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ABSTRACT

The study was carried out in order to provide useful information for policy-makers on enacting
appropriate regulations to improve the effectiveness of clinical drug testing.

The “cross-sectional descriptive design” was applied in the research; collecting secondary data
to statistic the number and structure of staff at clinical trial organizations in Hanoi. Quantitative
interviews with pre-designed questionnaires was implemented to describe the knowledge related to
“good clinical practice” of the researchers belong to the above organizations.

Main results: The number of staff working in clinical trials at Hanoi organizations is relatively
response to demand and has appropriate professional qualification. In which the highest percentage
is doctors (accounting for 70.33%). Clinical trial staff have a relatively good knowledge about “good
clinical practice”. The average knowledge score of the interviewees is 44.8/50 points. However, there
are some content related to the “ethics committee in research” and “responsibility of researcher in
the clinical trial” have a relatively low percentage of staff correctly answering.

Keywords: Human resources, Clinical trials.

*Corressponding author
Email address: phamphuonglien2239@gmail.com
Phone number: (+84) 904 646 695
https://doi.org/10.52163/yhcd.v62i4.117

105



Prinect Color Editor
Page is color controlled with Prinect Color Editor 4.0.55
Copyright 2008 Heidelberger Druckmaschinen AG
http://www.heidelberg.com

You can view actual document colors and color spaces, with the free Color Editor (Viewer), a Plug-In from the Prinect PDF Toolbox. Please request a PDF Toolbox CD from your local Heidelberg office in order to install it on your computer.

Applied Color Management Settings:
Output Intent (Press Profile): GrayCoated_hdm.icc

RGB Image:
Profile: eciRGB.icc
Rendering Intent: Perceptual
Black Point Compensation: no

RGB Graphic:
Profile: eciRGB.icc
Rendering Intent: Perceptual
Black Point Compensation: no

CMYK Image:
Profile: ISOcoated_v2_eci.icc
Rendering Intent: Perceptual
Black Point Compensation: no
Preserve Black: no

CMYK Graphic:
Profile: ISOcoated_v2_eci.icc
Rendering Intent: Perceptual
Black Point Compensation: no
Preserve Black: no

Device Independent RGB/Lab Image:
Rendering Intent: Perceptual
Black Point Compensation: no

Device Independent RGB/Lab Graphic:
Rendering Intent: Perceptual
Black Point Compensation: no

Device Independent CMYK/Gray Image:
Rendering Intent: Perceptual
Black Point Compensation: no

Device Independent CMYK/Gray Graphic:
Rendering Intent: Perceptual
Black Point Compensation: no

Turn R=G=B (Tolerance 0.5%) Graphic into Gray: yes

Turn C=M=Y,K=0 (Tolerance 0.1%) Graphic into Gray: no
CMM for overprinting CMYK graphic: no
Gray Image: Apply CMYK Profile: no
Gray Graphic: Apply CMYK Profile: no
Treat Calibrated RGB as Device RGB: no
Treat Calibrated Gray as Device Gray: yes
Remove embedded non-CMYK Profiles: no
Remove embedded CMYK Profiles: yes

Applied Miscellaneous Settings:
Colors to knockout: yes
Gray to knockout: yes
Pure black to overprint: no
Turn Overprint CMYK White to Knockout: yes
Turn Overprinting Device Gray to K: no
CMYK Overprint mode: set to OPM1 if not set
Create "All" from 4x100% CMYK: no
Delete "All" Colors: no
Convert "All" to K: no



PP Lien / Journal of Community Medicine, Vol 62, No 4 (2021) 105-111

THUC TRANG NGUON NHAN LUC CUA CAC TO CHUC
NHAN THU THUOC TREN LAM SANG TAI HA NOI
NAM 2019

Pham Phuong Lién”

Hoc vién Y duoc hoc c6 truyén Viét Nam

Ngay nhan bai: 08 thang 03 nam 2021
Chinh stra ngay: 18 thang 03 ndm 2021; Ngay duyét dang: 25 thang 03 ndm 2021

TOM TAT

Nghién ctru “Thue trang ngudn nhan lue ciia cc td chirc nhan thir thudc trén 1am sang tai Ha
Noi nim 2019% nham cung cap cac thong tin hiru ich cho cic nha hoach dinh chinh sach trong viéc
ban hanh cac qui dinh phii hop dé nang cao hiéu ciia hoat dong cia cong tac TNLS. Nghién ciru ap
dung thiét k& mé ta cit ngang, thu thap s liéu thir cap nhdm thong ké s6 lugng, co ciu can bo tai cac
t6 chirec TNLS tai Ha Noi. Phong van dinh lugng bang bo cau hoi thiét ké sdn nham mo ta kién thirc

& “thuc hanh TNLS tot” cua cac nghién ciru vién ciia cac to chirc trén. Nghién ctru di thu duoc cac
két qua chinh sau:

S6 lugng can bo 1am cong tac TNLS tai cac t6 chirc cua Ha Noi tuong d6i dap tmg nhu cu va c6 trinh
d6 chuyén mon phu hop. Trong do, ty 1& cao nhat 1a bac sy (chiém 70,33%).

Céc can bo 1am cong tac TNLS c6 kién thirc twong d6i t6t vé “thiec hanh THLS t6t”. Diém trung binh
kién thure cua cac ddi tuong nghién ctu 1a 44,8/50 diém. Tuy nhién, c6 mot s6 noi dung kién thuc lién
quan dén “héi dong dao dirc trong NC” va “trdach nhiém cia nghién civu vién trong TNLS” ¢6 ty 18
can bo tra 101 ding twong dbi thap. Cac t6 chire TNLS can c6 ké hoach tap huén bd sung kién thirc
cho can bd vé cac nodi dung trén.

Tur khoa: Nhan luc; tht nghiém 1am sang.

1. PAT VAN PE

Trong xu thé hoi nhap qudc té, hoat dong thir thude
trén 1am sang da phat trién dang ké trong nhiing nim
gan day. Chién lugc qubc gia phat trién nganh Dugc
Viét Nam giai doan dén nam 2020 va tm nhin dén nam
2030 dd dua ra muc tiéu: dén nam 2020 phan dau c6
40% thudc generic san xuat trong nude va nhap khau co

*Tac gia lién h¢
Email: phamphuonglien2239@gmail.com
Dién thoai: (+84) 904 646 695
https://doi.org/10.52163/yhcd.v62i4.117
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s6 dang ky Iuu hanh duoc dénh gia twong dwong sinh
hoc va sinh kha dung [1]. Viéc thur nghiém can tuan tha
theo nguyén tic “Hudng dan thyc hanh tét thir thude
trén 1am sang (Good Clinical Practice - GCP)’[2].
Theo Bdo cado cua Cuc Khoa hoc cong nghé va Pao tgo
— Bj Y té, 56 lwong va dé phirc tap ciia cdc nghién ciru
thur nghiém lam sang (TNLS) c¢6 xu hudng tang 1én qua
cac nam [2]. Trong bdi canh d6, viéc danh gia ning luc
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ctia cac to chire nhan tht thude trén 1lam sang 1a mot nhu
cau cdp thiét nhim cung cip cac bang ching khoa hoc
khach quan, 1am co so khuyén nghi dé nang cao ning
luc va phat trién ctia cac t6 chirc nay.

Xuit phat tir nhu cau thuc tién, chung t6i tién hanh
nghién ctru “Thye trang ngudn nhan lyc cia cac t6
chitc nhan thir thudce trén 1am sang tai Ha N§i nim
2019”. Két qua nghién ciru s& cung cp cac thong tin
hitu ich cho cac nha hoach dinh chinh sach trong viéc
ban hanh cac qui dinh phu hop dé nang cao hiéu qua
clia cong tac thir nghiém thudc trén 1am sang.

2. POI TUQONG VA PHUONG PHAP NGHIEN
CcUU

Doi twong NC: Cac bac si, dugc si, diéu dudng, da va
dang tham gia vao cac nghién ctru TNLS

Dia diém NC: Nghién ctru dugc thuc hién tai 4 td chure
nhan tht thudc trén 1am sang tai Ha Noi, bao gém:
Bénh vién Viét Buc, Bénh vién K, Bénh vién Bach Mai
va Hoc vién Quan Y.

Thiét ké NC: NC ap dung thiét ké mo ta cit ngang, thu
thap s6 liéu dinh luong.

Cé méu: Ap dung phuong phap chon mau toan bd

Phuwong phdp thu thdp sé ligu: Thong ké sé lugng,

co cAu can bd tai cac to chirc TNLS tai Ha Noi. Phong
van dinh luong bing bd cau hoi thiét ké sin nhim mo
ta kién thirc v& “thuc hanh TNLS tot” cla cac nghién
ctru vién (NCV) tai cac t6 chtrc trén.

Phuwong phdp xie 1y so liéu: S6 liéu sau khi 1am sach
dugc nhap vao phan mém Epidata 3.1; phan tich bang
phan mém SPSS 16.0.

Pao duc nghién ctru: NC dugc Hoi déng Pao duc,
truong Pai hoc Y té cong cong thong qua. Cac dbi
tugng NC c6 quyén tir chdi khong tham gia. NC chi
tién hanh phong van cac thong tin lién quan dén kién
thire, khong khai thac cac thong tin nhay cam va khong
tac dong truc tiép vao d6i tuong. Cac s6 liéu thu thap
duoc chi phuc vu cho muc dich NC, khong phuc vu cho
bat ky muc dich nao khéc.

3. KET QUA NGHIEN CUU

3.1. Co ciu cdn bé tham gia vao cong tic thir thudc
trén lam sang

Nghién ctru ciia chiing t6i da tién hanh thu thap thong
tin vé co céu, trinh @6 chuyén moén cua cac cadn b tham
gia vao cong tac TNLS tai 04 t6 chtrc ¢6 trién khai cong
tac nay tai Ha Noi. Két qua nghién ctru dugc thé hién
trong bang sau:

Bing 1: Co ciu cdin by tham gia cong tac thiv nghiém lim sang

Théng tin chung Tén s6 (N=209) Ty 18 (%)

Gidoi tinh:

1. Nam 104 49,76

2. Nir 105 50,24
Trinh do:

1. Tét nghiép dai hoc 157 75,12

2. Chuyén khoa I 0 0

3. Chuyén khoa II 1 0,48

4. Thac sy, bac sy ndi tra 30 14,35

5. Tién sy 21 10,05
Nghé nghigp:

1. Bac si 147 70,33

2. Duoc si 4 1,91

3. Cir nhan diéu dudng 42 20,10

4. Ky thuat vién y 2 0,96

5. Khac 14 6,70
Hoc ham:

- Gido su 1 0,48

- Pho gido su 2 0,96
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Két qua bang trén cho théy, trong tong s6 209 NCV
tham gia vao cong tac TNLS c6 104 nam va 105 nit, ty
1¢ tuong ddi can bang vé giGi.

V& bac dao tao, sd lugng can bd co6 trinh d§ dai hoc
chiém ty 18 cao nhat (75,12%), tiép theo 1a nhom c6
trinh d¢ thac si, bac si ngi tra (14,35%); trinh do tién si
chiém 10,05%.

Vé chuyén mén, bac si chiém ty 1¢ 16n nhat (70,33%);
tiép theo 1a ctr nhan diéu dudng (20,10%); dugc si
chi chiém 1,91%; dai hoc khéc (y té cong céng, dinh
diong,...) chiém 6,7%.

3.2. Kién thirc vé thye hanh thir thudc trén 1am sang
cia cac nghién ciru vién

Nghién ctru ctia chung t6i dé tién hanh phong van 209
can bd tai cac trung tam TNLS & Ha Noi. Cac ddi tuong
NC dugc phong van bang bo cau hoi thiét ké sin nham

danh gia kién thie ctia ho vé “thwec hanh TNLS - GCP”.
B6 cau hoi danh gia 8 ndi dung kién thic bao gdm:

o Céac nguyén tic co ban cua TNLS tdt;

o Chép thudn tham gia NC;

o Hoi déng dao duc trong NC;

o Nha tai trg NC;

o Trach nhiém cia NCV trong cac TNLS;
o Thiét ké nghién ctru TNLS;

o Cac van dé dao duc va phap ché.

M&i noi dung kién thirc duge danh gia bang mot sb cac
tidu chi cu thé, c6 tir 3-11 tiéu chi cho mdi ndi dung
kién thirc, tong sb c¢6 50 tiéu chi da dugce danh gia (xem
bang 2). Két qua NC vé kién thirc cua ddi twong nghién
ctru dbi vai cong tac “thuc hanh {6t TNLS” dugc mo ta
trong cac bang, biéu do sau day:

Hinh 1. Phdn bo diém kién thirc ciia cdc nghién ciru vién

15

Density

35 40

B6 cau hoi vé kién thie GCP gdm 50 ciu, mdi cu tra
161 dung dugc 1 diém. Néu tra 16i dung toan by, NCV
s& duoge 50 diém.

108

45 50

tongkq

Két qua tra 16i ctia 209 NCV cho thay diém trung binh
1a 44,8 diém (3,2 diém); trung vi 1 45 diém; cao nhat
1a 50 diém; thap nhat 13 36 diém.
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Bing 2: Thuc trang kién thirc ciia nghién civu vién vé thuc hanh thiv lim sang tot

STT|  Naidunghintie |G | e 90% | ding trén 90%Tang s iow eh”
1 | Cac nguyén tic co ban cua TNLS t6t 7 6 85,7%
2 | Chap thuén tham gia NC 10 7 70,0%
3 | Héi ddng dao dirc trong NC y sinh 11 6 54,5%
4 | Nhatai trg NC 4 3 75,0%
5 | Trach nhiém ctia NCV trong TNLS 6 3 50,0%
6 | Thanh tra, kiém tra, giam sat 5 5 100%
7 | Thiétké NC 3 2 66,7%
8 | DPao dirc, phap ché 4 3 75,0%
Tong s6 50 35 70%

Két qua bang 2 cho thiy, ndi dung kién thirc ¢6 ty 18 tra
161 ding cao nhét 13 mang kién thac “thanh tra, kiém
tra, gidm sat vé TNLS”: 100% cac tiéu chi co ty 16 dbi
tuong tra 101 dung trén 90%. Trong khi d6, hai mang

kién thirc chi ¢ khoang mdt nira s6 tiéu chi dugc ddi
tuong NC tra 101 dang trén 90% la: kién thic vé “Hoi
dong dao dirc trong NC y sinh” va “Trdch nhiém ciia
NCV trong TNLS”.

Bdng 3: Cac tiéu chi co ty 1¢ trd loi diing duoi 75%

Néi dung kién thirc Tén tiéu chi Ty 1€ tra 1o ding
1. Phiéu chép thuan tham gia phai néu rd muc dich, thoi gian NC; 67,9%
Chap thuan tham gia | 2. Phiéu chip thuan tham gia phai dugc viét bang ngon ngit khoa hoc, d& hiéu 70,3%
3. Khong duoc tra tién v6i muc dich du dd dbi tugng tham gia TNLS 67,5%
4. Cac nghién ctru TNLS phai duoc HD dao duc phé duyét dinh ky it nhét 54.1%
< X » 170
Hoi ddng Pao dirc trong | MmOt nam/1 lan
NC'y sinh 5. Hb dao duc 1a nguoi chiu trach nhiém cao nhét vé& an toan cho d6i 63.6%
tugng tham gia o
. 6. Nha tai trg 1a nguoi chiu trach nhiém cao nhat vé an toan cho ddi tuong
Nha tai tro NC . 40,2%
tham gia NC
Tréch nhiém ciia NCV | 7. NCV c6 thé chuyén giao trach nhiém ciia minh cho ngudi khac bang cac 7279
trong TNLS van ban phan cong trach nhiém e

Béng trén néu cu thé mot s tiéu chi co ty 1€ ddi tugng
NC tra 11 diing con thap (dwdi 75%). Trong do, c6 hai
tiéu chi can dic biét luu y khi c6 ti 16 tra 161 ding rat
thip, d6 1a: “Cdc nghién ciru TNLS phai duge HD dao
dire phé duyét dinh ky it nhdt mét nam/1 lan” - ty 18 tra
101 dGng 54,1%; va “Nha tai tro NC la nguoi chiu trach
nhiém cao nhdt vé an toan cho doi twong tham gia” —ty

1€ tra lo1 dung chi c6 40,2%.

4. BAN LUAN

Nghién ctru dugc tién hanh nham tim hiéu thyc trang
nguén nhan lyc tai cac don vi TNLS tai Ha No6i. Day 1a

109
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mot chi dé nghién ctru ¢6 y nghia thyc tién do s6 lugng
thudc TNLS ngdy cang gia ting tai Viét Nam. Vi viy
viéc quan 1y, giam sat va dam bao ngudn lyuc can thiét
dé nang cao hiéu qua ctia cong tac TNLS 1a mbi quan
tam hang dau cua cic nha quan 1y y té. Nghién ctru di
ap dung thiét ké khoa hoc va qui trinh thu thap s6 liéu
duogc kiém soat chit ché dé thu duoc cac két qua co y
nghia nhu sau:

S6 luong can bo tham gia vao cong tic TNLS kha da
dang vé trinh d6 chuyén mén, nghiép vu. Tat ca cac
can bo lam cong taic TNLS déu c6 trinh do tir dai hoc
tr¢ 1én. Trong do, 2/3 sb can bd nay c6 trinh d6 dai hoc
va chu yéu la bac sy. Co6 mot ty 1€ nhd can bd cd hoc
ham gido su, pho gido su. Khéi can b nay chu yéu
lam cong tac ki€ém nhi¢m. Cac can by quan 1y cong tac
TNLS thudng cong tac tai phong “Ké hoach tong hop”’
hodc phong “Nghién citu khoa hoc”. Cach b tri can
bd nay twong déi hop 1y, gitp cc can bd quan ly thuin
loi trong viéc diéu phdi cac hoat dong va huy dong
ngudn luc cho cong tic TNLS. Cac can bd chuyén mon
thuong 1a cac béac sy, diéu dudng di duoc dao tao vé
“thirc hanh TNLS tét— GCP” nén c6 du kién thirc va ky
ning dé tham gia vao cac nghién ciru TNLS. Tuy nhién,
hién nay cac don vi con kho khan trong viéc chua b tri
dugc nhan luc cho cong tac “xdy dung dé cirong, qudn
Iy; xir Iy s6 liéu va viét bdo cdo”. Cac cong viée ndy
hién nay chu yéu duoc thuc hién bfmg cach thué khoan
chuyén mén. Hinh thirc nay khién cac don vi twong dbi
bi dong va khong kiém soat duoc chat luong.

Bén canh sb luong, chét lwong nguén can b la yéu td
quyét dinh dén hiéu qua TNLS. Dé c6 dugc k¥ ning tét,
trude hét cac can b can co hiéu biét ding vé cac qui
dinh, qui ché vé TNLS. Vi vay, chung t6i da tién hanh
khéo sat kién thirc cua cac can bd vé “thuc hanh TNLS
tot -GCP”. Bo cau hoi phong van gdm 50 cau, tuong
g véi 50 tiéu chi trong tiéu chuan GCP. Viéc danh
gia kién thirc dugc thyuc hién bang phuong phap chim
diém, mdi cau tra 1o dang dugc 1 diém, vi vay, téng
s6 diém dbi da 1a 50 diém. Két qua NC cho thiy, diém
trung binh kién thirc cua cac ddi tuong tham gia NC 1a
44,8 diém. Két qua nay cao hon dang ké so vai két qua
NC cua tac gia Nguyén Ngb Quang (36,7 diém)[3]. Su
tién bo vé kién thirc cua can bo 1a két qua cua viéc tang
cuong cong tac dao tao vé GCP cua cac to chirc trong
nhitng ndm qua.

Tuy nhién, két qua phén tich sdu hon cho thay c6 hai
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cdc doi twong NC tra loi ding” chi khoang 50%. Do
1a cac noi dung vé “HP dao dirc trong NC'y sinh” va
“trach nhiém cua NCV trong TNLS”. Pay 1a hai mang
kién thirc rit quan trong, anh huong dén chat luong
TNLS. Vi vdy, cac td chirc cAn chu trong hon téi viéc
trang bi kién thtc vé hai noi dung trén cho cén bo.

Déi véi cac tiéu chi cu thé, két qua tai bang 3 cho théy,
¢6 7/50 tiéu chi co ty 18 tra 161 dung dudi 75%. Két qua
nay cho thay cic NCV it quan tim dén cac qui ché, qui
dinh vé trach nhiém cta cac bén lién quan khac ciing
nhu qui dinh v& HP dao dirc trong TNLS. Céc qui dinh
nay rat can dugc tuén thu dé dam bao tinh phap 1y; tinh
an toan cho cac TNLS. Vi vy, cac nha quan 1y can nhéc
nhé nhén vién cha ¥ tim hiéu, ndm chic cac qui dinh nay.
Mic di NC cia chung t6i dd chi ra mot sé ndi dung
kién thic con han ché cua cac dbi twong NC. Tuy
nhién, khi so sanh véi két qua cia Nguyén Ngo Quang
(nam 2012), kién thirc ciia cac can bo lam TNLS duoc
cai thién mot cach dang ké. Tac gia Nguyén Ngo Quang
da chi ra ty 1€ tra 101 ding cia mot s6 tiéu chi chi dat
tir 3-5% [4]. Sy khac biét nay c6 thé giai thich nhu sau:
nam 2012 1 thoi diém cac TNLS méi duoc trién khai
nén hoat dong dao tao vé GCP chua nhiéu, cac can bod
chua c6 hiéu biét day du vé cong tac ndy.

Nghién ctru cia ching t6i da ap dung phuong phap NC
dam bao tinh khoa hoc va chinh xéac dé dua ra duogc céc
két qua dang tin cay vé thuc trang nguén nhan lyc cua
cac to chirc TNLS. Két qua cho thiy, ngudn nhan luc
lam cong tic TNLS hién nay da dam bao twong dbi day
du vé sb lugng va chat luong, c6 bude tién rd rét so voi
nam 2012. Biédu dang luu ¥ 13 cac can bo lam TNLS ¢
kién thtrc twong d6i t6t, 6 1a mot trong cac yéu td quan
trong dam bao chat luong va hiéu qua cia cong tac ndy.
Tuy nhién, NC méi dimg lai & viéc mé ta kién thirc ctia
cac can bo lam TNLS. Cén ¢6 cac NC sau hon vé thuc
hanh, tay nghé cta can bd ciing nhu viée tuan thii cac
qui trinh k¥ thut dé co6 cai nhin toan dién hon vé cong
tac TNLS.

Thong qua NC nay, ching t6i dé xuat cac to chirc TNLS
can thuong xuyén td chtc viée cip nhat kién thic va
tang cudng cong tac kiém tra, giam sat && dam bao hiéu
qua cua cong tac TNLS.

KET LUAN

Sau khi tién hanh NC, chung t6i thu duoc cac két qua
chinh sau:
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Sé lugng can bd lam cong tac TNLS tai cac td churc
ctia Ha Noi twong ddi dap tmg nhu cau va c6 trinh do
chuyén mén phii hop. Trong d6 ty 1é cao nhat 1a bac sy
(chiém 70,33%).

Céc can bg 1am cong tac TNLS c6 kién thirc trong ddi
t6t v& “thuc hanh TNLS tét”. Piém trung binh kién
thirc ctia cac ddi tuong nghién ctru 1a 44,8 diém (so véi
mike t6i da la 50 diém). Tuy nhién, c6 mot sb ndi dung
kién thire lién quan dén “hoi d‘&ng dao dirc trong NC”
va “trach nhiém cua nghién curu vién trong TNLS” cé
ty 1& can b tra 16i dang twong ddi thap. Céac to chirc
TNLS cén c6 ké hoach tap huin bd sung kién thirc cho
can bo vé cac nodi dung trén.
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