Hiéu qua diéu tri cua 2 phac doé d4T + 3TC + NVP va d4T + 3TC + EFC &
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Nghién cGu 72 bénh nhan (BN) nhiém HIV/AIDS, > 15 tudi, diéu tri ngoai tru tai Khoa Truyén
nhiém, Bénh vién 103, st dung thudc khang retrovirus (ARV) theo phac d6 d4T + 3TC + NVP (nhém
1, n = 36) hodc d4T + 3TC + EFV (nhém 2, n = 36), nhdm danh gia hiéu qué diéu tri cla 2 phac dé
néu trén. Hiéu qua diéu tri dugc danh gia dua trén dap (ng diéu tri vé mién dich hoc (s6 luong té bao
TCD4, TCD8 va TCD3 mau ngoai vi) va vé |am sang (ty I& mc nhiém tring cd héi; chiic nang van
déng cla BN).

Két qua nghién clu cho thay: ca 2 phac d6 ARV déu cho dap (ng diéu tri rd rét sau 6 thang diéu
tri (thé hién tang s6 luong t& bao TCD4 mau ngoai vi, giam ty 1& mac nhiém tring co hdi so véi truéc
diéu tri); tac dung diéu tri clia 2 phac dé la tuong duong nhau tai thoi diém sau diéu tri 6 thang.

* Ti khoa: HIV/AIDS; Thudc ARV; Déap ng diéu tri.

Therapeutic effect of d4T + 3TC + NVP and d4T + 3TC + EFV regimens in
out-patients with HIV/AIDS treated in 103 Hospital

Summary

The study was carried out on 72 patients (aged more than 15 years old) with HIV infection/AIDS,
treated by either d4T + 3TC + NVP (group 1, n = 36) or d4T + 3TC + EFV (group 2, n = 36), in order
to evaluate the therapeutic effect of the two regimens in HIV infected patients. Criteria used in
evaluation included peripheral blood counts of TCD4, TCD8 and TCD3 cells, as well as clinical
presentations (such as percentage of opportunistic infection, motional function) of the patients.

After 6 months of treatment, both 2 regimens resulted in good treatment response, manifested by
significant increase in TCD4 cell counts, as well as decrease in the percentage of opportunistic
infection, compared to those before treatment. In addition, the effect of the two regimens was similar
to each other at the point of 6 month treatment.

* Key words: HIV/AIDS; Antiretrovirus (ARV); Treatment response.

* Bénh vién 103
Phan bién khoa hoc: GS. TS. Nguyén Van Mui
PAT VAN DE (Human Immunodeficiency Virus), gay tén

thuong té bao lympho TCD4 - té€ bao déng

Hoi chiing suy gidm mién dich mac phai o . o .
vai tro trung tdm trong dap dng mién dich

(Acquired Immunodeficiency Syndrome -

, o L. . cla co thé ngudi, dan dén suy gidm mién
AIDS) ¢ ngudi la hau qua cua nhiem HIV



dich [1, 2]. Nhiém HIV/AIDS hién da trd
thanh moét dai dich trén pham vi toan cau.
Tai Viét Nam, tinh dén thang 12 - 2009 da
c6 trén 160.000 ngudi nhiém HIV, trong do6
c6 trén 44.000 truong hop t& vong vi AIDS
[5, 71.

M6t trong cac bién phap diéu tri nhiém
HIV/AIDS la st dung thu6c khang retrovirus
(antiretrovirus - ARV). Thudéc c6 tac dung ic
ché su nhan 1én clGa HIV, nhung khoéng cb
kha nang loai bd virut khdi co thé ngudi
nhiém. Tuy nhién, viéc diéu tri bang thudc
ARV da gitp giam ty I& m3c cac bénh nhiém
trung cd h6i (NTCH), ung thu, kéo dai dudc
thai gian séng thém, déng thdi cai thién dang
ké chat lugng cudc séng cla BN nhiém
HIV/AIDS [3, 4, 6].

Tu thang 1 - 2007, Khoa Truyén nhiém,
Bénh vién 103 tién hanh diéu tri ngoai tru
cho mét s6 BN nhiém HIV/AIDS bang thudc
ARV. 2 phac dé dugc st dung nhiéu nhat
la: stavudine (d4T) + lamivudine (3TC) +
nevirapine (NVP) va stavudine + lamivudine +
efavirenz (EFV).

Pé tai dugc thuc hién véi muc tiéu: Panh
gia hiéu qua diéu tri cla 2 phac dé6 d4T +
3TC + NVP va d4T + 3TC + EFV & BN
nhiém HIV/AIDS, diéu tri ngoai tru tai Bénh
vién 103.

POl TUONG VA PHUONG PHAP
NGHIEN cUU

1. Ddi tugng nghién clru.

72 BN nhiém HIV/AIDS, > 15 tudi, dudc
Khoa Truyén nhiém, Bénh vién 103 kham,
theo déi va diéu tri ngoai trd bang cac thuéc
ARV tir thang 1 - 2007 dén 04 - 2008.

* Tiéu chuén lua chon BN:

- Nhiém HIV: chan doan huyét thanh HIV
(+) theo phuong cach Il (mau huyét thanh
clia BN duong tinh véi 3 phuong phap xét
nghiém c6 nguyén ly va ché phdm khang
nguyén khac nhau).

- D0 tiéu chudn b4t dau diéu tri bang
thudc ARV: ngudi nhiém HIV & giai doan IV;
ngudi nhiém HIV & giai doan Ill ¢6 sé t& bao
TCD4 mau ngoai vi < 350 t&€ bao/mm3,
ngudi nhiém HIV & giai doan | hoic Il c6 sé
t€ bao TCD4 mau < 200 t€ bao/mm?.

* Tiéu chuén loai trr:

- C6 bénh man tinh két hgp (khong lién
quan t6i nhiém HIV/AIDS).

- Pa dudc diéu tri bang thuéc ARV, thuéc
kich thich mién dich trugc do.

- Khéng tuan tha diéu tri (quén udng thudc
trén 3 lan/thang).

- C6 chéng chi dinh diéu tri 4 thudc d4T,
3TC, NVP va EFV.

Bang 1: Cac thudc ARV sl dung trong nghién cu.

TEN GOC DANG THUOC BIET DUCC TEN VIET TAT HANG SAN XUAT HAM LUCONG
Stavudine Vién nang d4T Aurobindo 30 mg
Lamivudine Vién nén Avolam 3TC Ranbaxy 150 mg




Nevirapine Vién nén

NVP Aurobindo 200 mg

Efavirenz Vién nén

EFV Cipla 600 mg

2. Phuong phap nghién ctru,

* Thiét k& nghién cuu:

72 BN tham gia nghién clu dugc chia
ngau nhién thanh 2 nhém:

- Nhém 1: 36 BN, diéu tri theo phac do
d4T (1 vién x 2 lan/ngay) + 3TC (1 vién x 2
lan/ngay) + NVP (2 tuan dau: 1 vién/ngay
udng vao budi sang; tir ngay th( 15: 1 vién
x 2 lan/ngay).

- Nhém 2: 36 BN s(f dung phac do d4T +
3TC + EFV, trong d6 d4T va 3TC dudc si
dung giéng nhu BN nhém 1; EFV udng 1
vién/ngay vao budi t6i trudc khi di ngu.

Khoang cach gilia 2 1an uéng thudc 1a 12 gid.

* Chi tiéu va néi dung nghién cuu:

- S0 lugng té bao TCD3, TCD4, TCD8
mau ngoai vi: xac dinh bang phuong phéap
dém té€ bao dong chay, dua trén nguyén ly
ky thuat FACS (fluorescence-activated cell
sorting). Xét nghiém thuc hién tai Vién Vé
sinh Phong dich Quan doi.

- Cé4c biéu hién 1am sang: théng ké theo
4 giai doan bénh (huéng dan ctia T6 chic Y
t€ Thé gidi [8]).

- Théng ké, so sanh s6 liéu thu dudc
trong tung nhém (sau 6 thang so véi truéc
diéu tri) va gilra 2 nhém, qua dé danh gia
hiéu qua diéu tri clia 2 phac do.

- XU ly s6 liéu theo phuong phap thong
ké bang chuong trinh Epi.info 6.04.

KET QUA NGHIEN cUU VA BAN LUAN

Bang 2: Biéu hién 1am sang & 2 nhém trude diéu tri.

CHIi TIEU LAM SANG NHOM 1 NHOM 2
(n = 36) (n = 36) P
NTCH dang Cé 27 (75%) 32 (88,9%)
R > 0,05
hoat dong Khong 09 (25%) 04 (11,1%)
Chc nang Lam viéc binh thuong 25 (69,4%) 24 (66,7%)
> 0,05
vén dong Khoéng lam viéc dudc 11 (30,6%) 12 (33,3%)
BMI trung binh 18,84 2,13 19,16 £ 2,16 > 0,05
Truéc diéu tri, khdng co su khac biét gitra 2 nhém vé biéu hién 1am sang.
Béng 3: Dién bién Iam sang 6 nhém 1 sau 6 thang diéu tri.
CHI TIEU LAM SANG TRUGC DIEU TR SAU 6 THANG 0
(n=32) PIEU TRI (n = 32)
NTCH dang Co 24 (75%) 02 (6,3%)
) < 0,001
hoat déng Khéng 08 (25%) 30 (93,7%)




Chlic nang Lam viéc binh thudng 22 (68,8%) 30 (93,7%)
<0,05

van déng Khong lam viéc dudc 10 (31,2%) 02 (6,3%)
BMI trung binh 18,79 + 2,09 19,52 + 1,97 > 0,05

O nhém ding d4T + 3TC + NVP, ty 16 BN c¢6 NTCH gidm cé y nghia thdng ké so v6i
truGc diéu tri.

Béng 4: Dién bién Iam sang 6 nhém 2 sau 6 thang diéu tri.

o TRUGC DIEU TR| SAU 6 THANG
CHI TIEU LAM SANG - p
(n = 35) DIEU TRI (n = 35)

NTCH dang Cé 31 (88,6%) 03 (8,6%)
. < 0,001

hoat dong Khoéng 04 (11,4%) 32 (91,4%)

Chirc nang Lam viéc binh thudng 23 (65,7%) 30 (85,7%)
> 0,05

van dong Khong lam viéc dugc 12 (34,3%) 05 (14,3%)
BMI trung binh 19,18 + 2,15 19,84 +2,32 > 0,05

O nhém ding d4T + 3TC + EFV, ty 16 BN c6 NTCH giam c6 y nghia théng ké so véi
truGce diéu tri.

Béng 5: So sanh dién bién 1am sang gitta 2 nhém sau 6 thang diéu tri.

CHI TIEU LAM SANG NHOM 1 NHOM 2
(n=32) (n = 35) P
NTCH dang Cé 02 (6,3%) 03 (8,6%)
> 0,05
hoat dong Khong 30 (93,7%) 32 (91,4%)
Chiic nang Lam viéc binh thudng 30 (93,7%) 30 (85,7%) 008
van déng Khéng lam viéc dugc 02 (6,3%) 05 (14,3%) ’
BMI trung binh 19,52 + 1,97 19,84 + 2,32 > 0,05
Khéng c6 su khac biét vé 1am sang gilra 2 nhém sau 6 thang diéu tri.
Béng 6: Xét nghiém TCD4, TCD8, TCD3 & 2 nhém trudc diéu tri.
CHI S6 NHOM 1 NHOM 2
(n = 36) (n = 36) P
TCD3 (t€ bao/mm?®) 1114 + 706 1133 + 437 > 0,05
< 200 (t&€ bao/mm?®) 31 (86,1%) 28 (77,8%) > 0,05
TCD4 1 500 - 499 (16 bao/mm?) 05 (13,9%) 08 (22,2%)




X + SD (t&€ bao/mm?3) 104 £ 98 103 £ 110

TCD8 859 + 451 864 + 366 >0,05

TCD4/TCD8 0,120,111 0,12+0,17 > 0,05

Tru6c diéu tri, gilta 2 nhém khoéng c6 su khac biét co y nghia théng ké vé sd luong té
bao TCD4, TCDS8, TCD3.

Béng 7: Xét nghiém TCD4, TCD8, TCD3 6 nhém 1 sau 6 thang diéu tri.

CHi 6 TRUGC PIEU TR SAU 6 THANG DIEU 0
(n=32) TRI (n = 32)
TCD3 (t€ bao/mm?®) 1.181+718 1.721 + 821 <0,01
< 200 (t& bao/mm?®) 28 (87,5%) 12 (37,5%) < 0,001
TCD4 200 - 499 (t& bao/mm?) 04 (12,5%) 16 (50%) < 0,01
> 500 (€ bao/mm3) 0 04 (12,5%)
X £ SD (t€ bao/mm3) 109 + 96 321 +£240 < 0,001
TCD4 ting 32 (100%)
TCD4 giadm 0
TCD4 gilt nguyén 0
TCD8 (t€ bao/mm?®) 907 +£453 1.238 £ 497 <0,01
TCD4/TCD8 0,11 +£ 0,09 0,27 £ 0,16 > 0,05

O nhém duing d4T + 3TC + NVP, s6 luong t& bao TCD4, TCD3 va TCD8 tang c6 y nghia
théng ké so véi truGc diéu tri.
Béng 8: Xét nghiém TCD4, TCD8, TCD3 & nhém 2 sau 6 thang diéu tri.

cHi S8 TRUGC BIEU TRI SAU 6 THANG BIEU o
(n = 35) TRI (n = 35)
TCD3 (t& bao/mm?) 1.135 + 439 1.356 + 427 <0,05
< 200 (t& bao/mm®) 27 (77,1%) 14 (40%) < 0,01
TCD4 . 3
200 - 499 (t& bao/mm?) 08 (22,9%) 17 (48,6%) < 0,05
> 500 (t& bao/mm?) 0 (0%) 04 (11,4%) > 0,05




X + SD (t€ bao/mm?d) 105+ 110 266 + 190 < 0,001
TCD4 tang 34 (97,1%)
TCD4 gidm 01 (2,9%)
TCD4 gilt nguyén 0 (0%)
TCD8 (té bao/mm?®) 873 £ 367 1.036 + 364 > 0,05
TCD4/TCD8 0,12+0,17 0,3+0,26 < 0,01

& nhom ding d4T + 3TC + EFV, s6 lugng t6 bao TCD4, TCD3, ty 16 TCD4/TCD8 sau 6
thang diéu tri tang c6 y nghia théng ké so véi trudc diéu tri.

Béng 9: So sanh xét nghiém TCD4, TCD8, TCD3 gilta 2 nhém sau 6 thang diéu tri.

i S5 NHOM 1 NHOM 2 p
(n = 32) (n = 35)
TCD3 (t& bao/mm?) 1.721 + 821 1.356 + 427 <0,05
<200 (t& bao/mm?) 12 (37,5%) 14 (40%)
TCD4 200 - 499 (t€ bao/mm?) 16 (50%) 17 (48,6%) >0,05
> 500 t& bao/mm® 04 (12,5%) 04 (11,4%)
X + SD (t6 bao/mm?) 321 £ 240 266 + 190
TCD4 tang 32 (100%) 34 (97,1%) > 0,05
TCD4 giam 0 01 (2,9%)
TCD4 gilt nguyén 0 0
TCD8 (& bao/mm?) 1.238 + 497 1.036 + 364 >0,05
TCD4/TCD8 0,27 £ 0,16 0,3+0,26 > 0,05

Sau 6 thang diéu tri, s lugng TCD3 6 nhém 1 tdng cao hon so véi nhém 2.



- Trubc diéu tri, khdng c6 su khac biét co6 y nghia théng ké gilra 2 nhém vé 1am sang va
xét nghiém s6 luong té bao TCD4, TCD8, TCD3. BN § giai doan mudn thé hién bang ty 1& BN
c6 NTCH la 75% va 88,9%; s6 lugng té bao TCD4 < 200 |a 86,1% va 77,8%.

- Sau 6 thang diéu tri bang thudéc ARV (phac dé phéi hop 3 thudc), 6 ca 2 nhém déu co
dap (ng diéu tri vé mién dich hoc rd rét, thé hién & ting s6 luong t& bao TCD4 trung binh,
giam ty 18 BN c6 TCD4 < 200 t€ bao/mm®. Bap (ng vé mién dich hoc 6 2 nhém BN tuong
duong nhau.

Tuy nhién, trong nghién c(u nay, do han ché& vé ngudn kinh phi thuc hién dé tai, ching toi
chua c6 dudc s6 liéu vé tai luong virut. Vi vay, viéc danh gia dap (ng diéu tri vé mién dich
hoc con c6 nhiing han ché& nhét dinh.

- V& dién bién 1am sang & 2 nhém nghién clu, két qua cho thay, giam ty 1& BN mac NTCH
3 ca 2 nhém so Véi true diéu tri (p < 0,001); dap Gng diéu tri vé 1am sang & 2 nhém BN
tuong duong nhau.

KET LUAN

Két qua diéu tri 72 BN nhiém HIV/AIDS ngudi I6n bang 2 phac dé d4T + 3TC + NVP va
d4T + 3TC + EFV trong thdi gian 6 thang cho thay dap (ing diéu tri rd rét theo chiéu hudng
cai thién tinh trang bénh, thé hién ting sé lugng t€ bao TCD4 mau ngoai vi, giam ty 1& méc
NTCH. M{c dap Ung diéu tri d6i vGi 2 phac dé tuong duong nhau.
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