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TOM TAT:

Muc tiéu: Mo ta thuc trang bao géo’biérrl cb bt loi trong thir nghiém 1am sang tai Bénh vién K giai
doan 2019-2023 va danh gid mot s6 yeu to lién quan tdi hoat dong bao cdo bién co bat 1gi trong thur
nghiém lam sang tai Bénh vién K.

Poi tugng va phuong phap: Nghién ciru cat ngang, hdi ctru trén 101 bao cdo SAE ciia cac bénh
nhén tham gia thir nghiém 14m sang (TNLS) tai Bénh vién K da duge bao cédo bang vin ban t6i Cuc
Khoa hoc cong ngh¢ va dao tao, B Y té va Trung tdm Canh giac duoc Qudc gia (DI &ADR) trong giai
doan tir nam 2019 dén 2023.

Két qua: 101 bao cao SAE da mo ta chi tiét 85 bién cd bét lgi nghiém trong ctia 68 dbi twong tham
gia 23 TNLS. Trong 85 bién ¢d c¢6 61,18% 1a bién cb toan than (bao gom ca tir vong va bénh tién trién);
85,71% bién c6 khong lién quan dén san pham thir nghiém. Phan 16n cac d6i tuong tham gia TNLS 1a
nam gioi (69,12%), do tudi trén 50 (81,82%). Loai bénh ung thu chu yeu la ung thu ph01 (40%) va ung
thu gan (32%). Thiét ké nghlen cuu phén 16n 1a pha III, mu doi, dbi chung gia dugc voi san pham thu
nghiém chi yéu 1a cac thudc mién dich (63%). Hau hét cac nghlen ctru vién (NCV) déu bao cao thong
tin SAE t6i Hoi dong dao dirc va Nha tai tro trong vong 24 gio ké tir tiép nhén thong tin vé SAE ciia
bénh nhéan (100/101 bao cao). Vé mirc d0 tuén thu thoi han bao cao t6i BOY té va Trung tam DI&ADR,
c6 91 bdo cdo tuan thu thoi han bao gom 27 bao cao SAE ban dau do ning tir vong hodc de doa tinh
mang (93,1%), 41 bao cao SAE ban dau murc do ‘nghiém trong khac (89,13%) va 23 bao cao bd sung
(88,46%). Khong co mdi lién quan c6 y nghia thong ké gitra thudc mién dich trong TNLS véi mirc do
bao c4o khan ciia SAE khi so sanh véi cac thude/phac d6 nghién ctru khac (p>0,05).

Két lun: Nghién ctru chi ra rﬁpg phan 16n SAE xay ra tai Bénh vién K khoéng lién quan dén san
pham/quy trinh thtr nghiém. Cac doi tugng tham gia TNLS c6 bao cdo SAE phan 16n 1a nam gidi, trén
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50 tudi, chu yéu mac ung thu gan va phoi. Nghién ctru da cho thay co sy dam bao vi¢c tuan thu thoi
han bao cdo cac bién co bat loi cua thuodc.

Tir khoa: Bién cb bat loi, thir nghiém 1am sang, dao dirc nghién ctru.

STATUS OF ADVERSE EVENT REPORTING IN CLINICAL
TRIALS CONDUCTED AT THE K HOSPITAL AND SOME
FACTORS RELATED

ABSTRACT:

Objective: 1) Describe the current status of reporting adverse events in clinical trials at K Hospital
during the period 2019-2023. 2) Evaluate some factors related to the reporting of adverse events in
clinical trials at K Hospital.

Subjects and methods: A cross-sectional retrospective study on 101 serious adverse event (SAE)
reports from patients participating in clinical trials at K Hospital, reported in writing to the Department
of Science, Technology, and Training, Ministry of Health, and the National Center of Drug Information
and Adverse Drug Reaction Monitoring (DI&ADR) from the period 2019-2023.

Results: 101 SAE reports detailed 85 SAEs involving 68 subjects participating in 23 trials. Among
the 85 SAEs, 61.18% were systemic events (including Death and Progression of the cancer disease);
85.71% of the events were not related to the investigational product. The majority of trial participants
were male (69.12%) with an age over 50 (81.82%). The main types of cancer were lung cancer (40%)
and liver cancer (32%). The study design was mostly Phase 111, double-blind, placebo-controlled trials
with the investigational product mainly being immunotherapy (63%). Almost investigators reported
SAE to the Ethics Committee and the Sponsor within 24 hours of receiving initial information of the
SAE (100/101 reports). Regarding compliance with reporting deadlines to the Ministry of Health and
DI&ADR Center, 91 reports complied with deadlines, including 27 initial reports of severe or life-
threatening SAEs (93.1%), 41 initial reports of other serious SAEs (89.13%), and 23 supplementary
reports (88.46%). There was no statistically significant relationship between immunotherapy drugs
in clinical trials and the urgency of SAE reporting when compared to other drugs/protocols (p>0.05).

Conclusion: The study indicates that the majority of SAEs at K Hospital were not related to the
investigational product/process. Trial participants in SAE reports were mostly males over 50 years
old, mainly diagnosed with liver and lung cancer. The study showed assurance in compliance with
reporting deadlines for adverse drug reactions.

Keywords: Adverse event, clinical trials, research ethics.

1. DAT VAN BE B1: Tt vong;
Bién cb bat loi ’nghéém’ trong (serjogs adverse B2: De doa tinh mang;
event - SAE) 1a bién c0 bat 1gi ¢6 thé dan téi mat B3: Phai nhap vién hoic kéo dai thoi gian nam

trong cac tinh huéng sau day trén ddi tuong tham  vjgn;
gia thu nghiém lam sang:
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B4: Tan tat, thuong tat vinh vién hodc nghiém
trong;

~BS5: Di tat bam sinh hodc di dang thai nhi cua
doi tugng nghién ciu;

B6: Tinh huéng ma phai ¢ can thiép y khoa
pht hop dé ngan chin hodc phong tranh mot trong
nhiing tinh huéng quy dinh tai cac diém B1, B2,
B3, B4, B5 hoic cac tinh huéng khac c6 ¥ nghia
vé mat y khoa theo nhan dinh ctia nghién ctru vién
tai diém nghién ctru [1].

Trong vong 5 nam tré lai day, Bénh vién K
dang chu trong nhiéu hon vao cac nghién ciru thir
nghiém 1am sang (TNLS) thudc tan dugc trong
linh vyc ung thu. Do d6, viéc tuan thu cac nguyén
tic vé dao duc trong nghién ciru va thuc hanh t6t
thir thudc trén 1am sang (Good Clinical Practice
- GCP) la dac biét quan trong [2]. Trong do, viéc
giam sat an toan, bao gém theo doi, phat hién,
ghi nhan, xtr tri va bao céo day du, kip thoi tat
ca cac bién cb bat loi nghiém trong SAE ludn la
mot trong nhitng nguyen tic quan trong hang dau
gitip bao vé quyén loi, an toan, strc khoe cua dbi
tuong tham gia nghién ctru, dam bao chét luong
ciia TNLS tir d6 lam tién d& cho viéc dam bao
hiéu qua va an toan cua thude luu hanh trén thi
truong [3]. Trén co s& d6, co thé khang dinh rang,
ghi nhan va bdo cdo SAE trong TNLS la hoat
dong trong tam, co gia tri ké ca vé mat dao durc,
khoa hoc, phap 1y va thuc tién.

Thuc té, viéc bao céo cac bién cd bét loi (SAE)
thuong ton tai nhiéu thiét sot hodc khong day du
do nhiéu nguyén nhén trén ca thé gii va Viét Nam
[4]. Mot nghién ciru duge tién hanh tir nam 2006
dén 2007 boi Pitrou cho thiy co khoang 27,1%
TNLS hoan toan khong c6 bao co vé cac bién cb
bat lgi nghiém trong; 47,4% khong c6 thong tin
Ve viéc bénh nhan rat khoi nghién ciru do cac bién
cd bét loi [5]. Tai Viét Nam, hoat dong bao cdo
SAE cling c6 nhitng han ché nhét dinh: nam 2014,
c6 t61 29% thir nghiém lam sang khong bao céo
bat ky mot SAE nio; 34,8% bao cdo thiéu thong

tin m6 ta SAE va 41,5% bao cdo SAE thiéu thong
tin vé dieu tri/xur ly SAE [6].

Trong bdi canh Bénh vién K dang ngay cang
c6 nhiéu cac thir nghiém 1am sang thudc méi, viée
nang cao chat luong hoat dong bao cio cac bién
cb bat loi nghiém trong cang can duoc chii y hon
hét. Viéc co dugc bire tranh toan canh va danh gia
thuc trang bao cdo SAE tai Bénh vién K la hét
strc can thiét dé c6 thé dé ra nhiing giai phap, can
thiép cu thé, thiét thuc dé dam bao chit lugng bao
c4o SAE trong cac TNLS da va dang trién khai,
dam bao an toan t6i da cho ngudi bénh tham gia
nghién cuu.

Trén co s d6, chung toi d tién hanh nghién
ctru nay voi muc tiéu sau: 1) Mo ta thuce trang bao
c4o bién ¢ bat lgi trong thir nghiém 1am sang tai
Bénh vién K giai doan 2019-2023. 2) Panh gia
mot s6 yéu t6 lién quan t6i hoat dong bao céo bién
c¢b bét lgi trong thir nghiém 1am sang tai Bénh
vién K.

2. POl TUONG VA PHUONG PHAP
NGHIEN clrU

2.1. B6i twong nghién ctru

101 bao céo bién cd bat loi nghiém trong
(SAE) tur cac tht nghiém lam sang tai Bénh Vicjn
K trong khoang thoi gian tir ngay 01/01/2019 dén
31/5/2023.

2.2. Phwong phap nghién ctru

Thiét ké nghién ciru: Nghién ciru mo ta cét
ngang.

Phwong phdp chon mdu: Thuén tién. Cac
bao cao bién co dup’c lga chon ngau nhién dugc
khu vyc luu trir hd so nghién ctru quan ly boi
Hoi dong dao duec.

Phwong phap thu thdap thong tin tir bdo cdo
SAE: Thu thép thong tin toan bd bao cao SAE
ban dau va bo sung tur cac TNLS da va dang trién
khai thu tuyén va di€u tri bé¢nh nhan tai Bénh vién
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K gui vé B Y té va Trung tdm DI&ADR Qudc
gia tir 01/01/2019 dén 31/5/2023. Dit liéu trong
nghién ctru dugc trich xudt tir co s¢ dit liéu luu trix
tai HO1 déng dao dtc trong nghién ctru y sinh hoc
(HPDD) ciia Bénh vién K. Cac dbi tugng nghién
ctru 12 cac bao cao bién cd bat 1gi da duge ma hoa
va dam bao an danh d6i tugng nghién ctru, nén
nghién ciru dam bao tuan thu cac nguyén tic dao
dtrc nghién ctu y sinh hoc hién hanh.

Tiéu chi ddnh gid: Cac dic diém vé tudi,
gioi, loai bénh ung thu, giai doan bénh, phan loai
nghién ctru tham gia, mrc 46 nghiém trong va do
nang cua bién cd, phan loai bién c¢b theo hé co
quan theo thang CTCAE phién ban 5.0, ngay thuc
té xay ra bién cd, ngay béo cdo lan dau t6i Hoi
ddng dao duc €0 8O va nha tai trg, Ngay gui bao
c40 t6i BO Y té va Trung tam DI&ADR quoc gia,
Dién bién SAE, Két qua sau khi xur tri bién cb,
Quy két mdi quan hé nhan qua mdi lién quan giira
bién ¢ dugc khai thac va danh gia twong ung voi
nguoi bénh hodc SAE lién quan.

Danh gid mc d6 tuan thu thoi han bdo céo
ban dau ciia NCV theo Quy dinh vé bao cdo SAE
trong TNLS tai Viét Nam, theo cac huéng dan
hién hanh cua B6 Y té d6i v6i thir nghiém 1am
sang, v4i cac diém chinh lién quan dén bao cao
SAE nhu sau: NCV chinh ¢6 trach nhiém bao cao
thong tin ban dau khan cip cho HPDD cip co s
cua bénh vién va don vi tai trg va trong thoi gian
24 gid ké tir khi duoc biét thong tin [7].

banh gia muc d6 tuan thu thoi han gui téi Bo
Y té va Trung tdm DI&ADR Qudc gia theo quy
dinh hién hanh v&i cac tiéu chi cu thé nhu sau:

+ Céc SAE gdy tir vong hodc de doa tinh mang
phai duoc bao céo khan cip trong vong 07 ngay
lam viéc ké tir ngay nhan dugc thong tin vé SAE.

+ Céc SAE khac phai duge bao cdo trong vong
15 ngay lam vi€c ké tur ngay nhan dugc thong tin
ve SAE.

+ Trong truong hop nhan dugc thong tin bo
sung c6 y nghia y khoa vé dién bién cua SAE, tién
trién cta ddi tugng tham gia thir nghiém 1am sang
gip SAE hoic thay doi quy két moi quan hé nhan
qua giita SAE va san pham nghién ctru, phai bao
céo trong vong 15 ngay lam viéc ké tir ngdy nhan
dugc thong tin bo sung [1].

Phwong phdp xir Iy so ligu: Thong tin thu
thap s& duoc nhap liéu bang phan mém Microsoft
Excel®. Dir licu s€¢ dugc lam sach, quan ly va
phan tich théng ké phu hop biang phian mém R
(phién ban 4.3.1).

3. KET QUA NGHIEN CcUU

3.1. Cac dac diém cuia cac bao cao SAE
ghi nhan tai Bénh vién K

Wy

85 bién cf SAE

68 béah nhin

23 nghién ciru

47 Nam 21N 27BNUT 2BNUT 19BNUT 10Nhan  13Ma  52SAE 33 SAE 75Lan  26Bd
Phoi jan i mé déi toan than diu sung

Hinh 1: Co céu céu cla céc béo céo bién cb
SAE ghi nhén tai Bénh vién K

Bang 1: Mét sé déc diém déc trung ghi nhan trong céc béo cao SAE tai Bénh vién K

Cac dic diém vé bao cao SAE (N=85)

S6 lwong (%)

Phan loai SAE

Toan than (bao gébm ca bénh tién trién va t& vong)

52 (61,18%)

SAE trén hé tiéu hoa

10 (11,76%)
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Cac dic diém vé bao cao SAE (N=85)

S6 lwong (%)

SAE lién quan bénh nhiém khuén & mién dich

9 (10,59%)

SAE trén hé tuan hoan

5 (5,88%)

SAE khac

9 (10,59%)

Theo tinh chat lién quan dén thubc/phac dd thtr nghiém

Khéng lién quan

73 (85,88%)

C6 kha nang hodc lién quan t&i thubc/phac dd thtr nghiém

8 (9,41%)

Khdng c6 théng tin

4 (4,71%)

Murc d6 nghiém trong clia SAE

T vong

32 (37,65%)

De doa tinh mang

3 (3,53%)

Phai nhap vién hoac kéo dai thoi gian nam vién

21 (24,71%)

Yéu cau can can thiép y khoa

29 (34,12%)

Nhan xét:

Héu hét cac bdo cao SAE la bao cdo lan dau
voi 75/101 bao cao (74,26%). Cac bao cao da mo
ta chi tiét dién bién cta 85 bién cb SAE, cac bién
¢ chu yéu 1a toan than lién quan dén tién trién
bénh ung thu cua bénh nhan tré nén nghiém trong
hodc din dén tir vong voi 52 ca (61,18%). Phan
16n céac bién c6 SAE khong lién quan dén thudc/
phac d6 thir nghiém (85,71%) va chi c6 8/85 SAE
dugc danh gia co lién quan t6i thude/phac do thu
nghiém. C6 6 muc do nghiém trong cua SAE,
trong d6 chiém ty 1¢ nhiéu nhat 1a SAE tir vong
lién quan dén tién trién bénh ung thu ciia bénh
nhan (32 trudng hop chiém ty 18 37,65%). SAE
mirc d6 nhe nhat 12 yéu cau can can thi¢p y khoa
¢6 29 truong hop (chiém ty 1¢ 34,12%). Khong c6
SAE nao gay ra tan tat, thuong tat hay di tit bAm
sinh, di dang thai nhi cua dbi tuong nghién ciru.

3.2. Pac diém cac TNLS dwoc ghi nhan
trong bao cao SAE

Cdc thiét ké thir nghiém Idm sang

Pha ll/Pha I+Pha Il Phalll Pha IV

mNhdnmd  m M doi

Hinh 2: Bgc diém thiét ké TNLS duoc lwa chon
vao nghién ctru (N=23)

Nhan xét:

Nghién ciru ghi nhén c6 23 TNLS gom 10
thur nghiém thi€t ké nhan mo (43,48%) va 13 thu
nghiém thiét ké mu doi (56,52%). Phan lon la cac
thiét k€ mu ddi va pha III véi 52,17%. Thiét ké
nhan md c6 ¢ ca 4 pha, trong d6 pha III 1a chu yeu
v6i 8 thir nghiém (80%).
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3.3. Pac diém bénh nhan c6 bao cao SAE khi tham gia TNLS
Bang 2: Bac diém lam sang cda déi tuong tham gia TNLS (N = 68)

Nam
Nir

47 (69,12%)
21 (30,88%)

Gidi tinh

Do tudi
xxSD = 57,63+10,53

<50
250

11 (16,18%)
57 (81,82%)

Tinh trang bénh nhan
tai thoi diém bao cao
lén BYT va DI&ADR

Dang tiép dién

18 (26,47%)

nhan da t& vong)

D3 két thic (bao gébm da khdi bénh hodc bénh

50 (73,53%)

Nhan xét:

C6 68 bénh I}hﬁnrv(yi cac SAE dugc mo ta trong
101 bao cao. Hau hét cac doi tugng thir nghiém la
nam gioi voi 47/68 bénh nhan (69,12%), cac bénh

nhan da phan tir 50 tudi tré 1én (81,82%). D6 tudi
trung binh 1a 57,63 + 10,53. Tai toi diém trinh bao
c40 SAE 1én B9 Y té va trung tim DI&ADR, c6
50 bénh nhéan da két thiic SAE (bao gdm SAE da
két thac hodc bénh nhén tir vong) (73,53%).

Ty 1é céc bénh ung thu cta céc bénh nhén

Ung thuw bang
quang
13%

Ung thu tign
liét tuyén
5%

Ung thuw vi
5%

Ung thw gan
32%

Ung thw khac
4%

Ung thu phéi
40%

Hinh 3: Phan bé céc loai ung thw cta céc bénh nhan méc SAE trong thir nghiém Idm sang

Nhan xét:

Két qua khao sat cho thiy, ung thu phéi chiém
ty 1¢ 16m nhat v6i 27 bénh nhan (gan 40%), c6 22
bénh nhan bi ung thu gan (32,35%).

3.4. Danh gia mét sé yéu té lién quan
t¢i bao cao SAE trong thir nghiém
lam sang

42
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S8 lwong bdo cédo SAE tuén thd thei han téi
HDDD va Nha tai trg

Bao cdo bé sung (N=26) . 26

Bio cdo ban d&u (N=75)

74 I

0 10 20

30 40 20 60 70 80

H =1 ngay B =1 ngay

Hinh 4: Mtrc do tuan tha thoi han bao céo cta NCV téi HPDD va nha tai tro

Nhan xét:

Dbi voi tit ca SAE, nghién clru vién phai c6
trach nhiém thong bao dén HDDD va nha tai tro
khan cép trong vong 24 gid ke tr khi nhan dugc
thong tin ctia bénh nhan. Két qua khao sat cho
théy c6 100/101 bao céo (99%) bédo céo tudn thu
thoi han bao cdo. 100% bao céo bo sung NCV bao

c4o thong tin bd sung dén HPDD va nha tai trg
khong qua 1 ngay ké tur khi cap nhat thong tin bo
sung vé tinh trang cua bénh nhan.

3.4.2. Mdrc d6 tuan thu thoi han bao cao
ter khi dwoc théng tin vé SAE dén ngay
guvi bdo cdo SAE vé B6 Y té va Trung
tam DI&ADR Quéc gia

Béng 3: Mirc do tuén tha thoi gian bao cao SAE theo quy dinh hién hanh

Tiéu chi danh gia

S6 lwong (%)

’ ] , < 7 ngay 27 (93,1%)
(Sr\/lAzEzg;’ vong hoac de doa tinh mang > 7 ngay 2 (6,9%)
Bao cao ban dau X+SD = 5,14+2,53 (ngay)
(N=75) , < 15 ngay 1(89,13%)
(S,\fig;‘ac > 15 ngay 5 (10,87%)
x+SD = 10,33+3,39 (ngay)
o < 15 ngay 23 (88,46%)
sy > 15 ngay 3 (11.54%)
%+SD = 16,58+20,89 (ngay)
Nhan xét: SAE ban dau v6i muc do nghiém trong la tir vong

Két qua cho thay, c6 91/101 béo c4o SAE tuén
thu thoi han bao céo (90,1%) bao gom: 27 bao cao

hoac d‘e doa tinh mang (93,1%); 41 bao cao SAE
ban dau véi cac mirc d nghiém trong con lai
(89,13%) va 23 bao cdo SAE bo sung (88,46%).
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Khoang thoi gian trung binh cho bdo cdo SAE
ban dau d6 1 va 2 1a 5,14+2.53 ngay, d6 3 tro
1én 1a 10,33+3,39 ngay, bao cao SAE bd sung la
16,58+20,89 ngay.

3.4.3. banh gla moi lién quan gitra thubc/
phac dg diéu tri voi mwg dé nghiém
trong can phai bao cao khan cua SAE

Bang 4: Méi lién quan gitra thubc/phéc db diéu tri véi mire d6 tuén thi bao céo SAE
theo quy dinh hién hanh

Thuéc/phac dé nghién clru 1215 a2 Kiém dinh Gia tri
P 9 khan cadp |khong khan cap| chi binh phwong 'p
Thubc mién dich 22 39 X2 =2,33
X , N . df =1 0!1269
Thuodc/phac do khac 13 "
Tbng cong 35 50

Nhan xét:

Két qua cho thiy, tuy phac dd nghién ctru thude
mién dich chiém phan 16n (63%) trong cic SAE
dugc bao cdo, nhung khong c6 mdi lién quan co ¥
nghia thong ké gitra thudc mién dich trong TNLS
v6i muc do bao cao khan cap (trong vong 7 ngiy
1am viéc) ctia SAE khi so sanh véi cac thude/phac
dd nghién ctru khac (p>0,05).

4. BAN LUAN

Viéc xuit hién céac bién cd bat loi trong TNLS
1a kho c6 thé tranh khoi. Dya vao nhimg két qua
ctia nghién ctru da budc dau khai quat hoa vé thuc
trang bao cao cac bién ¢b bat loi trong hoat dong
thur nghiém 1am sang tai Bénh vién K giai doan
2019-2023 tr 6 co the dé xuét nhirng giai phap
can thiép dé cai thién s luong, chat lugng, co cau
va thoi han bao cao SAE.

Céc béo cdo dd mo ta chi tiét 85 bién cd bét
loi cua 68 bénh nhan tham gia 23 thur nghiém 1am
sang. Piéu nay 1a hoan toan phu hop theo nhan
dinh cua nhiéu nghién ciru trén Thé gidi rang cac
TNLS bénh ung thu thudng c6 sb luong béo céo
SAE vuot trgi. Theo Hiép hdi nghién clru ung
thy Hoa Ky (American Association of Cancer
Research), cic nguyén nhan chinh bao gdm sy
gia ting nhanh chéng sé lugng TNLS bénh ung
thu trong 10 nam tro lai day, tinh trang bénh nang
cua bénh nhan trong thtr nghiém va dgc tinh cua
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thudc didu tri. Mot nguyén nhan khac dwoc phat
hién boi tac gia Kaiser va cong su la thoi gian
quan sat trong cac nghién ctru thuong kéo dai do
ket diém vang cua nghién ctru ung thu la thoi gian
song thém (OS) cua 601 tugng thu nghiém [8]. Do
do, sb luong bién cb phat hién duogc trong TNLS
thude diéu tri ung thu thudng rat cao.

Két qua nghién ctu cho thdy hau hét 1a cac
SAE toan than voi d§ nghiém trong ti vong hodc
de doa tinh mang (41,18%). C6 su khac bi¢t voi
mot nghién ctru cua Vo Thi Nhi Ha, ty trong bao
cdo cac SAE nghiém trong trong TNLS thuoc tai
Viét Nam nam 2014 chiéu 60,1% va nam 2017
la 26,5% [9] Su khac biét nay c6 thé giai thich
boi mot s6 nguyén nhan. Thir nhat, bénh ung thu
la can bénh kho dleu tri, nguy co tién trién va di
can cao do nhiéu yéu t, theo GLOBOCAN 2020
ung thu la loai bénh c6 nguy co tir vong dimg thtr
2 sau bénh tim mach [10] Thtr hai, da phan cac
bénh nhéan dong y tham gia thir nghiém déu o g1a1
doan cg01 ctia bénh, d3 that bai khi didu tri v6i cac
phdc d6 va phuong phap di€u tri thuong quy nhu
phau thuat, hoa - xa tri,...

Bén canh d6, co ciu bao cdo theo kha nang lién
quan ciia SAE dbi v6i thude ung thu thir nghiém
v6i 85,88% khong lién quan. Két qua nay tuong
tu v&i mot nghién ctru vé cac TNLS nam 2014 va
2017 vé cac thude thir nghiém chung tai Viét Nam
v6i 1an luot 80,7% va 95% it c6 kha nang hodc
khong lién quan dén thudc nghién ctru [9].
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Vé co cau cac thir nghiém 1am sang, hau hét
céc nghién ctru déu 6 pha I1I véi thude thir nghiém
chinh 1 cac thuéc mién dich. Nghién ctru pha 111
chiém da s6 tai Viét Nam, gia tri cua no trong thuc
hanh 14m sang nham danh gia chinh xac mirc do
hiéu qua cua thude trén su da dang cua céac doi
tuong tham gia. Va so véi hi¢u qua va an toan
ctia cac thudc hoa tri truyén thdng, cac loai thude
diéu tri mién dich da dan tré thanh liéu phap diéu
tri ung tién tién nhat hién nay va da dugc ching
minh qua nhiéu thir nghiém 1am sang. Trong 10
nam qua, thuc té 1a da co sy gia ting déng ké cac
loai thuc mién dich da duoc cac co quan quan
1y uy tin trén thé giGi phé duyét luu hanh dé diéu
bénh tri ung thu.

Trong 68 bénh nhén tham gia TNLS d¢ tudi
chu yéu 1a trén 50 tudi (81, ,82%). Do su lao hoa
dan s6 da gop phan dang ké vao viéc gia tang sO
ca mic bénh ung thu moi trén toan thé gidi. Cac
bénh nhan da phan déu co tién sir lién quan dén
ung thu bao gdom thoi quen 16i séng sinh hoat
khong khoa hoc va cac bénh ly méc kém tai co
quan t6n thuong din t6i ung thu. Ung thu phoi va
ung thu gan chiém phan 16n trong cac thir nghiém
lam sang do d6i tugng tham gia thir nghiém phan
16n 12 nam (69,12%) lién quan dén théi quen sir
dung ruou bia hay hut thudc 1a... Két qua nay
pht hop voi théng ké GLOBOCAN 2020 tai
Viét Nam ung thu gan va ung thu phdi ding dau
v6i ty 1& hién miac trén ca nam va nit [10].

V& muc d6 tuan thu thoi han bao cdo, 99%
NCV déu bao cao khan cip thong tin vé SAE
ciia bénh nhan t6i HDPD va Nha tai tro ké tur
khi nhan dugc thong tin ban dau hay bd sung vé
SAE cua bénh nhan. Véi bao cao cép Bo Y té va
Trung tam DI&ADR 93,1% bao cdao SAE ban
dau véi do nghiém trong tr vong hoac de doa tinh
mang tudn tha thoi han bao cdo; 89,13% bao céo
SAE v6i cac mirc do nghiém trong con lai tuan
thii khong qua 15 ngay lam viéc. Véi bao cdo bd
sung co6 88,46% béo cio tuan thi. Két qua nay co
su khac biét véi nghién ctru vé thuc trang tuan

thi1 thoi han bao cdo bién c¢é SAE nam 2014, gan
59% bao cao SAE khong tuan thu [9]. Sy khac
biét nay co thé ly giai do c6 su ban hanh quy dinh
r0 rang cua Luat Duogc thé ché hoa nhiing diéu
khoan lién quan dén vai tro cua Hoi déng dao dtc
trong nghién ctru y sinh hoc d6i v6i nhirg nghién
ctru thir nghiém 1am sang cac ché pham st dung
cho con ngudi vao nam 2016 cing voi Quyét dinh
62/QD-K2DT ngay 02/6/2017 huéng dan bao cao
SAE trong TNLS do Cuc KHCN&DT ban hanh
va Thong tu 29/2018/TT-BYT vé Quy dinh thtr
thudc trén 1am sang cua BO Y té da cai thién tinh
dang ké murc d6 tuan thi bao céo. Bén canh do,
trong vong 5 nam trd lai day, Bénh vién K dang
tham gia ngdy cang nhiéu hon vao cac nghién ciru
TNLS nén viéc tudn thu thoi han cling nhu chét
luong bao céo ngay cang dugc chi trong nham
dam bao stc khoe, an toan va quyén loi cia dbi
tugng tham gia nghién ctru.

5. KET LUAN

Cac bao cao SAE cua cac TNLS tai Bénh vién
K d3 dugc bao céo day du va chi tiét vé qua trinh
tham gia TNLS, mirc d§ nghiém trong, tinh trang,
dién bién va két qua xir tri SAE cua dbi tuong
tham gia nghién ctru, voi 85 bién ¢b SAE ciia 68
bénh nhén dugc bao cao trong 101 bao cao SAE.
Phan 16n SAE déu xudt phat tir tién trién bénh ung
thu cia bénh nhan, khong lién quan dén san pham
thir nghiém. Céac d6i tuong tham gia TNLS phan
16n 14 nam gidi, trén 50 tudi, mic cac bénh ung
thu chii yéu 1a ung thu gan va phoi. Cac TNLS
tai Bénh vién K da phan 1a nghién ctru pha III,
mu do6i, dbi chimg gia dugc voi san pham thir
nghiém chu yéu la cac thuéc nhim trung dich,
dung duong u6ng. Nghién clru da c6 cai nhin tong
quan vé tinh hinh bao céo bién c¢6 bt lgi trong cac
TNLS tai Bénh vién K giai doan 2019-2023 va da
cho thay c6 sy dam bao viéc tuan tha thoi han bao
cdo céac bién ¢ bt loi ctia thude. Can c6 thém cac
nghién ctru sau thém vaéi thoi gian dai hon va voi
¢ mau 16n hon dé co thé c6 cac hiéu biét day du
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d6i v6i bién c¢d SAE trong TNLS trong linh vuc
ung thu tai Viét Nam.
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