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Dat van dé: Thuc hanh tét thtr nghiém Iam sang
(GCP) la mét hutng dan mang tinh chuédn muc quéc té
duoc st dung cho cac nha nghién ctwu khi tién hanh céc
nghién ctru thir nghiém Iam sang (TNLS).Tuy nhién, sw
hiéu biét va thuc hanh cta cac nha nghién ciru y hoc tai
Viét Nam vé vén dé nay con chua duoc biét dén. Muc
tiéu: (1) Banh gia kién thire, thai do, thue hanh vé GCP
clia can bé khoa hoc tai mét s6 bénh vién tuyén trung
wong; (2) Bé xuét céc gidi phap can thiép nham nang
cao viéc thuc hién tét GCP tai Viét Nam Déi twong va
phwong phdp: Nghién ciru ngang duoc tién hanh trén
481 cén bé khoa hoc cta 6 Bénh vién tuyén trung uong
béng bé céu héi bén céu tric. Két qua: 89,3% déi tuong

PHAM QUOC BAO, HOANG HOA SON.

nghién ctru c6 quan tam dén TNLS, ty 16 cén bé cé kién
thu’c dung vé GCP rét thap, auwdi 4%, ty 1é co kién thire
vé GCP & nhém da tirng tham gia céc nghién ctru TNLS
cing chi dat 10,8% va ty I¢ x4y dung hé so theo dung
yéu céu ctia GCP ciing chi dat 21,6%. Ban luan va két
luan: Cén xay dung chuong trinh déo tao va té chirc cac
khoa dao tao vé GCP cho can bé khoa hoc tham gia cac
nghién ctru TNLS.

Twr khoa: GCP, thir nghiém Iam sang, can bé khoa
hoc, bénh vién tuyén trung vong

SUMMARY

Knowldge, attitude and practice on good clinical
practice (GCp) of scientific staffs at some central
hospitals
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Background: Good Clinical Practice is international
standard guidance which is used for investigators to do
clinical trial. However, the knowldge, attitude, practice on
GCP of Viethnamese investigators is unknown.
Objective: (1) To evaluate knowledge, attitude, practice
of scientific staffs at some central hospitals; (2) To
suggest some solutions for improving the practice of
GCP in Vietnam. Subjects and Method: Cross-
sectional study was conducted on 481 scientific staffs at
6 central hospitals by semi-constructed questionnaire.
Results: 89,3% of participants concerned to clinical trial
but the knowledge on GCP was very low (below 4%),
10,8 % of participants who had involve in clinical trial
had the right knowledge on GCP, the percentage of
people to do righ procedure for submitting documents
which meet requirements is 21.6%. Conclusion: It is
necessary to develop curriculum and training on GCP for
investigators who involve in doing clinical trial.

Key words: GCP, clinical trial, scientific staff, central
hospital

DAT VAN BE

Thuc hanh tét thir nghiém lam sang ( Good Clinical
Trial - GCP) la mét hudng d&n mang tinh chudn muyc
québc t& nham hucyng dan cho cac nha nghlen ctru, nha
tai tro, nha quan ly, cac thanh vién cta hoi dong xét
duyét dao dirc va khoa hoc trong viéc thiét ké, trién khai,
theo déi, giam sat, phan tich, bao cao khi tién hanh cac
nghién ctru thtr nghiém 1am sang (TNLS). Thwc hién cac
tiéu chudn nay khéng nhirng ddm bao dd tin cay, tinh
chinh xac cta cac di¥ liéu dwoc bao cao ma con bao vé
sw an toan ciing nhw quyén loi clia d6i twong tham gia
nghién clru. GCP da dwoc cac nha khoa hoc trén thé
gi®i quan tam tw rét lau va da co nhung hwéng dan
mang tinh chudn quéc té [1-4]. Clng v&i sy hdi nhép,
Viét Nam cung dwoc tham gia vao r&t nhidu nghién ctru
da quéc gia trong d6 sy doi hdi vé& dao dirc trong nghién
clru la mot yéu cau bat budc clia cac T chirc québc té.
Hon niva, v&i sy tién bd vwot bac cla khoa hoc k¥
thuat, cang ngay cang cé nhiéu thuéc, dwgc phdm méi
duoc nhap vao Viét Nam. Trudc tinh hinh nay, Bo Y té
da ban hanh nhitng quyét dinh v& GCP va nhirng quy
dinh khi tién hanh TNLS trén nguoi Viet Nam[5-9]. Tuy
nhién, van d& dwoc dat ra & day la cac nha khoa hoc
cla Viét Nam c6 hiéu biét, thai dd va da thwe hanh vé
van d& nay nhw thé nao? Trong ndm 2006, nhém nghién
clru cla ching téi da tién hanh mét nghién ctu thir
nghiém tai 2 thanh phd Ién 1a Ha Néi va Hb Chi Minh.
Tuy nhién, d& co thé cé mét giai phap can thiép ddng bod
trén toan qudc, chung téi tién hanh nghién cru nay trén
ca 3 mién Béc, Trung, Nam v&i cac muc tiéu sau:

1. Ddnh gid kién thirc, thdi dé va thwc hanh vé
GCP cua cén bé khoa hoc tai mét sé6 Bénh vién
tuyén trung wong

2. Dé xuét mét sé giai phap can thiép nham nang
cao viéc thwc hién tot GCP cho can bé khoa hoc
cua Viét Nam

POl TUONG VA PHUONG PHAP NGHIEN CUrU

1. Béi tweng nghién ctwu: cac Bac s§, duoc s§, can
bd quan ly vé& khoa hoc va cong nghé da tirng tham gia
cac hoat déng nghién ctru trén déi twong & con nguoi

2. Thei gian nghién ctru: tr thang 10/2007 dén thang
4/2007

3. Dia diém nghién cu: 6 bénh vién tuyén trung

wong dai dién cho 3 mién B&c, Trung, Nam duoc lya
chon c6 chi dich tham gia vao nghién ctru, bao gém:
Bénh vién Bach Mai, Bénh vién Viét DBirc, Bénh vién Nhi
trung wong, Bénh vién Cho Ray, Bénh vién C Ba Néng,
Bénh vién trung wong Can Tho

4. C& mau: C& mau dugce st dung theo phucmg phap
tinh c& mau cho nghién ctru ngang mo ta, gia thiét do tin
cay 95%, ty 1& s6 nguoi co hiéu blet dung vé GCP la 50%,
d6 sai sb twong déi la 0,09. C& mau wéc tinh 1a 450.

5. Phwong phap nghién clru: mé ta cét ngang

5. Céng cu nghién clru: Bé cau hdi ban ciu tric
duoc phat trién. B6 cau hdi nay bao gébm cac phan dé
danh gia v& kién thirc clia can bd vé& giai doan cla
TNLS, cac nguyén tac chinh ctia GCP, trach nhiém cua
nha tai tro va nghién ctru vién, thai d6 clta can bd
nghién ctu v& TNLS ciing nhw hién trang viéc thuc
hanh nhirng quy dinh v& TNLS cla can bd nghién ctru

6. Cach thu thap sb liéu: can bd nghién ciru duoc tap
hu&n v& cach phéng van bd cau hdi va dén tirng bénh
vién dé thu thap théng tin. Can bd giam sat nghién ctru la
céac chuyén vién ctia Vu Khoa hoc Dao tao, Bo Y té

7. Xt ly sb ligu: sb liéu nghién clru dwoc nhap va xr
ly bang chucmg trinh EPI INFO 13.0 va SPSS 15.0. Test
X2 dwoc sty dung d& so sanh cac tan suét

KET QUA

1. Dic diém cuda déi twong nghién clru

Céc dbi twong tham gia nghién clru c6 d6 tudi twong
déi tré, v&i tudi trung binh la 38,1 + 8,7 tudi.

100% céan bd tham gia nghién ctru déu c6 trinh d6 tir
dai hoc tré 1én, trong d6 32,6% c6 trinh d6 dai hoc va
5,4% c6 trinh d tién sy (Bidu db 1)

Tién sy

5.4%

Dai hoc

Thac st 38.7%

32.6%

Chuyén khoa Il

o Chuyén khoa |
5.8% 17.5%

Biéu d6 1: Trinh d6 chuyén mén cla cac déi tuong
nghién ctru

Gan 40% can bo tham gia nghién ctru danh tir 25%
thoi gian tré 1en @& tham gia vao cac hoat déng nghién
ctru khoa hoc (Biéu db 2)
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Biéu do 2: Ty lé % th&i gian cac déi tweng danh
cho nghién clru
2. Thai do6 cda cac déi twong nghién clru déi véi
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GCP
Bang 1: Thai d6 clia cac déi tuong vé thuc hanh tét
th(r nghiém 1am sang

Bénh vien | Quantam | Biétvé [ D6 tirng lam | Ty suét biét
nghién ctru TNLS TNLS hd so dang | TNLS/Quan
n (%) n (%) ky TNLS tam TNLS
n (%)
Bach Mai | 45(90,0) | 37 (74,0) | 11 (22,0) 11,2
(N=50)
Vistbuc | 80 (83,3) | 64 (66,7) | 7 (7,3) 11,2
(N=96)
Nhi TW | 57 (86,4) | 39 (59,1) | 5 (7,6) 115
(N=66)
Chordy | 86(945) | 73(78,5) | 7 (7,5) 11,2
(N=93)
CPaNang | 85(88,5) |59 (60,8) | 1 (1,0) 11,4
(N=97)
TW Can Tho | 74 (93,7) | 59 (74,7) | 6 (7,6) 11,2
(N=79)
Chung | 427 (89,3)| 331 37(7,7) 11,3
(N=481) (68,8)

Bang 1 cho thay gan 90% doi twong tham gia cé
quan tam t6i TNLS nhung chi c6 68,8% duoc biét vé
TNLS. Ty suat gira biét vé TNLS/quan tdm t&i TNLS
tucmg ddi nhw nhau & tat ca cac bénh vién, trir Bénh
vién C Da N&ng va Bénh vién Nhi TW.

3. Kién thirc vé GCP

Khi phong van cac dbi twgng vé kién thirc co ban vé
GCP nhw céc giai doan ctia TNLS, c&c nguyén tac chinh
clia GCP, trach nhiém chinh cla nha tai tro va trach
nhiém chinh cla nghién ctru vién chinh thi ty 1& cac dbi
twong tra loi ding céc kién thirc nay rat thép, dwdi 5%.

Bang 2: Kién thirc clia dbi twong nghién ctru v& GCP

Sé giai | Nguyén Trach Trach nhiém
doan thccia | nhiém nha | nghién ctu
n (%) GCP tai tro vién chinh
n (%) n (%) n (%)
Bach Mai 1(2,0) 1(2,0) 2 (4,0) 2 (4,0)
(N=50)
Viét Bic 0 0 2(2,1) 0
(N=96)
Nhi TW (N=66) 0 1(1,5) 3 (4,5 0
Cho Ray 4 (4,3) 0 5(5,4) 8(8,6)
(N=93)
C Dba Néng 2(2,1) 1(1,0) 2(2,1) 3(3,1)
(N=97)
TW Can Tho 0 2(2,5) 2(2,5) 2(2,5)
(N=79)
Chung 7(1,5) 5(1,0) 16 (3,3) 15(3,1)
(N=481)

Bang 3: Kién thic clia cac doi tugng vé GCP phan
theo kinh nghiém tham gia TNLS

Co tirng tham | Sé giai | Nguyén Trach | Trach nhiém
gia tién hanh doan |tidc GCP | nhiém | nghién ctu
TNLS n (%) n (%) nha tai vién

tro n (%)
n (%)
Co (N=37) 127) ]| 2(54) | 4(10,8) 2 (5,4)
Khéng (N-444) 6(1,4) | 3(0,7) | 12(2,7) 13(2,9)
>0,05 <0,05 <0,05 >0,05

Bang 3 cho thay kién thirc vé GCP cla nhi*ng ngui
da tirng tham gia cac nghién ctu TNLS tdt hon hén
nhitng dbi twong chwa tham gia TNLS nhung ty 1&
nhirng can bo da tirng tham gia TNLS c6 kién thirc dung
van rat thap.

4. Thye hanh cua cac déi twong nghién ctru déi
véi GCP
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Biéu dé 3. Thwc hanh nhirng dbi twong da tirng
tham gia nghién ctru TNLS

Biéu dd 3 cho thdy mac du gan 50% cén bo biét c6
nhirng stra d@di quy dinh v& TNLS va néu duoc céc tai
liéu can co dé& nop hd so ding ky TNLS nhung chi c6
22% s6 ngwoi lam ding cac yéu cau vé hd so TNLS.

BAN LUAN

Can bd lam coéng tac nghién clru tai 6 bénh vién
trung wong c6 trinh d6 hoc van tir dai hoc tré 1&n va do
tudi trung binh ctia nhém can bd nay la 38 tudi. V&i do
tudi nay va vai trinh d6 chuyén mén twong déi cao, viéc
tiép thu va cap nhat cac kién thirc méi ddi véi nhém can
bd nay la rat kha thi va mang lai lgi ich cho cac cong
viéc trong tucmg lai.

Két qua nghlen ctru cla chung téi cho thay tai tht ca
céc bénh vién, gan 90% dbi twong tham gia nghién ctru
deu quan tam t&¢i GCP nhwng ty 1& cac dbi tucmg biét
vé GCP con rat thap. Ty suat gitra viéc biét v& TNLS va
quan tam dén TNLS & phan I&n cac bénh vién 1a 1:1,2
trong d6 & bénh vién Nhi TW la 1:1,5 va Bénh vién C Ba
N&ng 1a 1:1,4, hoi cao hon so v&i ty suat chung. Didu
nay c6 thé do cac can bd cla 2 bénh vién nay chwa cé
nhiéu diéu kién d& tién hanh cac TNLS. Két qua nghién
ctu nay cling phu hop véi mot nghién clru khac cda
chiing t6i khi tién hanh phéng van sau mét s6 can bo
cla 2 bénh vién nay vé sy hiéu biét ciing nhw kinh
nghiém tién hang TNLS.

Kién thirc vé cac giai doan clia TNLS, nguyén tac
chinh ctia GCP, trach nhiém cla nha tai trg, trach nhiém
cla nghién ctru vién chinh clia can b van con rat han
ché. Pay ciing la mét thwe té khi cac bac sy lam viéc
trong bénh vién thwéng chi cb géng trau dbi kién thirc vé
chuyén mén lIam sang nén viéc tham gia cac nghién ctru
khoa hoc thwérng chi dwoc thwe hign véi lwgng kién
thirc v& nghién cru rat han ché ma ho dwoc cung cap
trong thdi gian hoc tap tai trucmg dai hoc. Do vay, viéc
xay dung chucmg trinh dao tao vé GCP cho céac nghién
clru vién la rat can thiét. Diéu nay ciing dwoc khang dinh
trong mét s6 nghién ciu dwoc thwe hién trén thé gioi
[10]. Chwong trinh dao tao dwoc xay dwng ciing can
néu rd dwoc cac ndi dung nay va dac biét cAn quan tam
t&i trach nhiém clia nghién ctvu vién chinh khi tién hanh
cac nghién cru TNLS.

Nghién ctru ctia ching t6i cting cho thdy mac du sb
lwong can bd blét dwoc cac stra dbi vé quy dinh TNLS
va cac tai liéu can thiét dé& nop hd so dang ky TNLS
nhwng sb can bd thuc lam dung cac yéu ciu vé hd so
con thdp. Cau héi dwoc dat ra & day phai chang la do
quy trinh ndp hd so hay quy trinh quan ly, dam béo chat
lwgng van con chwa phu hop? Do vay, can tién hanh
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nghién ctru sau hon d& xac dinh chinh xac nguyén nhan
dong thoi cling can tivng buwéc xay dung quy trinh chuan
vé quan ly chat lwgng cac nghién ctru TNLS.

KET LUAN

Qua diéu tra 481 can bd khoa hoc ctia 6 bénh vién
tuyén trung wong cho théy:

- Ty 1& c6é quan tdm dén GCP cula can bd khoa hoc &
cac bénh vién déu rat cao, gan 90%

- Ty 1& can bd co kién thirc GCP rét thap < 4%, ty 1&
c6 kién thirc ding v& GCP & nhém dan tirng tham gia
TNLS cao nhét ciing chi dat 10,8%

- Ty 1& can b lam hd so theo ding yéu cau ciling rat
thap (21,6%)
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