hofc OO c g’ O trong cac nghién
c¥u ti'n bm s ang ** %" vanghién c¥u I>m sang™ . Tuy nhitn ngDi tav,n khlgr &
hilch¥ng cai xu¢t hi/n trong ho an cenh I>m s ang nao, do li“u buprenorphine khing [ZE
hay qué cao.

tu @ om Jc quant>m trong [l utr” dai hin la buprenorphine c6 téc ding ko d ai, v”i th'i
gian ban h/ZEy trung bnh 1437 gi". Nhidg nghién c¥u ban [u cho th¢y khi [Tutr” ZEli"u ,
buprenorphine c6 tac dfg tilkhi d ung 11°n 1 ngdy.? ™" Nhig phflt hihn [y sau 8
"¢ khgng Onh [[b"i kfit que cAEa mllodith, nghiim I>sms  ang. Nhidg nghi én c¥u sau
nay cho th¢y M utr” cflch nh't, ho®c th'm ch£ v”i t nsu¢t thep h @ (VD 31 'n/tu'n) | &phu
h’pv”i h'u hfit bhh nhon. %377

D.ng Tu tr” buprenorphine [ ng(c§ tha gy xu¢t hi/n hilch¥ng cai nhf ho®c trung

binh.* 72 769294 Hiich¥ng cai CDTP xu¢t hifm trong v ong 3 ngdy sau khi d_ng s, dg, [
[Tnh sau 3-5 ngdy vagiem d n trong 10 -14 ngdy.”® * Him nay siuv' chifinl O'c giem
li"utld [ cho buprenorphine con hin chfi. Tuy nhién cac khuyfin cflo t, kinh nghi‘m [ifu

tr” methadone c6 the flp diig Oiv"i [ifu tr” buprenorphine.  BIGi emli'udndnthayv i
d,ng @Tu tr" Tng{hod giem li"u nhanh. Nhi“uliutr inh giemli'u J& [0 c s, diig; vE
dClgiem50%li"u s, ding mki I'nho®cliiutr  inh giem cung mil ('ng buprenorphin e cOl
[Tnh trong nhifg khoeng th'i gian giMg nhau % ™

1.1.4 Kh[h,ng b0 ding c@ Buprenorphinev  a BUP/NX

Clng nh [tflc CDTP khflc, buprenorphine cliig c8 tha b” Iith ding. Tuy nhitn, nh(IJ& 0
c’p " tr én, vic kfit h"p naloxone v”i buprenorphine 00 [O'c mong [I1 [a s am giem vic

| th ding c4Ea buprenorphine trong quatrinh [ utr”. I “unly D& I c ch¥ng minh b’ng
sdiut, nhi"u nghi én c¥u® ® %1% 5 dmg buprenorphine kfit h"p naloxone v’i  céct”
V khflc nhau (VD, 2:1, 4:1va8:1), trén cic qu n tha nghién c¥u khflc nhau (VD ng(Ti
khéng V/ thulg, bnh nhon [Mu tr” duy tr 1 b°’ng methadone, nhing ng i s, ding
morphine n [hh), v as, ding nhi’u 0 [Tng d ung khéc nhau c/Aa diig kfit h"p BUP/NX
(VD ng'md[Ti | 02i, tém blp). HMn [@ nhi"unghi én c¥u (& cho th¢y nhig b’ng
ch¥ng v” vic th anh ph'n naloxone khing enh h O'ng [fin téc ding [iu tr" c/Aa
buprenorphine.®*® T naam 1983, cflc bflo cflo v* vic |t diig buprenorphine O & xugt
hin tilnhi’u quid gia ¥ '™ tuy nhién m¥c Mo c§ c/Aa buprenorphine vanhifg
ch¢t thay thfi h"p phflp vabét hp phflp ¢'n phei O Ocl W Tfin khi di, n gisi nhing bflo
céo nay. Viv'y, Il ding buprenorphineth'ng li Tn quan Hin gifl th¢p Ho v ¥c [
son c§ cao Hinsov "i cflc CDTP khflc.

1.1.5 Tinh an toan c@Buprenorp hine

Vi s, ding buprenorphine khidg li  én quan nhi“u {in vic xu¢ét hin cflc tflc didg — phO
["u c§ the hin chfi khe naang flp diig buprenorphinev [0 [ “u tr” V thul@d CDTP. Cflc tflc
diig ph cOben ["c bflo cflo sau khi s, dinig buprenorphine bao gith ng&E g L@ u Ou,
[@u, v amChil bub n@ v atéo bon va nhing tflc ding thing th [Tng khflc cAa cflc ch¢t
[Ing v'n v"i thitha Mu cAa CDTP. & 1719

Khe naang ch”u hg cflc tflc ding phir én cd tha taang d' n theo qufl tinh @ u tr” b°ng liu
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phap buprenorphine. Tinh an toan cAzbuprenorphine, cing nh [i£nh ch¢ét ddcl'ch@, i én
quan [dinthuld tEnh bfln [Ag v'n cA&ans. E bit, suy hd h¢p nng do thuld, m@ ven O

¢’ n quan txm khi s, ding nhing thuld nh  Cimethadone , LAAM vanhg ch¢t mat-y bét

h”p phflp nhCheroin, k héng phei lav¢n Ofnglolfg khi s, diig buprenorphine. Th'm
chi 1i"u 32 mg buprenorphine ng'm d ['i | i (cao hin x ¢p x[70 I n, hi/u chidh theo s

khéc bit v' sinh khe diig, sov'i li'ugiem @ul  a0,3 mgtiém blp) chitpy tflc ding ¥c chfi
nhf ch¥c neang hChep “ nhidg ng i khig Vthu@ CDTP,  * vali’u 12 mg tiém tmh mich
(ciig “ nhidg ng [Ti khifg V/ thuld CDTP)  clig chothey Manto an cao.™®

CflctrdOng h"p t, vong 0 & 00 c ghi nh”n khi buprenorphine 0 Ocs, dng c ung v”i mi
s(thul@, cCtha lanhg ch¢t gy ¥ chfi th'nkinh trung  Thg nhCbenzodiazepines .2
Nhing bflo cflo nay t, Phflp, ICh{” ¢ cho phép s, dinig buprenorphinet, 1996 v acd nhi’u
ngTi OOc @ utr” b’ng buprenorphineh [ cflc nCTc khac. Trong nhig tr Tnghpn ay,
vién buprenorphine th(Tng OOc nghi"n th anh bflv Csau B titmt [[@h migh.
Buprenorphiner¢t ph bifin“ Phflp v'i r¢t £t quy Chh quen IQvic s, dig thudn &y,
Tuy v'y, th'm ch£ v’i s [I'ng nhig quy Cnh hin chfi 0 O'cflp dig v”i [Tu tr
buprenorphine it hid so v i [ifu tr” b’ng methadone, buprenorphinettal athuld iu tr
thay thfi an ton hin ICmethadone. T, 1994 [fin 1998, [T’ c tEnh sCir Tng h'pt, vongli én
quan [fin buprenorphine “ Phflp cao hini 1,41 'nso v”i s(t, vong li  tn quan (in
methadone.®! Tuy nhién trong mt.i naam trong khoeng th'i gian nay (tr, naam 1994, khing
c8trlfngh”pt, vongn [0 [ “cbflocflo), t™V t, vong litn quan [fin methadone lum cao
hi@ (t, 3,5 fin 30 1'n) so v"i buprenorphine. V£ dChaam 1998, nean g n By nh ¢t ¢ sO
li'u s 0 sénh, buprenorphine litn quan Hin s O'ngt, vongcaoh M31 n(13sov'i 4
tr(Tng h"p [u tr” methadone), nh g s Chynh nhyn [@ng [T u tr” buprenorphine tilth'i

[Moam ny cao hin 101 "n (55.000) so v"'i methadone (5.360) .

1.2 CE/I" luaen

Trong mé hinh d' ph ong s[T0°c th, nghi/m, >y nhi,m HIV trong th8mM NCMT | ah’u que c/a
nhidg h anh vi do vi/c s, diig ch¢t gy nghi/n cAat ng cfl nhon. Vic s, didgn  ay kh*i phflt va
duy tri m@chuti cflc s kiln m [mh [em | aléy nhi,m. Cflc can thi/p hiiu que SO phav@d chuti s
ki‘/nn ay b’ng cflch giemt'nsu¢t s, didg mat-y. Khi utr”  trong th'i gian ZE d@ (0" ¢ tEnh t(l
thiou la mnaam) thi c6 tha phflt hi/n O0c vic gism t™ Vnhi,mm”i HIV. CE“ I0u'nn ayd,
hiou nhing chia “c [fnh gifl trong miiith, n ghiym ng,u nhi én. S¥c mh c/acflcddliu n ay
hiln nay c§ O O'ct, cflckfit que [Ag nh¢t t, cflc  nghién c¥u co [ ch¥ng, cflc nghién c¥u quan sflt
vacéc nghién c¥u v’ t” IVhin nhi,mv at™ Vnhi,m m”i HIV khig ng,u nhi  én. Nfiu khinig c§ cflc
th, nghiymng,u nhién c6 11 ch¥ng, t” Vs, ding maty, h  [@hvi nguy cv@ ~Vnhi,mthéph @
khong tha n&i milcflch chid chinil ado hiu que cAa qufl trinh [ u tr". Gie thifit thay thfi c8§ tEnh
thuyfit phld nh¢t | anhiig ng i s, ding mat-y tham giaqufl tr  inh [ u tr” th(Tng “ trong nh&m t'
['achi [utr’, nh8mn ay clig c§ tha d, tifip thu nhing thing Wp d' ph  ong hiA. C "n phei c§
mth, nghimtr'ctifipv’ mth  inhnay vaMIdg | O0'i th, nghiimv” d' ph  ong HIV (HPTN) lan(d
duy nh¢t @ th'c hi/nth, nghiimn &y va 8n g gép vao nhidg hizu bifit khoahid v d' ph ong HIV
“ nhing ngTi s, ding mat-y.

Thlnhi"u nid trénthfi gi”i, HIV [@ng lan truy'n nhanh va ch/Z yfida do tiém chich matdy. Trong
cflc Oaban nghién c¥u cAEaHPTN,Thé Lan, NgavaTrung Quld lanhing (Cab an [ilen hinh cé
nhidg B [ilemdcht, nhy y. T"Vnhi,mm”i trong "h8M NCMT cao “ nhiig Calikmn  ay,
vat™Vhin nhi,m| a80% trong nhdm NCMT “ mLk sC ung c/&a T>n GlRg ,*?® 1am tinh hinh tr*
nén kh—n c¢p.

BLOY tfi Trung Quid [T'c tEnh c§ khoeng 700.000 ngd'i nhi,m HIV tilTrung Quld v ao culilnaam
2007. Chlkhoeng 32% sChhi,,m HIV/AIDS n [y [ “c phflt hi/n. T~V hi/n nhi, m HIV cho th¢y

HIV [ang lan truy 'n nhanh nhig v ,n khu tr-“ nh8M NCMT. L»y truy’n HIV “ cflc nh8m khflc
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m¥c khing [fIng ka. Trong khi t™ 1 huyfit thanh d Thg tEnh trong nh8M NCMT [ ” ¢ tEnh vao khoeng
20-80%, t™ IV huyfit thanh d [Ag tEnh trong nh8m ph [ChlCmangtha t(il cflc c[5* s*n khoa [ c tEnh
t, 1-2%“ miils0] (Taban gidm sét tring [ibm . T~V hiln nhi,mHIV “ nhingng [Ti [ csang|d
cho nghién c¥u HPTN 033t T>n Cllig va25% tiQueng Toy 1a29%, vat™ V' nhi,mm”i HIV |a
8,8 va 3,1 trén 100 ng[Ti -naam, theo th¢ t' tr én.

MIn ghién c¥ut™ I hiln nhi,mHIV c/EaNIDA sang lld 1.865 ngTi nghih til Trung t>m [iTu
tr" Nghiln maty Chiang Mai. T~ Vhi/n nhi,mHIV trong 879 ngOi tham gia tiém chich matdy
M ctuyenvaothu' nt’p 1a35,2%, v”i vics, digmaty 0 Ongti tTmlitn quan in nhi,mHIV.
Théng 12/2002, khi {Inh gifl sau 2 neemcAanghién c¥u trén, t™ IV duy tr 1 tham gianghién c¥u la
97%. T" Vnhi,mm"i HIV trongthu'nt'pl &7,89 trén 100 ngTi -neam” ngJi NCMT .

HPTN 037 ¢6 s tham giac/a 182 nglTi NCMT HIV &mtinh va 245 ngdi midg | 0'i quan kYt inh
di¢ v &ho’c s, ding mat-y cAa hllkhiig prenbitt  inhtridg HIV t [th anh phOChiang Mai va
vung ndng thén 1&n ¢’n. T~ 1V hi/n nhi, m HIV trong nh8M NCMT O [Ocsangll@ [htr thanh chs0
vao khoeng 10%. T~V duy tr 1 tham gia nghién c¥u vao khoeng 92,3%. SOiu t, 037 cho th¢y t™ V
nhi,,m m”i trong nh8m qu’ n tha nghi én c¥u nay th¢p hinr ¢t nhi'uso v'i Kkfit que nghién c¥ut™
hi/n nhi, m c/Ea NIDA n6i trén.

i “uquan trg | acéc chifinldc Mutr nghimmaty “ nhi'un@ “ chdu A [ctifin hh dO”i

ding W utr” ht tr” ngl h@ v'i rét £t hofc khigc§  thv ¢gnval“u tr” tilcdg [Ag.  Trong khi ce
Trung Quid v [Orhfli Lan 'u c§ chig tr inh [ u tr" methadone, schynh nhovn 0 O'c Wutr" th Ong
hiA chfi v “utr” ngd hin v at™ I/ tfli nghimn cao.

Hi/n nay, miisd nO’c chou (angtifinh anh dp didg iTu tr” nghin  mat-y nhCm {bi/n phflp
canthipd ph ongHIV, ce Trung Quidé v [OThfli Lan [@ng chu—n bin* rldg by thidg [ u tr
methadone. Th'i gian trien khai ch Ag tr inh vam¥c Mth¢p nh'n cAanhidgng i NCMT “
nhifg n [Inly khing th = Ofln tr 'c 00c. Victrien khai ridg r & nhing ch Ofgtr inh [ utr” nay
6 tha t[@ ra nhi”u thflch th¥c cho nghi én c¥u nay theo nhi“u cflch. Cuti én, vic m® rldgn ay c6
thalam gism t™ I/ I>y nhi, m HIV chung trong clg Ag. Th¥ hai,v  aquantrig h I, s' soan c8
cAEa methadone c8§ thr c§ cflc tflc g khflc nhau [Tilv”i 2 nhém cAanghén c¥u. Vi v'y, vic tifip
cnv”i utr duy tr i methadone quad, dang cé thaenh h(3'ng [fin khe naeng duy ti sl [(I'ng ¢’ n
thifit @ [0 Oc cflc midti éu nghién c¥u.

V"i vic [Tutr” methadone @ng ng ay cang phat trien, nghién c¥u nay sC@ Ofin milc Ch [
quantriig @t im hiou thémvai tro cAEalifutr” chét MAgv'nv'ivai tr od ph ongHIV. Oo
I 00°c midé Ech n ay, nhdm nghién c¥u si11) gifim sflt kBCchidi tu [ u tr” methadone
som c8 trong cflc clig [Ing n cé cac [Ta ban nghién c¥u; 2) ra soét céc tiéu chu—n I'achin
cAEanhig chilig tr inh nay trong sulfith’i gian nghi én c¥u; 3) x>y dng ¢ [th [thia sl
liu gifa cflc by thing [T u tr” song song & so sflnh t™ 1V hi/n nhi,m v at™Vnhi,mm”i HIV,
sl [(I'ng tham gig, sl [O'ng duy tr i tham giachllfig tr inh vatinh tring tifip tld s, ding ma
tly. Céc nha nghién c¥u vathanh vién nhém xéy d'ng quy tr inh tlilce Thfli Lanv aTrung
QuId c8 miiJquan by chét ch3/”i by thing iu tr” methadone v (dangn Lt I'c Colembeo d
fln HPTN 058 M“c nhinnh'nlas b sung cho nt I'c m* ridg [ifu tr" methadone tlilce 2

quid gia. Nh8m nghi én c¥u c§ kfi holch philh"p v”i cflc ch [hAgtr inh methadone [k ht tr”
x@y dngc 5 vitchgv Dt 0. B énclih 8, nghi én c¥unay clhg tichc'c cung cép cflc
hollig chuy®an tifipt”i cflc chllfig tr inh [ u tr” soa ¢§ nHm Eph ntrong canthipt O
veén. Nfiumi@sd”n nhingng i tham gia nghi én c¥u nay ((120%) [Ing th'i cidg O O°c
tuyen chid vagil(ltrong cflc ch [Agtr inh methadone, thi vi/c [i[Tu chibh v ¢c@ m,u hay
s,a[d thifit kfi nghi én c¥uchophuhp@b ¢ [Ip cho thay i 8 c§ tha s khdng khe thi.
Kfit que ndy lam(t thanh cong |”n hi chonglnhy t fi cig clig, v anghién c¥u ndy clig c8
tha cung c¢ép cflc thidg tinv™ ™ V' nhi,m m"i HIV vacd tha [(I1c s, diig & so sfinh xu
hI'ng t™ 1 nhi,mm”i HIV tlicflc (a ban nghiénc¥u v'i 7V nhi,mm”i sau khi @ utr
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methadone va BUP/NX.

M2 d ¢ methadone (& ch¥ng tll aan toan va hiu que trong [u tr” I/thuld heroinv ~ acolién
quan [fin giem cflc hinh vi nguy cCv@ "V by nhi,mHIV, tflcig cAan8v'v phlAgdi /n
y tfi clig cig ¢ on r¢t hin chfi “ c» Hoa Ky acflc n(T ¢ khéc. Vi [Id tEnh cAa methadoneva
khe naeng b"quéli’u, vit s, didg methadone sai miG [Ech O0°c coi | amnguy cOl”n [v"i
y tfi cidg cihg. O nhi’un(l con cés englilv’ chEnhtr” v atrong clig [Agv” s, ding
methadone. Vi d[1iINga, s, difg cflc ch¢t [Ag v'n hofc bfln TAg v'n v'i th(tha Mu c/Ea

céc d,n ch¢t thuld phin (methadone v [huprenorphine) Oz [utr ~ I/thuld heroin| ab¢t hp
phép. S' khing Ang hCh ay blfl ngum t, quan ni‘m cho r°ng [iu tr™ methadone ch(] thu 'n
las, ding miflch¢t gy nghilnn [y Oa thay thfi cho miilchét gry nghin khflc  ma khéng giei
quyfitveén Ochenh yfiu cAanghiin. M ven @ [fing quan tdm la nhing kh& khaan trong vi'c
clfic @ methadone [ h [0 chfi 1”1 £ch cAan§ [Iv”i nhing ng [Tllthuld CDTPtritullv.  a
nhidg ng Ui khing mu@ tifiptlé utr" bud [ Do 8, nh [Mg chifin| Oc I utr” khac nfiu
giei quyfit (TTc cflc quan nglil v"’'i methadone thi sCt§ nhi“u khe naeng (II'c trien khal h [A.

T, vong khidg do HIV “ nhing ng [i ti én chich heroin ciig | am@milquantm 1"nv" y tfi ciig
cidg. Tnghp sliu cAacflmghiénc¥uthunt’p v ngi s, digmaty 00 [Occlig blt, naam
1987 [J1999 v”i th'i gian quan sflt trong khoeng 1969 [11995 cho th¢y t™ I chfit thO n°m trong
khoengt, 0,9 fin3,2tr tn 100 ngdi -naam***** T~ sugt chfit chu—n trong cflc bflo cflof cao hin
nhi’u vatrong khoeng t, 3,5 [fin 63 tr Tn 100 ngTi -naam.V”i m¥c [ t, vong cao nh [ 7y, cflc
nghién c¥u v’ d' ph ong trong nhdm NCMT c¢'n xem xét t™ V't vong khi {Inh gifl t™ 1/ nhi,,m

m”i vfInh gifl hi/u que c4Ea can thip.

121 M/r8ngcldl@chi i trO

Khi m¥c soen ¢§ | ChhChhau, t ™ Vtifipc'nv’i mild"chvO ["utr” s, didg chét gy
nghi/n c§ tha t by thuld v a0 misyfiu tlkinh tfi v ax&hlil Methadone (v a buprenorphine
V"1 [bao phZ& th¢p h M) s cen c§ tllcflc (a ban nghién c¥u “ m¥c OIt¢t hin chfi. Tuy
nhién, tinh tridg di,n ratliinhi’'un Mtrfnthfi gi”i la methadone khing 00 “c nhi"ung i
s, dng maty chepnh'nv - at™V/duy tr 1[0 u tr” clig khidg cao. Cing ging nh ~ Chhi "u
'nh min tEnh khflc, ¢ n phei ¢8 nhi“u I'achi [Tu tr” khflc nhau [@ [{lp ¥ng nhu c u cAa
knh nh>n. Nghi én c¥u nay sCim* rldg cflcl'a  chi [utr” hilnc§ chonhingng  [Ti
NCMT tllcflc cCs “ nghién c¥u [1Tc Oxu¢t. Nildung v a hfi holéh t Oy ¢n trong nghi én
c¥u ndy [M"ctang clIng h M nhi “usoVv”i tiéu chu—nimhth(Tng v I “c cung c¢p cho
tét ce ngldi tham gianghi én c¥u khidg ph>n bit  1a“ nhdm nghién c¥u ndo. TV ¢nvién
s[0c Jaot0 B bit @ embeochétl  Ongt v ¢n“ m¥c cao nh¢t.

Bén clnh 8, ng [Ti tham gianghi én c¥u s(T10°c x[@nghi/im HIV 6 thflng 1 1" n trong sufd
th'i gian nghi én c¥u v “c khflm I>sm s ang tith'i [lem bO t Cu tham gia nghi én c¥u va
trong naam Clu ti én. HCtMg O [0'c nh"n bao cao su trong th'i gian tham gianghi  én c¥u.
Omg th'i hixAg s[11  [O'c cung c¢p hoc chuyan tifipt”i cflc d"ch vy tfi phu h”p theo
tiéu chu—n Capliiig khi [0 “c phfit hi/n cflcven Cs¥c  khie tith'i [em finh gifl Cu

vao clg nh [trong quy tr inh theo dai tifip theo. Nghién c¥u nay sCkhidg tifin hdnh chaam
s8c vl “u tr” HIV. MLi [Taban nghién c¥u s[>y d'ng miilkfi holdh trong B £t nh¢t | a
thong tin b’ng vaen ben V" cflc d"ch vikoa c8 “ g'n [(Taban nghién c¥u, chi phi nh'ndch
v{(nfiu c8), th'i gian tifipnh'n d’ch vy aténcAangli cnli énkytidmti d"ch vl
chuyan tifipnay (PhO (G IV). Cflc nghi én c¥u vitn Japhlig c¢ n xflc (Inh cflc d"ch v
nao cé som* Caph Ag, vt "n ghi nh"n nhiig cen tr* trong vic tifipc'nd’chvCm a
nghién c¥u vién quan sét th¢y, hodc do ng [Ti tham gia bflo cflo. Khi ng[Ti tham gia c8§ nhu
¢ u, nhen vi én khu nghién c¥u stht tr” vicc tifip ¢'n cflc d"ch vichuyen  tifipniy (nhg

[ tholl@ slp xfip1I"ch hfn  khi ngdi tham gial@ng“ Cab an nghién c¥u) vaco tha theo
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ddi xem h{€§ nh'n [0 Oc d"ch vikhidg . Danh sach c&c d"ch vthuyan tifip soa c8 s[I11c
(ildi/n cAEanhatai tr” theo d i trong céc chuyfin clig tflc tli ban nghién c¥u v “c
nhan vién [Taban nghién c¥u c’p nh't £t nh¢t 6 thflng m@l n.

Vikcs, dingthEch hp  céc can thip cAEanghén c¥u nay, bao gl [7u tr” b’ng BUP/NX
v ¢ngiem nguy cLlc8 th alami bi/n phflp c6 hiu que kinh tfi @ [am giem sOmI(d
bnh, t, vongv agiam gilt§ lién quan t”i nghi/n, clig nh [gi em cflc v¢n Oy tfi clig
cng nh CHIV, Vitm gan B v[IC , cé&c bynh truy’n nhi,,m. MCh inh chaan s8c trong nghitn
c¥u nay cotha c8tflc (ng I"n v y tfi cidg cidg v al”i £ch kinh tfi, nfiu thanh cdng, vi chi
ph£ [Tu tr" ng[Ti NCMT b’ng BUP/ NX s[t8 tEnh hiu que/chi ph£ cao h [ vi/c [Tu tr”
mill O'ng I” n bnh nh>n ¢8 the mig HIV/AIDS trong nh8m NCMT. Nfiu  nghién c¥u nay
choth¢y r°’ng [utr” ht tr” thult dai hCh trong th'i gian 1 neam kih theo tGv ¢n giem
nguy cllih gi smt™ I/nhi,m m”i HIV khi sosanhv”i [utr” ht tr” thult ngth hCh

ki theo tCv ¢n, thi n6 cd tha g“i (i'ng ph [hg phflp i “u tr” ti éu chu—n “ nhi"u quld
giahinnay, chthala utr clicmIithu "n,lCkhiAg O & @ ngaan ch®n s' lan tran c/Ea
d"ch HIV trong nh8m NCMT. Nfiu nhCkhng c8 s 'khflc bit v' t" V nhi,mm”i HIV  tl
th'i [lem 24 thflng, kfit que nghi én c¥u c§tho g°i [i°'ng , ¢d tha giem t™ I/ by nhi,m HIV
trong nhom s, ding CDTP b°ng nhing ph [hg phflp gientin hn (@ “utr" ht tr” thut
ngCh hih). Kfit que khidg c§ s khflc bit vtV nhi,mm”i “ 2 nh8m nghi  én c¥u clig
cothag’i (°'ng nén @ utr” ht tr” thult dai hCh v'i th'i gian k@ d [trtn 1 neam. Trong
ce 2tr0ng h"p, cflc kfit que nghi én c¥u [u c8 gifl tr” quan tring [Iv”i chénh sflch d'
phong HIV cho ngT i I/ thulé CDTP.

2, M%C TIEU VA THI"T K"NGHI ENC_U

21 M@@IBhc [b @M

Xflc Onh hiu que c/Ea52 tu'n utr d ai hid b’ng BUP/NX phlh“pVv’it [ ¢ntrong vi/c giem
sCtig din nhi,mHIV m”i v at, vong trong th'i giand ai (104 tu'n) “ ng (Ti nghi/n ¢ h¢t ding
thul@ phi/n, so vi [u tr” ngn hin b’ng BUP/NX philhp v"i t OV ¢én.

22 MiIgti éuthOcep
Céc mig ti éu th¥ c¢p cAanghén c¥u ndy la

1. XflcOnhxemliuvic utr” da hic8l amgiem sChhi,mm”i HIV v at, vong trung
binhsov’i nhm [ utr” ngin hin hay khéng; va cé lam giem sChhi,mm”i HIV v at,
vong “ tu'n 52 v atu n 156 hay khing.

2. XflcOnhxemliuvic utr da hin c§l am giem sChhi,m HIV m”i trungb inh sov”i

[ u tr” ngn hin hay khidg ; vacoé lam giem sChhi,mm”i HIV sau 52, 104 va156 tu'n

khong.

Sosanht™Vt, vongtrungb inh*“ ce hai nh8m; vat™ V't vong*“ tun52,104v a156.

So sénh t'n sugt tiém chicht' bflo cflo, hinh vi nguy cChhi ,m HIV litn quan in maty

vatinh did“ ce hai nh8m nghi én c¥u.

5 Sosanht'nsugt s dig maty, @10 ‘ngb’ngt bflocflov axét nghi/mn 'ctiou“ ce
hai nhém nghién c¥u.

~w

Ngoai ra, nghién c¥u ndy clig s(ildo cCh il II'ng giatinh khe thi cAailutr” cai nghi/n ti clig
(Ing “ nhiig n [ chi@ cé chlig tr inh nay, vTa xflc [hh cflc rao cen Y thidg v CEhfli OO0V i
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chaam s§c HIV vl “u tr” I didg maty cho nglTi NCMT. Nghién c¥u nay sitifinhanht ng h"p
vaphantich caclut c/AEaquid giavdl'aphlig vavicth' cthi macéthetld racflc h"uque khing
mong mun v- m& x &hlilchong i s, dnig mat-y v [hgd'i nhi,mHIV. Vicn ay s[Tctifin
hanh tlilth'i [em @nh gifl Cuv vlhidg neam t [Imki Cab an nghién c¥u.

2.3 Thi"t kK" nghi én clu

[Cm  {th, nghimgiai @M 11, nhi'ufa  ban nghién c¥u, 2 nhém, ng,u nhi Tn, c§ [ilch¥ng
s c trien khai £& nh¢t tilTrung Quid v [OThfli Lan. Giai [0 [ khiji ¢E£u ¢nh gi/tfnh kh8thiv a
mac ¢[anto ans g*m 50 ng (I ¢Eu t ién tham giatmpi ¢fia ¢fiakan nghién cau. Nhidg ng [0
nghiCh chich ICthuld CDTP, k héng nhi—m HIV, ¢[ii éu chufin, ¢“ng « tham gianghi én cau, vaky
b8n ch, p thu”n tham gianghién cau s ¢ [hc chiang...u nkén vao 1 trong 2 nhém nghién cau theo
t%o 1(1:1. Hai nhdm nghién cou nay 1&:

Nh¢m 00 “utrfiHTT-DH™ ™ 'i “utrfi BUP/NX ng”m d(Iil [Fi hang ngay trong thiilgian
[én ¢ 3tuen (¢ khi ¢li"u M@ ¢finh) |, sau ¢¢ 1, ¢i "utrfi 3 1En/tuEncho tlil 52 tuén; K
h»p vt O/ ,n gi8m nguy c— v, gBm sCding matly h ang tu£n trong 12 tun ¢£u, sau ¢ |,
céc bulilt O/ ,n hang thang ce m»i 4 tu£n cho ¢ M hfitugn tha 52;

Nh¢m C0 “utrfiHTT-NH™ = "i “u trfi ngd hin bing BUP/NX ¢fid (Tl [Fi trong tll¢a 18
ngay; kfh»p vilt O/ ,ngi8m nguy c— v, t0,n giS8m sCding maty h ang tugn trong 12
tugn, sau ¢, lacéc bulilt O ,n hang thang ca myi 4 tu£n cho ¢ [ hfituEn tha 52, C6 thO
nhig I ¢x»t ¢i"u trfi HTT -NH IEntha hal j tugntha 26 nid ng [iltham gianghi én cau ¢p
ang ¢c ti éu chufn Ithuld CDTP nh [ [thd¢ilth s ang I[d ¢£Eu v ao vakhdng cé ching chA&
¢finh ¢i"u trfi ngm hin trong nghién cau. PhOn® Ose ¢i'u trfiHTT-NH [Entha hai s ¢ Dsc
xét nghi I chiin ¢onthai v ,ong,y ¢ £utild ¢O»c ¢iu trfi va4 tuén sau ¢,

Tg thilgian nghi én coulakho8ng 4 nmr [Fi. Giai ¢oln ban ¢£u ¢/nh gitfnh kh§ thi v amac ¢0
antoan s ki@ d a kho8ng 30 tufn. Sau gia ¢om nay, th{i gian tuyd chn ¢80 D»ng nglliltham
gianghién cau [ c tfnh kho8ng104 tu£n. Ngli tham gianghién cau s ¢hic theo diiltrong thii
giantthi 104 tuEnv, til¢al, 156 tuen, tty thuldv,o th O ¢ilh h(tham giang hién cou. LB ng
g/Vv" h,nhvi v, huyfithanh s ¢ ctibh,nhv, oth 0 ¢ilh bl ¢Eu tham giav, sau ¢¢ 26 tuEn 1
[£ntrong suff th{d gian nghién cau.

Gial ¢oln ¢i"utrfi trong nghién cou s kld d ai 52 tugn. Quatrinh gi8m li"u BUP/NX kéo dai
kho8ng 6 tuEn s ¢ [hc thdc hila trong kho8ng thilgian tE tu£n 47 ¢ tugn 52 ¢lUvilnhdgng [0
thuld nh¢m ¢i"u trfi HTT-DH. Nhing ng [1i1¢ (e I@achii v,onh¢gm ¢i “utrfiHTT-NH s ¢ e
¢i"u trfi BUP/NX trong kho8ng thiilgian til¢al , 18 ng,y; ¢i “u trfiHTT-NH I[£n 2 c¢, th(3t D»c thdc
hi[0 v a0 tu£n tha 26 nld ng [Tiltham gia nghi én cau thuld nh¢gmn ay tilp tidti [ chfchv, ¢p ©ng
céc tiéu chufin Ithul@d CDTP (Ph£n 4.4.1). Ng [iltham gianghi én cou s ¢ [hc theo d6i trong thill
giantllthifu| a104 tuEnvatil¢al a156 tuEn k(I khi ¢ »c |P@a chin tham gia nghi én cau, tay
thulg thl ¢ilth hCtham gianghi  én cau. X{Enghih HIV v , &nh gi¥ nguy c— s' ¢ [»ctild h anh
trong c§ giai ¢oln ¢iu trfi v, giai ¢o[d sau ¢i"u trfi. H—n @, ng [Tiltham gianghi éncaujc 82
nhém s' ¢ [he x@nghilh n G tild ¢finh k& im CDTP vanhinig ch,t gly nghit phlbiln kiyc.
/nhgiy¢ [Cantoan s ¢ ke tili h anh theo quy trinh ¢O»e t¢gm titrong PhEn 6. Li“u |D»ng thuld
va cac tac dChg phs ¢ O»e bo ¢o ¢Ovc ¢finh xemtc didgcla  thul@ (¢& ¢D»c c,p phip tld

Hoa K (i “u trfi ICthuld CDTP, nh - [ Cdig trong nghi én cau nay) c6 khéc hay khong, so v I
téc dig mong ¢»i tE kinh nghilth ¢i”u trfi tilHoa KOG/ & Chau Au.

Vinhg ¥c dig gi8m th ém thuld v a phong hlilcheng cai  cl@ bupr enorphine ¢& ¢[»c nghién cau
k[Jnghi én cau nay khong ki ih cheng blig gi§ d [hc vi ngllil tham gianghién cau s bilfingay sau
khi dung thuld | @ minh thul@ nh¢m nghi én ceu ndo. H—n @, thChghilhhn |y ¢O»c thifk®0

¢nh giyhi [ qu8 chung clachid | [»c dD prong HIV blig ¢i"u trfi BUP/NX phlilh»p vt [/ ,n
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gi8m nguy c— v, thv,n giSm sCding matly che khing ph8i | a¢nh givhi [ 1Gc clathuld trong
¢i"u trfi[Cthul@ CDTP. V iv"y, vild slding gi8d [»clamli ¢Le ¢ilm thili kOt kim v akhdng
phu h»p.

Nghién cou ¢hc thiDKCEOWhh g hid qug llud & c@mCh inh ¢i"utrfi 52 tugn ¢Mvil nhi-m
HIV. Blag cheng t&E ¢'c nghién cou tr(Id ¢iy v binh nhin ¢i'u  trfi bldg methadone cho th,y 1
ndm|,_ kho8ngthlilgiantilthih ¢[®H¢ [he cac thay ¢ilb'nving trong h nhvi nguy c— tilmh
chichmatdy.”® ThilkCh .y cho ph[p ¢hh gi’hi [ qu§ can thi[p trong thilgian 3 ndm, c§ trong

v, sau ¢i “u trfi. Vild duy tri hild qu§ cl@canthilp kéodai sau giai ¢om ¢i"u trfi languyén ly c— Bn
c@a8nhhOngti'mt ang cl@acanthilpn y ¢vily tCtlng clig.

Nghién cou ngy s tildhanh midl ¢i'utra¢nh g/ s@ch, p thu”n tham gia nghi én cou blng vild d ung
miil BLeW hilngn ¢hh gy kild thac cl@ng Ciltham gia khi ch, p thu”n tham giav ao nghién cau
h»ptc quid tlv ~ dd phong HIV v, ¢oI0ng thi ¢Celdang [Milthamgiav® BLEW hil ngM ¢¢, . NhO
¢[c til h anh trong céc thChghilh  cl@HPTN, ng [Tiltham gias ¢ ¢ yéu cEu tr§ IT1¢Ly ¢[BLTM
hil ¢nhgki [@thacv” g2 ch,p thu”n tham gia nghién cau ngay sau khi h(J¢[@ B8n ch,p thu’n
tham gia nghién cou. Sau khi h( aky B8n ch, p thu”n tham gia nghi én cau, ml¢i’u trangm khrc s
¢Ohetild h nh ¢ im hild nh”n thac cldahly” BLEW hilngm ngj tr én. DO lidv" nh”"nthecci@
ng(liltham gia v' BLtW hiilngid s ¢ [ kilh»p vilkiqus tr§ ITBLEM hilngm cldng (¢,

i ‘utranay vavild sfding sl tEbLCEM hil  toandild s ¢ Ohe ¢ ¢’ptrong B&n ch, p thu”n tham
gianghién cau v, ngdtham gianghi én cau s ¢ Dee thing bo ring h(v...n ¢ thitham giath O
nghih | [th s ang ngay c8 khi h(iE chiltham giaqu/'tr inh ¢nh gVB [Eld hil ngn nay. M>i ¢faban
nghién cau s tild h anh holfi¢idg ¢nh giVyn  ay ¢ khi Ban Giam sat Antoan va DOl NIAID cho
bifi¢ & ¢HE e ¢ m...u ¢CBOKC ¢finh e xu h Cdg ch,p thu'n.

2.3.1 Giai [0 [@ Ih giltdh kh(thiv aml@Banto an

Nghién cau ndy s bl ¢£u viimlfgiai ¢old anto  ntrong ¢, m»>i ¢feban nghién cou s
tuy chid 50 ng [IiJtham gia trong kho8ng 6 thyng. M@ ti [ c— I8n cl@ giai ¢old khiji
¢Eunyl, ¢ (kthu th"p ¢ sdild chi tiflv’ ¢Canto  an, dOliMnay s' ¢ Che cung ¢, p cho
nhata tr» v, oc c— quan ¢ thimquy'ngimstv akilh sot c¢li énquantiThi Lan,
Trung Quid v a Hoa KChiw cEn. H —n @, sOil v* tfnh kh8 thi v a mac ¢Cch,p nh'n
trén 50 ng(diltham gia nghi én cou tilmsi  ¢faban nghién cou s gilp ¢c  ¢faban nghién
cau xly d&ng kCholch holil ¢ng ph  u h»p cho toan blhghi én cau, bao g*m c§ cac quy
trinh ¢i"u trfi thuld v atheo dbi.

Giai ¢oln ¢nh gv'tfnh kh§thi v amac ¢Canto an s ¢ D»c til h anh theo thikCtl@to an
bChghi én cou, bao g“m chianhdm ng...u ntén theo t%o ICIL: 1.tiA h nh ¢i “u trfi,v, t0O/ ,n,
nhing vild ¢nhh gi¥ ¢ [hc tg ¢ [Ing nhi"u h —n trongd tu£n ¢£u tham gia nghién cou.
Trong giai ¢oln khji ¢£u n ,y, ngOl tham gias ¢ [hc yéu cEu ke mil B&n ch,p thu'n
tham gia nghién cou riéng, trong ¢¢, gi8i thfch v' nhing y éu cEu ¢nh gi/ th ém trong
vong 4 tugn ¢£u tham gia nghién cou.

Vild phin tfch ddIild clagia ¢om khji ¢Eu ¢nh gi’tfnh kh8thiv  amuac ¢Can to an nay
s di-—n ra theo 2 bIg. B [1g ¢£u ti én la ¢[d th u theo ¢fiaban (dO im0 tE 2 ¢fiaban nghién
cau tlil Trung Quid ¢ thO¢ [hc gip 10) vas ¢ D»c tild h nh sau khi ngd[l tham gia
nghién cou tha 50 tilmsi  ¢fia kan nghién cou hoan thanh 4 tug£n theo dbi. BId tha 2 S
bao g“m dOlild t&Et,t c8 150 ngliltham gia trong Giai ¢old ¢hh g/ tfnh kh§ thi v a
meac ¢Can to an, cung vilec dOlild ¢nh g ¢Canto  an khac co ¢c ¢l thil ¢ilh ¢,

i t,tc8 o ¢fiaban nghién cau sau khi ngldiltham gia culilc ung hoan thanh 4 tu£n theo
ddi. Trung tém thlng k & va qu8n I+ sCild ( SDMC) s chufin bfi ¢c b8n t¢m ti sil
toan dild cho ¢nh g tidmei  ¢fiatdn nghién cau v, ¢nh g/ 1&m thil mu ¢¢ D>ec xem
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xé bji Nh¢m r asoat mec ¢Canto ancla ¢ cl3ng (PSRT) vait nh,t ¢cé6 miiith anh vién
Ban theo d6i nghién cou clda HPTN (SMC). Vild r asoét s t"p trung v &0 ¢§ ¢c sill
l&m sang, xét nghi i v a cac chA sCinh gV tfnh kh§ thi cf@ thCnghilh nh Osng | (g,
clig d“n, duy tr i tham gia nghién cou, tuld thd ¢i"u trfi va mac ch,p nh”n ¢vil thuld
tOv ,n. Céacv,n ¢ antoan, khi phét hiln ¢ O»e, s ¢ O»e gliltilBan theo d6i an toan va
dOd li[m NAID (DSMB) ¢Oxem xét. Cac b8n t¢m til dOJ lild va bién b8n ra soét cla
PSRT/SMC s' ¢ [»c cung ¢, p cho ¢ — quan tfim quy'n clan g sj tiinM cEn. MGt  iéu
c@avidxemxd sildc@ 150 ngiltham giatCEt,tc8 ¢c ¢fialkan (vat,t c§ o sild
khéc tich | gy tilth ¢ilh ¢¢) | | ¢¥8m b8o rasoat toan dil t,t ¢§ ¢ sild v kh8§ thi

va an toan; tuy nhién vi @ xem x{@ri éng bilflc¢, thCkhng cEn th i n thilgian dJ kin
trang viithil¢ilmr |, sot ¢ finh kCcl@ SMC/DSMB.

Tr& khi ¢¢, nhing v,n ¢" nghi ém trldg v" an to an vatinh kh§ thi ma co th(tfn ¢ thay

¢ thi@kChold ch,m dat nghi  én cou, ngiltham gia ¢ D»c tuyd chi trong giai ¢oln

an toan va kh§ thi s ¢ [ tilp tld tham gianghi én cou lién tid trong thiil gian phin tfch
dO i, bao g*m c§ nh"n ¢ dfich v Ov,nv_ ¢i u trfi bidg thul@. Cc ¢ fia lan nghién
cau v...n ti[p tid tuyn chin ng [liltham gia trong thiilgian r a soét stlily, tr@& khi cé ch/A
¢0 khc ¢i clanh atai tr», c@PSRT v &hold ¢c ¢ — quan ¢¢, thim quy n tliln G sj tll

SChg [Miltham gia nghi én cau con Ids ¢ Che tuyl chi trong kho8ng thiil gian kho8ng
104 tugn. T,t c8 ng[liltham gia nghi én cou s ¢ e theo d6i tlilthild 1 04 tufn vatli¢a
la 156 tu£n, tay thuld thii ¢ilth hCtham gia hghi  én cou, nhidg ng [Iil tham gia nghi én
cau sih h —n 'sc¢ thiilgian theo d &1 dai h—n nitig ng il tham gia nghi én cau mun
h—n.

2.3.2 <Mmhgiltronggiai 0 [Aantoanvakhlthi

Ng[liltham gia trong giai ¢oln an to an vakh§ thi s tul theo t,t c8 ¢c quy tr inh va ¢/nh
gianhX & ¢ rachotoan blChghi én cou trong Ph£n 5.0. Ngoai ra, sau khi ¢C»c tuyn
chin, nhing ¢nh g/l s ang vaxét nghilh ¢ e lillk CAOMEy s ¢ Dhetib h anh
hang tuEntrong 4 tu€n ¢£u ¢llviiling [Tiltham giaj c8 2 nh¢gm nghi  én cou. /hh g/
ngdiltham giaj nh¢m ¢i“u trfi HTT-NH s cho php so shh viiinhig ng  [Iilj nh¢m
¢i'utrfiHTT-DH vagiSmtil¢asd khc billv' st£nli énldv, ¢ thdmkhym gild?2
nhom.

Nhing ¢ nhgiasaus' ¢ Cketild h anh:

Ti'nsCbmhle trong quatrinh nghién cau

Kham thdc th[tuy theo trild chang

Xét nghilh huy@h[@ (Cbng thac myuto an phen [CBC] va sl ng tild cEu)
Sinh héa méu (creatinine)

Chac n?ng gan (ALT, bilirubin)

Xét nghihn g tildt imch,t gy nghild

/nh giathhil v mi xahld ¢ilvil ngidtham gia

/nhgiyv  “ mac ¢Cch,p nh "ntiltugEntha 4

Qu8nle, bocov arasod céctac didg phllvacéctac hil vi milx &hlll s ¢ Oye thdc
hin theo quy tr inh cl@ nghi én cau trong Phen 6.0.

M>i ng (Iitham gianghi én cau s ho an thanh m@l¢hh giv  s@ch, p nh”n can thi[p tilthd

¢i [ k(@ thid tufn tha 4 tham gianghi  én cau. Nhidg nhid vi én nghién cau khing t rdc tilp
timh nhtOr ,nv, ¢i'utrfis timh nh&nhhgi/ny.
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Mac ¢[tuln th(Evilecth  anhphEncl@acanthilps ¢ [hc ¢o | [Ing bg vild tham
gia ¢£y ¢[vao céc bulilt Ov,n ¢’nhid v anhidg I£n nh” n thuld ¢i"u trfi theo kCholch
trong 4 tu£n ¢£u tham gia nghién cau.

3. QUM THINGHI ENC,U

QUuEN th(¢fch cl@d nghién cou s | anhing ng (il nghil@ chfch ICthuld CDTP ¢ Dec tuym chin trong
clig ¢“ng blng milsd phE—ng php bao g“mtilp c’n clig ¢“ng, qusngcov achim...ut@ d...n ditd
nhidg n —i c¢ Mt ¢[sding matly v, HIV/AIDS cao. NgU[ltham gias ¢ [»c |@achii ¢ ca theo
céc tiéu chi trong Ph£n 3.1 va 3.2. HK ¢ [ tuyln chi, s ang |6 v atham gia nghién cau nhOm® §
trong PhEn 3.4. Ccv,n ¢ |i [[@ quan ¢ M vild duy tr 1 tham gia nghién cou va d@Eng tham gia nghén cau
¢h»c ma8 1En | Dt trong Phen 3.5 va 3.6.

Ng(iltham gias ¢ [»ctuyl chitilec ¢fiakan nghién cou c@HPTN ft nh,t 1 atdTrung Quidv aThai
Lan. Cac ¢feban nghién cau kh'c s ¢ e |@a chin th [t trong ti=E—-ng lai.

Theo mé t8§ trong Phen 7, nh¢m X[y d@ng ¢ cl2ng nghién cou, Ban theo ddi nghién cou cla HPTN
(SMC) vaBan theo d6i antoan vadOlild NIAID s theo d 6i tld ¢Ctuyn chin  ngCdiltham gia nghi én
cau cgng nh %o |Chuy{thanh di3—ng tfnh W HIV. VI nhidg khuyd nghfi ca m{fhold nhi"u nh¢gm
trén, nd ¢, v,n ¢ v" tuyl chid til  mil ¢fia k@dn nghién cau nao, nhém ¢” clE-ng nghién cau s clhi
nhig xem c¢¢, chuyld milsfl [»ng ¢t [»ng ¢fch cEn tuym chin t ¢fa ban nghién cau ndy sang ¢fa
ban nghién cau khyc ¢68m b8o ¢{¢ [hc ¢ m...u chung ¢hig kCholdh.

3.1 Tiéuchu»nl@chn

TEIL8 tuliltrj | én

C06 kh§& n®ng ch, p thu”n tham gianghi én cau bing van b8&n

Khong nhi-mHIV ¢»c khi3ng ¢finh bji kqu8 c@ hai test nhanh khéac nhau trén m...u x
nghilfn I,y trong v ong 28 ngay kilkhi ¢C»c chi v ao nghién cau

/p wangccti éuchufn chiin ¢on Ithuld math, theo ¢finh ngh@@ c@ HOndg d...nthChg ké
vachin ¢on ccriillom tih thEn,  inl£ntha 4 (DSM-IV), do béc sCtl@anghi én cau xéc
¢finh

XétnghilhnOd¢tidd E-ngtfnh\icc d...n ch,t thuld philn

Tiém chich cac CDTP it nh,t 12 |£n trong 28 ngay qua, theo td b'o ¢o

" [MvilphChllce bing chang cho th,y khing c¢, kh8 n?ng c¢ thai holgd t? b/o ¢o muln
dung m( bid php tvnh tha hild qu§ trongv  ong 12 thang ¢£u tham gia nghién cau
Cothleung c,pthiigtinli énlidvach,pnh’n ¢Chhid vi én nghién cou lién hikhi cEn thid
Xé&c nh”n rlag hCk¢ kCholdh ¢CkM tham gianghi  én cau trong ft nh,t 2 nfm

32 Céac tiéu chu»n lofitri

HiD nay hold trong thilgian g£n ¢y (trong v ong 12 tu£n) ¢& hold ¢ang ¢ ¢i u trfi 10
thuld CDTP b [dg methadone, LAAM, buprenorphine, naltrexone, hold n almefene c6 s
h(Ing d...n cathay thulg, theo nh [& @ b0 cO.

“ang tham giam {nghi én cau kivc v dd ph ong HIV hol@ nghién cau can thilp v’ sCdig
matiy

© @¢Oe chfin ¢on 1&m sang la dfi eng viilbuprenorphine hold naloxone, theo t& b/'o ¢

" Otiéu chufin DSM-IV ¢Ochfin ¢on |althul@r D»u hold benzodiazepine; 1thuld ¢ ch,t
gay nghim kh/c (trEthuld ) m acEn ph8i xOf ngay, theo ¢nh gi¥c [@Abc sChghi  éncau
“ang tilth chfch ch ,t gly nghild ki ¢ ngoai CDTP trén 2 |£n trong 28 ngay qua, theo t@ bo
céo
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RIloMm ti then hold gi8m nh”n thac | mac ¢Ltg th(Bnhh  Cingtilkh8 n'ng tuanthl&’ ¢
quy trinh valfichtham gia nghién cau, theo ¢nh gi'c @bt sChghi éncou

“ang ¢ 6 thai hold cho con b[J

Suy th”nc,p, méan, theo ¢¥hhg¥c @bcslhghi éncou

ALT cao h—n 3£n gilithin trén cl@a g/ trfi b inh th{Ing

Hemoglobin dC1il 8g/dL ¢ilviiinam , dUU 7g/dL ¢dvilnO

S [hng tild cEu d [11150,000/mm3

Bilirubin toan ph£n cao h—n 2,5&n so vilgilithin  trén c@ g/ trfi b inh th(Ing

Co cac rillom thdc thChold tih thEnn - &0 matheo y kil clanghi én cau vién, co thlkhin
cho vi[d tham gia nghi én cau lakhong an toan, hold 8nh hDing ¢M midti éu hold di—n giSi
kiflqu§ cl@anghi én cou

3.21 PhChy aven [@@r anhthai

BUP/NX lathuld ¢ [»c x[p v a0 Nh¢m C ¢llviithal nghén. T/c ¢ [dg cl@a thuld Ién qua
trinh phét tri[A b, 0 thai chl@ ¢ »c nghién cou toan dil ; vi v'y phChthZ ¢Chc tham gia
nghién cau nld h(khidg thCk tha hold ¢ang  sCdidg , holt mulCh sCdidg milbiln php
trénh thai o6 thOch, p nh”n ¢[»c trong 12 thng ¢ £u tham gia nghién cau. Cc ph [3-ng phyp
trénh thai sld cg tlil¢fia ¢fiakdn nghién cau co thCkhyc nhau, nhidg nh Mg bild php  ¢o6 thO
ch,p nh"n ¢C»c bao g“m, nhing khidg ch A& gililhin trong nhing bil php n ay, lalild
phap hormone, céc bi [0 php sCdldgm .ng ngén (m, ng ng?n [h ¢  [8 hold bao cao su),

diig cliltungv ahoan toan kiéng nhfin sinh holtinh did. Nhiig phno ¢/ ring h{
sfdiig biid php ki éng nhfins' ¢Chctlv ,nVv cchidphpt vhhtha v, ¢00 »c hlilxem
ht¢ muln scdng mid  bild php trvnh tha hild qu§ h  —n trong trdg h»p hCt¢ quan h(
tinh did khing. Bao cao sunams ¢ [»ccungc,ptlilec ¢fiatfiakan nghién cou cung vii
gililthi[ ¢n ¢c dfich vikCholdh h¢agia¢  inh. N[ mi@ phCh ¢6 thai trong thiilgian
nghién cau v, ¢ang ¢Ox»c ¢i"u trfi thuld, chfi ,y s'tilp tid ¢ [hc theo dbi trong nghién cou
nh(b inh th(Idg, nhidgs' ¢ e gi8m li"'u BUP/NX dEnvachuym tilp tlilcc dfich v
chfm s¢c pht. h»p. PhChlte thai ceng ¢ ety , nv' nguy c— v, bi fch c@¢iu trfi ma
tly trong khi mang thai vas' ¢ [D»c gilithi ¢in mildfich v&i“u trfi kh/'c bao g“m
methadone va buprenorphine (khéng sdiig naloxone) ni c6. Kiqus§ cathai nghin s
¢»e khidng ¢finhd@a veo béo cédo mildg clang [T tham gian ¢ thO¢»c.

3.3 Quatrinh tuy/n chin

Tuym chid c¢, thlthidg quatilp ¢’n cig ¢“ng, qu8n g céo, chid m...utd d...n dil(jt&-ng php
hon tuy@I2n), ph E-ng php nady khuyd khfch ngCIINCMT ¢athamgiasang @ ¢Euv .0 ¢@Ab [
chich c@h0 n ¢faban nghién cau. Ccchilb | [he tuyli chin n |y ¢&thanh cbng trong céc
nghién cau HPTN 033 va037. M»i ¢faban nghién cou s t& xy d@dng kCholdh tuy chid tr - [Id
khi b ¢£u nghi én cou.

Cécnhanviéntilpc’nclig ¢“ng s ¢,ngvai tr 0 ch[y[W trong holf¢dg tuyd chn. Nhidg

nhan vién ndy s' ¢ O»c t”p hu, n ¢Ckhidg tJ |Pa chii nhidg ¢’ nhid theoti  éu chufn v’ g OUsO
ding matly” cl@ahflm ahCE cung c,p thing tin cho milloflec ¢ nhif v . ¢Mmgvi én hO
chuyd nhing thidg tinn @y cho nhing ng il khéc trong clig ¢“ng. Nhi vi én tilp ¢’n ciig
¢“ng c¢ thll anhéan vién nghién cou ¢Chc tuym chin tE clig ¢“ng v aph8i c¢ kil thac v’ ¢
dfich viy t0 , ¢i “u trfi | didg matly trong clig ¢“ng ceng nh - Cchinh s&ch j ¢fia ph2—ng vV
ngdilsCtding matly. Tr  ong nghién cau nay, h(s ¢ [hct’p hu,nv’ ph 3-ngphptilpc'nva
giaotip viiinhiig ngdiltham gia ti"m n®ng, an to an cd nhan vat£m quan triig c@ vild b8o

m”t thidg tin. Nhid vi éntilp c’nclig ¢“ng s xc ¢finhv  axédy ddng ccchilb| Dxetilp c’nvil
¢c c— g vatlthec th (g ¢ Che ngdilsCding matly sCdng. T nhidg n—nay, nhan vién
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tilpc’ncig ¢“ngs cungc,p ¢ thing tin c— b8n v’ nghién cau bing n¢gi  chuy D trdc ti [P,
hold blng t ai lild v@n b8n ¢ & ¢hc phé duy@bji Ban xét duyf¢lo ¢ac nghién cou (IRB) hold
¥ ban ¢[0 ¢ac (EC). HCE cung c,p ¢c thing tin v* ¢c dfich v&i“u trfi |t didg matly s

cO tlilclig ¢“ng v akhuym khfch ngliltham gia ti"m n®hg tham gias ang I[d tll ¢faban nghién
cau thl ¢fia phE—ng.

34 Quatrinhsanglld vatuy/Zn chin

Tng s[11500 ng [iltham gias ¢ e I@achin vao nghién cau tilt,t c8 ¢ ¢fia ban nghién cou.
Chi tilv" holfl¢ngs angllds ¢ [»c mi8 trong h [Ing d...nQuy trinh ¢[@ th u cho nghién cou
(SSP). Vilédsangllds ¢ [kctild h anhtrong I£n ¢Euhold milv & 1£n ¢h ¢fiaban nghién cou. B,t
kOvild s ang | @ ¢ [h»c hoan thanh trong bao nhiéu | £n ¢ ¢fia ban nghién cau, ng[liltham gia phSi
¢[hc IGa chin tham giatrong v ong 28 ngay k(A& ngy |,y mu | am xét nghi h HIV. Nhing ngIi]
tham gia khing ¢ »c |@a chin trong vong 28 ngay hold nhidg ng [ilkhdg ¢Otiéu chufin tuy(n
chin cg th(® e ¢Uhh g/ IMmITIEN. S ang lG I[Ice th(® Dee tiln h anh sau 30 ngay k[IE nggy
I,y mus angld ¢£uti én.

Bulils ang | [d:

Nhing ngCdiltham gia ti'm nng c¢ mitii¢fi aban nghiéncou s ¢ Ohe gililthild s — IBc v nghi én
cau. Nhing ng [ilc¢, mong mum tham gianghi én cau s ¢ e yéu cEu ke ch, p thu”n tham gias ang
I[¢ tr (I khi tild h anh b,t ca quy trinh sang | @ hay x{nghilh n ao trong nghién cau. M...uch,p
thu”n tham giasang | (@ ¢ (»c bao g*m trong PhO @ I11. Qu'tr inh sang | (@ c¢, thCbfi ch,m dat ni
ngliltham gia ¢ D»c xc ¢finh lakhdng ¢Ocac tiéu chufin IPa chid sau khi ho n th nh ¢nh gV s ng
[[d ¢’ nh@d. Tuy nhi M, tO/ ,nvaxé nghildl HIV s ¢ [»ccung c,p chot, t c8 ngliltham giacam
klfitham giasang I[@. Nhing ng [l ¢Ocac tiéu chufin sang I [d ban ¢£u clanghi én cau, bao g*m
chiin ¢con [GGhuld CDTP, s ¢  [hc yéu cEu cung ¢, p thing tin nhid khfu hid v athlig tin crO ;
phiig v,n ¢nh giVynguy ¢ —'s¢ Cxe tiln h anh trIg khi t O ,n vaxét nghih HIV. Mm...u nId
tilds ¢ D»cl,y ¢Ck@nghilh chfn ¢onthai (chot,tc8 ngldiltham gia nllv axét nghilh tim
CDTPvacécch,tgiy nghilm khéac. M...umu s ¢O»c chuyld ¢ ph ong xét nghi I tlil ¢fia ph B3—-ng
¢ am céc xét nghi [ clig thac myu, s Dng tild cEu, vi ém gan va céc xét nghi i chac nng gan
vath’n.

N[ c¢ thfing [iltham gias ¢ [hc tr§ kflqus x@nghih nhanh  HIV v, t0 ,n sau x{@nghih
trong ngay |,y mu. Nhing ng [Tilcg kflqu8 d [E—ng tfnh i1 hold c8§ 2 m...u xét nghi [fh nhanh,
m...umyu c@hE ¢ e glll am xét nghi ih khi3ng ¢finh. Nhing ng (Iiln ,y khidg ¢ [3i éu chufin
tham gia nghién cou nhidg s ' ¢ Chc cung ¢, p x[Enghi it khidng ¢finh v achuym tilp tllec dfich vO
h> tr» nh Cm(d 8§ trong Ph£n 1.2.1; tuy nhién, h(t 6 th(X¥ [bc ¢nh gi/llinh Oyl c £ucld¢ ¢ B-ng
ni k[ qu8 x[{@nghih Western blot | & &m tinh. Cln t[ch cl@ th(o luld viltd clCdlch vy thy a
dich vIild trChghild chong  [TilsCdidg matjy. Chuy£ntilp tlilnh¥ng dich vCh ay sf (I Bctiln
hanh bei nh' n vién nghién ¢ u khi ¢ thillv akhi ngiitham giay éu cll. Nh¥ng ng [Tiltham gia
ti[th nong cfi kK qulk—t nghilth HIV 'mtbhsf O [Betibhanhsangl@suh n, bao g,mkh'm
thid thE£ v » Inh gi” ti [0 sCbidh. Nh¥ngt inhtr...ng bidh %o [@ng mIgd, nisuy g il ch“c nsng he,
hip cfi thE I » nguyid nh'n O £1o...i tr' temm’t s ng [Til Khi c thilfl b &c s” nghi én c*u cfi thE
kham ho ¢ x—t nghilh th I O£ kh™ng [hh tr khi O@raquy @IAhcu’i ¢ ungvvild O tiéu
chu’n nghi én c*u.

T...i mt s"[0a ban nghién c*u, ¢’c x—t nghilh thbrm d 0 sf (I8¢ i h anh trén m bidh ph'm c'a
nh¥ng ng[TilJ& [ 8c kh'ng hh | » HIV dling tinh trong qu” tr inh sang I [G. C"c x—t nghilh n ay
[M8&c til h anh trén m’t 8t blnh ph"m sf cung clp s lild cfingang (18 tinh v, IChhildh mO
trong quin th£ ng (IINCMT. V 1 xé nghillhh sang |[d t imb'ng ch*ng v inhtr...ng nhilh hil t...i
kh¢ng [T 8c sCding vilmig [gh Old tr[,Jnh¥ng K qulh ay sf kh¢ng I8¢ cung clp cho ng (il
tham gia
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Bulilc hia ngld nhi énva tuyld chl@d vao nghién clu

Ng[Iil tham giasf [18c yéu cl quay I...i sau kholng 1 tuld B nhin ki quk-t nghilh. Nh¥ng
ng(Til [0 tiéu chu™n nghi én c*“u sf (I8¢ yéu cl k%oblh chip thuld tham gianghi én c*u sau khi
nhéan vién nghién ¢ u gililthlé h cho hOy ahatrOixong B “c'uhil ngm Cnhgi” hifu bifl vO
vild chlp thuln tham gianghi én c*u. Ng[liltham giasf [J[Bc yéu cll ho »n th»nh [0 tral [Bng
giav[B  cuhll nglm nfii tr én sau khi CAky cam kifltham gia. Nh¥ng ng il cfi x—t nghilth vi ém
gan B (HBV) amtinh sf [(IBctiémlill vid xi nvilih gan B O ti én. PhCh¥ sf 08¢ lam m't x—t
nghilth ch'n [0"n thai tr khi k%och(p thuld tham gia, van kflqulm tlhh, h(T1  [Bc tuy£n
chin v ao nghién c“u. M bCh chip thuld tham gianghi én c*“u OB trinh bay = Ph[G I11. N
ngliltham gia [,ngy tham gia, anh/chly sf O8c chiavao 1 trong 2 nhfim [ trft>n ¢* theo
cach chiangll nhi én do SDMC xéy ding. Uil trrBUP/NX [I8c bl ngay trong ngay chia
ngld nhi én cho cOhai nhém. N[ kh¢ng b IO [l triirong ng  ay ky chip thul  tham gia nghién
c“u, vild chia ngld nhi én c phlilho anl...ild@&ban nghién c*u clig sf |1p kCho...ch cho ¢”c bull
thv M [ cothe b bull thv M [TUti én trong cung ngay, ho ctrongvong 1tuld kEt ngay
chia ngld nhi én.

3.5 Duy tritham gia nghién clu

Khi ngditham gia [ [8c chip thuld tham gianghi én c*u, [Taban nghién c*u sf tild h anh mid
biln ph”p [E duy tr i sCtham gianghi én c“u ¢ ahltrong su't thiilgian nghi  én c*u (104 [[h 156
tulm, t vy theo thil iEm anh/ch(1y bl [ tham gianghi  énc“u) [E gi [ thifucac sai s li én
quang (I vild bltu'c. T, ICduy tr itham gianghién c*u Enh{l a90%t...i tuld th* 104 A mid
til Otrall viinh¥ngng [Iiltham giac On s'ng trong sut thlilgian nghi  én c“u. Nh'nvi én 1a
ban nghién c“u chid tr'ch nhilh x'y d [[Ag v atim h anh cac quy trinh ho...t [ng chu'n c'a [@
phYing O £ [1..t I8c mid ti éu nay. Céc thanh phin ¢ anh¥ng quy tr inh nay bao g, m:

Gililthiéh k™ v Ildh tham gia hghién c“u vanh¥ng quy trinh cl thilfitrong qu” tr inh ky chip
thuld tham gia, vanhCc|...i trong mA |0 g p visau.

Giilthigh k™ vCgu” tr inh chianglt nhi énvanéu rd r'ng cChh'n vi én nghién ¢*u vangil
tham gia [ kh¢ng the [ chin ph  [ing ph”p @ @ trCcho hi

Giilthich k™ v[ilh quan tring ¢c'ac[2 nhfimnghi ~ énc“u (0 viilsd thanh cdng chung c'a
nghién c“u.

Thuthlp c’c th¢ng tinvih i cirj trong buldx—t nghilm tr khi tham giav aliéntid

clp nhiil théng tin ndy trong M3 bull 1A sau fi.

Vs O, [EIRh vihfi ecang [ditham gianghi énc“uvacac m'c khac.

Tilh hanh c&c bi [ ph” p thigh h8p v aklp thil [ nhid nha  vild duy tri tham gia

Tim|...i ngay sau khi ngliltham gia b [tu’c hin.

Huy OOngc’cnh'nvi éntilp clic'ng [Jng 0 &[0 8c tp hulh hay (g [iltheo dWIEli  én hO
triétilp vilng [iltham gia t...i nac’'ahly &ho ct...i ¢’c T& GEmkh”c trong c'ng [Jng.
ThAg xuy énthéngtinliénl...cviic'ng [Jngt...i fii nghi ¢ “u [E n'ng cao nhin th*c v
HIV/AIDS va gi liithiéh vCm[d [8h nghi  én c*u diph ong HIV vatlm quan tridg ¢ avild
hoan thanh céc bulil [i tham gianghi  én c*u.

3.5.1 BOCbuti MdtrO

Ng(iltham gia @ c[2 nhfim kh¢ng [h tham gianghi  én c“utrén 2 tulf cfi thE tilp tld cac
bult Oy @ h ang tuln (trong 12 tuld [ tham gia) v » tl [ h»ng th”ng. Ngiltham gia
trong nhfim MM trOHTT-DH sf [18c xem xét khi huay |...i cfi thE [I8c tilp tc it tr(]
d@tr énlam sang sau khi co y ki@ ¢'a PSRT, nhlng cfi th £ cld khai lild1...i. Kheng M
trCBUP/NX qua 52 tuld KE t™ khi  tuy£n vao nghién c*u.

N[ ng (Iiltham gia trong nhfim [0 trOHTT-DH bMilu trir én 2 tulddth* 2, nhéan
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4.

vién nghiénc‘uclb’oc’o [E PSRT xem xét. PSRT sf ¢nnh(d t'ng tr [Ing h8p c[thE
[E quylhh sf chifh d“t hay b0 iId trld...i. Nh¥ngng  [diln &y cOth£tiptidc'c
bult Oy M v & céc buliltheo d 6i th(InAg x uyén theo kho...ch.

Nh¥ng ng[Ti] tham giachlfh d“t [ild trrBUP/NX hoct O/ Mtr [Id thil h...k@thjc
nghién c“u theo k[ho...ch,blkE nguy én nhan hay & nhfim nghién c“unao (U sf (I8¢
yéu clu ti[p tld tham giac’c bulilt O [A h ang thang va céc buliitheo ddi [Tnh k° nh [k [
ho...ch ban [ tr" nh¥ng tr CIng h§p [t bilfl  Nh¥ng ng[diltham gian »y kh¢ng [ §c
sang ICE|...i [E tham gia hghién c“u.

3.6 Rt lui khiilnghi én cld

Ng(Iiltham giacfi th€ tChguy  rat lui khiil nghién c*u viilbc* %0 do n dot...i bflc*thiliEm
nao. Nghién c*u viént...1a ban nghién c*u clig cfi thE rit ng Oiltham giarakhlilnghi énc*u ch
v(lmid [8h bld viElanto  anval8i 6h c’ang (iltham giav &ho ¢ nh'n vi én nghién c“uvach
sau khi xiny kildc'aCh’ nhilim [(Titai, Canb” Y t0J Ngdilth'ngk écallt [ngnghildhc “uva
Nhén vién O0tai nghiénc*uca Trungt'm i @ hanh v» [MM ph™i m.ng 010 HPTN (CORE).
Vild tham gianghi én c*u clig cfi thE blthih d“t nl nh  atai tr§, cY quan cfi th'm quyh c a

chinh ph’, ho ¢ IRB/EC t...i[1a ban nghién c*u chith d“t nghi én c*u sih.

Ticx’cn?lld ph 0h8psf (I8c tild h »nh CE ho»n thwnh Unh gi” cu”i ¢ g (nhCm¢,t  Cirong
Phin 5.6) [ viilng [ilchimh d*“t tham gianghi én c*utr (06 buld Mnh gi” cu’i ¢ ung theo kO
ho...ch. Nh'n vén nghién c*u sf ghi |...Iy do rat khiilnghi énc*uvao h, sfnghilf c “ucang il
tham gia. Nh¥ng ng(Iil tChguym rdt lui khiiln ghién c*u kh¢ng OC8c ph—p tham giasang 1B ...
n¥a, nhing n [ OCBc php, cfi thE x—t nghilh HIV .

Ng(Iiltham gia chirh d“t [ild trrBUP/NX ho ¢ty [ tr (16 thil iEm k@thjc tham gianghi  én

c“u, kh¢ng ph'n bilfinhfim nghi - én c“u ho ¢ nguy én nhan, sf (I8¢ yéu clu ho an thanh cac bulll
theo ddi va Inh gi” nhCk [ho...chban [ tr khi cfi h(Ing did kh”c.

< "UTRoICAN THIP NGHI ENC,U

Thong tin chi tiflvtan thilp/ DM trccho ma nhfim nghi én c“u vaquy trinh thic hi O [Bc trinh bay
trongcacta lild hdngdmri éng.

41 TuénthO

Ch L.t m'c Otunth cao [0 v MMtrl canthilp B c6 th£x”c nh hild quCt’amd nhfim
trong dCph ong l&y nhilhh HIV. M@ tiéu latheo dbi tudnth™ v» ..t m*ctunth cao nhil ma
khéng cld sCding quanhild ngu,n i@, kh¢ng bin v¥ng, (iU cfi thE khilh ¢’ ¢ k@qult athO

nghi [h n &y khéng nhén r'ng OBc. Tuan th” OC8c theo d6i c>nc” vao vild cfi mtt...i ¢’cbuldt O
v vaclp ph”t thu"c BUP/NX. B énc...nh {fi, nh'n vién nghién c*u sf t0 [@ vt quan tridg
c’amd nhfim [ild tr0y  » x” ¢ [IAh nguyén nhan khéng cé m t t...i ¢"c bulll A tham gianghi énc“u
theo | 6h hn.

NgCIill am I&m sang sf theo dbi tuanth™ phéc [, [id trfb'ng c’ch  ghi nhn tdclt” ¢ bulil il
trlJT OV [ vi én sf theo dbi vild tham giac’c bullt O [[@ h ang tuld v a hang thang. Khi m’t ng [Til
tham gianghién c“u bCm't bull cfi thE | abuliph”t thu"c hay buliit [ [, nh'nvi én sf tim c&ch
liénl...cviingTiltham giatrong v ong 1 ngay [E (X I...i I[dh A tham gianghi én c“u.
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42 MOtCanthipt ¥von

Lthu'c CDTPI am’t tinhtr...ng blnh [%. nn tinh cn O8c can thilp. V i véy, tilclhg Oiltham
giasf (I8c i trfb'ngthu'cv »tOy M gilth nguy cf. TOv [@ sf OCBc thig hila theng quac’c
bullt Oy M ¢’ nh'nd@tr én md hinh dlph ong tai nghi. N'i dung h (ng dint O [@ OC8crijt ra
t" nhild nghi én c“ukh”c nhau nh[EXPLORE, il [ trfCocaine ph’i h8p c'aNIDA, v aNghién
c*uHPTN 037, nh¥ng nghi én c*u [Ja I 8c ch*ng tI]chlp thuli cao t...i Th”i Lan cho nhfim
NCMT. Trong nghién c“u ¢ aNIDA ,* nh¥ng ng(ill...m dfg cocaine (I8¢ chiang nhi én vao
nhfim t0/ [@ ¢’ nh'n  vCmatjy ho ¢ 1trong 2 lild ph”p t'm1%o. t>ng cOng khéc, lil ph”p h2tr§
cih xjc h o clild ph”p nhid th“c. Nghi énc‘unay kflludrngt O/ [@c” nh'in cho kflqull d'ng
sfdng matjyt MingMngho ¢ t't hfinso vl ph’pt'mi%. t>ngclmng .

TOv/ [@c” nh'n vOmatjy tip trungv @ céc trili ch*ng nghifd v ar’ilo...n ch“c nng, vavao cli
tric van’i dung c'ach [dng tr inh phig h,i cho blfh nh'n. M¢ h inh t0y @ OC8c thic hil trong
kholng thlilgian gili’h...n v atlp trung v ao vild thay [ilh anh vi. N6 cung clp cho ng[diltham gia
chiln | (8c [E [0 phfi vacdng c[tho vilg phid h,i, thjcy  cécchil| [Bctld. MG [gh [
tiencatv M nghilh | &gitp ngllilnghiin ng'ng sCdiig matjy vaduy tri [M8cvild i . MI[d
@hth “ hai I» gijp ngOnghim phid h,i 1...hh¥ng t(A h...i do vild nghild matjy g'y ratrong
cuc sngca hil

Trong quatrinh t0y M, t O [ vi én sf cung clp cho ng (iltham gia@ mA nhfim nghi én c*u th¢ng
tin vt”c I[achin [ifd trCta nghild sin cfi trong ¢'ng [Jng nh Ogilillc kh¢ngd ung thu™c, cac
chifing tr inh gill[c ho ¢ duy tri b’ng methadone. O£ chu'n hfiavild chuy£n tilp ngCliltham gia,
trong h(dng din  t0 M cfi m't [@...n | [Itho...i cho vild nay. Nh¥ng ng(diltham gia nao I[achln
tham gia vao nh¥ng ch§ing tr inh cai nghim nfii tr én sf ti[p tic ho an thanh tMcCt”"c ho...t [hg
c'anghi énc*uHPTN 058, ngo...i tr’ vild chim d“t sCdidg BUP/NX [Ti viilng [T C8c (i trJ
methadone @ ¢'ng [[Jng. Cho [In nay, ch [@cfi [ [ trCmethadone t...¢ ng [Jng cho ng [Tilnghi(n
chich & Trung Qu"c, tuy nhi én, nh¥ng ch(fing tr inh thChghilth ph [Ing ph”p cai nghi [ n»y [@ng
[M8cx'y difigv aco the sf (I8¢ trin khai trong qu” trinh thig hild nghi én c“*u HPTN.

TOv M@ nghiln  phét huy téc ding theng quavilc gijp cho binh nh'n nhif ra nh¥ng vin [, nt...i
vasuy nght liln quan Om nghild. Trong md hinh t0y [@ nay, bdh nh'in lanhant” cfi hild quCt "a
slthay [l Chidh blhh nh'n I» ngOidphlcfi tr"ch nhilh thié hilhth  »nh c¢ng chling tr inh phid
h,i cho hll Dur’ng x-t cho cung, phid h,i | atrach nhilh ¢ a blih nh'n, ta via khuy(f khich

blnh nh'n tin dig t"i [@tr8 gijp t” nh¥ng ngll khéc bao g, m t0y [ vi én, cac chuyén giakhac,
nh¥ng ngdilO&ca h™n, b...n nghil [@ng h,i phid, hay ng [Tiltrong gia (inh.

Nh¥ng bulll t0v [@ nay sf [IB8c thid hiln hang tuld trong 12 tuld  [Tu, sau i [» ¢"c bull tOv [
hang thang 4 tul@ 1 1M cho [ hi tuld th* 52.  Céc bullt Oy M ¢’ nh'nh ang tuld hay h ang
thang kéo dai kholng 45 phjt. Céc bulilt v [@ sf [IBc thid h anh trong nh¥ng phld x'y diig ki
n>ng CIE gijp n'ng cao mng 1ld chong  [iltham giatrong vild ch’ [hgt'ngb  Odgilh h anhvi
nguy cf tilth chich, X'y d [@ g cho hCkhChong gillquy@vin Qv acllthild ¢’c h anhvi thich
nghi n6i chung. Nh¥ng c’n b’ nghi énc*ur [&b an sf xem x@IhHh k°vih'idungt [ Mvavild
thig hild nh'm [ bld chill [Bngcacanthilpt O/ M.

421 TuyAnch VIt [Ot¥venvién

C’cthy [ vi én sf tra thanh nh¥ng nh'n vi én ¢’ anghi én ¢ u phiilcfi hif£u bidt"t vihO
gillquanv acécnilhtins‘ckhlécang [Iiltham gia, philthE hild 0 [Bc sCuant'm
ho c khChong hldtip (Et O [[ cho ng (DilsCding matjy. HCEM cfi kh(h>  ng hifu [18c
cac khiac...nhcam’i lién h[gi¥ac’c ¢’ nh'nv am’i quan hCgiaOinh, vai tro c'atinh
dig, tiln sCsCding matjyv  ach cai matrong khi thio lud vt’cvid [t inhddv asO
diig matjy t...i ¢’c[1a ban nghién c¢“u Ja [ 8c chin. TV [ vi én sf tham giavao cac
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builDaot...& | (g, thid h anh, vathChghilh tr 6 khi nghi én c*u b@Ih. HGf O [Bc
phat nhildta lih giing d...y vt’cymt” nguy ¢ THIV, sCdiig matjy v athig h anh,
thd h anh tinh dig an to »n, v» [0 trih?tr§ nglni h...nvahltlig sf 0 [Bc cung clp theng
tin v[t"c dich vidincfi trongc’'ng [Jngd  anh cho ngiltham gia . Nh¥ng ngTd nay cé
th£ yéu cll ho c ci s[gijp Mthuy  én nghilp.

4.2.2 Céacbuti t ¥ven hangthang

Céc bulilit v Mhang thang sf (IBc bt tumth* 1 6 vak(thijcv aotuldth* 52,
tuantheom’t hfIng dii  chu'n. Nh¥ng bulilt O/ @ nay sf nhin m...nh1...i v["c chiln
[8c then ch™t m » ng(iltham gia D& M &c h{Idg dn v athld h anhtrong 12 tu [Mti én
c'aty M, tip trung v a0 céac child | (B¢ nh'm x[%. nh¥ng thach th*c m» nglliltham gia
g p phil

43 Métltan thilp /M trO

Co m't h(Ing din riéng, h(Ing din  chi til vild sOdng BUP/NX danh cho céc nhén vién lam
sang, bac st ho cy t” OCBc tip hu 1&m sang phu h8p. HIAg dn  nay sf h(lng dm vikhai lid,
duy tri, gilh i, v atheo ddi tac ding ph3s asCdmg thu™c ph’i h§p . Nh¥ng nh'nvi énlam sang &
18 ban nghién c*u sf chid tr"ch nhilth vivil@d khai lild, 01 chenh lild vagilm lild BUP/NX cho
ng(Tiltham gia e cChai nhfim nghi én c*u. Nhan vién 1am sang kh¢ng I»m t0Oy [ gilh nguy ¢ T HIV
vatlv M@ nghil@; hisf tp trung v ao tuan th” [iu trlJh g din sCding, v a x[trO téc diig phO
c athu'c.

TuyEnchiv» Bot...omhén vién 1dm sang cli OBcthid hib m't c’ch ki | [Ing vaco thE miilv ai
th”ng. TrId t ién, cc nhén vién 1&m sang phliith£ hild O [Bc sChuan t'm hay khChyng hid tp

nh¥ng vin i [[@ quan O quin 1%. v» [ tritho bdh nh'n bOhu'cv a0 matdy. Nhém nghién
c‘usf x'ydigc’cch fngtr inh Bot...ochonh'n vénldm sang & [&b an nghién c*u bao g, m
cactinh hu™ng O@ratrm | [P, thio luld chuy [ OCrong c”c bulilg p glthuy éngia cactai lildin
hoctai lil Aty »c’cOalEmJdot...okh"c.

4.3.1 SCding BUP/NX v acongthldcla BUP/NX

HOng din chi tifith én vk’ch sfdng, bld quidv acéactac diig phft'aBUP/NX O &
[0 8c trinh bay trong Min kBm v [fing gbi Suboxone®.

[ [0 tr]

NgMltham gia0ti  éu chu'n (xem Phind 3.4) sf O8c chiangl nhi én vao m't trong hai
nhfim @ trdma nhén thu™c. [ [ trrBUP/NX sf O[Bc bl ¢ ung ngay, sau khi chia
ng(d nhi én, bIIkE @ nhfim nao.

Congth“ccasph'm nghiénc‘u

S ph'm nghi én c*u BUP/NX trinh bay dTild...ng vién Ot d (Tl 011, d...ng k@ h8p c' a
buprenorphine va naloxone.

Vién Ot dil OUBUP/NX O[Bc trinh bay vl 2 h»m ITBng khéc nhau:
2mg buprenorphine va 0,5mg naloxone
8mg buprenorphine va 2mg naloxone

Lild caBUP/NX [ [Bc th£ hiln d [Tild...nglild IT8ng c athanh phin buprenorphine ¢’ a
sin ph'm nghién c“u | a Suboxone®
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Céch dung

Thu"c vi én BUP/NX cli O8c (X d il Iilc ho [In khi tanra. 0% villlildy éucld dung
hiin hai vién thu"c, céth£ hlIng din ng [liltham gial ahOco the [k tHic[t’cvi énthu’c
cung m'tljc , ho't nii kh¢ng viaho ¢ kh¢gng tholim”i th i hikfi thE (k hai vi énm’t I[A.
Céch nao clig 0B, nhing ngd 0 tham gia cli phliinglm, gi¥d [l [Tilcho D n khi tan
h'n kh¢ng [0 8c nu't vi én thu"c vi sf lam gilth tldh sinh khCdidg v'n cfi ¢ athu’c.

Nh'm Ifnbld [ hip th(thu"c [0 [hh,  nglliltham giach sCdig thu"ctheo m't ¢’ch
nhilgu”n trong thiilgian i1 tr[]

4.3.2 Cung cop, phid phil v aqu I" thuld @D trO

Cung c[p v aphan ph’i sid ph'm nghi énc‘u

Céc vién thuc nghi én c“u BUP/NX (2mg/0.5mg) v » BUP/NX (8mg/2mg) [T 8c t[p [ban
D[Bc ph'm Reckitt Benckiser sl xuflv acung clp d [1ilt [[@ thfing m ...id Suboxone®.

Nhn sin ph™ m nghién c“u

Thu"c BUP/NX sf 0[Bc Trung tdm quin [%o. ¢’ ¢ mld x—t nghilh c’anghi énc‘ul'ms ang
(CRPMC) c'a NIAID phén ph’i cho ¢’c (daban nghiénc*u. C’cd(Bc g = [Ab an nghién
c'u cfi thE nhid BUP/NX t° CRPMC theo h(Ing dn ghi tr ong phién bd milnhic a
NhifAg h [Ing did vCthuld chocl@ midg |  ilthChghilhIimhs ang DAIDS va nh¥ng chg
din trong h(Ing din SSP.

Qu 1%o0sd ph'm nghi én c“u

D[Bc g e l@b annghiénc‘ucilph, s theo ddi tilcCt’c s ph'mnghi énc‘u
BUP/NX [Anh(n OC8c v» ph”t cho ngldiltham gia. THlclthu'cc onl...i cas [dng [
philgi¥1...i 0A khi kiflthjc nghi én c“u, tr" khi cfi h (Ing did kh”c @l Sf cfi h g din cO
th£ vvild h'y blEn ph'mnghi  énc*u.

Lutr ¥c'csihph'mnghi énc‘u

S ph'm nghi én c*u BUP/NX cld philOCBc [ tr ¥ e nhiflIph ong cd kifm soét, &
25°C (77°F) viim“c dao [ng cho ph—p | at 15-30°C (59-86°F).

4.3.3Lil [ trv acéch sCdng

O£ h2tr§ c’cnh'nvi [ I'm s»ng x” ¢ [ [@h |ild ph b h8p trong 2-3 ng»y [IW, nghi én c“u
nay sCdig Thang @ h'i ch“ng cai trénlam sang (COWS), mtcingcdE @1 [Ingc'c
mi¢ JaI8c kiEm [Ah vlt'ct rildch*ngv add hildthidthEc'a h’i ch*ngca nh Onll
daga, non, vam, h,i, B Cnhgi” mtc’chkh’chquan h'i ch“ngcai tr én cChai nh 6m *.
Thg s" iEmsf cho bifim“‘cOclic fncah’ich*ngca ,vasf OBclamnhilld E
theo dbi thay [Iilv » I£u chenh lild thu™c. Trong ng »y [1U ti én, nhan vién |&m sang sf 8i
cho [0 khi ng [Miltham gia cfi bifu hil@ h'i ch*ng cal nhiltheod &i b’ng COWS. N
[£m cho thiy Enh{l acé di hilh cai nhi}(iEmc¢ ang cao, m“c [0 h'i ch*ng nghiln

cang n ng), thiy thu'c sf cholil [Mti énladmg. Sau1gilldungl...i COWSy il
chenh lid nhsau:

Nhfim MW trdHTT-NH
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[0 WtrORtr§ thu'c ngld h...rmung BUP/NX sf (I Bc ti[a h anh trén nh¥ng ng[liltham gia
[ 8c chia ngld nhi én vao nhom [ W tr0HTT-NH, b Il ¢ ung ngay viiing ay chiang
nhild. [ [@trCsf b@ IO b ngvild [@h|  [Bngdo lildtrong 3 ng »y [Id, d ung thu"c cfi sCJ
giamsat trié tifp t...i phong kham, sCdinig COWS nh = trén. Trong ngay W trOTd
tién, ban [Tu binh nh'nsf 0 [(Bcchom'tlil4mg BUP/NX (ID8cth£ hild lild IBng c'a
buprenorphine) (0t dil (il HIW hifing [Tiltham giasf bl vilthg lihchong  ay
th* nhifll a8mg. Lild [ trCkfi the | én tld 16mg trong ngay th* 2 va 32mg trong ngay th*
3ty theo Mp “ngca mA ng (0.

Bl ng ayth* 4, ngdiltham giasf d Mg BUP/NX [Ja [8&c gilh khong 2mg/ngay theo
Cnh gi” c’anh'nvi MI'ms»ng cho O @ khi lild vIIA Omg. N h( [y, s" ng ay t"i [@cho
[ trO0h2tr§ thu™c ngld h...n b'ng thu™c 1&18 ngay. CXh£ | », [Ti vilbh nh'n 0 [Bc
nhm lild 32mg trong ng &y th* 3, bdh nh'n i sf cidth  ém 15 ngay n¥a [E il BUP/NX
gilfh v[t on 2mg vasang ngay th* 19 lild sf | a0mg. Nh¥ng ng(Iil [T 8&c khei |ill/ [ Thh
alild thip h Ynthi sf 08¢ [ tr0h?tr§ thu™c trong thilgian ngh h  n. Nh¥ng ng Il
tham giasf [If ph ong kham hang ngay vadung thuc vilsCuan s’t trié tilp  (tr’ nh¥ng
ngay phong kham [ing ¢ @, trong nh¥ng ng »y [ ng (iltham giasf OCBc ph'tthu"c [E tO
sfding @ nh @). Céc thu"c ding [, ng thlil (nhCacetaminophen ding cho gi [t [@u hay
loperamide dung cho tiéu chly) cfi th£ OB clp sau khi xem x—t nh¥ng clnh b” o [Itlp
trong Phio 4.5c allt Mngnghildc “unay.

[0 Wtrih?tr§thucngi h...n cOth£ (IBc | pl...i @o thiliEm tul th* 26 nling [Til
tham giatrong nhfim n»y chiéh matjy v» Cp “ng c¢”cti éu chi vIthu'c CDTP. Nh'n
viény tisf thid hildl...i c’cb” cuhlils angld tiéuchu'n valaml...i ¢’c x—t nghilfh cho
ngliltham gia. N[ ng [Tiltham gia 08c x"c [Ah| » [ ti éu chu'n cho I[@ [Id trl0 h2tr§
thu"cngid h...nlMA 2, c@h£ | », O tiéu chu'n Onh nghta nghilh CDTP c'a DSM-1V, xét
nghi [t n [Ig tifu d (Ing tdh, hild [@ng chich matjy @nh{@l a12 16 trong 28 ngay qua
va khong cé blk® ch™ng chg [hh n ao (vi dChh Cmen gan t>ng cao), qu y trinh M trOh?
tr§ thu"c ng@ h...nsf (IBc| pl...i nfitrA.

Nhfim MW trdHTT-DH

[ WtrCsf b [M b ngvild [hh| [Bngdolill cogiam sét trong 2-3 ngay t...phong

kham, sCdinig COWSnh ChOmMgdmnhatr [@. Trong ng»y i MW trdMti én, bidh nh'n sf
[M8cnhilild ban [Td | &4mg BUP/NX (I &c thE hild b'ng | [Bng ¢ a buprenorphine)

Ot dI01 [Tl HW hiing [Tiltham giasf b@ 00 vil  tdg lild cho ng»y [Id ti én la8mg.
Trong ngay th* 2, lild cdthEIéntlid 16mg. Lild cothE 1éntil 32mg cho ngay th* 3 vacho
nh¥ng ng»y sau [fi , cho (1A khi hCb{ Il giai [0...n dungthu™c 31M@/tul. Chidl [Bc
khai lili ch’ yld phthu'cv a0 3yt 1)thilgiankEt IMcu’i sidmg  CDTPR; 2) lo...i
CDTP sding ( VD, téc ding ngn, téc ding kéo dai); va 3) m*“c [01thu"c vThE chiil
Dovly, lild [ trCt@ M chanh cho t'ng ng il

Nh¥ng ng [Tl (1 [Bc chia ngl nhi [ v»o nhfim @ M trOHTT-DH sf 0 T&b an nghién c“u
hang ngay [E [1Bc quan séa sldinig trid tilp cho [h khi h{In [hh (cfi thE t 3 tuld).

[0 vilnh¥ng ng ay phong kham [fing c @, ng[liltham gian ay c6 thE [18c t>ng lild glp
[@i, ho cchom'tlili mangvChh & Saugia [0 ...nkhai lili w (A [ Ofh, ng [Oiltham gia
cih A nhim thu"c 31/ tuld. (I vilnh¥ngng  [iltr (0édd ung lilihang ngay t™ 16 -
24mg/ngay, lild trinh trong gian [0 ...n 3 1A/ tuld dCI0"n | a32/32/48mg; [y ¢ Mgl alill
ti @chogiai [0...n 31/ tuld. Trongm't s” hilh c’ctr  [Ing h8p, nglitham giacli

[ [ tr (irén 24mg/ngay (vi d£126, 28, 30 hay 32mg/ng ay), thi lild 32/32/48 mg chid | a
khéng O. % viilnh¥ng ng [iltham gian ay, cldg nh [117i viilnh¥ng ng [l khéac nhin
[M8c dI24mg/ ng »y nhing li [ 32/32/48 cho giai [0 ...18 |[d/ tuld | » chida ", cfi thE tiln
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hanh [ W trCh »ng ng»y cho 0n hifitum th* 52 canghi énc“u, vacéthE cholilddung @
nha trong nh¥ng ng»y kh¢ng (In ph ong khém [ 8c (vi dCB2mg/ng ay cho c&c ngay t” th*
2 A th* 7 v a32mg mang vnhacho ngay ch™ nhif). Nh¥ng ng(dilcid d ung li hang
ngay nay co th£ [I8c clp lilu d ung & nha cach nhii 1[ch n ay clig tu'n theo I[¢h 3 [I/tuln
nhChh ¥ng bldh nh'n kh”c, nh [Ag vi [@ nay cli phiilcfi sCkem x—t c'anghi énc*uvién
[1a phing.

Trong thlilgian d ung lil h»ng ng»y, (i vilhd hi@bmh nh'n, t’c  didg Ling vin t'i @

c'a buprenorphinexufhib e lidt® 16 -24mg/ngay. M cd®>ngli [ cfi thE kh¢ng | am
tng MM 8cc’'ct’chgJngvimm'tc’cht  [ng “ng nhidg nfi cfi th £ k—o dai tac ding
ng>n ch n ¢'ab uprenorphine [Ti viilc”c CDTP, ni sfdig [Jngth [ Trong m’t nghi én
c‘u, nh¥ng ngIilnd Thh = lild  buprenopherine 8mg/ngdy d...ng dung dich cfi th£hlu
[Thg ttvild thild matjy trongv ong 72 gi 0.

Nh¥ng ng[diltham giatrong nhfim d trd HTT-DH sf I 8c [ trOvllil giih din

trong kholfg 6 tu cu’i c'agia [0...n 00 tr0 (tuld t* 47 -52). Clig nh Ckhi kh @i lifd,
[[6h hid v alild [ild trlirong gian ©O...n gilh li thay it Gy t'ng ng [Til M ¢ d U khong
cOS liuvOm'tlildtr inhgihlidti M, ykidchunglagiihmlild BUP/NX df trong
kholg thilgiand a hfin (vi dChh Otrong kholig thiilgian 6 tuld  nhCtrong nghiénc“u
nay) lahi quth fin v» dung n...p t"thfin I» gi i li i nhanh trong thiilgian ngn (kholrg

3 ngay) ho c trung binh (kholfg 10 -14 ngay). Vi dim't ng [Ii[J(8c nhin lid 24/24/36
mg [ 8c ph”t vao cac ngay th* 2/th* 4/th* 6 trong tulf trong giai [0...n nhin thu™c 3
[I0/tuld cfi th£ nh(d lild gildh did trongv ~ ong 6 tuld theo nh O [6h trong blAg sau:

Tuld nghi én c* uNgay trong tul Lil (mg) ca BUP/NX

(U 8c th£ hild b'ng | (Bng Buprenorphine

47 Th* 2 22
Th* 4 20
Th* 6 30
I
48 Th* 2 18
Th 4 16
Th' 6 24
I
49 Th* 2 14
Th 4 12
Th' 6 18
- ...
50 Th* 2 10
Th 4 8
Th' 6 12
I
51 Th* 2 6
Th 4 4
Th' 6 6
52 Th* 2 2
Th* 4 2
Th" 6 0
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Lild dung BUP/NX ch philOBcgi"ms’tcht chf, phat thu"ct...i I8 ban nghiénc“u, va
quan sat trid tip sfding.  Tuy nhién, nld 08¢ nh¥ng ng Tl cfi th*m quy(d cho ph—p,
trong c”c trCing h8p hilh g p, nh'nvi  én nghién c“u c6 thE ph”t lih dung t...i nakhi
ngdilthamgia khéng thE£ [h &b an nghién c*u [E nhin thu"c (v phong kham nghg,
ngCliltham gia cd [iJxa). Trong m't v »i trlIng h8p hilth kh”c nhiir( [dg h§p ng (11
tham giab[Tm ho c th ingt @n ng, nh'nvi én c¢’anghi én c*u cfi thE T nh » ngiltham
gia(cé sd,ng %p [E phét thu™c. C’c b an nghién c"u co thE can nhid quay trel...i ding
lil hang ngay, du r’ng nghi én c*u nay khuyn khigh lild tr inh 3 1[G/ tulf.

44  Ki/Em soil Bctih

T cO nh¥ng bilth (g viI'ms  ang hay xét nghi[fh (10 phliOC8c theo ddi ch't chf Th khi gilll
quyfixong. M“c 1 clp c*uv anhucli kh’m1...i phCthu'c vao bibh clihI'ms angcat'ng
tr(Ing h8p. Nh'nvi énlam sang sf x[ir(]cac tac ding phCphu h8p viil bibh nh'nv atuan theo
hfdAagdin caf@ph [ng. Nhr inh bay trong Phf 6.1, PSRT sf theo dbi ch t chf c’c d¥ il vO
tinh an toan ¢’ ang [liltham giatrong sut nghi én c“u. PSRT clig sf tham giav ao vild quy(d [hh
d’ng [ild trCho c tifp t[d (i trl]

44.1 Céac il chifh hold nging [ilu tr(thuld nghi  éncl

Lil BUP/NX cho nh ¥ng ng[Tiltham gia @ nhfim [ild trC0 HTT-DH c6 thE [18c (il chanh
theo th(Ing quy trong giai [0...n khai lili ho ¢ 0 & @ Thh. Sau khi O &M [Ah, ng [Tiltham
giand com'ttrong s’ c’cti [ chlsau [V th i cdthe (IBc [8c it chenhlild , ho ¢ cho
ng ng sC] difg thu"c viilquy tr inh gih il ph U h8p:

Nhilth Ocbc* lo...i matly ndo trong thiilgian phét thu"c [l trO]

CA t...mthisCdidg m't thu"c khédc macé thEtfingt’cv [ BUP/NX (xem phn
4.5)

Co téc ding phChghi ém tring (SAE) kh¢ng phld h'i ch*ng cai, macd lién quan [In
thu"c nghi énc“u

Cé thai

Tham gianghién c"“u kh”c, m» theo Inh gi” ¢ “anghi én c*u vi én, sf lam bh h Ceng
[MAvildthamgiady Chocl amsailldhAvild dim gillk@qultanghi énc‘u
HPTN 058

Co6 cac di hild qu” min vilBUP/NX

Theo yéu cld c'ang [diltham gia

Theo quy{IAh c'anghi énc‘uvién

Ch"ng chg [hh viilli[M hil thiil ho ¢ vilvild tilp tid [ifd tr({VD t>ng ALT), theo

CInh gi” ¢ "anh'nvi énldm sang valho ¢ PSRT.

Quyl MAh v™ungl...i thu"c c’anghién c'usaum’t thlilgian gi"n [3...n cli philcfi sO
tlv [ caPSRT. NMvildd ungthu"c bgi”n [@...ntrong 2 tuld ho ¢ l'uh n, ¢ phid
[am1...i giai [@...n khai lildChi ti{ thém vl chenhlilho cng'ng I tr[1I8c ghi
c[th£ trong h (Ing dn [1d trl]

Nh¥ng ng[Tiltham giang'ng [ild trirong nghi  én c“u (M trOthu™c v &ho ¢t M) sf
v @ trong nghi én c*u vatilp tld tham giav »oc’c nh gi” ti [p theo nh [k [ho...chban
(T . Nh¥ng ng(iltham giath¢j h™nvild Id trlirong nghi  én ¢*u theo nh [Tt [ing
nghién c“u b 1.0 sf CI[ild ki[n & b [0 W trthu"cl...i trfId giai [@...n gilth i,
sau khi cfi tlv 0 c aPSRT.
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CHU Y: Chuy£nd...nduythanh HIV kh¢ng phill aly do cho vild ng'ng thu"c il tr0]
trong nghién c“u, tuy r’ng nh¥ng ng [1il ] (Bc [ tr0 b'ng thu"c “c chlprotease c6 thE
cli philiu chenh il BUP/NX.

4.4.2 Xem xét vild phChO cothai trong quatrinh tham gia nghién cld

BUP/NX lathu™c phanlo...i thai k° nhfim CBuprenorphine lild cao cfi thE [v»0 s¥a. Do
[fi, ph (h¥ cfi thai ho ¢ [@ng cho con ba sf bo...i, kbng nhin tham giav ao nghién c* u.
Trong quatrinh théng tin vaky b chip thuld tham gia, nhan vién nghién c"u sf thio
lul vinh¥ng ph n¥ tinh nguym vChh¥ng dOilM hild cfi v(E BUP/NX vathai nghén.
Do s lild vidhanto anca BUP/NX trong quétrinh mang thai con h.n chl phCh¥ cé
thai trong quatrinh tham gia nghién c*u sf phliing'ng [iu tr] BUP/NX vagilth liludn .
Phh¥ cfi thai clig sf O[Bctly M viChguy c 1 v» I8i [6h trong thiilgian mang thai v a sf
[M&c gililthild O [@ ¢’ ¢ dich vilu trCkh"c, bao g,m me thadone va buprenorphine [fin
thum, nld cfi .

Xé nghilh nlgtifu ch'n[@’n tha sf [IBctid hanh 4 tuld/I[ trong qu” tr inh MM tr0]
BUP/NX. Phh¥cfi thai sf O Bcti[ptld gi¥trong nghiénc‘uE x"c [bh Emk{ thuc
c'anghi énc‘u. Tinhtr...ngI'm &ng c a tr(sY sinh mamCmang th ai trong quétrinh M
trrBUP/NX sf [I8c thu th[p qua phlig vin ng [OimCsau sinh; ni ng U phCh¥ rit khi
nghién c“u khi con mang thai, nhén vién nghién c“u cli ¢” ging (£ thu [0 [Bc nh¥ng th¢ng
tin ndy. Béo céo vLvild khong gi¥ [T 8c thai sf phiiltheo quy tr inh béo céo téc dng ph
(AE) caDAIDS. Vild quay |...i [ild trrBUP/NX [ vilphCh¥  khong gi¥ [18c thai, du
lasly thai li éntilp hay ph” thai, sf theo quy tr inh gi"ng nh [ A [ &c Mt trong  bEY
thai 1akhéng bflbu'c v atuéan theo quy trinh gi“ng nh (& [ 8c [P trong Phin 3.5.1.

45  Sdg thuld philhsp

Cln khuy @ ngO[ tham giatrong nhfim [0 [ trO0HTT-DH, nén hii1%o. kil nh'nvi [ I'm s»ng tr [©
khi sting bik®t hu"c nao khac. Nglliltham gianhn [ [Bc nh¥ng thu"c sau cli philJ [Bc theo
ddi ch t chf vacdé thOphDild chenh i W.

Thu"c clh thid tridg

Céc thuc “c chITYP 3A4 (vdithu"c ch’ng nilh nh  [ketoconazole, kh” ng sinh nh(
erythromycin, thu”c “c¢ ch protease HIV). Ng[diltham gia [@ng [ild trCt”c thu™c “c chO
CYP 3A4 cé th£ cli phil 0 Be gilh lild BUP/NX .

Thu'cgycih“ng CYP3A4 (vi dlI phenobarbital, carbamazepine, phenytoin,
rifampicin). Chi@dcfi nghibc Wnao v [Agtidgi [@buprenorphinev athult gay
cih g CYP3A4; vi thCbh nhid [Td trrtBUP/NX n  ¥n [ fc theo ddi chet nld h' ¢ ung
lGc s* d«ng thuld gly clh  [Ag CYP 3A4.

Céc chyt gilmh [Bu gy nghi(n, cld chet gilh [@u nfli chung, benzodiazepines,

phenothiazines, cac lo—i thuld an thtn, binh thtn, hay cac thul@ @ ch( thtn kinh trung
[hg khig (CNS).

Ng(,i tham giatrong nhflm [ trd h” trf thuld d & h—nnén tranh s* d«ng nhing thuld tr  én tr» khi
khong con céc thuld thay thChorc thuld thay thCkh...ng ph U hfp v%oi nhig d>u hild ctn 0ld trf)]
nhidg thuld  ctn ph O Ofc ngl,i chim sflc ch¢nh chIfh. Ts>t cChhidg thudm  “ ngd, i tham
giatrong c[2 nhflm nghi én cld [ild tr(x* d«ng Chg th,i t»"c 0  Ofc sangl'c A th,i iImtutn
th(b2 clanghi én cl, bao g'm c[tld thuld [ild trCta nghim khid nh [Cmethadone ¢ tn phl OCfc
béo céo trong cac m°u blo cld tr [, ng hfp clanghi én cli.Ngo ai cac thuld fc chImh, vilg s*
d«ng cld thuld kh...ng [(TJf ¢ k¥ A, vitamin, cldlo —i thid d Ofc vacéc lo—i thuld dant,c khac clig
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ctn phil OOfc ghi nh™n .

Ng(, i thamgia, c[2 nhflm clanghi énclis” 0 Ofc cloh blo vChguy ¢ [t “ vong hay suy h... hvp
nang nid h' ch¢ch buprenorphine hoac tCd  ung philhfp cld lo- thuld nh [benzodiazepines, cac
lo— chot [6 chlihtn kinh trung [hAg, bao g'm cli Ofu hoac cl@ CDTP. Khong I fc [ilu tr0J
BUP/NX cho céc binh nhif quCim’n v%e.i buprenorphine hay naloxone. [Icfl th  ém chi ti fvlkd tid
d«ng ph« cfl th™ cfl vacac cibh blg, xinh &y xem A ki v %.i [{lng gfli c@thulg.

5.QUY TRINH NGHIEN C U

Tng quan vChuy tr inh nghién cld I fc trinh bay trong Ph« l«c I-A v’ B. Ng[J,i tham gia OCfc chiang’u
nhi¥n v o nhflm M W trd0HTT-NH s" [A 0T&b an nghién cl t» 45 -60 | 1n (ph« thu,c vao vilg cfl ctn (i
trCHTT-NH I1n th(2 hay kh...ng) trong nlt [fu c@ can thilp, trong khi ng [,i tham gia, nhflm D trO
HTT-NH s" TA [TAb annghiénclt» 155 -160 ITn. SOtn A [Ab an nghién cli clanhfim HTT-DH dai
him v 1 nhém nay cd giai [0 —n op thuld 3 ITn/tutn. Cld h [Peeng d’n c« th’ nhith chulm hflaquy trinh
nghién cllgi@cld Ab annghiéncld s 0 Ofc th” hild chi tifitrong  hPéong d’nSSP.

51 LMAChs anglid

Quy trinh sang I'cs” O Ofcthi@ hil@ trong it nhst 2 11n [ A b an nghién clu. T>t cChg [,i tham
giatilfh nlig s” phikCbn chyp thun tham gias  angl'c tr [(Deoec khiil h anh bxt ¢ quy trinh nao.
Sau [fl, tild hanh cac quy trinh d%6oi [, thilcl@cld quy tr  inhlagfi Cehikh...ng bilbu,c,
ngo—i tr» vild [Bh giChguy c” b {bu,c philOd Ofc tila h "nh trd%.c@y >n x@nghih HIV. CId
quy trinhsau I s “ Ofcthid hild ngay t» Funh 0" m  tphtnclas angl'c:

Thu th”p cl@ th...ng tin nhin khitl h'c

Phing v>nvi éntild hanh phidg v>n b, cld hiilTAh gilti  éu chuli, bao g"m cLthin
[0 theo DSM -1V

L>y m’u n oc ti'u (x@nghih mat’y v achlb 00  thai)
Thuth’pth...ngtimilcdr cl@ngd,i thamgia

[hAh giChguy cC(h'nhvit inhd«cvas’ d«ng mat’y)

Vildsangl'c cfl th” d»ng |- nld phihimrang 0,i tham giakh...ng [ti éu chum sau khi ho an
thanh m,t trong sCcl@ [hh giCcChhidtr  én; tuy nhién nhim I blo t¢nh khich quan cla cld
yl tIhh gilTfuv a0, nhan vién ti [0 h anh sang |'c phlilrt cld th'n trong vild gilken 1CHo

t—i sao ng],i [{l kh...ng [t éu chulfd (v¢, d«: chéch mat’y ¢t hin 12| tntrong 28 ngay qua). Tt
cChhidg ng 0,i Chg thamgias angl'c [ O OfctDy >nvaxét nghiih HIV. Nhing ng [, i
tham gia [Tt éu chuln s” ho an thanh cac quy trinh sau:

TV >n tr [Deoc x@nghilh HIV
L>y mi (01 am céac xét nghi I sau:
0 Xé nghilhHIV
Cong thid mu (CBCv ~ O ti'u ctu)
Khéng nguyén bCmgat vi ém gan B vakhang th™ viémgan C
Sinh hdéa méu (creatinine)
Xét nghilth chi@ ning gan (ALT, bilirubin)

O o0oOoo

Clg O@ban nghién cld s” tuh theo quy t rinh vix@nghilh HIV O Ofc trinh bay trong Ph« [«c
[1-A cho sang I'c ng [,i tham gia. CId (&b an nghién clu clig khidg [  h tst cCtld tr 0,ng hfp
xét nghi Ih d [Ag t¢nh  horc x{nghi[th nhanh  tréi d>u. N m.t trong hai x{nghi[th nhanh  |&
dfg t¢gnh  thi ctnlam xét nghi h W estern blot (WB) hozc x{nghi [th mi@dn dich hu@Enh quang
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(IFA) O khing [Ah tr én cung m°u bh phih.

Khi ¢6 kflquix@nghih nhanh HIV (kholnig 20  -40 pht), ngd, i tham gias” O0fc t0v >n sau X[
nghi h. Ng [,i tham gianao ctn x@nghilh khing [Bhth is” kh...ng O M kila tham giavao
nghién clu , nhing s” Ofc yéu ctu quay |- phong kham trong kholng 1 tutn O nh™n ki quik @
nghi h; tuy nhi én, theo nhO (1t [Ag nghi¥nc M@, h'cfl th' s 0 Ofcsangl'cl- ki quikd

nghilth Western blot 1a @m tinh. Nhing ng 0,i O0fc khing Thh HIV dfAg t¢nh s ™ O0fc tOv >nvO
cach phong sy truym vi r'tv' [ fc chuy ntiCp (00 n@th¢ch hfp. M”i b annghiéncld ctn
cdm,t danh s&ch ¢’p nh'tcldc (5, chuy n g“i, dich v« tDy >n, cl@d nhflm h” trf, v ~ cCs , [ tr0d
l&n ¢'n (Ph« l«c IV). Nhi@ vi én nghién cld s” h” trf ng [,i tham giatiih nidg cfl O Ofc 1éh hin
nid ctn, vacoth theoddi vild nh'ndichv«c@a h'.

Nhing ng 0,i tham giatiith nidg, | anhlng ng O,i OCfc x[@ Oih kh...ng nhidm HIV, s” hoan thanh
cld [MMh giCsau:

Kham lam sang
Tilm s bChh, c6tr'ng tih

Khi (daban nghién cid nh’n O0fc k@quik@nghih sau mtt  utnk™ t» khi >y mid, nhidvi én
nghién cl s” x[@ [hh clé cChhin  ¢d [I1i éu chul hay khéng. N ng [,i tham giatih niig cfl
kflquik@nghilth bt th  [0,ng, béc sifd trtfl th” chIMhth  ém xét nghi it tr [(D6oc khi x[G [hh
vild h' [ ki@ tham giahay khong, va chuy n g*i phu hfp nid ctu. N kfquikdnghih
cho thoy m,t ng 0,i n"o [ OId kild tham gianghi  éncl, ng O,i @l s O0fcm,i IA [b an
nghién clu, 00 Of c gililth¢ch kO Ceeng vIvi[6 kCbm chyp thu™n tham gianghi  én cli v avilg chia
ng’u nhi ¥n ng,i tham gia v ao cac nhém. Nhidg ng [,i kh...ng [l ki tham gianghi éncl s’
[ fc théng bao viild h' kh...ng [t éu chuld tham giav ani ctnthi h' cfl th” O Ofc chuy n g“i
t%oi didh v« chimh sflcphChip.

NgC,i tham gia 0& [T fc chia ng’u nhi én va khéng bChhi@mviém gan B s™ Ofc tiém vaccin
phong viém gan B trong nif ti [p theo cl@adIn macd [ kh...ng ph [l ayéu ctu cho vild tham
gianghién clu.

5.2  Tham gia nghién cll/Chia ngl nhi én

N kfqud phing v>ns ang I'c v axé nghilth cho th> y m.t cChhinn "o [{ O éu chuli tham
gianghién clu, ng O,i f s O0fc gililith¢ch Gy MvChghi én cld, v as” kb chyp thu™n tham
gianghién clu sau khi & hoan thanh B, clu hlilingm [Ah gilki M thid vCths>p thu’ntham gia
NgO,i tham gias” OOfc yéu ctu hoan thanh m,t bld [Bh giCl n(@ O [ih gi VB, cld hi

ng(n nfli tr én, sau khi CA Ky bl chyp thu”n tham gianghién cld. Ng [0,i tham gial an(s" O Ofc
yéu ctu cung op m’u n [PéocC ti u &m xét nghi It chin thai [0 cfl th® chld chin rlAg h'

khong cd thai khi bl [Fu tham giav ao nghién cld. Th...ng tin vChilcOr ¢ Mg O0fc hill-. Bt
k™ sOItn gap trong quitrinh sang I'c | & bao nhiéu, vi[d x[d [hh [ ki[ tham giav a0
nghién clt v achiang’u nhi én ctn phiil OCfc hoan thanh trong vong 28 ngay k' t» khi [y mi
lam xét nghi h HIV 11n Otu. Ng,i tham gias” k(B [ chp thu™n tham gianghién cld tr [PécC
horc vao ngay h' O Ofc chiang’u nhi én.

Nhiig ng 0,i tinh nguy(@ [T1i éu chuld Oadky B ch>p thu'n tham gianghiénclds™ [tnIOft

[0 fc chiang’u nhién vao m_t trong hai nhém nghién ¢ theo nh Chuy tr inh trong Phtn 7.4 vachi
tifitrong HPong d’nSSP. [l 'm quy@ [Hh chovild tilp nh"n vao nghién clu | akhi chiang’u
nhién (phan vao nhém nghién cd ).

NgC,i tham gias” phiil c6 mat t—i [Ta ban nghién cli [1 chiang’u nhi én/ tilp nh’nv anghién cl .
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[ WtrOBUP/NX s bififfu trong cuing ngay v%.ichiang’u nhi én. N[U ngl,i tham gia hooc nhan
vién nghién cld khong cdé mat [(TIfc Ob{ Fu [l triirongng &y ky bld chyp thu™n tham giathi
ctn hodn |- vild chiang’u nhién. T>t cChg 0,i tham giatrong cChai nhflm clanghi éncli s™ O Cfc
|én 1[ch t0 >n hang tutn, 1I6h nay ¢ th” bfifu t» ng ay tilp nh"n v & nghién cll/ chia ng’u nhi én
hoac trong vong 1 tutn k™ t» khi tip nh"n v &0 nghién clu.

53 Cécldh canthilp

Céc quy trinh t0Dy >nvacp thuld iu trfJ &I fc néu ré trong h[Pong d’nSSP, hPeong d’nty/ >n
va hPong d’nil [ trfBUP/NX. H &y xem Phtn 4.0 vOmd tCchi tificho vild i trCe@m”i
nhom.

5.3.1 Cacld cap thuld BUP/NX

Ng(l,i thamgias™ [Inh kE [hH T&b an nghiéncld [0 0 trddBUP/NX trong nhi i tutn,
tuy thu,cvild h' O Ofc phb v "o nhflm n"o nhIJ amé tlirong Phtn4.3.3. Nhan vién
nghién cl s’ ¢ [Ag ng, i tham giax(c [hh I[dh ph U hfp nhst vagililithéch ¢l th”n cho
ng(],i tham giahi "u OOfc cld quy tr inh M trfBUP/NX. Ctnblir¢ [6h hid nhanh v a
thu'ntidti@ chongl,i thamgiall gilh gidh nengv ~ tiAdg ¢, ng tul thi trll  Co
th” kihfp I[6h hiA iId trthuld tr ~ Ung v%e.i bulitGy >n va hoec 1dh hin theo d 6i [Inh kE.

532 Céclidnt ¥venvimatlyv [i¥v on vihilh nguy c O

Trong ng'y [ fctilp nh"n vao nghién cl, ng [,i tham gias™ OOfc [én 1dh cho 12 bulit O
v>n hang tutn nhCm... tirong Phtn4.1. Trong nih Otu tién tham giad(In, cCkhomg 4
tutn 1 I1n, ng0,i tham gia s O0fc yéu ctu by m’u n [Péoc ti'u (I 1am xét nghith mat’y
khi h' I tham giabulilt Ov >n. NgO,i tham gia n(irong nhflm il tr0 HTT-DH s” OOfc
lam xét nghilth thai [Bh k@& 4 tutn/ltn, v* trong nhflm @M@ trd HTT-NH s” OCfc x
nghi I thai v a0 tutn th(4 v * [ fc x@nghih |4 khong 4 tutn sau (it [0 trOHTT-NH
thChai.

5.3.3 Cécbuti t¥von hangthang

Céc bulll thv >n hang thang s” Ofc 1én 16h 4 tutn/ITn k™ t» tutn th(l6 [h tutn th(H2.
Hay xem Phtn 4.2.2 O nith O Ofc m... t0vXld bull nay. Vao m”i bull t0v >n, ng[d,i tham
gias” Odfc yéu ctu ¢"p nh't th...ng tin ¢1r” v cung ¢ >p m°u n [Péoc ti'u &m xét nghi [t
ma tay va xét nghi [th thai (chIIl v%oi ng [,i tham gia n(trong nhflm (it trC] HTT-DH).
Céc bulll thv >n hang thang c6 th™ kil hfp v%oi 1Tn op thuld v a céc [1tn gap theo doi [Tnh
kE.

5.4  CId Ihh giltrong giai @ an to an

NhOI fc m... ttrong Phtn 2.3.2 va trong Ph« l«c 1-B, ngoai cac ho—t [ing O (fc il k é trong
phtn 5.5, 50 ngl,i tham giaFuti én, m"i A b an nghién cld s’ | am cac ba ki' m tra va xét
nghith h ang tutn trong 4 tutn [Fu ti én tham gia nghién clu:

TilA s* [ trCbCBung

Khém lam sang tuy theo tri[d chifg
Huy@h'c (CBCv ~ Ointi'u ctu)

Sinh héa méu (creatinine)

Xét nghi h chid nidg gan (ALT, bilirubin)
Xét nghilh mat’y trong n(Deocti u
Ahgifcldt [@h- vOnetx ah,i
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[@h gilt¢gnhch >pnh™v aotutn4

55 <mhgiltirong quatrinh nghién cl M [

Ngoai cac |tn [h | am xét nghilth v a can thilp, ng i tham gias” OCfc yéu ctu [ ph ong kham 6
thang/Itn O I#h gillh s  ang va xét nghilh, bao g'm x@nghilh HIV v " n[%oc ti'u ki’ m tra
céc chyt d—ng thuld phild v acéac lo— thuld khi@. LTnt Ov >n cldatutn thf24 v altn theo d6i [Inh
k@utn thC26 cfl th" g,pv aolam m,t bull gitp lam gi I gidh nang cho ng [,i tham gia. Khi K[
hfp 2 bulil gap n "y, kh...ng [fc thu th’p cung m,t th...ng tin 2 Itn hoac &m xét nghilth 2 I1n.
Nhidg | tn [Hh giIhh KEn ay clig bao g'm cbh gith  "nhvi nguy cCHIV li¥n quan O [ ti ém
chich vatinh d«c. Cl@ Iih gilkthi ti ThDs™ O0fc tild h "nh Ol v%e.i t>t cChg 0,1 tham gia trong
giai [0 —n [ilu trlJ Qui trinh TAh gilld Mh k&I fc m... tOnhd0 %0 M. Nhidg ITn I [Hh gD
[Inh kK cfl th™ g,p vao céac bulll t0 >n hang thang va cac | tn cop BUP/NX.

Xé nghilh ALT v abilirubin ciig OCfc tild h “nh Olv%eoi tst cChg O,i tham giavao tutnthl2v a
tutn th(H40 (bsung v a0 cac xét nghilh Ofc thid hild v a0 cac |tn [hh k& T TA b an nghién
cld); ItTn by m x@nghih n  ay s” OCfc tild h "'nh OI'ng th,i v%o.i |Tn A t Cv >n va xé nghi h
nDeoc ti'uKhi c6 gfi OvCmat 1&m sang, bac sChghién cl ¢d th™ ch(Ilih xét nghilh vi ém gan B
hoec viém gan C.

Th...ng tin cCtr” c@ ng 0,i tham gia cig O Ofc hillI- 4 tutn/ITn. Trong ch»ng mig cfl th', cld
nhin vi¥n 0@ ban nghién cld s | am vild v%.i ndl,i tham gia Ox[@ Ihh ng ay gi, tdnhst trong
tutn cho ng,i tham gia[@ TAb an nghién cll (v¢ d«: Sh sidg m”i th(R). N cfl th', [Bht O >n
S” trung v%eoi 1[6h o>p ph@BURP/NX 1 am gilh thiu gloh neng cho ng [,i tham gia. Cld Itn A
ty >ncg cfl th' O Ofcg,pv ao cac I tn A hgia (nh kE

551 CécldChv aotulmth(26v atuldth(b2
Nhihg Itn [h [Ab an nghién clt n ay g"'m clé ho-t [ihg:

C’pnh'tth...ngtincir” ¢ [@ ngl,i tham gia

Khém sid khie theo trild ching, tild s* trong qué trinh nghién cCu

Huy{h'c (C 6éng thClt méau , (Im ti"u cli)

Sinh héaméu (creatinine)

Xét nghi [t chid nidg gan (ALT, bilirubin)

Xét nghi [t vi ém gan (Tutn 26)

Tiém vaccineviémgan B nld ctn

Xét nghi[th n [Deoc ti u CIki"m tra chst d—ng thuld phild v acéac lo—i thuld khid
Xét nghi [fh n [Poc ti uchm [0 an thai cho ph« n] nhflm @M trOHTT-DH v’ Oft @M
trCh” trf thuld th(2 clanhflm [l trl0 HTT-NH

[fh giChguy c{s *“ d«ng mat’y v atinh d«c)

Xét nghih nhanh HIV cfl t Or >n tr [(DeoC @ sau xé nghi Ih

Ahgifcldt [@h- vOnetx ah,i

[fh gilt¢nh ch >p nh™n cl@can thilp

Chay: ItTn [t Ov>n c@tutn 24 v altn [@h gid [Onh k@&utn 26 cé th” Ofc g,p v &0
thanh m,t ITn IR A b an nghién cli 01 am gilth gldh neng [1- cho ng [,i tham gia
Kh...ng [[fc thu th"p cung m.t th...ng tin 2 I1n, hoac &m xét nghi It nhig 1.

5511 I Wtr¢ hE tr/thuld ng¥n hd  [fn 2 b¥t §fu ta tufn 26 cho ng ki tham gia
>nhfim &8 tr¢ HTT-NH

NI ng O,i tham gia v’n ch¢ch heroin va mum tham giav "o Oft [ tr0J h” trf thuld Itn
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[tn 2, h's” O Ofc hi'theo blng hi [h gilIl  tiéu chuld tham gia (bao g'm chn
DSM-IV) ngoai nhidg Ah gifT]1 &néutrong Ph1n5.5.1.

552 Céacli n vao tulm th(¥78, 104, 130v a 156
Nhig ITn [h [Bb an nghiéncldn ay s bao g'm clg@ ho-t [ng:

C’pnh'tth...ng tincir  ng,i tham gia

[Ah giChguy c{s “ d«ng mat’y v atinh d«c)

Xét nghih n Déoc ti"u Oki"m trachst d—ng thuld phild v acac lo—i thuld khid
Xét nghi h nhanh HIV cfl t O/ >n tr [(D6oC & sau Xét nghi Ih

fAhgiltldt [Mh- vOmatx ah,i

5.6 Nhglmn 08 khingtheolldh  trong quatrinh nghién clu

T>t cOnhhg Itn ngl,i tham gia @ ph ong khém cla nghi én cld hoac céc lién hkhac s™ Ofc
ghi nh"n trong h™ sl T>t cCdbu hilt tld deng ph« [0 Ofc bld clo |- trong nhing | tn [H khih, clé
quy trinh hay cac xét nghi h OCfcthidhild I 00 fc ghi nh"n vao c&c m u bl cld riéng vaghi
nh“ntrong tai lil ngu™n, theo nhlfuy tr inh (AT fc md tchi tifitrong h(Péong d’nSSP. Nhifg
ngl,i tham gian(x" O [Ofc khuym kh¢ch [0 ph ong khdm O 1am xét nghi ih v &o bt c[th,i [@m
nao nl h' nghCm inh céth” [@ng co thai.

GIAM SAT AN TOAN VA BAO CAO CAC TAC D MG PHO
6.1 Giam sat antoan

Thuld (BUP/NX) s* d«ng trong hghi én cldn "y DA [ fc US FDA phé duycho vild i trf10
thu,c CDTP (lachIInh [ trOtrong nghién cl) v * [, antoan cla thuldé O& 0T fc x[d [hh
d@tr én kinh nghi [ [0 trit— Hoa K &Chau AuvaUc. Hild kh...ng cfl m,t d& , thid tign
nao cho thyy [Janto ancl@thuld s” khid ltrong qutn th” nghi  éncld cl@HPTN 058 ; mac du
V'y, vild gilth sfit¢gnh anto an v°n OCfc 1én kCho —ch thid hil. Ngo & an toan vOmat | s ang
vaxeét nghilm, cld tin h— vCimet x &h,i ciig 0 Of ¢ gilth slfichat ch'.

Quatrinh theo dbi antoan g"mnhild ttng s O Ofc thig hiln. C[@ nghién cluviénclalab an
nghién cli s” chid triéh nhilh thig hild cld [  nh gidva béo céo thdng tin vi¢nh an toan c@
ng(,i tham gianhih cdh bld nhom x&y dihg [(Tclling viTid tr [J,ng hfp bt th [J,ng cfl th’
xBy ra. T¢nh antoan clang O,i tham giacig s O Cf ¢ theo d6i thong quavild PSRT ki'm tra d[
lidthO,ng xuyén. PSRT s” trildt"p h'p th(,ng quy O ki'mtraddil vOmat s ang, xét
nghi[th v & céc bao céo ti h— vimeat x &h,i do SDMC thld hild. Tr [Déoc khi tild lanh nghién
cll, PSRT v~ SDMC Oathing nh>t vih,i dung, (Bhd-ngv attnxwtthidhimboclo dO

[ild vién h antoan. Ngoai theo dai sOild th [, ng xuy én, PSRT s” tham giavao quatrinh ra
quyIRhvild ng»ng ld trl] hay quay tr, |- tilp t«c [ild trlthuld.

Ngoai ra, nghién cld s’ 0 Ofc NIAID DSMB [hh gi(1hh k& HPTN SMC clig s’ [[hh k@&
xem xét |- nghién cld, ke bilt nhyn m—nh cac chiklho—t [Chg nh Otuy ' nm, ng [,i tham gia,
duy tri tham gia vatinh tuén thizt¢nh chsp nh'n  [ilv%oi cac can thip s* d«ng trong nghi én cl.

6.2 Yéucl bloclo tld ding phO

Téc d«ng ph« (AE) [Tifc hh nghl@l ab»t cCeld sCtly h'ckh...ng mong mu n a0 x[y ra (ilv%oi
ngl,i tham gias* d«ng cld sl phim [ang 00 Ofc th* nghilt trong nghi én cld Iih s ang, khéng
ctn thiphllcfl milquan hChhin  Oqul/%oi cld sli phim [@ng O [f ¢ th* nghilh. V¢, d«, tié d«ng
ph« cfl th” lacéc d>u hill kh...ng mong muli hoac kh...ng dId(n tr [(Deoc Of ¢ (v¢, d«: cld X[

32



nghi [t bst th [, ng), cld trild ching hoac cld binh xust hild khi s* d«ng cld sii phim [@ng O Ofc
th* nghilmh, d ucdth™ |” li¥n quan hay kh...ng li¥n quan [f sh phih [{l.

Téc d«ng ph« nghiém tr'ng (SAE) | abst cltld sCely h'c kh...ng mong mum , bst cCmic []

nao gay rat" vong, (@ d'a [[h t¢gnh m—ng, bu,c bnh nhifa philnh™p vild [ trCh,i tr” hooc k0

dai th,i giannihvim, d’'n Mt  an t"t/suy gilh chid nidg m,t cléh [Ag k' horc vidh vid  n, horc
géy rakhuy@t't/dt—ng bith sinh (H,i nghCquid tCv[80  hai hoa (ICH), Thig h anh 1&m sang t(it
HP6ong d’n bkung, thiig 4/1996 (ICH E6). Cld slkin y khoa quan tr'ng cfl th” kh...ng|"p tid
[ed'alftinh mng, gy n ént“ vong hay nh’p vild nh [ g c6 th™ gly nguy hi’m cho binh nhin
hoec cfl th” yéu ctu phlilcan thilp [0ngn ng»a m.t trong nhing vilc nghi émtrnglilk étrong
[Inh nghl@trén xy ra (H eong d’n ICH (E2A) thing 10/1994, Quin Ifddim vianto  anlam sang:
Onh nghld va céc chun th{c hiln blo cld). [v%oei m«cti éu cldnghi én cll n ay, bldh nhin iU
trCh,i tr” hay ngo—i tr” t- bidhvild/c 05, y tO O WL trCra nghild mat’y hay ph«c h™i  chid
niAg s kh...ng dfc coi la cd tac d«ng ph« nghiém tr'ng.

Cld OMh nghi@avayéu ctu bld cdo céc téc d«ng ph« [Tifc gililquyfnhanh (EAE) trong nghién
cld n "y v clg phllfig phip th hi[n blo clo cld tld d«ng ph« (AES) cho Ph  ong an toan Trung
tam qui [Inh tuan thCDAIDS (RCC) & [ fc n¥u rg trong ol [Peong d°rthid hild b0 cl@  nhanh
téc d«ng ph« cho DAIDSR (H[Péong d’nDAIDS EAE) ban hanh ngay 6/5/2004. Céc tac d «ng ph«
0P Mgcldti éuchumbdcld nhanh cho DAIDS ctn phiilOCfc b cid cho DAIDS theo M°u
béo céo céc tac d«ng ph« (M°u bid cld EAE) v ag“i cho Phong an toan DAIDS trong vong 3 ngay
lamvil6 k™ t» khi phiflhild sCkid.  HP6ong d’nDAIDS EAE vaM°u bio clo EAE [ cfl tr  én
trang web: http://rcc.tech-res-intl.com and trong m«c HP6ong d’ncéc quy trinh c« th” cl@anghi én
cl. Vildli én hy abdo cao théng tin cho Phong an toan DAIDS cng O& [ fc trinh bay trong
HPong d’nEAE, tr[Déoc trang M°u blo cld EAE (OCfc thifik(l am trang bia cho béo céo [Tirinh)
vatrong HPong d’nSSP.

C«th’, mid [Jb@cld oschunR OCfc Ihh ngh@trong hPong d’nDAIDS EAE s™ [fc [p d«ng
trong 52 tutn GFru theo d 6i ngl,i tham gia [llv%oi c[2 nhflm nghi én cld (t» khi tilp nh"'nv a0
nghién cld cho [ khi ho an thanh 52 tutn theo ddi Cfu tién, hoac (10 &b an nghién cW). Cld
tr—ng thiilv a bidh OCfc x[6 Mh tr [Déoc khi chiang’u nhi ¥n [ fc coi lacéac tr-ng thilsh cfl v as”
kh...ng fc dav'obl@cldcldtidd «ng ph«tr»khitinhtr—ng @ tr, n éntrfmtrng h Msauth ,,i
[ m chiang’u nhi ¥n (tMg 1¥n v [T neng horc ttn xwt mi@ phi) th 1s" O0fcbdcdnh 0" m .t
tac d«ng ph«.

Thuld s* d«ng trong nghi én clu HPTN 058 | ah"n hfp BUP/NX (Suboxone) OOfc cung c>p cho
ngL,i tham gia (& [0 f¢ chiang’u nhi ¥n v o nhflm [l @ trOHHT-DH trong vong 52 tutn vacho
ngll,i tham giatrong nhflm [0 tr0 HHT-NH til@l a18 ngay k™ t» ngay chiang’u nhi én valhoac
trong vong 30 ngay tr[Deeccu,c hid vao thang th(®; v i th(i>t cChhing tld d«ng ph« x¥ra  lién
quan s phih n ay ctn ph OCfc xem xét va quy @ [Hh cléh  bao cdo cho t»ng trid,ng hfp m,t (v¢,
d«: (6 d«ng ph« nao ctn bid cld nhanh cho DAIDS).

Tot cltld tld d«ng ph« Xy rachong [,i tham giacho A tutnth(b2s” O Ofc cho [ m theo

Blng cho [l m t¢nh nghi ém tr'ng cl@ cl@ tid deng ph« Mv%ei ng  [,i 1%on atrCem cl@a DAIDS,

ban hanh thang 12/2004 trong HP6ong d’nSSP va cé trén trang web: http://rcc.tech-res-intl.com.
T»t cChhidg tid d«ng ph« nghi émtr'ng (SAEs) d u, byt cCm@ [lv " [0, li én quan nao, cung Vv %ol
t>t cChhing tié d«ng ph«  makhdng Ip Mg [Tlcéc tiéu chi bdo cdo nhanh cho DAIDS (EAES)
Xy ra [v%oi ng [,i tham gia nghi én clu trong b>t cChhflmn "o cho 0m tutn th(52 [ phl

[ fc blo cld theo blo clotr [,ng hfp ti éu chuldl AE DataFax v anhlig siildn ay s” OOfc nhp
vao phtn mim. Nhiig tid¢ d«ng ph« kh...ng nghi ém tr'ng hoac kh...ng [P Mg cld ti éu chi ctn phil
bao céo cho DAIDSs” [fc ghi |- trong cldt ai lild claddn nh  [[g kh...ng ctn philnh"p v "o cO
s diildc@adin. Nh  [ali y, tr¥n, div%oi cld m«c [dch clanghi én cld n dy, blmdh nhin

[0 trCh,i tr” hay ngo— tr t— bdhvild/c [, y tltham gia iU trCtai ngh  i[d mat’y hay ph«c
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h"i chid nidg s kh...ng dfc coi |acd tac d«ng ph«.

Khéng ctn bld cld cld tr [J,ng hfp ti6 d«ng ph« sau 52 tutn theo d &i ngl],i tham gia, tuy nhi én,
nhig phi [Ag nghi émtr'ng v = kh...ng IL]ng tr [(Peec Of ¢ clathuld ctn phil O Ofc blo cld nid
nhanvién , b an nghién cld nith O Ofc clé sfkil@ n ay m,t cléh th« [hg, v¢, d« t» ngu™n th...ng
tin lan truy[n trong ¢, ng [ng.

Thong tin vChhig tld deng ph« nh’pv  “ocls , ddillc@nghi énclis O Ofc (dav o blo cld
h'ngnih g “i USFDA v~ cl@ c[u an chinh ph{lcld ¢ Cquan i @ phlikhid. Cl6 nghi én cll
vién s” blo cld th...ng tin v[t(d td d«ng ph« v acéac téc d«ng ph« nghiém tr'ng cho cld Ban xé
duy@Ho I8 nghi éncld, HoaK@®@a, n[Doc tif lanh nghién cld theo cld quy [hh cldt»ng
ban xét duy( (3o [8.

6.3 Yéuclltheod 6i vabéo cédocactm hilvOnd¢t x ahi

Céc sCelvimat x  &h.i, hay ch¢nh ™ ocld tid h= viimet x & h,i3, s" OOfc theo ddi chet ch™ trong
sulfinghi éncl. V dom”i ITn [ [Ab an nghién cl [hh k&, ng O,i tham gias” Ofc phldg v»n
m.t b, cld hiilcfl cutrcnhih  thih d 0 cac von v quan hCtChhm |, [u™t phip , nha , chim
sécy tdlah®uqult@avild@ thamgiavao nghiéncll. T>t cChg [0,i tham gias” OOfc nhsn m—nh
tTm quan tr'ng clavilg th...ng bld cld v>n Ih &y v%oi nhif vén c@ nghi én clu nld ch'ng X[y ra
vaoth,i iimgi@ckdItn [Inh kE&In TA&b an nghién cli v acach thid li én - v%oi nhin vén
nghién cl khi v>n TX[y ra. Ngo ai ra, cic sCeld vOmet xah,i cig cfl th” O Of c bt cCai kh...ng
phiilng 0,i tham gia vao nghién cli bd ¢, v¢, d« nh Chhin vi¥n nghi¥n ¢ M hay gia Oinh ng,i
tham gia, v' [ fc ghi nh"n |- trong tai lild ngu™n . N nhidg sCtCh — ay langhiém tr'ng, bao

g 'm vilg bCb{giam, |I-m d«ng th™ chot, t{Eflhay giing  [0,i thi ching phlil O0fc bld clo blig
cac m’u blo cd tr [J,ng hfp. Ngay khi x[¢ [hh O Ofc vs>n [Ic@ th...ngtin li ¥n quan 00 t¢nh
nghiémtr'ngv agililphlp 0 @ras ™ O0fc m... tBaghi nh”n trong bid cl@ tr [J,ng hfp, trong [l
mod tChhidg h "nh O,ng m” ng[, i tham gia, nhin vi én nghién cld v anhidg n g0, i khid Oathld
hiln O gillquy@hay 0P [Ag |- v%oi v>n NS Ofng vatinh trung thic cla nhirg blo cld st
vOmat xah,i nay s O0fc PRST theo d&i. Ngoai raDAIDS DSMB clig s” th [J,ng xuy én theo d6i
céc dOliM nay.

Vis' deng mat’y O00fc coi labst hfp phip, v i sk i th(kah,i vavi quan nilth vChg [,i s* d«ng
matly clang [,i dnc,ng Cngn  [ti I hanh nghién cl, clétii h— vimet x  ah,i xiy racdth’
hoan toan chdado vild tham giav &0 nghién cld d "nh cho ngld, i s* d«ng mat’y. Nhifg tiA h— i
nay cé th” bao g"m vild phin bifl [Mx" trong [ tr ab—o (@ lv%o.i ng [,i tham gia cb lién
quan [In tifl, t inh tr-ng s* d«ng mat’y, cld h anh vi tinh d«c hay tinh tr-ng HIV c@h'.

Treoc khkh,i [Chg [1aban nghién cl, vildr asoat |- cld chinh sach quld giav ~ (@ phlig
cng nh [th @ h anh gy Mh h O ng A ng [,i nghiCh chich matdy s™ OCfc thig hil. M«c [&ch
c@vildn "yI" O xé&cminhchl@dchiring nhnglu't, ch¢nh sidh hay cléchild|  COfc nay s
khéng gy Mhh(OngMAgk Oh  nguy cOOngl,i tham giab[bAgil[lbt U, |-m d«ng vih' chot,
tifll, t inhtr-ng s* d«ng mat’y m’ kh...ng Ifc phip, thiffith 6i vCthim sflcy t[0 v%ei nhing
ng(],i nghi(n ch¢ch mat’y kh...ng tham giavao nghién cld nay.

Nhihg Mhh giCh ay s"bao g'm 2 cu phtn. C> u phtnthChhst | arasoét vaphantich caclu™tlién
quan [1n ng O,i nghi[d ch¢ch th...ng quavild xem |- cl@ lut li ¥n quan (In ki'm sofmat’y,

ngl,i s* d«ng mat’y, tilp c'n cld dich v« y tOy  atinh bi m"t cldth...ngtiny t] n [oc s tiln

hanh nghién cll. Vildn ay s x[d [hhv atdg hfp hild phip vacac hilp [(Peoc ngandut, nhing

[ khod @c bid [ fcclguan| “p phlp c@IAph [Ag, vidg hay nh™ nO0  %oc th...ng qua, cld quy
[Tah hanh chinh néu l1éntrong lu™t, va cac quy @ [Bh co lién quan clato aanth” hilm cach didn

gilil nhing lu”t vanhChg quy (Inh nay. Vildrasoa |4 nay s” Of c tild h anh v%oi sCtham giacla
cac chuyén giavdut, m”i n [Déoc til kanh nghién cld.
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Cou phtnthChai s” [hh gilkem nhidglutn "y 0 fc thi h"'nh nhth Ondovacoth co mh

h(0ng gi t%onguy cv" quy M Ifi c@ng [,i nghild chéch tham giav ao nghién cld. DiM Thh
tinhlén quan (In cléd Mh h O ngc@lut [v%ei ngd,i nghild ch¢ch s™ OOfc thu th”p ¢ ung v%.i dOI
lid vk @hCInguy c[x ah,i v’ thilO, x&h,i 0v%.i ngCl,i nghim ch¢ch. Céc dOIlill nay [Tfc
thu th”p théng qua phig v>n v%oi ng,i cung c>p th...ng tin cHchlt trong céc | hh vic phip lu't
vay tLt...ng c,ng clig nh Chh [Ag ng O,i hil [@ng ch¢ch mat’y hoac O &t»ng ch¢ch mat’y. DO
lim s OOfc thu th”p th...nggua cac m°u phing v>n O Cf ¢ cld nh anghién c [k I”p chum hfla
chot»ng [Ab an nghiéncl .

Vildrasoa |- s chothvy kiflquiling hfpv aki@qulphmtéchcld lut, lild nfl dhh [ ng thO
n"o On ng [,i tham gianghi én cld. Do nhing lut, ch¢nh siéh v - achil | Of c thig hilA cfl th' s
thay [Iiltheo th,i gian, vildr asoét |- Oc’pnhts O Ofcthl@himh “ng nimtrong th i giantil
hanh nghién cld HPTN 058.

Trong ch»ng mig cfl th', cld ho—t Cng  thu hat ng,i tham gias” OCfctilhanh, cld [AGIm
coth gi'pgilbe mtcldti éuchilldach'nng O,i tham gianghi én cld. S*| akhong khéng ngoan
va khdng khthi khi cho ridg cfl th gilbe, Mt m«cti ¥u clb [ cl@anghi én cl (v¢, d«: nghi én cll
phong ng»a cho ngd,i nghim ch¢éch) V%ol ¢,ng Cng, bao g'm c[t mh sl M, t milquan h(t...ng
vild phu hfp v%ei €quan h'nh phip O @phlhg , m’i (Ab annghiénclls gi'pchoh hi'u

[ fcvild ph ong ching HIV | anhu ctu big@ thilichoc,ng Cngn ay vactn phOCfc thid hilm.
Nhing milquan hiki'unh [/ "y s gi'pcho nhanviéntilpc’nc,ng Chgd [Cfcth...ngclh\a
ton tr'ng. Nhin vi ¥n (1a ban nghién cld kh...ng till, t én clang [,i tham gia cho bt c[& ngo ai
cac thanh vién nghién c; ctn phlicfl m,t ch¢nh siéh chot ch™ li - ¥n quan (i vsn [h "y, trong [
quy [Inh viCt thio lu"n nhing v>n i ¥n quan [n ng [,i tham gia chCOOf ¢ didn ranhJtrong
bullh'p cl@ nhinvi énnghiéncld b anvOsn Muy'nm, v atheo d6i ngld,i tham gia. T>t c
nhig di vix@nghildhv  aphidg v>n phil 0 Ofcltr Canto "nv” Ol bld be m”™ t.

7. NH¥NG CANNHfCVSM'T THNGK E

71  ThiflkChghi én c@

M«cti¥u clb M cl@anghi éncl * O x[6 [Ahxem lild 52 tutn i trd  h” trf thuCt da h-n
(HTT-DH) BUP/NX v t0 >n cho ng,i nghili chich CDTP ¢6 gilth OCfc sCt,ng d'n nhidm
m%oi HIV @&t* vong trong m.t giai [6-nd & h—n (104 tutn) so [lu trd h” trf thulCt ngth h-n
(HTT-NH) v’ ti >n hay khong.

Nghiénclis'| “gia [0 —n 3, (fcth@hildtr énnhild &b an nghién cl, g'm 2 nhflm O Cfc
chiang’u nhi ¥n. Trong giai [0 —n an to'n ban Otu, 50 ng,i tham gia, m”i TAb an nghiénc s’
[0 fc chiang’u nhi ¥n, trong thing Otu tién h' s™ O Cf ¢ theo dGi chat ch” tr (Poc khi Of ¢ theo d6i
theo I[gh chuld clanghi én cll. 50 ng [,i nay s” tilp t«c [0 Of c phin t¢ch trong toan b, nghi én cld.
Tg (11500 ng O,i nghild ch¢ch mat’y ch @nhi @m HIV Chg tham giav "o giai [0 —n 3 cla
nghién clu s” 0 Cfc chia ng’u nhi én vao m_t trong hai nhflm nghi én clt v%oi tC1C11:1 nh [irong
blig d [(6oi [My:

Nhoém nghién clu Can thi>p

BUP/NX [ht d0oi (6 18ng ngdy kéo dai t%i 3 tutr{CIn khi Bt lim

Nhflm @@ Ok trf (Tnh) v* sau [l 31 tn/tutntrong 52 tutn; ki hfp v%eoi

thult dai h-n TV >n cthhi glE‘n nguy ¢ 0 g \E‘n s ,d«ng ma't"y h ang tutntrong 12
tutn, tilp theo | acac bulilt [y >n hang thang cCm”i 4tutncho A  hdtutn
n=750 th(B2.
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[ [WtrOh” trf thuld ngM@ h—n blidg BUP/NX @t d [Deol [d trong tll[@ 18
Nhflm D@ troh” trf ngay, co th” [ tr0 heetrf thuld 1Tn hai , tutn 26; khfp v%o

thut ng@ h—n TGO/ >ncthhid gilhnguy ¢ OV gi [ s* deng ma tdy hang tutn trong 12
tutn, tilp theo sau | a cac bulilt O/ >n hang thang cCim”i 4 tutn cho A hiil
n=750 tutn thCb2.

Vild [h giCh anh vi vahuy{thanh s* 00 Ofc thi6 hild t—i th,i [0 m bl Gutham gianghi  énclu
va cach nhau 6 thang trong sulfith, i gian tildn hanh nghién clu.

72 CLU flmk@thid

Vild x[¢ [hh cl@ iIm k@ th"c VOHIV nén tuén theo qui trinh xét nghi [th chuld (Ph« l«c Il -B).
Cld [ 'mkdth’c khid O Ofc thu th"p th...ng qua cl@ x@ nghilth n [Doc ti u, phing v>n cfl cutrc
va blig hii v at» c[t ngu™n b¥n ngo’i khid nhgi »y chiig t* hay hinh thid b0 cld t“ vong
khéac, bao g'm th [k[d nh “nt» cld th "nh vi¥n trong gia Cinh.

721 —flmk@thidc Tbin
Nhi@m HIV-1 horc chiil xy ra[f cu,c gep tutnth(1104
722 Cldll fimk@th@thltp

0" phu hfp v%oi cl@ m«c tiéu thC>p cl@nghi  én cll, nhifg il m k{th"c sau [ s” O Ofc
[Ihh gil]

SOnhigmHIV-1, m”i 6thidgv ao ITn [0 [Ab an nghién clu [hh k&

SOt* vong

Tilpt«c s* deng CDTP, [0 10,,ng blig t[blo clov aphantich n(deti u

T1n xwt tiém chich t[b(o clo

Ttn xwt tiém chich bing céc d«ng c« (A qua s’ d«ng (kim tiém, [fg ti ém, d«ng c«
nu, b...ng, v noc"“a).

Ttn xwt quan h(t inh d«c kh...ngd0 vChoec quan h(t inh d«c OO nh"n tild hoec ma
tay.

ghrwdhpE

S

7.3 —nhgilyiai 0 [@antoan

V%ol nhflm thutn t"p 50 ngJ,i, bing sau tr inh bay x&c xu»>t 1 hoac hin, 3 ho ac hif, 5 ho ac hin hay
10 horc hin s (It  Ofng S” gep €0 cac tac d«ng ph« , cld mid tO Ot d«ng ph« khid nhau. V¢,
d«, , mid tO3hid X[y ra cld tld d« ng ph« 1" 10%, cfl 57% cCh [ilquan sl [I¢ tO Xy ratld
diig phll a10% holdcaohm (5ho @hm5s (kild). T TAgt Chh v/, nfunh (@ OhG xy ra
céc téc ding phd a 30% va 20% céc téc ding phd at[d8i [@chep niyn O cho can thilp, ¢
4% (1-0.96) c[h il las ¢' milcon s8 sCkilh khflng  [1y O~ Of ching minh r-ng can thilp gy ra
tac hfii « m¥c khflng chep ntyn O [IG.

T4 xdy rato P(1ho¢chtn1 P (3ho¢chtn 3 P(5ho¢tchtn5 | P(10ho¢chtn 10
>
y t4c dg ph(] tac dng pht] tac dChg phl} t4c dg ph(]
diig phtth, c
n=50) n=50) n=50) n=50)
1% 0.39 0.01 0.00 0.00
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2% 0.64 0.08 0.00 0.00
5% 0.92 0.46 0.10 0.00
10% 0.99 0.89 0.57 0.03
20% 1.00 1.00 0.98 0.56
30% 1.00 1.00 1.00 0.96

74 C¢mild, h»s inhh™"ngvas o ngd n

TOCE@ sCe8ph8ihip (Nhi,mHIV vaT... vongktrong nhom [[%ou trHTT-NH e tuld th 1041 a
12.5% nhi,mHIV holgt... vong, trong [1 [Tct"nh kholdg 8.5% do nhi,mHIV v a4%dot... vong.
Hit quideou tr(theo | thuyft | &gilih 50% s 8 canhi,m HIV -1 va gilh 25% s8 ca t... vong quan
S @ trong nh'm [iY%ou trJHTT-DH tlldg Fngv'i trongnh'm HTT-NH e tuld tht 104. Do []
t[tle S8 phSi hip trong nh'm [Pou trl]  HTT-DH e tum thf 1041 a7.25% nhi,m HIV holdt...
vong.

Céc nghién ctu dIdtifnhanh e cld TAb an nghién ctu khid nhau tr [Tc¢ 0 cho thay tO M’
chuytn LI huyft thanh trong nh'mng [ilnghii ch'ch| a3% ¢ Chiang Mai, 3.1% « Quing Téay,
va8.8% T C [Ag. S ... dngtdv aolatdrhild mdcao nhate miIAb  an nghién ctu,
chiig tfli [0%o xuet tiIm'i m@ M v a0 lam n%on cho nghén ctu | [5.4/100 ng il -nim.

TO/ engilthnguy c 0 B kgl as [hggp 20%trongvildgildh  nhi,m HIV nh g khflng ¢'
tld OinAg [8i v'i ven %o t... vong. Vi thf tOChhi,mtrong v ong 2 nih ¢ —anh'm [%ou trCHTT-NH
MG tinh b:ng cfing thtc 1 [{1- 0.054*0.8) =0.085. Con s§ gilth 20% n &y clig cho thay mEs§ 't
ng(Tiltham giatrong nh'm  HTT-NH cd khChing tham giav [0 chligtr inh [{%ou trCimethadone.
Nghién ctu vién, ban theo d&i nghién ctu vaban giam sét an toan va dllid nghi én ctu (SMC,
DSMB) s theo d6i chifich> s§ | [Ing ng [Iile miiln'm c—anghi  én ctu tham giav(o chlligtr inh
[1%ou trCimethadone. Ty thuld v [0 Obao ph—c—ach [Agtr inh methadone [Bi v'i quid tht nghi én
ctu, vildt'nhto@ cOmit nghi én ctu vallt m ci phild [(%6ou chinh, nfu cln.

[ThiLan, theo quan silc-anghi  én ctu OUR, tO[... vong | [2.33/100 ngl [ -nih. Trong s 8
nhing ng [Tilnghi[m ch”ch O [Ié theo d &i trong nghién c3u HPTN 037 ¢« mi%on B(@ ThiilLan, tO0
t... vong& 4.0 (2.3-6.4)/100 ngIil-nimh. Trong nghi@n ctu HPTN 033, t ... vong trong qum tht
ngdilnghih ch’'che TMC [Mg vaQultig Chid quan sl Iml 07l a1.68va0.44. TOA...
vong (¢ x[d [Ah » m$c 4% sau 2 nith, d@tr  éntdCyn 2.0/100 ng [ -nmh.

Hi U qult—a [i%o u trCtai nghi cho nglIilnghi(d ch’ch clig [0 [Id tht hilh qua con s§ bid cld cld
cat... vong gilt [, Vi@ ph t'ch [ifrm kft thic hild quCt-anh@gtr [Ing hip khflng nhi,m
HIV con s8ng trinh OIGt8i [@cl@ sai s§ gay rabei vild kitm duyd co théng tin (informative
censoring), khi maHIV [0 Tm kft thid c (b [0 v acéac cat... vong [Id kitm duy(@ . Vi thf, cld ca
khong nhi,m HIV con s8ng chinv o phantich tinh hild qut [b [d c-acanthilpn ay. Mddu
VA, vild ddphong nhi,mHIV vid lam(t tiéu D1m cO bbh c-alih gilvO vile phan tich tOO0
nhi,mHIV s | aphén tich th} cap quan tridg.

741 C¢mi

& Ot 06 90% I[@  mlu gilth xac xuat nhi,m HIV hol@ t... vong vao tuld th} 104 t°
12.5% xu8ng con 7.25%, yéu clU cli phlilc' t,ng s§ 1345ng [Iiltham giav ao nghién
ctu, cons§ nly I [dt'nh toln didtr én phép tinh xap xCthum cho kitm [hh sCkhig bi{
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gilda cldtldd nhlthic, v'i gilthift ph hAg sai O [[g nhot v ahs8 alphamiiph’al a
0.025. Vi tOCtho phip khflngtheo d  &i (@ ng [Tt ham gia cho Cfn tuld tht 104 | a
10%, t,ng s§ ng (diltham gialiv a0 c-ad(n ci phlilc's |  a1500 (750 ngIilcho miil
nhém).

V'itngs§ ng [ilthamgiallv ao1a1500, s> con I kholrg 1290 ng [ilkhflng nhi,m
HIV con s8ng vi6 I Tmkft thac, trong s§ nhidg ng [Tilkhflng theo d 6i ¢ Jct'nhc'
kholig 4% | adot... vongL[@ mCu tfi ifm Kft thic c-avild nhi,m HIV O Og 0@
raddi 0§ | akholng tldi%em tang nhi,m HIV, v'i gilthift 50% hilM @ chovild  gilth
Mtmkftthidl anhi,mHIV mi.

L@ mutYi ffm kft thic c—avilé nhi.m HIV
Nh'm [ %ou trHTT-DH Nhém [%d trrHTT-NHIL (e mCu
3.5% 7.0% 92.8
4.25% 8.5% 88.0
5.0% 10.0% 80.7

7.42 H>s inhh "~ "ng (Effect Size)

Vild OTct'nh hild quCt—ath... nghilth n ay xuet phmiph@ t© hai th.. nghilh ngd
nhi@n c¢' [8i chings... diiggiCd [1¢ , trong [Om {th... nghih nh-m x[d [hh hild qud
c—abuprenorphine, th... nghith on Ii ILT x[6 [Bh hid quCt—a methadone trong vild
[1%ou tr[thuld vao CDTP.

Th... nghilt nglt nhi@n c' [8i chfngs... dinggid trong vong 1 nit nh -m [fh giO

hi U quCt—a buprenorphine 0 & [ (@ ti fn h [@h trdn 40 ng[Ilt inh nguy@ « Thiy Eftnv a0
nl 2000 -1 **. Trong nh'm [@ %ou trCbuprenorphine, ch{l trong s§ 20 nglilc' kft qul]
dfig t'nh khi I x@nghi [ CDTP (vi diIk héng bao giChgPng s... ding mathy).

Trong s§ 19 ng(ilc on 1], kholig 80% | aém tinh v'i x@nghiilh CDTP. Trong nh'm [ §i
ching, 13 trong s§ 20 ngdiltham giad [Ag t'nhv i x{nghilth matly, trongs8 7 ng [T
con 11]i thi ¢4 50% s§ ngIilMt'nhv'i x@Eng hilth CDTP . Gils... r-ngvilBgilhti ém
chich matdy s> din [fin vilg gilh Iy nhi,m HIV, chinig tfli Oc t'nh tOChhi,m HIV sau
1nihth (@ hidnghi énctuHPTN 058 s | &

_1 19
T Gty _ontﬂlq) + ﬁ{)xtfll% x0.20
TH I =137 x 10y 7 L+t 1y x 0.05

Ngoai ra, chiing téi yéu cl [fh gi[1"nh hill quCt—acan thilp trong nh'm [Peeu trd  HTT-
DH sau 1 nihd®°ngs... didg BUP/NX, kft qu acan thi[p ¢ on gi(TJ[1d "t nhat 50% hild
quiBo v'i khi c on[@ngs... dig BUP/NX. Gilthift r-ngnh'm [0%d trOHTT-NH giJ
M@ michiqu® ThAgt [IF ey (I [ cls « cho vild so sih.

Trong bldg d (71 [, tOChhi,mHIV t'ch|l Oy trong 1 v{2 nith [0 [@tht hild d@tr éngil

S... V%o t'nh hild quthu gt © nghiénctue Thiy GEtnv'i tOChhi ,m v aola5-8/100
ngil -nih.
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T T9 b phd tr mnhilcn | TY > ph@@ tr,m nhilth | Phid tr,m nhilin gitm i
nhilm HIVsaulnm HIV sau2nm sosanh vt > [Mv ao
h"ngn,m til2n,m
— v ao HTT-DH |HTT-NH HTT-DH HTT-NH [HTT-DH HTT-NH

8 1.9 6.6 6.1 12.8 60.3 16.9

7 1.7 5.8 5.3 11.2 60.4 17.0

6 1.4 5.0 4.6 9.7 60.6 17.1

5 1.2 4.1 3.8 8.1 60.7 17.1

Mth... nghilth ngld nhi @n ¢' [(8i ching trong [iP6ou trCmethadone déi h{in [LId tifn h anh
tr@n 100 ngllils Hong Kong v [0 nth 1972 -5, Trong nghién ctu nay, sau 3 nih, 5/50
ngll tham gia (10%) co 6 k ft quCd Mg t'nh lidn ti fp v'i x@nghith morphine trong
nJc titu. Sau 32 tuld, 5 ng [liltham giatrong nh'm [8i ching vid nhyn
khi 38/50 (76%) vn ti fp tid [iPeou trCimethadone. Khi kft thid 3 nith, 1/50 ng[liltrong
nh'm O 8 ching vl niyn  giCd [1¢ v(28/56 ngll(il(56%) nhyn [Deou trlJ; nghlala 49/50
ngLIilkhflng tifp tid nin - gild L@ n(a, 22/50 ng L khflng ti fp tid [You trCmethadone
n[@a. Trong s§ nhiig ng [Iils... ding methadone, kholig 35% ¢’ 't nhat 1 1A x@nghi Ih
nJctitudigt'nhm [Dthidg v atrong s§ nhing ng [Iild [fg t'nh [kho Mg 10-20%
xét nghilth n T c titu hang ngdy c—a hl [WAg t nh.

gild[1g trong

S... ding kft quli® nghi én ctu nly, ching tfli O "¢ t"nh v%o [Ihi qulti%oem tlig nhsau.
Trong s§ nhiig nglliltham gia [i%6ou trCHTT-DH, 25% s> that bli [iPeou trlirong nim [,

tuy nhidn nguy c[i°vildti ém chich vin OOg gilth [1150% trong nith M. 75% s§ ng

mn

ti fp tid [iPeou trChguy clhi I [Mtrung b inh [&93%. Trong s§ nhing ng [Tiltham gia [iPéou
trCHTT-NH, ching tfli O ct'nhr-ng 10% trong s§ h(® gilh [0 [1gd 100% nguy ¢ Chhing
90% con | i chim OI¢ 10% nguy ¢ [IC [hg gi8ng nh Chghi@n ctu trén, ching téi cho
rngvild gilh nguy ¢ [di@mch'ch s 1am gilth nguy ¢ Chhi ,m HIV vahid qultrong
nif O s> tifp tid trong nh'm  [i%d trCHTT-NH nhidg s > gilh [Mm@n...atrong nh'm

[%ou trHTT-DH sau khi ng°ng s... didg BUP/NX.

Bingd i 0 ct'nhtOChhi,mHIV t'chly tfi tuld thi 52 v

al104 diatr @n Cc
tinh v%o. il qu® tr én OO ct'nhc' O 16 t° ng hién ctu methadone v'i tChhi,m
HIV [0 v a0 [at° 5 -8/100 ngIil -nir.

T T I> nhilth HIV " tuld T > nhith HIV ™ % nhilth giFm [so v(il
nhi th(B2 tuld th(104 t b [Mv ao~tullthO
h"ng n,m 104
—mg/ao —@trd —@trd —@trd —SWtrd (4 mtrd —@trd
HTT-DH |HTT-NH |HTT-DH | HTT-NH |HTT-DH |HTT-NH
. 8 1.4 6.5 5.3 125 65.4 18.4
"7 1.2 5.7 4.7 11.0 65.5 18.4
) 1.1 4.9 4.0 9.5 65.7 18.5
‘T5 0.9 4.1 3.3 7.9 65.8 18.6

T° nhiig %o ¢ g nghidn ¢ fu nly Dahrvild [Tct'nh h(E8 [Mh hrng: gilth [150%
s§ nhi,m HIV sau 2 nih tham giaHPTN 058.

743 S, ngd n

O'ct'nhmil@b annghiéncius Chtifp 0 650 ng [liltham giatrong 6 thing [l c—a
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gia [0 fin an toan. S§ ng[Tilc on I1i © tham gia v & nghién ctu trong vong 24 thang. Con
s§thid tf clChg dn vX%o cld [Abannghiéncius caohm «nhing [Ab an nghién ciu
MG nhh Thh | aco tdChild mid HIV cao, viicons§  [Tct'nhchomil@b annghién
ctu vao kholng t° 200 [fin 600 ng [Tiltham giacho (inkhi Mt Ft,ng mid | &1500. Con
s§t'chlly c—acld [Ab annghién ctus O0d theo d &i chifich> v [l %ou chidh khi ch
nh-mtAgx IngVv'i hild suat c—a@b an nghién ctu trong khi vin i bio vild [t
[dcldtdChh [M It @u o ra

(Hnh kB thing trong giai BN tuytn ch nglliltham gia, vatheo khuy fn nghlt—athanh
vién nhém nghién cfu, SMC c—aHPTN hold DSMB, nh'm  x&y dhg (%€l ng nghién
ctus rasodt I1i dOIil hofit MAg c—atng TAb  an nghién ctu Obao glifh t&c [Muytn

mU] tO0Cduy tr 1, cac [0 10Ag t'nh tuld th— O %0 @Ag nghi@n ¢ tu, cld [0 | [Ing chat | (Ing
diimyv atdOmim@HIV - Orx@0bhlidc n  énchuytn chldiéu tuytn ngditham
gianghiénctugil@dcld T&b an nghién ctu hay khflng nh-m (Yt 0 [Id m@ ti éu nghién ctu
mitlclch hild qulChhat.

75 Chia ngd nhi én

Ngiltham gias O [Ig chiangl nhi éntheo tOL:1, milnh'm ¢' 750 ng  [Iiltham gia. Trong th...
nghith khdéng bdam mu, [%.u [8 biflch chl | [T bo ci bChghi  én ctu khflng tht kitm
soét hold [6[n [ ng [liltham gias O [Ig chiav a0 nhdm nao. Co tht s... ding clg ki thut nh O
cChh'mI'nv &hold sCphind b8 nldg Thg  s§ ng[Li tham giagilacld T&b an nghién ctu. Trung
tamqum I ddidv ath8ng ké HPTN s [i%ou ph8i cld quy trinh ndy nhTJA (G tr inh bay rd

riAg trong h0'ng di SSP .

7.6  Phan tich giCa kOtrong quatrinh nghién cCu

Trong nghién ctu nay, BUP/NX trong nhém HTT-DH s [[1¢ d°ng « tul thf 52 nh  [[g [ Tm kft
thié Mhh gili’'nh hi [ qult (b Ms 04 t'nh « tuli tht 104 [ cho phip [Hh gi[td Mhg d al
hiin c—acan thilp. St hay (i trong qultr inhtheo d6i [i1%ou tr(1IAih kChay yéu cld phiilc' sCkem
xét cln thyn trong chifn| [Ig gilth sl gila kLI Th¥ nhat, do ng°ng thuSc sau 52 tulmn ~ én cd kh(d
ning nguy cChhi ,ms khflngt Tig #ng gif@cld nh'm trong sust quir inh [Bhgill Thi hai,
nguy cChhi ,m HIV trong nh'm [P6ou trJHTT-DH co tht s tiig sau khi ng°ng [Peou trrBUP/NX o
tuld tht 52, thm ch” tfim thilc' tht 9 I'nh @ so v i nguy ¢ Chhi ,m HIV trong nh'm 8i ching.
Cusi cung, cé tht nghién ctu nay s ching minh OCI¢ sCkhid bill t& [@trong s§ nhi,m Iy t'ch
gildacdnh'mnghi  én ctusau 52 tuld. CIgyfu t§ ti%.m tang co tht mh h Crng [fn nhing gi(Ihh
chovilg s... diig cld mfl hinh nguy c[thu/n hol@ nguy ¢ [thid s > OId chd gilth sflch thn
trong th... nghilm ray.

NOi tém i, chiig tfli [Pk xust s... didg md im gi'i hiin ng°ng [P6ou trikhi hilt qulthu O [Id
khflng [y [, ¢' ¢l nhi@ [fn nhidg b-ng ching t"ch Iy t° cl@ stkilM x[y rae c[2 nh'm tfi

thil[rm 52 v a104 tuli. & 1tm gi'i hiin ng°ng [iY%6ou tr3/ 1 10" ch chCkem x ét cac kft qulIll rae
tuld th 104. Ching tfli o thig hid 4 1 phla t"ch gila ktrong qulir inhth... nghilm, \&o céc
thilifm Y4, %5, ¥avatet cCtlé sfkimc [b I DA NG thu thp (v dikhi ¥4, ¥, ¥4, tot cChg (11
tham gia[(A co kft qul rac [b M@trong 104 tul@). Ti milldtheod 6i gi@kLichigtfli o s...
ding gi'i hfin OBrien -Fleming cho sCkhi@ bifl[iffm kft thdc [fAh gilk[dsu ot s8ng sty t'ch
* culg hin tuln tht 104 & [hh giCvild ng°ng [Peou tris m cho | ch [ a (38 ching minh. Vild
th... nghilth ¢' tht (I8 ng®nhg smh [ khi clé phint'chgi [@kCehtrarngli chthu O G tfi
tuld tht 104 khflng 16 nh Cmong mu 8n ma gi Cthuy ft TJ& (D6 ra. Vnhing 10" ch do BUP/NX
mang | i philr & rang ngay trong 52 tul [ ti én nén cac dil cho th =y nhidg Il chtol'n
khfing Ot (TIg » tuld th52 s | [klE « I quyft [Hh ng°ng nghi  én ctu.
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Cac kf hofch gilh sfiichi tift trong [chr 6 cac [1%ou kild gi'i hfin cho vild ngPng [[You trs
[0 [d x[y ding trong t°ng kf hofich gilm slilgila kLTi éng bil Trong kf hofch gilth siiigi@kl]
ngoai tOCm'i nhi,mHIV v at... vong, quyft [fHih ng°ng th... nghilh s con didtr én toan bCdO
[ild v%o cl@ b-ng chingt... vong \a nhing t,n hYi v%o milx & hiil

7.7 Phan tich s li>u
7.7.1 Phtldhstc p

Phén tich dJ (Inh [iY%ou tri{intent-to-treat analysis) & Id thid hiln tr  én mil to an phin
t,ng hip t°tet cCtld 0 [@ban nghién ctu. TOOm'i nhi,m HIV-1vat[... vong c-a
ngliltham gias milnh'm nghi  én ctus OO x[@ [Ah. O c| [Ing Kaplan Meier v%o s§
[Ing k héng nhi,m vacon s8ng sau 104 tuld v [phiAg sai  [Tc| [InAg b-ng cflng thic
Greenwood s> (18 s... ding [F so snh [ifm kft thi@ c—a cld nh'm [Péou trl]

Do vilg ng (Miltham giabt culd © dn [fnnguy ¢ [kai | [6h trong phin t"ch t"nh hil qud
nén chung toi s> ¢8 glig giltho tO bt culd khflngv  [Iqull0% sau 2 nih. Ngo ai ra,
O Mh gilly 2 h  [@t6 O g ti%m ng c—aVv'i nhidg nglliltham gia bt culg, ching

t6i dIhh s th(d hiln phin t"ch [hhily cho t°ng cChhin bt culd trong nh'm nhyn

thu8c v[i[¥y @n, trong [ching tfli s > s... ding cléh quy nguy c Oy nhi ,mtifp theo dia
trdn Cc | [Ing nguy ¢ Oy nhi ,mti fp theo trong nh'm [8i ching. (& %ou nay cho phép
ching t6i cd cai nhin séu hid v %. nhing[T ¢ | [Ing I9c quan ti%.m &ing v%. t"nh hild quCd@
trénvild quy nguy cly nhi ,m c-anhlfig ng [ilbt culd trong nh'm [D6ou trv'i  Oc
ICIng nguy c [1i fp theo c—anhing ng [liltham giavia [ [iPeou trtrong nh'm [iP6ou trl]

7.7.2 Phéantichthltp

1. & x[a [Bh xem lild [Pou tr0 HTT-DH c¢6 lam gilth s§ m'i nhi,m HIV vat... vong
trung binh so v'i nh'm [%ou tr0 HTT-NH hay khong; va lild ¢' | am gilth s§ m’i
nhi,m HIV vat[i... vong sau 52 va 156 tuln hay khflng.

2. & xI[¢ Thh xem li[d [Deou trd HTT-DH cd l[am gilth s§ m'i nhi,m HIV so v'i [Y%ou tr(]
HTT-DH hay khong, vaco lam gillh s8 m'i nhi,m HIV ¢ sau 52, 104 v a 156 tuld hay
khong.

3. & soshh t[t... vong trung binh gilahai nh'm v atO... vong sau 52, 104 va 156
tuln.

@&8i v'i miliffm kft thid n  éu trén, ching téi s... didg kitm dhAh xfp hiing log [ so
sanh cac t0Oatru ng baenhf3, trongt ©t c[thflng tin |y t"ch trong th... nghilh & OC1d
S... diig. Sau [ chifg tfli & s... dig [c | [Ing Kaplan Meier v%. s8 ILIng khflng
nhi,m trong 52, 104 v a 156 tuld cung v'i ph g sa [0 [Tc | g b-ng cflng thic
Greenwood [0f so sihh cl@ tCh ay tfi tong thiil [ifm x[¢ [hh.

4. & so sh tin sust ti ém chich vkld hinh vi nguy cly nhi ,m HIV idn quan [fn
tinh did v amatly, theo t[b(0 clo.

CId hmh vi mOng [iltham giatfb cld 00 [Ig phi t'ch d@tr én c&c ki thut

phlAg tr inh [Tc | (OAg O0¢ khil qufl h'a 8i v'i O | (Ing I Ii clé h [@hvi OF
[hh gils [KkhIG nhau v%o t[h sust thid hiln cld h  anh vi nay gildha nh'm nghi  én ctu.

41



5. (& so shh tin sust s... ding matdy theo s§ lild tfbld clo v [theo phin t'ch n "ctitu
trong cChai nh'm nghi én ctu.

Bén cfnh cld cldh tifp en ph [hAg tr inh Oc | (Ong OCI¢ khil quflh'a  cho céc [0 10 Mg
[P 11, cl@ phin t'ch clingang 0 M gi M s OGS s... ding [ so snh kft quCph(d t"ch
nTc titu tfi miJthi [irm. Ngo & ra, chdng toi ciig & so sh kft quphd t'chn [Oc
titu v'i tio sust ti @m ch’ch do ngllitham gia tChlo clo [F [hh gilt nh giltrCt—acld dO

[i[d tChlo clo.

8. CANNHfCV8—I T OMGNGHI ENCWL [CONNGO O
8.1  Xé duyst 08 nghi éncll

CIg cllquan xét duy (Yo Gc chim triéh nhilm gilh S vilc thid hild nghi én ctu trén thic A
S xem xét va phé chul %o dlfig nghidn c Fu, bl chap thunh tham gia nghi én ctu c-at°ng 1A
ban nghién ctu clth 1, tai lild tuy Tn mOv & gido did ng [Tiltham gia, cldét & lill khid theoy éu clu
Ovabet k(tai lills...all, b, sungtifp theo n do.

Sau |G xem xét va phé chuld M ti én, ban giam sé& nghién ciu/ban x@duyd o Gc nghi  én ciu
s xem X@ i Do cliig nghidn ¢ Fu "t nhat mnith mE1[@. Nghi  én ctu vién s nip blo clo tifn
[TV a bdo céo an toan cho cac ban giam sat nghién ¢ fu/ban x@ duy(@ Mo Fc nghi  én ctu it nhat
milnich milld v atrong vong 3 thang sau khi ng°ng hold thid hild xong nghi  én ctu. Nhing blo
céo ndy s bao gl cld thflng tin v%o t,ng s§ ng (il tham gia (0& (G tuytn v &0 nghién ctu, s§
ng(lil tham gia & hoan thanh nghién ctu, nhing thay [i trong hoft [Ag nghi  én ctu, tat cO
nhing ven %o khflng [I1d ti @n IIHg c' li @n quan [fin cld r— ro cho ng [iltham giav a céc ven %o
khac. Nhidg tac dChg phOnghiém tring v a nhig t,n hfi v%. milx a hils O [I¢ blo clo cho cld
ban gidm sat nghién ctu/ban x@ duy Yo [Fc nghi  én ctu theo yéu clu c[tht. Ngo a ra, cac Ban
xét duy@ o @c nghién ctu /-y ban Mo B¢ (IRB/EC) s IS cung cap tat cChhidg blo clo
tom t(flc—a Ban theo d 6i an toan s§ lilu DSMB. Cl¢ [& [1aban nghién ctu s g...i & lild r a soa
lién tld | In VI phong g k' E%e &g nghidn ¢ tu c—a DAIDS theo HITng dn  qui [Inh v%o
chinh s&ch (Ing k™ 6o &g nghi@ n ctu DAID S hild h anh.

8.2 Ch-pthuld tham gia

Ng(Iiltham gia s chap thuh tham gias ang |6 v a tham gia vao nghién ctu b-ng vin bm. T°ng
[1a ban nghién ctu chid tréh nhilth xy didg bld chap thuh tham giari  @ng [ dung tfi [&
phlfig d [@tr én mi OCa tr inh bay « PhO(g 11, trong [Cphliln  éu rd mid [ich nghi én ctu, cld
quy trinh c tuld theo, I °ch cldg nh [ —i ro khi tham gia vao nghién ctu theo tot c[cld quy
[Inh [TIG [p ding. E[@ ban nghién ctu clig chi trich nhilh dich cld bla chep thunt  ham gia
sang ti fng [& ph [hAg v[X[@ minh t'nh ch'nh x[d ¢ —a bln dich b-ng cléh dich ng [Id I1i do phi én
dich vign 18 Vp thid hiln.

Nhing ng [il tham gia bift chUs tht hild sIAg * tham gia b:ng cléh k™ v a0 bm chap thun
tham gia. Nhing ng (Il tham gi a khoéng bi ft chOs tht hild sCIAg ~ tham gia b-ng cléh [hh

dau vao bln chap thuwh tham gia (v* dChh [y Yich chid (X), [@fm chChold [hh dou b-ng milk’

hild khid) v'i sO1 am ching c—a bén tht ba bift ch({cldy éu clu chi tift c-a DAIDS v%o. thid hiln
quy trinh chep thuh tham gia (G tr inh bay trong Quy trinh th(d hild chull c—-a DAIDS @i Vi
Tai lilh Ngum). Nhing y éu cl khid c-a cac ban giam s& nghién ctuban xét duyd Mo Gc
nghién ctu [(1a phifig O 8i v'i vild chap thuh tham giac-anhldg ng [ikhfl ng bi ft chltig &
phil G tuln theo.

TrJc khi k™ v a0 b chap thun tham gia, ng [Tiltham gias O [Ig ORh giCmtc [Thitu bift v%o
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nlildung c—a bln chap thuh tham gia Cmil[Ab  annghiéncius ¢ mil Blrl hti ngM [
chuli h'a. Ching tfli & th  [@ hild cld phid t'ch gi@kr  én cac dOild t,ng hip (F [hh gili" nh
hild quv a hilh suat c—a qultr inh thig hilh k™ bl chap thuh tham gia. Chidg tfli & clilthiin
qua trinh nay nfu cld phin t"ch gia k(icho they ng [Tiltham gia th [Ing xuy én khéng hitu nhing
[0 Fm ch"nh trong bl chap thuh tham gia.

Ng(Iiltham gias 0 16 %o nghCgi (i miilbn sao c—acld bin chap thuntham giam  ahlaky.

B chap thun | [ m M bdh phith (xem phd@ 1l OE) dung cho vild | [ gi O atifn hanh xét
nghih khong b buld trong nghi én ctu nay. Nguliltham gia khflng buld phliichap thuncho| [
m bibh phith & 0 0@ nhn vao nghién cu. @%o g khflng y@u c [ phl| @ tr Chih phim,
nhiig cl@¢ [1aban nghién ctuc' tht l@chd | [@ho 6 khfing | @ bmh phih . NgIiltham gia co
tht chop thwn | [ m @ bidh phihv alam céc xét nghilh c' th ¢ trongt [OhAglai vio b ot k(thiD
[Fm nao trong qua trinh tham gia vao nghién ctu c-aminh. Vild s...dChg cac miu miu 0 & [ [d
[IAdg ~ cho vild x{ nghilh sau nghi  én ctu/vild s... ding cl@ m@ bnh phim O g | @ gi Cph(@
(08 cld ban gilh siinghi  én ctu/ban x@duy o Gcnghi  éncfuc'li én quan phé duy(i

8.3 Nguyct

CI8 nguy ci@n quan Ofnvild s... dig BUP/NX [ [Peou trldthuld v ao CDTP IS mfl tCirong
[h kém [ihg g'i thu 8c/trang thdng tin bldh nhin. CI¢ tld ding ph{I] [Id b0 cld thflng th [Ing
bao glth cld trild ch¥ng nh [Tau O [, [au, cld ven o li @n quan [fin giac ng—, buld nfln, ramChi
[@u d § day vatéo bon, mid d u tii suat c—a cld tid ding phCh  ay va céc sCkil khid [li khi  xusmt
hild "t hm, ho @ cld trild ching IIhh s ang khéng khac biflso v'i nhing g 1 quan sat (1[G v'i gid
dIg. Gigng nh [kld CDTP khig, BUP/NX c' li@dn quan [ fn suy hfl hap, 08 bild khi kft hip v'i
céc chat gly fc chf hfl hep vahold tc chf thid kinh trung [h g. BUP/NX (@ kitm solfl theo
Phid OO theo lut kitm sol cl@ chat h'ahld c-a  Hoa KO Vild s... ding BUP/NX kéo dai
dm [fn sCphthuldv a0 CDTP.

Tham gia vao nghién ctu, ngliltham gia s glp phlilcld nguy ¢ [b [3,n hi v%e milx& hiiinh (TJ&
mo tOe Phin 6.3. Nhidg nguy ¢ [hiy ¢' th 1 lasCphm bifl8i x... trong [Pou trly abfol@c'li én
quan Ofn vilg ng (diltham giatift ICtld h anh vi tinh d@ v &s... difig matly hold t inh trfing nhi,m
HIV c—a hd Ngiltham gia clig ¢' tht blxau h,, sTh & hold lo |ng khi OIg [hh giChguy ¢ O
HIV vdhold nin t Ov &n v%e HIV. HOclg ¢' tht clh thay lo |Idg trong khi chCkft quCix(
nghih HIV. Nhing t [v an vign [II¢ Jao tfo & lufln ¢ mi ¥ gip ng [Tiltham gia Ohg O M
Vi nhiAg cim x[@dn  ay.

MG d ki@ O [@ ban nghién ctu s nO[6 hft sfc [ blo vix¥i  @ng thv[b [0 mt cho ng [Iiltham
gia, vin ¢' khChing nhing ng  [Tilkh(@ & bift [in sCtham giav a0 nghién ctu c—a ngdiltham gia
vl %ou [Ic' tht gy ranhidg t,n hfii v%e milx &hlilcho ng iltham gia(v" dChh Ongiltham gia
c6 tht bixem nhChg [@nhi,m HIV hold ¢ enguy ¢  [taol’ nhi ,m HIV). V" diing [Oitham gia
c6 tht bI8i x... khflng cfing b-ng hol@ blphm bif @i x..., hold kh' O gia Oinh v&/cldg [Ag
chap nhn.

Tu nhan s> khflng (16 miltham giav a0 nghién ctu HPTN 058. Khflng th(g hiln nhing culg hin
v'i ng [iJtham gianghi én ctu trong tu holg tri tfm giam.

84 LlUch

Nhidg ng [Iiltham gia v a0 nghién cfu ndy s 0g | am xét nghi h HIV v X[V @n gilh nguy c O
HIV mi,n ph". HtAg 0 [I¢ khith bidh, O 16 nivh cld kft qux@nghiihh v [0 [@ thflng blo
V%o nhing phi@hiin khid c' li @n quan [fin stc khtec-ahlJHtngs 0 [Idgi'i thid chuytng...i
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[fn clg digh vlchimh s'c th'ch hip. Tat clng  [iltham gias 0 ¢ nivn t v ©n cChhim trong 1
nith. NgO[@tham gia ID[¢ tuytn v ao nghién ctu s dung thu8c [& [ (¢ ching minh | & an toan va
hill qulirong [Peou trCsCIthuld v &0 CDTP tfi Hoa K Ova Chau Au; tuy nhién, lofi thu§c nay
chi@ [l [ th... nghilfh trong qum tht [ch c-anghi én ctu nly. NgOltakvig r-ng kh  6ng c6 s
khéc biflv%o t'nh an tén va tinh hid quI8i v'i quid tht [ch c-anghi  én ctu nly nhing khflng
cO gi [Im bio [P6ou [1 .

Ng[Iiltham giav anhiig ng [Tilkhid ¢' tht O [I¢ h Cng Iiltrong t [Hg lai t ° nhing thflng tin thu
[0[d t° nghi én ctu nay. CCiht, nhifg thflng tin thu O [16 t° nghi  én ctu nay cé tht gilp phdtritn
chlfig tr inh can thilp an to an va hild quChh-m ngm ngfa sC1y nhi,m HIV b-ng cldh gili cld

hinh vi nguy cltao trong khi cld bi [f phip chi@dtrCt on @ngr ot hin chf.

Ph(@ V tr inh bay bing t'm t{t[1t nh hilh guCc—a nhing [ ra ch'nh O a [[M[a mfl tCkrong
cactai libhilm ¢, cld nguy ¢ v ["ch cho ng [iltham giav aclig [Ag.

85 -—Mbu

Theo slIlig * c—aban gilth sliinghi  én ctu/ban x@duy@ o Fc nghi  én ctu, ng[liltham gia s
I8 on bu cho kholng thiilgian v a céng stc ma h1J& danh cho nghién ctu nady. Nhidg kholn

[D6on B cCtht o do ban gilth siinghi  én ciu/ban x{@duyd fo EFc nghi  én ctu phé duy(d hold s
G n éu rd trong cac bm chop thuh tham giac—at’ng [T&b  an nghién ctu.

8.6 Biomi

Tat c[thflng tin li @n quan in nghién ctu s OCd | M gi Canto antfi 08 b an nghién cfu. Thflng tin
V%o nNgliltham gias O [1d | [ gi [(fi khu vid m achlX' mds§ ch bChghi  énctu phiptifp
¢h. T I b t'nh bld mt ch o nglliltham gia, tat c[tlé miu x{nghi i, cld bld cld, vild thu

th/p ddild nghi  én ctu, qultr inh x... " \a tet clcld mi bitu h Mh ch'nh %.u 18 g m & s8.
M x@Enghilth c-at’ng T&b  an nghién c3u, mi blo clo tr [IAg hip holdt ai lild cd chuytnra
ngolilJ@ban nghiénctu @ x... I’  Od g m as8 [F I b0 t'nh bld mt chong  [Tiltham gia.
Tot c[kldc [+ dditfi b an nghién ctu s 003 bld vib-ng mt khi. TCkhai, danh sidh,

s, ghi chip, s, hid v abgt ct danh siéh nao tht hild sdi én kft gil@m &s8 c-angliltham gia Vi
nhig thfing tin x[@ minh khid © 00 g | W gi [ khu vi@ ri  éng bif bChyin chf tifp eh. Vild s...
difg cld thflng tin x[6 [Ah ng [Tiltham giatrong cld b ghi c-anghi én ctu s tuld th— theo Quy
trinh g ky (D€l ng nghién ctu c-aDAIDS [Bi v'i Ta lild Ngumv aTai lild CLy fu.

Thong tin nghién ctu c—angiltham gias khflng O (16 ti ft IChfu khflng ¢' sCtho phip b-ng vid

bld c-a ng (il tham gia, tr° tr [Ing hip nhiAg thflng tin (11 a cld thift cho vild gilfh sl c—a

NIAID vahol@d cl@ nh a thid; nha sii xust thu§c dung trong nghién ctu, i dild c-a HPTN

CORE (Trungth@M é uarhh &wa @hoi tmh & gonidyh e HIV), SDMC (Trung

thnqua n | y @t nlg@),dahodvc RHong xét nghié nMa n g il wm g hd@ai Johns
Hopkins), USFDA(Cuc quan | yaTBlocpphphminHovaada&y®o gamag ¢h
chinhpht  k ha@hog c voadx@&t duyét damghiédarc/Gy ban tdi o dudodncgp h
(IRBS/ECs).

8.7  Yéu cl bid cld cld b>nh truyld nhilth
Nhanviénnghiéncru s & t u aéucatuh Ub 4tod tc 4&cod cyac ubénphtéaéuhpe n

B n
nhir n guoni g t h a mengriua cohgphpucéd n d watnmhoi Nguhamogi gi a8 dhi
vé t at é&da daaytngopatrimmkybd n chap ganghéémcku h am
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8.8  Ng/Eng nghén clu

Nhatai tro NI A/IéDh (g va cac bé n Truy@ mhié mQud ¢  Igoa K&y), HPTN, nha sa n
xudt t hedor uNMiDAh VanongBdo v é ukiont ma@moeg UOHRP) vahoa c
Cuc quan |lyaThwcppky (USERA), co Goanadihqgwén di a
phuwongacv aldvdva® duyé t d amghiédare/Gy ban tda o dnthghiénbcl u
(IRBJECs) c6thé d wné@ncinugdbdt ky tdwoi di ém n

MO XTNGHIMV AKIM SOT R@I RO SINH HEC
9.1 M b>nh ph®mtliiph ongxét nghi>smc@ @b an nghién cli

Nhuiddrc mo6 P&, nhitanig | oai mau budoht bl Zmiédghié ché & | d
tai ongXét nghié m c 0 an nghiémack b : huyét t hammé dnlixé eghichnuy €t t
HIV, vi rt viém gan B vaviémgan C, mautoanpha tho ng d 6 n gé aBé&Mmghié m huy €t
hoc, huyésamxéthghiéim c€e &thirai nén gdcgatni gwdt nghee mM ma
tyvachd n dMavd i uwnig t hamogi hdg &t di  da helndngdo camaiu t a i
cubc hen ¢ ta2axemthémeéha ®6vavhu | A é dbi ét cmhlayi €t |
miu bénh phé&dm.

Tamd t disadndghiéncr uxénghié m t &muegc t hvéhmhuébébhuwphdam d
Ay t o mthi@dmigoy ahdn diohdra nlV &g i aa sadgdo c. Cadycoth@u n

d o camkétnghie m ngay annghiéncii .a Nhi*ng miuomgtodingmiaém 6
doc chuyén dé nmxthghid mNIb 6 duBgwinig cdc phan uwngh kha
mau khheermg méi vezdingrid t ¢i aMBTEN chlrndgé IBO phan vi
laytruyé n quuoaglddic cua HPTN NL sé& x éayvonig hc é&cm x éati nnghl
t vowgvicac phan tick &dbahigédighanftkha@&c mdi mac H

Viec thu thagnbaor glavdm odhnuyrem miu  ongxétimghi® ma ms & é n
doc caeaennghignerb t hwc hi &n inhthecoanhphong gét nghiéym tcrh u an,
Huwng odaa phongxétnghié m HP Rduy triclnchudn cdavod Vi@cph hu t harg
mau bénhimpéngidmabdo quan amgxénghiéin sBc dghi chép tro
th6ng Quan |opgxd®righid m éHuP TphN ( D @&) ma h h & ntgr SBFE o

Hwng dan céled WPHAAGX& ngié nMa n go idnimgnha n t (Bmyoét nohhé m

ta i dninghiénler u  d a't chuadn thwc hién caeomnxd@tn@gilygihéd ré me
chdng n h ainhxégnghie¢ mt rHa ¥ d éudhua n . B6 xét ngboddSrRDAMhanh I
phéduyét weé &0 dungi ndupbusBrbot xét aykhbngsdm wglbanh
hodc khoé nhaagmngkiéméaiu, pdhida bcung cd8p nhiotng thodng ti
san a®wc tkhi khénick uadphdg rmgkuiic@mapododxét ngimh ém tr
nghién c& uChi nhitrng | oai bé x étusShrDAphé@uyé tnihraitidr& h 6 ng
phong xét nghié m d ir @ rki¢ Im  dvia Phbng xét nghié mMa n gdidh’ ng nhamnghdat |
moéiuwd s duingpd PRI nghi énno WSEDApheduyélt! odté dhhédng d
tinhtrang HI V.

9.2 B>nhph®mti Phongxé nghi>-m Mgl " [

Khdngmét x ét n g hutr 8 gao chonghidgcr t dys€é ugdc t h wc Phing &n t ai
nghié nMa n g& idl &PTN. Tuy nhién, Phong xét nghié nMa n g& il asigtnghié mai mau
bé n h pahid mininghiéncr u  h o #long kéarghié ntMa n gvil HPTN nham dam
chatugmg. Xét nghénédu mbénhmdphddydtuiadiba gk mgng
d nh nhiém HI 8hglédc codagchg@h wW@c hdng x@&mghie aNa nRyd il
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HPTN nbo é&pht &lho@d t aannghacéubnéu can.

Hwng dan céied (PHAAGIX& ngié nMa n g il ch ¢ ng rodg&éhnghtélrm g
ta i dninghiénltru  da't chuan thwc hién caeconxgtnainihé @
vaki€ m dduyntrinh xét nghié m n haa adhéu dhid nPhong xét nghié nMa n g& il amé |
viec v&i énighigncidd adé dam bao r dadaygd wdtlring tchdédnogh vtiréu
khi nghienc¢du b &t dau.

h
mc

Viec thu tha@nvavain Icy,uyof@h maldmne scé& adngtiénarub t uan

thd t h e dnhthuucyanthphong xét nghié m ¢ hath@orh ovn g hdddmg d ®hong éll a
nghié rMa ng&¢il HPTN. NEu nhnrgy odburuv Hré nddipyhkEméedhi t m
vin chaph@nuwd wchhi én theo quy dinh van chuyén m:
chuyé n anglkhongQudéc t é (I ATA) . TAat «amc vgleic wladédp cthiug @& n
Quan |y Ddngxé nggi@m PHP TuN dreth moé  tha ntgr qdy&gnh nghién cte u

cu thé.

9.3.  Quy trinh Ofm btovakiflm solfich-t | ~ [Aig

Phong xét nghié nMa n g& il HPak&idwdhmd t h v o mgki€tnmr ¢ha teg h g t a i moi
ban nghiéncl* u.  C & nPhobgié mghiéanMa n g il cling sé& dén t&am din
nghienc’u d €& did o ht dpligdy tribhkiE m soadwngh &®tl nghi ém tai ¢
viec bungdddang cach céac thiét bi xét nghiém, s
Phong xét nghié MMa n g& il s & tungudci tci éénp lawonghiérecir u d @ ia clckhpu y €

k haap gphai tuhoonngh kiégrm athdctdy h gvhod ¢t r o imhgd Aonuhai géird  d
nghién cr u

Khodng 6 t hRmomgxét hghi@ dvia n g il HPTN s & énc@ma mghAuy éthi
thanh/huyé tv otn g dua nc Wa it5d dOofo gty theo s6 aonhié uo hp wdg addr c

tuy€ ndowmghiénctu t ai ammhién airiua d@Mda il x ét inmkbahgith€ mH1 V. b ang
cac xét nghié muoddJS FDA phéduyé t n g aynghidic@ u b h oRhangxetaghié m Ma n g

| & HPTN.

Toanbd c & xétmgiédum c wei ntgh aoncansl@i dn é u  ©OG Atbdm gigdvaon g

th nghioénm 5i0t. B nlgo g viedty i dbbdgi aaimt { aéinpgd a |
trang nhi &m ctilma m ggm180ma o1 & h o @ tay theoGBoaahhié th o nd) nsa u
cia nhionig tnhgaronc gi @onghigncru wspoéc dx ét nghi ém | ai

Tat wa gt rh onpiémMimau chuyén déGmibhulyé&n daaobla ho)
lamlai x ét amdth iuggdng lvim@un gt d wen @ hdw éntirg e g n Whid ig t
khongnhié m c¢ 0 nug cam i&t nghié m.

TrungtémQua n | y a&ithd nigiva@Pnongwét nghié nMa ngoil s& thodong bao ch
di aanrghiéncku vEé nhitng meac béaixépld@m dam buangché I
Phong xét nghié nMa n g& BB am xét nghié mimkhangthé Hlasosamhkét c U ho v&i

a
gqud c U aongx@aghip m t aanngdéner ub CarPhoh:gtxetngri’JéarWIangUsE
lamviec tr ywc ti ép@nnghiicke Adé bdi di agbyét hAdymgy van
naooaduwphat hi®dmhnayt rong qua tr
9.4  Bfoquin m b>nh ph®m phi@dvChghi  éncldtrongt “tnglai

Canbd danmghidnctru wWEamh hugdtpctiud &y t o wac chwdyy Heréud
doc OthohgHe n g Qyatnmhda t uchomghiéncru. Nh raygé oabcu brA o qu an
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ch@&nd khi THuWuwndF yt atddun gvHRTN va Phong xét nghié nMa n gt thong

b & d@nh@ nuod k € dcacqdimghiévm dam hud o @d & 4 tahtdht .ub Ngt ham gi a
8 ugic hoi yéckicéhnd pv ar va@m i@l mdnEm s a uénkthu  knégth i

t h Gcamdicxétnghié m HI V viomgn g at . u XleuwnE+ChEepn tpthu & m |

bé nh ghHodhinng énagrhui t rong VEahid)p. t hulAmadm hménhophdm c¢h
nghiénc u t v o n gkhohgaédin wbihg dé nuovi €& b arong g ivaagtiénck u .

Cad asrghiéncru c 6 t h&ulalka kdubignignhl mau b &néregprh@d@ m m
nghiencr u k hédaddig .y Vi éc | &y aomh & @ nth h p &ngnghlérccl ow onnhgi

laicha wwngt ham gi ahveo®a tt hik€y t ti & &unglydairighio nt haao gi a v
nghiencru. Vi éc s dungadcdac dnamugnodrériggemd m a@n nghi
chku/ vi éc s dung ddarcvyhid uvoldé bl np ly &dcmd s Aanng bt
duyét dao ételedlienguaniphéduyé t .

95 Kiflm solfirlro sinh hid

Visy | ay truybénnhcdladyHItww iy éma wulkhdc cdéd thé xay r«
kimtiémbi nhi ém Bdcsdnphin@muméntdtn ca céorubds & gahpi dung c
bié n phoagmgrgh can thi &t kdxk IVHycadwamiwe hlu@@imu yham t
nay theo khuyé n ¢ AToungdadn Kié m s @apAdohgnglr @& n h  HoakyKCDC). Tat c a

nhitng mauiémébeénpiings®ivon van chuyén t Meay(dac quy
CFR 72).

10. CACTH@ TICH ANH CHIiNH
10.1 Kh7ihgnghi énclu

Saukhid o c x é tcicviiny &té da o aldgeéncliraua s &d HPANI GORE céc tai

lié uanhchinhtheoyéucad u-n h W&d & ¢ |étrodgth okn g Qinétninh D& ¢ O Nghién ct u

thwe hi énanrngéhcirdi a Chn bo amtiac CORE saamtiéodrudidd® b
hoantdt vi éc d&ng khGhdBACDSH L b aldfian i cQuwwn hdkyan
d vong n@ghiBAl BE&nhi é 76 daypnGORBwADAIDSsExemxétbA n chap
thun tham gi aanogliGacktuxng di a b

Trongthdi génddnt hvoi éc dang kh@ghah@&mctcitalié duopdduma u ,
HPTN COREsé g udngbdokhlri d 6 n g "anngéockd i, a s b tnnghténcdua c b
thé t anBétiénh khai cacénhblouat dong nghi

10.2 - M ph’inghi éncl

DAIDSnd m g i ar >fm & g Aiu@am mo i wpd a rggh dIND) cho nghién et u

ndy.BAn s a®t cdialiécudc | tNDAIDBsE udic chuyén ané&gut di tap
phim Reckitt Benckiser dé ékcr@mv o agatheérog loid&m s an
thubc m&i aNDNEkkéc. 8y phan chia tr @ahuanyh dgd@émdotrongong n gt
Thd6a t huan Th énggilgahatighny |IDANWISp adiogdy pham Recki tt
Benckiser.

Pé vong n@hiywh odog SHHEFtA I uwmg dan t FcGuthw g nghi
dA®SP, trobgm @Qdlgthuaco hgi & n a déduioyE waiTE IIE u N ghuddnng,
damHudng dAannhBhAtecdcrag choDAIDSvaBang quy chudn doc hai
8 uhng dAamhttgpey htin cac éncdw, hxld Icyadl idgweiuma ud an h
s c 0, ¢ghackcd; pharyphdvcicsa n p h aénmelr m gdiwiichép tinh gia i inhtduo @l a

sAn pham, inctiirc  da @netr m gkt o g SSEsh udic  gninhatailirg

o
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t e khi t héraruhw @nd @nydngweb: http:/www.HPTN.orgv & odw gi bdadng
vamnb t Gangidnédicnghiéncru/ ban xét d@ycédo od@oaddgunglimiudc
vathwc pUWSEMA va caclkcconaguuga nkécdhcu .k hi cdé6 y

Nhémnghiénctr uaTwungtdmQua n |y BThd h @BMINSE ydrd g cac mau b
caoomng uvhopénchw. n@hivbc églrs&ddn HP Tabmastbiw&lam nhap v
sacing hé thongDagiadcha | $DMG. | C&a b 4o uxrdgithdkci €m s o

ace ugic udtnhg éxglry t ¢i anmghiéncldu ad & x agia i mignuhy évt .

Can phai c¢c6 suv pho |anhh|mnong:nmmmghlenlmwu gd @&a@tidodad 6d h
nghiegncbu, gi &i dap cac téhdirw agdlic gy dth wkci hitémoin ghd
Nhoém dé cuong nghién clr u Ing \@y i Ban giédcthus BPTNghE& ticauds at ch
tuyén m@ing hainc gd @ t u it tvéacacphdt Ghgphué T ng nhom
nghiéncku, can bodo y t € @&ANh® SachuyErdgimCAORESEt pdrAdd kKuyét ¢
vin é@@ulaéhn dvi éc da di éeéncdku,é ng tid@phdnmingghu ealam cad |
bdocdocan t hi ét dé doadnny bhacop qnubdtn araydridikié hakckiasg uan, |
thongtingilr a c¢ danngtiénelr ub. v Bddt4d @én, Nhdmrasod antoan nghiéncru s &

lientuc gi am s at aduat agthé . sidMgBanmgiam s antoanvadld | i é u
NIAIDcing sé& tham éniccau.gi @&m s &t nghi

10.3 Giam sat nghién clu

Giamsatnghiencru t ai uocch 6 hsuéc ¢chi én t IDAI®S. Gidncsit\géosg diEmh ¢ (
c & ¢ axdrghiencru dé:

Xé&minhviec tuan t hoa adéuwg ogu@dnckdigdin \d @ weion ng

Panh &¢ at wa nwotnhgll ndgéhh 68nng aayatrinh d3 ¢ U rghién ci u & céc
thwcarmh atnw twannghiéncg ufa v

Khdng di mhin@tnAdhinhix‘ccia cac taWdarcg tthiun tdhapn t ai C
nghitncrua ddoc n @& tvhdagdeé | i &uckola nghi

Nghiénclru énvci a c dangtiénerub s & cho pénthaphtrgd @ms st &ti évti b i
nghiencduahg t hadlieg (vir dae nhhap thuan thamongxéa, cac
nghié makhambé n h , ailgdduc ntg u 6an &kéhaa cb@mg cl®p Yur wouleamg smht ¢ a
hoat d 0 nganaghiéncidui.a éMmrluiéneiing cho phépoc atcy dauy &@m étn
HPTN CORE, SDMC, NL, NIAID,ta p adioocdw phdm Rec ki tot gBieanoc koi@isnegr |,

d awvphg vanCqgudgno athyct pbhabkoakyk€ m tr a &H&uU cédd claic t
guaén déngthu .énBin ghi | ai cac acnghidycéo woBcethirgibai di a
di aanrghiéncl u .

10.4 Tuanth{It “tngnghildc M@

Nghiéncdu w806 & huwc hi én véi vomgt n@umm.i @dvén gd anygind (8 nd &
vabAn ché8p thu&@mctuhath witasgrgadidoi n &duyéktiwdtowrg c o6 s
bing van ®dAtny o bangiémsid nghiencku/ ban xét dwycdtu dao duw
Moi dé& nghivosganddi gW&ic gdri oc hgou &oca co &crégauae 6 | i
cha DSwvaphdiuwd nholtngguacn na@ayubph&hdug®i ché ban gi an
c¢eku/ ban xét dwycétu dao duoc nghi

10.5 Ghi chép cl@anghi én cl vi én
Nghiéncvu énsd b ada V&uwaapcdban ghi céélpu &hébi nghi chinh
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11.

10.

11.

12.

xicvacAp nhat nhatinhnghiércgu s uDh e @ u@a ¢émq ubyd mdgi mchd cliaa i
thub ¢ daoncg tdh &¢ n @ncd @ énsd unliglhgic ac b an génckuc hiétp nvhédtn g
trong 2 nam €aut hgdhiédi@dn e riiilox i s A nddplcdm ap phép
ny. NéE sdn phaéncirogkih6négluykt nkpdogc Egaupé tEtiépthivalkr n g

du n génthi rut mgacba n g hivo qrhidil ©Wr o k&g t20¢ nkhmMi t hdng béao cl
vie k€t t h dnbxingNDaCatba n ghi céélpu vbéa on gghdmathénioh—gi ay t
gdbm o deyn@dr&eng n@uwatéétn ccA cac bado c&m, q@mdngl cao
nghiencr u-ci nguv nhd @ ué Aiig@ant dnig tnlyamncaggdoacalkdsda c t uy € n
vaonghiénck -gdm cac ban chap t hwa,n ractha mbogugachacdphtdrmoea ct
ghichépchi détacl ivii nd atdtgicailisccukdacngudn khac.

10.6 Sldgthigtinv axu-t bin

Viec cong bdo éeceu kgh a iqtutbe @ gdidhiqga § a d el O énv Ng h i

s& g iatrmiabay,tdmtat , hoac baxétdyéhbho ¢haoB&® TaM,p DAI DS
doamcdpham Rec kixétduyéB ednec kkihsie rc 6dnég b 0 .
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CongthlP ¢ méa u X X X X X
Bilirubin X X X X X
Creatinine X X X X X
ALT X X X X X
Xétnghié muwnc ti éu phat hacachabs ¢t d X X X X X
khac
Xétnghié muoncéuthin doafd co6 thai X X X
TuwadmudtcRsauxénghié m HI V X
Céccud ¢ hreawn t X X X X
Phét BUP/NX> X X X X X

INgai tham gia sé& ky ban chidgrut huanuych io@ié cudnog oc hhilveeénin (g w8 rghii
2NéEuva@ng & hamkéngh@ m khé&ng qdirmd octbdyd phucA. |l uc |1

3Saukhisanglo ¢, camxénghid m émganvaobdt ky taoit doBg ndménbhéhuane ogitar indé 8 Ao igpd n &l dladnc ganda u déndé ivd ¢ ém vectine viém
ganBnéu thpich hg

4Chi adh cbo thbgem gia nt

5 P w ahtteénhhang ngay trong 3tuad n  déAdungthué ¢ & 2 nhomnésatHI®EH 3 | an 1 tua

Chay: 5®i ntghfamegno u’((iJ g/reaon hiénclr u soecangsio caclmangau éntheonhir gquy trinhd @ c _ & dung ueiho
doc tdawgyrdau na% tuy ramenéuye hd m gomig tthhaanmg{mlda sé t hawn thmmmguwlh?éthlaaylmgﬁlié@m
giacachoat  dong id’l rqinhguwwmg tham aqri @leakmédct anbkAai phu
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PHCLIT 11 OA: Quy trinh xét nghi>m khang thfl HIV OGiai @ 0 sang 1@

DING
— [ ki én tham
giavao nghién cl

XN nhanh 1 &
XN nhanh 2

- /+ (k@ qut xét nghi>m tréi d-u) hotc +/ +

DING
Khoéng tuy€ nao mghién ctr u
(Ngari t hd@anc g xadhdng hhié nHIV,
nhuwvagk h 6 ngc diangy rgdanghienct u  d o
kEt quda xét nd&hioédm gdhld@hnaht HI V
the khéeéndainhtragigd Htl Yubd ¢ &deo
déidi n htrdkdmphrc )t ap

+ ho¢c khng x[@ [hh

DING
Khoéng tuy€é nao rghién ctv u
Ca_tham thém xét nghié m d €
kha ng tthhtramg HI V
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PHCLIC | 1-B: Quitrinh xét nghi>m khang thflHIV OTheo d6i [(Inh kO

Khéng nhilih HIV

- [+ (k@ qut xtt nghi>m trai d-u) ho¢c+/ +

Mau 1 - . Khong nhilth HIV
WB hoa ¢FA >

+ ho¢c khing x[a [Mh

Nhilhh HIV

- hotc khing x[d [hh

Xinykim T"v -n tAE
Phong xét nghi>m Mg | "

6 2



PHCLICII [1-A: M@ ch-pthul tham giad “nh chong™ cd tham gia [T [d s ang |G trong giai [6[n an
toan

HPTN 058: ThChghi>m ngld nhi [@ O ching giai [0 n 111 nh3m [Ah giChi>u qu c@ (il tr Chghi>n
matuy trong d,, phong nhilth HIV vatlvong ™ ng ~ od nghi>n chich I> thut cht ding thu”c phi>n
Bin cu’i 2.0, 16 thiig 9 n,m 2008

Nghién cld vi én chinh: [Ténvathéngtinlién hé ]

{thi>
Chingtoi m& ba n  t h adomdgti aginlvganglorc nham xac dinh xem ban c6
mot nghignctu &M mhuw tr é&n (kudwnhggm xNagch i dinh bco k ndtéru t r | ngh
matly colamgia ns8 t ¢ ankiérg Wl V t r owgghi@mred i cd ma thonggua h ay
gam s dunag cnéac thiayn hén guan. HiVglavyrat gdgrabé n h  SANgHén c&r u ay do

Vién YubtcGiaHaKy ( Naitrh). ulWNig chiu trach nénicBudym@écea tron
nghién cld vién chinh).

[
K

Tréuw khi ban quyét di aoguyxiehsangdc ayrkhddgnchinghéanmd gi bam hi €
rovée négdiriu. Ban chdédp a4 uidhmay tdhbdathdngdinvé mungksangloc. Céan b o
nghiéncku cO6 t hé ikkamad o élintgsgnylovd Ban c¢c6 t hé ah Baiukhitb@n ky
doc gi dddayhdaéahwbsagoye ,t ban c¢c6 thé quyét dinh xem |
khong. Quy trinhnayd @dc @addp Inhan t &nalhu .gi M€ uptidédm tchthamglogiéa ys
caiu baabadkny cvhap thuan t hanc gimat haidcddgEBamhéttid gl siga
thuan tham gia ithé gi & | ai cho m

Nhig quyn Iijc@bm khi tham gianghi éiclin aviaagi?
Viec t ham gaoquytdnhsinglpdahdantoanty ng.uy én
Ban c6 thé quyét dinh kindlog hdam goat c@ abnwécudg
khonghé ma t bat kowé qugéndi oh wu twéehchud rheddcc csalec dk hcdhe
khdc.Ba n sBaugic di éuu btaroi dioltuyé td d i n hacétham gighay khong tham
gia
NEu ban quyét diamdlokindimgkhdag gboaghitnitaws ygody v
nhung sam wnary &6 tomghientchia mk ja@a khién digdbain do6 di éu
kié n
Ngaycd khi ban chaaglohuadi &b add ghibdmdasdgé nc octhamgib 7 a |
nghiénctr u .
Chingtéis€ cung cap c
lanhtt n g ttih@mhg & oodhn gh
nghién ctr u ay.n

h ban némdrugy hodahcd ncgdéontclrnng hnitbd ¢ ,v éd

)
dén sw&c khoe,angghanigiacl ay i baghm yv s |

| h. ¢ hisn nghi & s o
Mu ¢ dichénc&t}uanlhah@hiso sanh m&c daromigé wehwtdrdd Glah daintp
gdm s06 taynhieam gbinkrnguong nghi én tldhgiguagida mas & Gd/u nagdc ma t G
hanh viliémggany c ©

MOt wphg péhud piingdnd td | o a uy ct hguBdboxohe® (lasw két hop cda hai
buprenorphine add nlabrogm;n eddilyrghtdud ituhganng gothaa gythd i n

| & nh&umhdtrgihucdaihan” . Phuormegn phédp kcidc s dewnmpars utbaon on
va 8w twvrong 1 nam. Chiungohgi pbép n Bwnhbtdittadodgani & d p h
han” . Subormonedidid @héduyé € d i Bgnié khorhtrnguorig s dung ma t U
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Ky . Suboxon eongngiréan ¢h atyh & i pehu v AmirgdH IsMr.  dWinégeclttrapod g gn g h i
didgoc &ap HoaKyg déé nhiFin@porig s tmadiygiigm viiédag dca tuy va ngt
nhiém HIV clhauvaét bHE®&Nn| c Bu rmréotn gt rphra gy od i dpibag rduphong
laynhié m HI V hay khong.

MOt nlravis 6t rnégncg uay g hudc nhu’aonngﬁ)mmrﬂlhditmthuocdalhan mbt mnra c
lai W& d hudonn gp hpehua b tradthuéc ngdnhan. CA b addnb® négdriu déu ukbh 6 ng
quyé n ¢ hugonn gp hpdhud pt rdi wlovm gb @8ua ptPridi i cubo bagés éddnh mot

nhié n nhwv & nag txyBigeichdyitn 8fcla §¢aph [hg).

Ca hai nhém di @u u rnh adué @tcrgogragd p vt im baiwdg gaah tiédir phang lay
nhiém HI V. Sau khianbdhpascchngdde X&mg ang 1 coiudmg) che amat
nghiencbu sé& cho ban bi étaban thudc nhdém di éu tri n

T6ng sO6 c¢cO6 kiodansgé 1t5h080molrnggi taa iwoghdtalt wenéhcir@h. nghoang
| ongudorig t ham an Jad ndg add at Hémaor ug it aa amnghi@iictau | b.

Gi amnddau édra ms@hit hu théap cérciah&up ampinenig tdhd can ;
phuong émuhé&p idik h acénothueauné rdr oniv go. Ndi@ bdin k hi owhaéagg fpuAp di
tri agaddrc &ap damchgnhiammggbuo & Hoa Ky, c hmhég txéeim V@& e umwd
cing dunuwi v @ir umaThaanthay khdng. Ching t6i go i gi aaiy doada a“‘ngniaam " tdoo
50 @iguwdatai t mdbanngiiéncru wso8c d ham gi a a&'ng’i.adtinddmetdithua n t o
doc t U gaysdi gdadigpn crhing t 6anbdol &ggdikiuE. hoach cho to

N bli gquy( [Ah tham gias anag 1@ trona naghi én ciil. bl sCphliltriilgua nhiig b ~[dtilp theo

Nnag?

Viecangdoc s & mét—4gidh aednhg u@dié nanthngay hdm nay né u wnéain & sé nangs
Changtéisé h o i ban mét s86& cau hodi veé avec claltd én,maduica&d ng
cia ban. Churtgcaudbanoilnbos &hainb gs dchiilgg toitco tEEtimtha n v thé
ndo.Né u b an kdngchoghlrg Binbiélt t h dama nghiiaabadm khong chédp thua
nghienc’u. Chung @&@idu chianrg csEnugyc c & p Eitha@ aMxé mhié m cac chéa
dang thu@&cklgahi &rhuw c akidpluc .n OGN écuh Gbn gamixédrighiécnti nt gh asid cbla n g
ti€ u. Buaonc scéu ndg oxé@ mghiéknnd ttbadpgaydrongla n gyaBam s & khoéng du di
thamgiasangloc néu ban dang c6 thai &xétaghié mamglo caoym Idal .b uNh
diuénédxac dinh xem | i é@énchaany odv khénénhhhédgagt Ao nght ir
doc trongangloai d6aouwyd mkthdsndg mgi di é uénktiué.n @En tdh@ m ¢
hay kbBoéodg ed mkiarghéndriuadbdam vAauwcs éndd trhdamaxéyrigé mt HI V.
Canbd négdriu s & | &y | nkan(bddnngg klhdohdcaghéhBad ctrbtn g d uwdwm gmau Mc 0 a
ban wotkcwd Ggit r onggétnghle m t aivodiga Kt 6é& édhi;a gicéndban hv ¢ i ma u
maucha ban. MOt sobcamkéoghiénd uHISM. dChuing wdng s@gh &@mxdéitn gr
nhanh HI& d& k&t squa ngdy pshaidicokddhdqmuwR 20ét nghi ém n
vinénsd noéi chuwérn w@himamida két qua xét m@phudm. DE

ban phdi c¢c6 két qua xét nghi ém HI V.

NM ki quOx@ nghilh  HIV cho thiy bid cOthOD & nhiih HIV,ban sé& khoéng da di éu
nghiéncr u avié cangdoc s & Kk & thiétchingddi s& nhbxgtnghié m khac dé khang d
vaxénghié mays€ mat khodng 1léndrwa rs.&cldéain bbdi éntg hki € t axqooa X ét
nghi ai.Bgn wyéc ccung capoit h@aghb 6i b landxétdghia md Ea@der dw ém h
Nghienctudys® khoéng cung cdp dié&u tri néu ban bi nhiém

NEu ban chédp t huéanyycmd it piaxétnghié en bagmha méc dn gmba &g t h
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cheng dé kmAtrag gdinhh &m HI V. Chang obabni vséd kkéhtd nggu &t hcdina
nghi¢ mamivéi nh rng uwméuuul tngdi uS 6d d By vinkir nvgi &cé tn n g hénédmuurdr o n g
thwec hi én t hfth caghigém, tdo do6 két qua ich@&viécn ghii égm ysés
d nh veé scanhsdéec cla bamhxéNghia manglo ody chapgitéi phét hién b an

nhié m H I V lifitk & Gaodb@h(truy@d nhitmph,i b0 cldtheoy éucfu),chingtéis8 phai bao cao
ndy cho [8ilAt...n cld 8 v¢ y t%o cfi thith quy(n til§¢a pHiig va chinh sa Il 8oln vi%et n ay theo §hGg y...u

cfu cla 8¢a phfig. N %ou §¢a ghig kh'ng cfi y...u ¢ fu ph,i bd cld cld tr [kng bp HIV ho’c cl@ blnh

truy(@ nhitmkhid th i x6a 8ol n 'y 8i] .

N k@ quxd nghiih HIV cl@ bl cho thiy bl khidg nhilh HIV thhsau adné6 seic ckham s rc
khd eabscsi sé& hoéi veé tién s swc khoée clUa ban. on€hung

xétnghiém dé xét nghi ém c atnhhinhsitc hkamvdge thamg gadm wan.

nlyse mat kimdndghling todéi s& thdng bao céac kédabanquid x¢
nghiéncbk uaoldan hen sau.

Chingtdi cti n g asx&nghie m ¢ h d némganBvaCehomdt s8 maAu mau clha ban.
nghiém 1 troagd@aoht@aingtdisé c un gdmih@gtindthddban v é oih tmay
coOthé t damxétnghiélm étmh véau dtir i . Ban cO6 t hé vaeéncidupydibhaghu ki &
bi émgan.NEu ban kém@anBthibahbovidy &an s & én ohidiagh o« i Ba ahdib i

tranh viém gan B.

NEu tat ciahsogdaec qdiggu taho thdy cdé6 t hé Dbackudaothineu ki
hen ké tiép ching to6i sé& cungonmncédwnégchhiw. blaihc nth&rniga n
qguyét di nh xem b anaoaghiénatiuuGnhaytkiore.i8aughiba n&ddrc gi ai t hi ch

cacthéngtinvé négditiua @i veé t dt c aonthdhar nmgd of,i éémaiuabed&cnhydii I a
mbt sO caubndit@i dE& dragnhih &ba cHhEErUdVE@ négdiriu. NEu chdp t hu
giavao nghiénclr u ay ba n € pomat bywnvchap t Bhe@wm, tthraom ggid ngihd i
bandddiodc cung c day dd0 noiénarwng NEac dhandgmtvad digiédg c U a
cduibam wé& d& hwc hi én énwdcingmdy éakéo darkhiodA dgu8t gi ¢ dong h

~

S
g

©
(@}

N bl I ki>n tham gia nahi éncluth ithlilgiantham giasikidd aitronabaolau?
Thoi gi éetunghd khoamgm & U3yid@mw €3nh ban béadt adaubahad
déu ki én ténaimu,gibhanmgshd phai ky bd sundgncmdt ban dhé

bAnayambtd 6vé c ac caqgoydrinthnghiénctu ¢ uo nt.& @Bartadn c6théhdi can b od
nghienchu bat k3oliboduantéh 6it hroi ¢ncdomaseld a hamhigiaangiéaruban v
nay.

Nhgrilro/bttbnc@dquytr inhsanglldnayvlag?

Viec | 8y mau athdmtimméé cghady kdianu cvh A m.aus® o6k h k & n uowid #ccasnd &t yhgan
chongmat , t l@dgint chiul Ban c¢c6 thé cam thay bdt tién hoa
hé intdu casy dung ma t Oy .anxénghiem!| HiyV @mak ndiEél Il ang.

Chingtéisd crghégtd s rc dé& npad d wa & as bdr bran kamglo d atnr dmedgaum gh ia
ndy. Tuynhienrdt c¢c6 t hé ban sé& guwp phédt bado déanakdd ddga da
nghigncru. MYi og b&baé MmghiWhddaémcbBbngmy HEX b & manhvidinh
duc hodc s dung ma tay. Cimviebéhobaaoamged gmpd pmigihir 3c
ba nandé m HI V. Whrkd acg goblmmnaocwngi dd6d g g d Attvd& o agn .

> 2

Ban s éampérghiém t houbch&ihit angh@ncgua.MNéu ban dang mang

dang choibapnns ®0khgbpn gd ép ht Ioaghniéngl ta. vanéé nghié m c Ay bhanNn
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dang manbant hsadi kthhd ng gadoquatinhsakgyo cr Ug diyyaor ak hudbo gt & am
giavao nghiéncr u .

Colii ¢ch nao khona khi tham gia sang 1£¢?

Nhi*rng x ét n g hangdontakedtBém ctér ahosac k h otiEgp od@ii dhanl. 0iNEtur ba
singloc bawcs&@&udg cadp cacabthidghtrgnd i mh ivé@m iHl Chiny®iss® m
ki€ m talamcaoxénghié m s &®*c khoe cho ban.

Nho Vachfn kh¥cm abm clihf chfn ngo ai viSc chep thu'n tham dia nahién cldn av1aaqi?

Ban khdédng can phaéiangtohcd pc UéaciundggnGanbda nd ugidan ssé& nodi v oi
d ch vu ukdvéacétnghd nt HI V, dd@umartaing &ma ¢thé | wa chon, h
cing sé& cuwag oA@gnghbhongénekiun hv & nnhldiamg rnghién khai t
(8D 8ca 8il cfi nhidg ph ThAg php & M tr¢ ho'c cld nghi én cli khid d nh cho ngl«i nghild chich ma

tyg’mec, t O/ ,nvaxé nghihHIVdatr énblicnhc@8taph Ag) .Bandyhdi can bodo duv an
vin d@ hodacithtras&momdé mcho ban. Ban kh @mnNEg uc dm np hk&id n
chip thuanaglbaimapi @ Esuolto n dh adngfén@ruayn nhuvi@gg badu s pt
ho p d €giatvdo cdemghiénc’ u k haowongohai t

Ta&t c& moi thoéng wagom gidlr nthia nmétd at beaon d&UEN gahclongydi d i n h
khongthé halsad bGuole d i anroant Trémbdi n g h ihongtihgnglotc cda ban chiang
dungasim t h aépciah d atn. Chiénardw ondn asth @EChigdmi négdvriu s & khodng
bat ky titrd e@thét inhh aguydabandngoai tr& ch® ky casag ban t
loc. Téo,ymdthhs 6guwany WwWCedSquan | yaT@Raocplphd,obhgtasd Ky x uadt

thub ¢ ¢ héclrrug hX&duyé tia 0 d @ chruglyiantaitro c U @ cihg h o Yi€ Qud Gia

HoaKy )anhrng dai di émkhdccinghé ;b uggauy®emdcac ban ékliu vé t
cia ban.

Chi phi ho«c thanh to¥n gi anh cho b sThh “ th « ndo?

Ban sé& khongocw&ilamhihemhi kmam s & acadqgly &iehkhaoxNghiénalrguh i € m
nycing khg@gaigp dcum@u béhndodubcdphat hikntrongquatrinhsanglo canghiéncl u .

Ban w©soé& dduélkhodbn c hidarpdhti tvh &¢i géa anadéna KB mdidia sdtinb |

§[4c ghi r 6 trong phi%ou ch,p thu"n tham gia nghién cl] .

N«u bl b> th “ Ao trong qu¥ trinh sang l£c thi slth« n ao?

NEu bawomg dd tinhsmgtpcqudenr sdd8 édiwvanmrg &avpfdty itech. Ban co
trA chi phdy.NEbhitahimg mdéi phat hi &mwntghdy ramsggylgmia md m h
khongpha i do drasnglpwy gtaiychingedis€ hcung cdp cho ban nhing
socs’c k hoédwhvanhiangn di ch vu san c¢cé cho banuogtcain heddnn g i &0
Vién Yuotc@aH@aKy IHMEu cO6 nhitng bué&ngchitronh E&o0aéngBh qua
ny.Ban sé& kirénigoéobbat kyagdikevaobdprh acphdpy tnhanglocayham gi a
B phiill am ai h«u b cliven [{l ho«cthid mid vl quy tr  inh sdnalfc nav?

NEu ban c6 t &n&8kcu méocirw Blighanggreghién cr u dy,may lignhé v & i

[T...n, [@a chlién hGlsBiMb thollcldanghi  éncld vi én ho c cli b— nghi én cld]
NEu ban co6 thac inmdduy vEa dhivglidy d @ect magyhidnhé v i
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[Tén, chid danh v athéngtinlién h[t@ng ki thu—c H—i &8 ng 80 §Id nghi én cl ho"c t(thid khid
phu hvp til§¢a ph [Ag]
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CH-P THUYN THAM GIA

Toiddode (hodddo@igdadoét i ch cho toi) v@# TIO&Eh&wmidpe €Ghabln
ci a vangdocc ,s c amhphguyt uanhirnd Gr @gi rioc &inhbaytrongbdn chéap t htu
tham gianay. T6i tinhnguyé Nt h aang logci adoésamigosi t h#@émm gnidang t haatugi a
dé u nghié imatdy nay.

Tén oiguw ham gi a Chr  ky hoadac dawiv ar angayghaml v n g

Danhchocanb0 négdwiuT 6 idgiadi tdmuch di aigloc i & bminhmgiyé n  t h aamadg i a
trd | 0i day d0 nh@#ngyffHeche umdd €¢ 0 a l@ad GEHF yoamtd diyd la,nhc
quy trinh,rd i alooi vi ¢ h aogligac vtirédgncgsuay.g h i

Téncanbd négdriu t hwc hi én Chir  kangaywthang

Danh chio dagiv ddviént chm akha nkaHodg gdhicochd n ¢ t mh aorg andig c

vagidi thich day duda céac t hodng atchom guir o n ly.Ldddyy/i antda pa yt h
hi€¢ ubmuc di c h,inhobkitien gg wylet rr bc v aogdaac vti récémoggu aygehcddy / an h
dydciAp t huanagldbam gi a s

Chi andchonhtnguorig di ém chi: TOdimwkuwéond chkng nhan EAtinh

nguyen di €ém chi ngdén éEin «chad pc G had ke nydh dénpayg tira aym g

Tén onanghrng (chd in) Chirn g kofiamdigr n gangey thang
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