PHAN TiCH THWC TRANG TRIEN KHAI HOAT PONG
GIAM SAT PHAN NG cO HAI CUA THUOC (ADR)
TAI CAC CO SO KHAM, CHI’A BENH O VIET NAM NAM 2021

Tran Ngan Ha*, T6 Thi Lan Anh?', Tran Thj Lan Anh?,

Lé Kim Dung? Cao Hwng Thai®, Nguyén Quéc Binh*,

V& Thi Thu Thay', Vii Binh Hoa', Nguyén Hoang Anh*

1Trung tam DI & ADR Quéc gia, Trurong Pai hoc Dwoc Ha Noi
’Khoa Quaén ly va Kinh té Duoc, Trwong Pai hoc Duroc Ha Noi

3Cuc Quan ly Kham chira bénh, B6 Y té

4Trung tam DI & ADR khu vyc TP. H6 Chi Minh, Bénh vién Cho R§y

SUMMARY

Adverse drug reactions (ADRs) monitoring programs encourage surveillance, facilitate
documentation, promote reporting, provide mechanisms for monitoring the safety of drug use,
and stimulate the education of healthcare professionals. To investigate the current ADRs
monitoring in healthcare facilities in Vietnam, a nation-wide survey was conducted from
September 2021 to November 2021 via a web-based tool supported by the Medical Services
Administration (Ministry of Health). Out of 649 eligible responses, spontaneous ADRSs reporting
was implemented in 91.4% healthcare facilities, and causality assesssment was performed in
52.2%. However, implementation of methods for ADR detection such as targeted spontaneous
reporting, adverse drug event trigger tools, active surveillance, patient chart review and
interventions by pharmacists has been limited. Among 5 healthcare facility ranks, there was a
significant variation in the level of ADRs monitoring implementation (p < 0.001). Regarding to
risk management, the most common activity in healthcare facilities was educational programs
(68.6%), while hospital meetings (82.7%) and healthcare letters (72.0%) were used the most for
risk communication. The lack of human resources (75.5%) was the biggest challenge in
implementing ADRs monitoring. In conclusion, ADRs monitoring activities have been initiated in
most of the surveyed healthcare facilities and more implemented in higher-rank settings. These
results suggested the need for Pharmacovigilance regulatory and professional guideline
updates and implementation in healthcare facilities.
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chuyén mén. Chién lwoc qubc gia phat trién
nganh Dwoc Viét Nam giai doan dén nam
2020 va tdm nhin d&n ndm 2030 ban hanh
theo Quyét dinh sb 68/QD-TTg ngay
10/01/2014 cua Thu twdédng Chinh phu ciing
nh&n manh quan diém “Sr dung thuéc hop ly,
an toan, hiéu qua; ddy manh hoat déng Dugc
lam sang va Canh giac Duoc” gan lién véi giai
phap “Tiép tuc hoan thién va trién khai tiéu
chuan thwc hanh t6t ké don thudc, thwe hanh
tét nha thudc va cac chinh sach lién quan dén
hoat ddng Canh giac Dwgc, théng tin, quang
cao thubc” . Hoat dong CGD tai Viét Nam
duwoc thwe hién dwdi sy diéu phdi cia BO Y
té, trong do, hoat dong CGD tai cac co s&
kham, chira bénh (KCB) dwoc trién khai dwdi
sy chi dao ctia Cuc Quan ly Kham chira bénh,
dwoc 1dng ghép trién khai trong cac hoat déng
dwoc lam sang cla co s& KCB. Sy ra doi cua
Nghi dinh 131/2020/ND-CP quy dinh vé té
chtrc, hoat dong duwoc lam sang clua co s¢&
KCB da dé cap dén nhirng ndi dung quan
trong v& CGD B! Sau d6, Hwéng dan Quéc
gia v& Canh giac Duwoc (lan thir 2) ban hanh
kém theo Quyét dinh sé 122/QD-BYT ngay
11/01/2021 cta Bo trwéng Bo Y té da thay ddi
nhiéu nodi dung so véi Hwéng dan Quéc gia vé
Canh giac Dwoc ndm 2015 . Nhw vay, tir khi
hwéng dan chuyén mén dau tién vé hoat dong
giam sat phan (rng c6 hai cta thubc (ADR) tai
cac co s& kham bénh, chira bénh (Quyét dinh
1088/QD-BYT ngay 04/04/2013 M) duwoc trién
khai &p dung, nhiéu van ban hwéng dan moi
dwoc stra dbi, cap nhat gitp cing cb, phéat
trién hoat dong giam sat ADR, khéng chi dirng
¢ viéc phat hién va bdo cdo ADR ma quan
trong hon |1a hwéng dén danh gia, quan ly va
truyén thdng nguy co lién quan dén thubc,
gop phan thuc day s dung thuéc hop ly, an
toan. Sau gan 10 ndm trién khai hoat déng
giam séat ADR tai cac co s& KCB theo Quyét
dinh 1088/QD-BYTY, ching tdi thwc hién
khao sat nay nhdm phan tich thwc trang, phéat

hién cac rao can con ton tai trong hoat déng
giam sat ADR, lam cdn c& dé xuéat cac giai
phap thic day hoat déng Canh giac Duwoc
trong thwc hanh Iam sang.

DOI TUQNG VA PHUONG PHAP

D6i twong nghién ciru

Tt c& cac co s& KCB trén pham vi toan
quéc dwoc yéu cau bang van ban tham gia
thwe hién phiéu khao sat trong khoang thoi
gian tlr thang 9/2021 dén thang 11/2021, cac
co s& KCB da tham gia tra & mau phiéu
dwoc Iya chon dwa vao phan tich. Cac co s¢&
KCB c6 phiéu trd I&i khao séat trung 13p hoac
c6 phiéu tra 161 khdo sat sat dién thiéu céc
thong tin bat budc bj loai trir khéi nghién ctu.

Phwong phap nghién ctru

Thiét ké nghién caru

Nghién ctru md ta cat ngang, khéng can
thiép thdng qua bd cau hdi dinh lwgng danh
cho cac co s& KCB trén pham vi toan quéc.

Phwong phép thu thap sé liéu

+ Nghién clru st dung bd cau héi dinh
lwong bao gébm cau héi nhiéu lwa chon, cau
hoi c6/khbng va cau héi tham do.

+ B cau héi dwoc thiét ké theo bo cong cu
danh gia hoat dong CGD dwa trén mot sb chi
sb6 trong bd cong cu IPAT (Indicator-based
Pharmacovigilance Assessment Tool) ¥, cac
ndi dung lién quan dén gidm sat ADR trong
Chuwong 2 — Hoat dong Canh giac Dwoc trong
co s& kham, chiva bénh ctia Hwéng dan Quéc
gia vé Canh giac Duwoc - ban hanh kém Quyét
dinh s6 122/QP-BYT cla B trwéng BO Y té
ngay 11/01/2021 ¥ va tir céc tai liéu trong y
van vé giam sat ADR tai cac co sé KCB.

+ CAu tric di lieu gdbm cac phan chinh:
Théng tin chung cla co s& KCB, cAu tric hé
théng giam sat ADR tai co s& KCB, thong
tin vé tinh hinh trién khai giam sat ADR
(phat hién, bao cao, danh gia va dy phong
ADR), khé khan va rao can khi trién khai
gidm séat ADR.
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Thu thép dir liéu: B6 cau hdi dwoc gl téi
cac co s&@ KCB trén pham vi ca nwéc qua
Coéng van cua Cuc Quan ly Kham chira bénh
(hé théng V-Office). Phan héi dwoc thu nhan
thdng qua cdng cu dién t& (dwoc thiét ké tra
|&i trwe tuyén trén &ng dung Kobotoolbox),
thw dién t&r (email) hoac thw gri qua duong
bwu dién. Cac phiéu phan hdi thiéu théng tin,
nghién ctru vién sé lién hé lai voi co s& KCB
dé bb sung thong tin. Trwdng hop khéng lién
hé dwoc hodc co s& KCB khong bd sung
thong tin, phiéu phan hoi sé bj loai trr khoi
nghién ctru.

Xt ly s6 liéu

Toan bd di¥ liéu dwoc nhap vao phan mén
Kobotoolbox, sau do sé lieu dwoc ma hda,
nhap liégu va x& ly bang chwong trinh
Microsoft Office Excel 2016 va SPSS 20.0.
Két qua dwoc xtr ly thédng ké md ta. Bién dinh
tinh: tinh tan suét, ty 1& % va p (p dwoc tinh
bang test Chi — square hodc Fisher exact test
khi gia tri mong doi nhé hon 5). Bién dinh
lwong: tinh gia tri trung vi, khoang tr phan vi
(25% va 75%), gia tri I&n nhéat, gia tri nhd nhéat
va p (tinh p: kiém chuén bang test Skewness
— Kurtosis, v&i phan phéi chuan st dung test
Anova, v&i phan phéi khéng chudn s dung
test Kruskal-Wallis).

KET QUA NGHIEN ClU

Téng sb c6 685 phiéu khao sat duwgc thuc
hién b&i cac co s& KCB tir 58 tinh/ thanh phd
trén toan qudc, bao gdbm: 640 phiéu khao sat
dwoc thwe hién qua céng cu dién t (trén ung
dung Kobotoolbox), 31 phiéu khao sat duwoc
gli qua thu dién t& (email) va 14 phiéu khao
sat dwoc giri qua bwu dién. Trong do, cé 6
phiéu khao sat thiéu thdng tin tdi thiéu va 30
phiéu khao sat trung lap do nhan vién y té
(NVYT) nhap 2 lan, dwoc loai trir khdi nghién
ctru. Két qua, con 649 phiéu khao sat thda
man tiéu chuan dwa vao phan tich di liéu.

Dic diém chung vé co s& kham, chira
bénh tham gia khao sat

Mot sb dac diém cla cac co s& KCB tham
gia khdo sat bao gdm phan bé theo viing kinh
té - x& hdi, theo co ciu td chirc, theo hang co
s& KCB, theo loai co s& KCB (da khoa/
chuyén khoa), sé giwong bénh va sé dwoc si
cbng tac tai co s&@ KCB dwgc md ta trong
bang 1.

Bédng 1. Ddc diém cua cdc co’ sé kham,

chdra bénh tham gia khao sat

S6 Iwong

Dac diém %) (n = 649)

Phan bé theo ving kinh té - xa héi

Poéng bang sdng Hong 142 (21,9)
Trung du va mién nii phia Bac 145 (22,3)
Bac Trung B6 va Duyén hai mién 114 (17.6)
Trung

Tay Nguyén 31(4,8)
bong Nam B 96 (14,8)
Pong bang Séng Ctru Long 121 (18,6)

Phan bé theo co’ cdu té chic

Bénh vién/ Vién trwc thuéc BO Y té 475 (73,2)
Bénh vién tric thudc Bo/ Nganh 97 (14,9)
Bénh vién tw nhan 77 (11,9)

Phan bé theo tuyén co sé KCB

Tuyén Trung wong (tuyén I) 32 (4,9)
Tuyén tinh, thani: pho tryc thude 218 (33.6)
Trung wong (tuyéen 1)
Tu;A/en huyerl, qEJan, thi A?(a, thanh 392 (60.4)
pho tree thudc tinh (tuyén 1)
Tuyén x&, phwong, thj trdn
< 71,1
(tuyén 1V) (L.1)
Phan bé theo hang co' sé KCB
Hang dac biét 5(0,8)
Hang | 100 (15,4)
Hang Il 239 (36,8)
Hang I 294 (45,3)
Hang IV 11 (1,7)
Phan bé theo loai co s KCB
Da khoa 461 (71,0)
Chuyén khoa 188 (29,0)

Sé giuong bénh cda co sé KCB* (622/649)
Trung vi (Median) 227

T& phan vi (25%-75%) 126 — 391
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So lwong duwoc sT céng tac tai co sé KCB*
(625/649)
Trung vi (Median) 13
T phan vi (25%-75%) 7-23
Ghi cha: *Sé liéu nam 2020

Cac co s& KCB tham gia khao sat thuéc
vung Trung du va mién nii phia Bac va ving
DPéng bang séng Héng chiém sé lwgng nhiéu
nhéat véi ty 1& twong tng la 22,3% va 21,9%.
DPa sb6 co s& KCB tham gia khao sat tryc
thudc Bo Y té (chiém 73,2%) va la co s& KCB
da khoa (71,0%). V& phan b theo hang co s&

120% §° 2 .
100% > 8
80% S
40% p < 0,001
20% %
00% %
C6 don vi/B phan chju trach

nhiém giam sat ADR
“ Hang I & hang dic biét (N=105)

KCB, co s& KCB tham gia khao sat thuéc
hang Ill, chiém ty l& nhiéu nhéat (45,3%). Sé
giwong bénh thyc té cé gia tri trung vi 1a 227
givdng va sb dwoc si cong tac tai co s KCB
c6 gia trj trung vi la 13 dwoc si.

Dic diém cau tric hé thong giam sat
ADR tai cac co s& kham, chira bénh

Déc diém céu trac hé thdng giam sat ADR
tai cac co s& kham, chira bénh phan loai theo
hang co s& KCB dwoc biéu dién trong hinh 1.

CONVYT chju trach nhi¢m
riéng vé giam sat ADR
2 Hang II (N=239)

C6 quy trinh giam sat ADR

< Hang III & IV (N=305)

Hinh 1. Bdc diém vé c4u tric hé théng giam sat ADR tai cdc co’ sé KCB

Phan I&n cac co sé& KCB da cé don vil b
phan chiu trach nhiém giam sat ADR, trong
do, co s& KCB hang | & hang dac biét co toi
99% don vi da c6 don vi/ bd phan chiu trach
nhiém giam sat ADR, trong khi do6, co s&
KCB hang Il & IV mé&i co 86,2% (sw khac
biét gilra cac hang co s& KCB la c6 y nghia
thdng ké p < 0,001). Tuy nhién, ty 1& co s&
KCB c6 NVYT chiu trach nhiém riéng vé& hoat
dong giam sat ADR mai dat gan 70%, trong
do co s& KCB hang | & hang dac biét co ty 1é
cao nhét la (93,3%), trong khi co s& KCB
hang 1l (82,8%) va hang Il & IV chi dat
(69,2%). V& quy trinh giam sat ADR ciing

c6 sw khac biét gilra cac hang co s& KCB
(p <0,001), 92,4% co s& KCB hang | & hang
dac biét da cé quy trinh giam sat ADR, trong
khi 81,2% co s& KCB hang Il va 68,9% hang
[l & IV d& co6 quy trinh giam séat ADR.

Hoat dong trién khai giam sat ADR tai
cac co s& kham, chira bénh

Hoat dong giam sat ADR tai co s& KCB
bao gdm phat hién, bao cao, danh gia va
dw phong ADR. Két qua khao sat vé viéc
trién khai cac phwong phap phat hién ADR
(bang 2), thwc hanh bdo cdo ADR (bang 3),
hoat dong danh gia va dy phong ADR (bang
4) cy thé nhw sau:
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Bdng 2. Cdc phwong phdp phét hién ADR da trién khai tai cac co’ sé KCB

Sé Iwong — Ty 1é %
Phwong phap Hang I* Hang Il Hang &IV Tong
(N=105) | (N=239) | (N=305) | (N =649) P
Phat hién ADR théng qua bao cao
j 1 1) | 22 4 262 1,4 < 0,001

tw nguyan tir cac NVYT 03 (98,1) 8 (95,4) 62 (85,9) | 593 (91,4) 0
Phat hién ADR thong qua ra soatho so' | 25 e o) | 102 42,7) | 138 (45.2) | 313 (48.2) | <0,001
bénh an
Phat hién ADR tho hié

hat hign ADR thong qua can thiep 72(68,6) | 90(37,7) | 99(325) | 261(40,2) | <0,001
cua duwgc si lam sang
Phat hién ADR théng qua bd cong cu
tin hiéu “Danh sach mot sb thubc, xét 55 (52,4) | 70(29,3) 88 (28,9) 231(32,8) | <0,001
nghiém, d4u hiéu phat hiéen ADR”
Phéat hién ADR théng qua hoat dong
b4o cAo c6 cha dich 32 (30,5) 30 (12,6) 48 (15,7) 110 (16,9) | <0,001
Phéat hién ADR théng qua cac nghién
ctru ldm sang (nghién ciru thuan tap, 13 (12,4) 8(3,3) 4(1,3) 25(3,9) < 0,001
thtr nghiém 1am sang...)

Ghi cha: * Hang | & hang déc biét

Vé phat hién ADR, phat hién théng qua
b&o céao tw nguyén tr NVYT van la phwong
phap cht yéu duoc trién khai & hau hét cac
co s& KCB (chiém 91,4% trong téng sb co s&
KCB tham gia khao sat). Trong do, 98,1% co
s& KCB hang | & hang dac biét da trién khai
phwong phap nay. Cac co sé& KCB hang Il va
hang Il & IV cling da trién khai voi ty 1&
twong ng la 95,4% va 85,9%. Sy khac biét

gitra cac hang bénh vién 1a cé y nghia thdng
ké (p < 0,001). Bén canh do, cac phwong
phap giam sét tich cyc cling da dwoc ap dung
trién khai tai cac co s& KCB. Cac co s& KCB
hang | & hang d&c biét c6 ty Ié trién khai cac
phuwong phap gidm sét tich cwc cao hon so
v&i cac hang con lai (sy khac biét nay ciling
c6 y nghia thdng ké gitra cac hang co s&
KCB, p < 0,001).

Bang 3. Thuc hanh bao cao ADR tai cdc co' sé KCB

Sé Iwong — Ty 1é %

Thuwc hanh béao cdo ADR Hang I* Hang Il Hang Il & IV Téng
(N=105) | (N=239) | (N=305) | (N=649) P
S0 lwgng co sé kham, chira bénh da gdi bao cao ADR**
iglF:vo’ng coso KCBAaguibao cao | 10, 990 | 225(941) | 255(83.6) | 584 (90,0) | <0,001
So6 lwgng bao cdo ADR duoc gii t6i Trung tdm DI & ADR**
Trung vi (Median) 34 6 2 4
T& phan vi (25%-75%) 12-73 2-13 0-5 1-15 <0.001
Lén nhat (Max) 498 155 171 498 '
Nhé nhéat (Min) 0 0 0 0
Doi tirong tham gia bédo cdo ADR

Bac si 104 (99,0) | 209 (87,4) 253 (83,0) 566 (87,2) | <0,001

Duoc si 101 (96,2) | 230 (96,2) 295 (96,7) 626 (96,5) | 0,942

Diéu duéng 97 (92,4) 212 (88,7) 266 (87,2) 575 (88,6) | 0,355
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Hinh thac g bao cdo ADR

GUi qua bwu dién 45 (42,9) 110 (46,0) 131 (43,0) 286 (44,1) | 0,745
GWri qua thw dién t&r (email) 61 (58,1) 122 (51,0) 169 (55,4) 352 (54,2) | 0,411
Bé&o céo tryc tuyén (online) 35 (33,3) 87 (36,4) 96 (31,5) 218 (33,6) | 0,482

Ghi cha: * Hang | & hang déc biét; ** Sé liéu ndm 2020

Vé thyc hanh béo cédo ADR, két qua
nghién ctru cho thdy c6 584 co s& KCB
(90,0%) da gri bao cao ADR t&i Trung tam DI
& ADR trong nam 2020. Trong do6, hau hét
cac co s&@ KCB hang | & hang dac biét déu
tham gia gti bao cao ADR (dat 99%). Tiép
dén 1a co s& KCB hang Il (dat 94,1%) va
hang Ill & IV (dat 83,6%), sy khac biét gitra
cac hang co s& KCB la c¢6 y nghia théng ké
(p < 0,001). Sé lwong bao cao ADR dwoc cac
co s& KCB gwi t¢i Trung tdm DI & ADR trong

nam 2020 c6 gia tri trung vi la 4 bao cao, Vvoi
gia tri nhd nhat 0 bao céo va gia tri Ion nhat
498 béo céo. Sé lwong béo cdo ADR ciing
gidm dan theo hang co s& KCB va su khéac
biét gitra cac hang co s& KCB la c6 y nghia
théng ké (p < 0,001). Vé dbi twong tham gia
b&o c4o ADR, duoc sila dbi twong tham gia
b&o céo chinh & hau hét cac co s& KCB
(chiém 96,5%) va khéng cé sy khac biét c6
y nghia théng ké gitra cac hang co s& KCB
(p = 0,942).

Bang 4. Hoat déng danh gia va dw phong ADR tai cdc co’sé KCB

S6 lwong - Ty 1é %
H 1] 2
Chitiéu Hang I* Hang Il a&nﬁl Tong 0
N=1 N =239 N = 649
( 05) | ( ) (N = 305) ( )
Hoat déng danh gia ADR
Danh gia mirc d6 nghiém trong clia ADR 89 (84,8) | 169 (70,7) | 175 (57,4) | 433 (66,7)|< 0,001
Danh gia mirc dd nang clia ADR 71 (67,6) | 133 (55,6) | 132 (43,3) |336 (51,8)|<0,001
Danh gia méi lién quan gitra thudc nghi ngd
< < 7 134 1 132 (4 2,2)| < 1
va ADR (quy két mdi quan hé nhan qud) 3(69.5) | 134(56,1) | 132 (43,3) | 339 (52,2)} < 0,00
DPanh gia kha nang phong tranh dwoc 16 (15.2) 18 (7.5) 24 (7.9) 58 (8,9) | 0,047
(preventability) cia ADR ' ' ' ' '
Danh gia s dung thubc 63 (60) 66 (27,6) 56 (18,4) |185 (28,5)|< 0,001
Téng két dir liéu bao cao ADR dinh ky 91 (86,7) | 163 (68,2) | 150 (49,2) |404 (62,2)|< 0,001
Hoat dong quan ly nguy co lién quan dén ADR
Xay dwng danh muc cac thudc cé nguy co cao | 68 (64,8) | 116 (48,5) | 106 (34,8) [290 (44,7)[< 0,001
Xfely dwng Hwéng dan str dung cho ting thudc 25(23.8) | 25 (10,5) 29 (9,5) 79.(12,2) | < 0,001
c6 nguy co cao
Xay dwng quy trinh st dung thubc
< 34 (32,4 70 (29,3 81 (26,6 185 (28,5)| 0,493
trén cac doi twong cé nguy co cao ADR ( ) ( ) ( ) ( )
Tap huan cho NVYT v& ADR 90 (85,7) | 168 (70,3) | 187 (61,3) |445 (68,6)|< 0,001
Hoat déng truyén théng nguy co lién quan dén ADR
Céng van théng bao t&i cac khoa/ phong 83 (79,0) | 170 (71,1) | 214 (70,2) |467 (72,0)| 0,204
Trao ddi qua giao ban bénh vién 78 (74,3) | 200 (83,7) | 259 (84,9) |537(82,7)| 0,040
Cap nhat trén ban tin Thong tin thuoe 81(77.1) | 161 (67,4) | 178 (58,4) | 420 (64,7)| 0,001
ctia bénh vién
T6 chirc d3o tao - tap hudn cho NVYT 58 (55,2) | 91(38,1) | 92(30,2) |241(37,1)|<0,001
Xay dyng/stra di quy trinh quan Iy 34(32,4) | 44(18,4) | 61(20,0) |139(21,4)| 0,010
st dung thudc
Thuc hién cac giam sat tich cwc vé thubc 14 (13,3) | 20(8,4) 26 (8,5) 60 (9,2) | 0,287

Ghi cha: * Hang | & hang déc biét
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Vé danh gia ADR, danh gia muc do
nghiém trong ctia ADR va tdng két di liéu bao
cao ADR dinh ky la 2 hoat dong danh gia
dwoc cac co s& KCB trién khai nhiéu nhat cé
ty 18 1n lwot 12 66,7% va 62,2%. Trong khi do,
hoat déng danh gia kha nang phong tranh
dwoc cla ADR c6 ty 1& thdp nhat 1a (8,9%).
DPbi véi mbi hoat ddong danh gia ADR, co s&
KCB hang | & hang dac biét déu co ty lé da
trién khai la cao nhét. Sy khac biét gitra cac
hang co s& KCB la ¢ y nghia théng ké, ngoai
tre hoat déng danh gia kha nang phong tranh
dwoc cta ADR (ty |é trién khai hoat dong nay
& cac hang co s& KCB déu thap va khéng co
sy khéac biét gilra cac hang co s& KCB).

Vé dy phong ADR, tap huén cho NVYT vé
ADR la bién phdp dw phong ADR duoc cac
co s& KCB trién khai nhiéu nhét (chiém
68,6%). Tiép dén la xay dwng danh muc thuéc
c6 nguy co cao (chiém 44,7%). Tuy nhién,
hoat déng xay dwng Hwéng dan s dung cho
tirng thudc c6 nguy co' cao van con chiém ty
l& thap (12,2%). Cac hinh thirc truyén théng
nguy co lién quan dén ADR tai cac co s&
KCB kha da dang. Phan I&n cac co s& KCB

da trién khai hinh thirc truyén théng qua Trao
ddi qua giao ban bénh vién (82,7%) va Céng
van théng bao t&¢i cac khoa/phong (72,0%).
Trong khi d6 hinh thirc Thyc hién cac giam
sét tich cwc vé thubc chiém ty 1& thap chi &
murc 9,2%.

Khé khan khi trién khai hoat déng giam
sat ADR

Két quad khdo sat mot sb nhan dinh vé
nhirng kh6 khan ma cac co s& KCB gap phai
trong qua trinh trién khai hoat déng giam sat
ADR (bang 5) cho thay “Thiéu nhan luc chuyén
trach” 1a kho khan I6n nhat khi trién khai hoat
déng nay (chiém 75,7%). Trong dd, co sé KCB
hang Il (chiém 80,3%), co s& KCB hang Il &
IV (chiém 78,7%) va sw khac biét gitra cac
hang la c6 y nghia théng ké (p < 0,001). Cac
khé khan tiép theo dwoc dé cap nhiéu dén la:
NVYT khéng tw nguyén bao cao ADR (49,2%)
va thiéu cac tai liéu tra clru va co sé vat chat
cho hoat doéng Duwoc lam sang (44,2%). Ngoai
ra, kho khan vé d liéu bénh an chwa duoc tin
hoc hoéa (39,6%) ciing cé sw khac biét gitra
cac hang co s& KCB (p = 0,015).

Bdng 5. Kho khan khi trién khai hoat déng giam sat ADR
va nguyén nhan NVYT khéng bao cdo ADR

Sé Iwong — Ty 1é %
Kho khan Hang I* Hang Il Hang lll & IV Téng
(N=105) | (N=239) | (N=305) | (N=649) P
Kho khan khi trién khai hoat dong giam sat ADR

NVYT khéng tw nguyén bao cdo ADR 73 (69,5) 117 (49,0) 129 (42,3) 319 (49,2) | <0,001
Chuwa biét cach trién khai cac hoat déng | 20 (19,0) | 72 (30,1) 91(19,8) | 183(29,2) | 0,075
Thiéu nhan lwc chuyén trach 59 (56,2) | 192 (80,3) 240 (78,7) | 491 (75,7) | <0,001
Khong bo tri dworc thdi gian 21 (20,0) 45 (18,8) 69 (22,6) 135 (20,8) 0,543
Thiéu kinh phi 21 (20,0) 49 (20,5) 72 (23,6) 142 (21,9) 0,602
D liéu bénh an chwa dwoc tin hoc héa | 54 (51,4) 95 (39,7) 108 (35,4) 257 (39,6) 0,015
Thiéu cac tai liéu tra ctru va co s& vat

chét cho hoat dong Duoc 1am sang 35(33,3) | 116(48,5) | 136 (44,6) | 287 (44,2) | 0,032

Nguyén nhan NVYT khéng b&o cao ADR

Viee bao cao khong anh huong 47 (44.8) | 91(381) | 84(275) | 222(342) | 0,002
dén cong tac dieu tri

ngtr;:gf co hai da duoc biet qua 1o 55(52,4) | 79(331) | 89(29,2) | 223(344) | <0,001
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Phan &ng nhe khéng dang dé bao cao 79 (75,2) 183 (76,6) | 220(72,1) 482 (74,3) 0,486
Khéng c6 da thoi gian dé bao cao 46 (43,8) 61 (25,5) 51 (16,7) 158 (24,3) <0,001
Khéng c6 s&n mau bao cao 4 (3,8) 6 (2,5) 5(1,6) 15 (2,3) 0,428
Khéng biét cach dién mau bao céao 11 (10,5) 24 (10,0) 31(10,2) 66 (10,2) 0,992
So bi quy két trach nhiém 50 (47,6) 78 (32,6) 74 (24,3) 202 (31,1) < 0,001

Ghi cha: * Hang | & hang déc biét

Nhirng kho khan trong trién khai hoat dong
giam sat ADR tai cac co s& KCB da hinh
thanh nén nhiéu nguyén nhan khién cho
NVYT khong bao cdo ADR. Trong do, phan
tmg nhe khéng déng dé b&o céo duoc cho la
ly do chinh khién cho NVYT khéng tw nguyén
b&o céo (chiém 74,3%) va khéng c6 sy khac
biét gitra cac hang co s& KCB vé& nguyén
nhan nay (p = 0,486). Cac nguyén nhan ké
tiép 1a phan ¢ng c6 hai da duoc biét qua rd
v6i thube (34,4%), viéc bao cdo khéng anh
huwéng dén céng tac diéu trj (34,2%), so’ bj quy
két trdch nhiém (31,1%), khéng c6 du thoi
gian dé bao céo (24,3%). Cac nguyén nhan
nay déu co sw khac biét gitva cac hang co s&
KCB, ty lé lwa chon cac nguyén nhan nay &
co s&@ KCB hang | & hang dac biét cling cao
hon so v&i co s& KCB thudc hang con lai.

BAN LUAN

Qua khao sat 649 co s& KCB trén ca
nuwdc, cac co s& KCB tham gia khao sat tiv 58
tinh/ thanh phé, vé co ciu td chirc bao gdbm
ca co s& KCB thuéc BYT, cac BY/ nganh va
tw nhan, vé loai co s& KCB bao gbm chuyén
khoa/da khoa. Cac co s& KCB chu yéu thudc
hang Il (36,8%) va hang Ill (45,3%). Trong khi
do, sb lwong co s& KCB thudc hang IV chiém
ty 1& thdp (1,7%). Dbi v&i cac co s& KCB
thudc hang IV, diéu kién vé nhan luc y té va
s6 lwogng bénh nhan thap hon, diéu tri bénh
nhe, st dung it thudéc so véi cac hang khac
nén viéc ghi nhan bién cb béat loi cda thubc
cling it hon, do d6 hoat dong bao cao ADR tai
cac don vi nay, co thé chwa thue sy dwoc cha
trong va quan tam.

Vé céu trac hé thdng giam sat ADR tai cac
co s& KCB, phan lén cac co s& KCB da co
don vi/ b6 phan chiu trach nhiém giam sat
ADR (> 86%) va NVYT chju tradch nhiém riéng

vé hoat déng giam sat ADR (dat gan 70%).
Bén canh do, 68% co s& KCB tham gia khao
sat da co quy trinh giam sat ADR. Viéc xay
dwng va trién khai quy trinh giam sat ADR c6
vai trd quan trong trong viéc tang cwong hoat
dong bao cao ADR trong co s& KCB. Két qua
nay tuy chwa cao nhwng so v&i nghién ctu
ctia Pham Thi Thiy Van va CS. (nam 2015)®
da c6 nhirng chuyén bién tich cwc dang ghi
nhan. Khdo sat nam 2015 vé& ciu trac hé
thdng CGD tai 12 bénh vién da chi ra cac chi
tiéu ma bénh vién cong lap khéng dat cha yéu
la thiéu cac quy trinh chuadn cho hoat déng
CGD, thiéu van ban quy dinh trach nhiém cua
cac bo phan, thiéu ghi chép vé hoat déng
CGD . Thuc té, van con tdn tai mot sb co s&
KCB chwa trién khai thwc hién day da theo
hwéng dan cta B Y té. Do d6, can cé nhirng
van ban, quy dinh hwéng dan vé hoat doéng
giam sat ADR rd rang va cu thé hon dé cac
co s& KCB dé ap dung, tr do thac day viéc
trién khai giam sat ADR tai co s& KCB tét
hon. D& khuyén khich cac co s& KCB trién
khai hiéu qud quy trinh giam sat ADR can
dam bao sw cam két ctia nguoi dirng dau co
s& KCB, cac phong chirc nang va cac khoa
lam sang, dam bado sy phdi hop da nganh,
phdi hop hoat dong bao céo - phan héi cho
nguwdi bao cdo va ra quyét dinh phu hop va
khuyén khich cac don vi da dang héa cac cach
tiép can, ap dung céng nghé thong tin dé hoat
dong giam sat ADR duoc trién khai kip thdi. Bo
Y té da ky quyét dinh sb 29/Qb-BYT ban hanh
ngay 05/01/2022 vé viéc Hwéng dan giam sat
phan (rng c6 hai cta thudc (ADR) tai cac co s&
kham, chiva bénh. Hwéng dan da dwoc bd
sung va slra d6i theo nguyén tic tiém can gan
nhat véi thuc hanh chuyén mén B,

Vé hoat dong giam sat ADR tai cac co s&
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KCB, phat hién va bao cdo ADR théng qua hé
thdng bao céo tw nguyén van la phwong phap
chd yéu dwoc trién khai & cac co s& KCB.
90% co s& KCB tham gia khao sat da gri bao
cao ADR trong ndm 2020, tuy nhién sb lvong
bao cao da gwi té¢i Trung tam DI&ADR twong
déi thap (gia tri trung vi: 4 bao cao/nam). Sb
lwong glri b4o céo thap c6 thé do cac nguyén
nhan khach quan nhw béo céo bj that lac tai
bénh vién hodc trong qué trinh gt vé Trung
tam DI&ADR, quy trinh chuyén béo céo tr khi
c6 ghi nhan ADR tai bénh vién dén noi nhan
cudi cung con nhiéu khau trung gian, quan
niém cda NVYT vé viéc thwc hién bao céo
bao gébm ca cac hinh thirc nhw bao cédo truc
tiép v&i Lanh dao hodc khoa Dwoc, bao céo
qua dién thoai hodc béo céo trong giao ban .
Két qua khao séat clia chang téi cling cho thay
nguyén nhan chinh khién NVYT khéng tw
nguyén bao cdo ADR la phan &ng nhe khéng
dang dé bao céo (chiém 74,3%), cac nguyén
nhan ké tiép 1a phan &ng c6 hai da dwoc biét
qua rd véi thubc (34,4%), viéc béo céo khong
anh hwéng dén cong tac diéu tri (34,2%), so
bi quy két trach nhiém (31,1%), khéng cé du
thdi gian d& bao céo (24,3%). D6 ciing la
nhitng rao can Ién dbdi véi NVYT trong hoat
dong bao cao ADR ddng thoi ciing 1a ly do
khién ty l& bao c4o ADR th4p hon so véi thuc
té. Bén canh do, két qua khao sat cho thay
phat hién ADR théng qua cac phuwong phap
giam sat tich cwc tai cac co s& KCB con han
ché. Trén thuc té, khong cé phwong phap nao
c6 thé phat hién dwoc tat ca cac bién cb bat
loi lién quan dén thuéc ma ching c6 gia tri bd
sung cho nhau. Chinh vi vay, bén canh phat
hién ADR théng qua bao céo tw nguyén, B6 Y
té& khuyén khich cac co s& KCB thuc hién
trién khai cac phwong phap giam sat tich cuwc
phu hop véi diéu kién thuwe té cda tivng don vi,
diéu nay da dwoc thé hién trong Quyét dinh
s6 29/QD-BYT P!, tlr d6 gitip ciing cb va phat
trién hé théng phéat hién bién cb bat loi cla
thubc va quan trong hon hwéng dén quan ly
va truyén théng nguy co dam bdo s dung
thudc hop ly, an toan.

Viéc trién khai danh gia ADR tai cac co s&
KCB c6 vai trd quan trong gidp gidi quyét cac
van dé lién quan dén ADR, tr d6 dua ra
hwéng gidi quyét phu hop. Tuy vao méi van
dé lién quan dén thudc co6 thé thwc hién mot
hodc nhiéu danh gia . Ty 1é co s& KCB da
trién khai danh gia mirc do nghién trong cda
ADR la 66,7% va danh gia mirc d0 nang cua
ADR la 51,8%. Viéc danh gia mac d6 nghiém
trong cua ADR giup xac dinh cac trwong hop
wu tién bao cao theo quy dinh, viéc danh gia
muc d0 nang cia ADR sé gilp bac si xac
dinh can thiép va x& tri phu hop trong diéu tri.
Viéc danh gia mdi quan hé nhan qua gitra
bién cb bat loi va thuéc nghi ngd c6 thé gitp
NVYT tim dwgc nguyén nhan gay ra phan
rng cO hai, tir dé co6 bién phap can thiép dy
phong phi hop. Két qua nghién ciru cho thay
viéc trién khai danh gia mdi lién quan gitra
thudc nghi ngér va ADR tai cac co s& KCB dat
52,2%, nhu vay phan nao cac co s& KCB da
c6 nhirng quan tdm hon vé hoat déng nay. Ty
& co s& KCB da thyc hién danh gia kha nang
phong tranh dwoc con thap (8,9%). Viéc danh
gia kha nang phong tranh dwoc cia ADR gitup
phéat hién cac sai s6t trong qua trinh str dung
thubc, ddng thdi gilp xac dinh va tim hiéu
dwoc nguyén nhan tr dé6 dwa ra cac bién
phap dy phong phu hop. D& khuyén khich
cac co s& KCB trién khai thwc hién danh gia
kha nang phong tranh dwoc clia ADR, ndi
dung nay da dwoc cap nhat va bd sung trong
quyét dinh s6 29/Qb-BYT B,

Quan ly va truyén théng nguy co la nhirng
can thiép gilip gidm thiéu ADR va dw phong
ADR. Két qua nghién ctu cho thay tdp huén
cho NVYT vé ADR la bién phap quan ly nguy
co lien quan dén ADR dwoc cac co s& KCB
thwc hién chd yéu (68,6%). Cac hinh thirc
truyén théng nguy co lién quan dén ADR tai
cac co s& KCB rat da dang. Phan Ién cac co
s& KCB da trién khai hinh thirc truyén théng
qua Trao déi qua giao ban bénh vién (82,7%)
va Céng van théng béo téi cac khoa/ phong
(72,0%). Két qua nay twong tw voi két qua
dinh tinh ctia Tran Thj Lan Anh (nam 2017) tai
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mot sb bénh vién da khoa tuyén tinh, trong d6
trao déi giao ban bénh vién 1a moét hinh thirc
truyén thong phd bién . B&n canh do, quan ly
thudéc cd nguy co cao ciing 1a mét trong sb
cac hoat dong dw phong ADR can dwoc trién
khai. Két qua khao sat cho thay, 44,7% co s&
KCB da xay dwng danh muc thudc c6 nguy co
cao, tuy nhién méi cé 12,2% co s& KCB da
xay dwng Hwéng dan st dung cho tirng thubc
c6 nguy co cao. Nhw vay, viéc trién khai hoat
dong dw phong quan Iy thudc cé nguy co cao
tai cac co s& KCB van chwa dwoc quan tam
va chu trong. Do d6, can c6 nhitng van ban,
hwéng dan cu thé hon vé hoat dong quan ly
thudc c6 nguy co cao dé cac co s& KCB dé
dang ap dung va thwc hién.

KET LUAN

Theo hiéu biét cla chung t6i, day 1a khao
sat c6 quy md trén pham vi toan quéc dau tién
vé hoat ddng giam sat ADR tai cac co sé& KCB
duwoc thwe hién. Viéc trién khai hé théng phat
hién va bao cdao ADR théng qua hoat dong
thwong quy da dwoc thue hién & hau hét cac
co s& KCB. Hoat déng phéat hién ADR théng
gua cac phwong phap giam sat tich cwc, hoat
dong danh gia va quan ly/truyén théng nguy
co lien quan dén ADR buwéc dau da dwoc
trién khai & cac co s& KCB va can tiép tuc mé
rong hon nira. Khé khan 1&n nhét khi trién
khai hoat dong giam sat ADR la thiéu nhan
lwc chuyén trach. Két qua cta nghién ctu la
co s& dé cac co quan quan ly stra dbi, cap
nhat cac van ban quy dinh hwéng dan vé hoat
dong giam sat ADR va trién khai cac gidi phap
phu hop véi diéu kién thuc té tai cac co s&
KCB & Viét Nam, thuc ddy hoat déng Canh
giac Dwoc phat trién.
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