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Dieu 3. Nguyen tac chung

Dieu 1. Pham vi dieu chinh

1. Quy che nay quy dinh viec thanh lap, to chirc va boat dong cua Hoi dong Dao due 

trong nghien cuu Y sinh hoc Vien Pasteur Thanh pho Ho Chi Minh (sau day goi la Hoi 

dong Dao due)
f ? A ■» 9

2. Quy che nay ap dung doi voi Hoi dong Dao due, co quan, to chuc, ca nhan co trien 

khai boat dong nghien cuu y sinh hoc lien quan den con ngudi trong ITnh vuc y te tai Viet 

Nam va co quan, to chuc, ca nhan khac co lien quan ket hop nghien cuu voi Vien Pasteur 

Thanh pho Ho Chi Minh.

Dieu 2. Giai thich tu- ngu*

1. Xung dot lai ich (Conflict of interest) la tinh huong khi loi ich ca nhan cua nghien cuu 

vien hoac thanh vien Hoi dong Dao due hoac chuyen gia tu van doc lap co nguy co doi 

lap voi cac nghia vu, trach nhiem cua nghien cuu vien hoac thanh vien Hoi dong Dao 

due hoac chuyen gia tu van doc lap co the anh huong den tinh khach quan cua nghien 

cuu hoac viec tham dinh nghien cuu.

3. Nguy co toi thieu (Minimal risk) la nguy co ma xac suat va muc do gay hai hoac kho 
emu hoac anh huong bat loi khac ve the chat, tinh than hay xa hoi du kien trong nghien 

cuu la khong Ion hon muc do co the nhan biet duqc trong doi song hang ngay hoac trong 

viec thuc hien cac tham kham hay xet nghiem thubng quy.

2. Dia diem nghien cuu (Study site) la noi nghien cuu thuc su duoc tien hanh, la dia 

diem chiu su kiem soat ciia co sb nhan thu nghiem lam sang.

BQ Y TE
VIEN PASTEUR

THANH PHO HO CHI MINH

Chirang I 
QUY DINH CHUNG

CONG HOA XA HOI CHU NGHIA VIET NAM • • •
Doc lap - Tu’ do - Hanh phuc

QUY CHE 
To chirc va boat dong cua Hoi dong dao due trong nghien cuu Y sinh hoc 

Vien Pasteur Thanh pho Ho Chi Minh
(Ban hanh kem theo Quyet dinh so /QD-PAS ngay thdng

7 • A A A Zcua Vien Pasteur Thanh pho Ho Chi Minh)
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1. Nghien cuu chi dirge trien khai sau khi dirge ca quan co th^m quy£n phe duyet d£ 

cirong nghien ciiu.

2. Trude khi dugc co1 quan cd tham quyen phe duyet va tri6n khai, tdt ca nghien cuu y 

sinh hgc lien quan den con ngudi tai Viet Nam deu phai dugc Hoi dong Dao due cac 

cap xem xet, nhan xet, hudng dan va chap thuan ve dao due va khoa hoc theo cac quy 

dinh tai Thong lu so 43/2024/TT-BYT ngay 12 thang 12 nam 2024 cua Bo Y te.

3. Trong qua trinh trien khai nghien cuu y sinh hgc lien quan den con ngudi td chuc chu 

tri nghien cuu, nghien cuu vien cd trach nhiem tuan thii de cuong nghien cuu da dugc 

Hoi dong Dao due chap thuan tru trudng hgp phai thay ddi de bao ve ngudi tinh nguyen 
tham gia nghien cuu.

4. Tat ca nghien cuu y sinh hgc lien quan den con ngudi dugc Hoi dong Dao due trong 

nghien cuu Y sinh hgc Vien Pasteur Thanh pho Ho Chi Minh tham dinh va xet duyet ho 

so deu chiu sir giam sat cua Hoi dong Dao due trong qua trinh tridn khai.

5. Hoi dong Dao due trong nghien cuu Y sinh hgc Vien Pasteur Thanh pho Hd Chi Minh 

khdng tham dinh va xet duyet cac hd so da cd chap thuan/phe duyet cua Hdi ddng Dao 

due qudc gia trong nghien cuu Y sinh hgc.

Chu’ong II

THANH LAP HOI DONG DAO DUG• • •
• A j ■ i A a 'Dieu 4. Thanh lap Hoi dong Dao due

1. Hdi ddng Dao due Vien Pasteur Thanh phd Hd Chi Minh do Vien trudng Vien Pasteur 

Thanh phd Hd Chi Minh quyet dinh thanh lap.

2. Vien trudng Vien Pasteur Thanh phd Hd Chi Minh quyet dinh bd nhiem, bd sung, 

thay the, cho tu nhiem, mien nhiem thanh vien ciia Hdi ddng Dao due.

3. Hdi ddng Dao due cd nhiem ky la 05 nam; thanh vien Hdi ddng Dao due nhiem ky
•AZA 'tiep theo cd sir ke thira ciia nhiem ky trudc va cd sir tham gia ciia it nhat 20% thanh vien 

mdi.

4. Hdi ddng Dao due cd the su dung con dau ciia Vien Pasteur Thanh phd Hd Chi Minh 

trong cac boat ddng cd lien quan den chuc nang, nhiem vu va quyen han ciia Hdi ddng 
Dao due theo quy dinh cua Vien trudng td chuc thanh lap Hdi ddng.

Chirong HI
CHlfC NANG, NHIEM VU, QUYEN HAN CUA HOI DONG DAO DUG

Dieu 5. Chur nang ciia Hoi ddng Dao dire
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Hoi dong Dao due co chirc nang xem xet ve dao due va khoa hoc cua cac nghien cuu y 

sinh hoc tren doi tuong con nguoi lam co so tu van cho co quan co tham quy£n trong 

vice phe duyet, kiem tra, danh gia va nghiem thu nghien cuu.

Dieu 6. Nhiem vu ciia Hoi dong Dao dire
1. Hoi dong Dao due co cac nhiem vu sau day:

a) Tham dinh cac tai lieu sau doi voi nghien cuu thu nghiem lam sang thuoc, thu nghiem 

lam sang thiet bi y te va thu nghiem lam sang ky thuat moi, phuong phap moi trong 

kham benh, chua benh trudc khi gui Hoi dong Dao due cap quoc gia:

- Ho so, de cuong nghien cuu, nang luc cua nghien cuu vien va cua dia diem 
nghien cuu.

- Ho so de nghi thay doi de cuong nghien cuu, tham dinh dinh ky nghien cuu, 

tham dinh dot xuat nghien cuu.
r

- Bao cao ket qua nghien cuu.

b) Tham dinh cac tai lieu sau doi voi nghien cuu thu tuong duong sinh hoc cua thudc 

de nguoi chiu trach nhiem chuyen mon ciia co so nhan thu tuong duong sinh hoc cua 

thudc phe duyet: ho so, de cuong nghien cuu, nang luc cua nghien cuu vien va cua dia 

diem nghien cuu; ho so de nghi thay doi de cuong nghien cuu, tham dinh dinh ky nghien 

cuu, tham dinh dot xuat nghien cuu; bao cao ket qua nghien cuu.

c) Theo doi, giam sat nghien cuu trong vice tuan thu de cuong va cac quy dinh ve dao 

due trong nghien cuu; danh gia viec ghi nhan, bao cao, xu tri bien cd bat loi xay ra trong 

nghien cuu.

d) Luu tru va quan ly, bao mat hd so boat dong cua Hoi dong Dao due theo quy djnh 

cua phap luat.

2. Hoi dong Dao due cd cac nhiem vu ddi voi cac nghien cuu khdng thudc nghien cuu 
Thu nghiem lam sang:

a) Tham dinh khia canh dao due va khoa hoc ddi voi cac hd so nghien cuu lien quan den 

con nguoi khdng thudc cac nghien cuu quy dinh tai khoan 1 Dieu nay, bao gom cac 

nghien cuu cap co so, dich te hoc, sau dai hoc, nghien cuu sinh, cac bai bao qudc te.

b) Tham dinh nhung thay ddi. bd sung de cuong nghien cuu va tai lieu cd lien quan 

trong qua trinh trien khai ddi voi cac nghien cuu da duoc Hoi dong Dao due

c) Theo ddi, giam sat cac nghien cuu trong viec tuan thu de cuong va cac quy dinh ve 

dao due trong nghien cuu; danh gia viec ghi nhan, bao cao, xu ly ciia nghien cuu vien
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chinh doi vai cac bien co bat loi xay ra trong qua trinh trien khai nghien cuu da dune 

phe duyet.

d) Tham dinh dinh ky cac nghien cuu dang trien khai da duoc Hoi ddng Dao due chdp 

thuan.

d) Tham dinh cac ket qua nghien cuu theo de cuong nghien cuu da dune phe duyet doi 

voi cac nghien cuu da duoc Hoi dong Dao due chap thuan.

Dieu 7. Quyen han ciia Hoi dong Dao due

1. Chap thuan hoac khong chap thuan:

a) Ho so, de cuong nghien cuu, ban sua doi, bo sung de cuong nghien cuu, bao cao ket 
qua nghien cuu;

b) Mien viec lay tai lieu cung cap thong tin nghien cuu va phieu tinh nguyen tham gia 

nghien cuu trong trudng hop can bao mat thong tin tuyet doi cho ngudi tham gia nghien 

cuu hoac khong the lay su chap thuan tu ngudi tham gia nghien cuu hoac ngudi dai dien 

hop phap tren co so can nhac day du cac loi ich, nguy co cua nghien cuu den ngudi tham 

gia nghien cuu va cac bien phap bao ve cac quyen, su an toan cua ngudi tham gia nghien 
cuu;

c) Viec su dung cac tai lieu dudi dang van ban dien tu theo quy dinh cua phap luat co 
lien quan.

2. Moi chuyen gia tu van doc lap de cung cap y kien chuyen mon cho Hoi ddng Dao 
due.

3. Yeu cau nghien cuu vien chinh, to chuc chu tri nghien cuu, nha tai tro nghien cuu: 

bao cao so lieu, du lieu, ket qua nghien cuu, ho so co lien quan den nghien cuu va sua 

doi, bo sung de cuong nghien cuu nham bao dam an toan cho ngudi tham gia nghien 
cuu.

4. De xuat co quan co tham quyen dung nghien cuu khi phat hien nghien cuu khong 

tuan thu nguyen tac thuc hanh nghien cuu lam sang tot, vi pham dd cuong nghien cuu.

Dieu 8. Trach nhiem ciia Hoi ddng Dao due
1. Bao dam han che muc tdi da tac dong bat loi den sue khde ngudi tham gia nghien 

cuu.

2. Tham dinh dinh ky tdi thieu mdi nam mot lan ddi vdi nghien cuu thu nghiem lam 
sang.
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3. Theo doi, giam sat, tham dinh dot xuat, xem xet bien cd bat loi xay ra trong nghien 

cuu, vi pham de cirong nghien ciru cac nghien cuu nham bao dam cac quyen, sue khde, 

su an toan ciia ngudi tham gia nghien cuu, tinh chinh xac, do tin cay, tfnh toan ven, 

khach quan, khoa hoc cua du lieu va ket qua nghien cuu.

4. Chu tich Hoi dong ban hanh quy che boat dong cua Hdi dong Dao due trong do quy 

dinh ve trinh tu, thii tuc tham dinh nghien cuu theo quy trinh day du va quy trinh rut 

gon; phe duyet, edng bd edng khai cac quy trinh thuc hanh chuan cua Hdi dong Dao due 

de dat duuc su thong nhat trong viec thanh lap, dao tao thanh vien Hdi dong va thuc 

hien cac edng viec, nhiem vu cu the ciia Hdi dong.

5. Cong khai cac hudng dan ve dao due trong nghien cuu y sinh hoc duoc Hdi dong Dao 
due su dung.

6. Bao mat thong tin lien quan den nghien cuu.

Chirong IV

TO CHtfC CUA HOI DONG DAO DlfC• •
• A A XDieu 9. To chiic cua Hoi dong Dao due

1. Hdi dong Dao due gdm cd 01 Chu tich, it nhat 01 Pho Chu tich, thanh vien 

Hdi dong, thanh vien du khuyet (neu cd), bd phan thudng true va cac tieu ban chuyen 
mdn trong trudng hop can thiet.

2. Hdi dong Dao due cd it nhat 5 thanh vien chinh thuc bao dam co cau thanh 

vien va tieu chuan quy dinh theo Thong tu so 43/2024/TT-BYT ngay 12 thang 12 nam 

2024. Ngoai cac thanh vien chinh thuc Hdi dong Dao due cd the cd thanh vien du khuyet 

(neu cd) va duoc ghi rd trong quyet dinh bd nhiem.

3. Hdi dong Dao due cd tdi da 02 thu ky chuyen mdn va tdi da 02 thu ky hanh 

chinh dap ung tieu chuan quy dinh theo Thong tu so 43/2024/TT-BYT ngay 12 thang 

12 nam 2024. Vien Pasteur Thanh phd Hd Chi Minh cd trach nhiem bao dam du so 

luong thu ky chuyen mdn va thu ky hanh chinh de thuc hien nhiem vu cua Hdi ddng 

Dao due.

4. Van phdng Hdi ddng Dao due cd tru sd dat tai Vien Pasteur Thanh phd Hd Chi 
Minh, duoc su dung tai khoan va con dau cua Vien Pasteur Thanh phd Hd Chi Minh dd 

giao dich trong pham vi chuc nang, nhiem vu duoc giao.

Dieu 10. Co' cau thanh vien ciia Hoi ddng Dao due
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1. Hoi dong Dao due phai co it nhat 05 thanh vien, bao dam nguyen tac ve gioi, trong 
do bao gom:

a) Thanh vien co chuyen mon thuoc khoi nganh sue khde va doc lap voi to chuc thanh 
lap Hoi dong Dao due;

b) Thanh vien la bac si lam sang;

c) Thanh vien co kinh nghiem xem xet ho so phap ly;

d) Thanh vien khong thuoc khoi nganh sue khde;

d) Thanh vien dudi 50 tudi va thanh vien tu 50 tudi trd len.

2. Thanh vien du khuyet cua Hoi dong Dao due:

a) Thanh phan Hoi dong Dao due cd the bao gdm thanh vien du khuyet;

b) Thanh vien du khuyet phai bao dam tieu chuan va cd trach nhiem nhu thanh vien Hoi 
A

dong Dao due;

c) Trong trudng hop cudc hop tham dinh ho so nghien cuu cua Hoi dong Dao due khong 

bao dam so luemg, co cau thanh vien theo quy dinh, lanh dao Hoi dong cd the mdi thanh 

vien du khuyet tham gia tham dinh hd so nghien cuu va bieu quyet nhu thanh vien Hoi 
dong.

3. Hoi dong Dao due khong duoc bao gdm ngudi dung dau to chuc thanh lap Hoi dong.

Dieu 11. Tieu chuan cua Chii tich, Pho Chu tich, thanh vien Hoi dong Dao due
1. Tieu chuan cua Chu tjch, Phd Chu tich Hoi dong Dao due cap co sd:

a) Cd trinh do dai hoc trd len thuoc khoi nganh sue khde;

b) Cd it nhat 10 nam kinh nghiem lam viec lien quan den ITnh vuc nghien cuu phd bien 
do Hoi dong Dao due danh gia;

c) Dap ung cac tieu chuan quy dinh tai cac diem c, d va d khoan 1 Didu 12 thong tu 

43/2024/TT-BYT ngay 12 thang 12 nam 2024.

2. Tieu chuan cua thanh vien Hoi dong Dao due:

a) Thanh vien cd chuyen mdn thuoc khoi nganh sue khde va thanh vien cd kinh nghiem 

xem xet hd so phap ly phai cd trinh do dai hoc trd len;

b) Thanh vien khong cd chuyen mdn thuoc khoi nganh sue khde phai cd trinh do cao 
dang trd len;

c) Cd hieu biet ve cac nguyen tac thuc hanh nghien cuu lam sang tot va cac quy trinh 
thuc hanh chuan cua Hoi dong Dao due.
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Dieu 12. Tieu chuan ciia thir ky chuyen mon, thir ky hanh chinh ciia Hoi dong Dao 
dire
1. Tieu chuan ciia thu ky chuyen mon:

a) La nguoi trung thuc, khach quan;

b) Co trinh do dai hoc tro len thuoc khoi nganh sue khde;

c) Co hieu biet ve cac nguyen tac thuc hanh nghien cuu lam sang tdt va cac quy trinh 

thuc hanh chuan cua Hoi dong Dao due;

d) Thanh vien Hoi dong Dao due co the kiem nhiem lam thu ky chuyen mon cua Hoi 
dong Dao due.

2. Tieu chuan cua thu ky hanh chinh:

a) La ngudi trung thuc, khach quan;

b) Co trinh do cao dang tro len;

c) Co hieu biet ve cac quy trinh thuc hanh chuan cua Hoi dong Dao due.

Dieu 13. Bo nhiem, bo sung, thay the, ttr nhiem, mien nhiem Chu tich, Pho Chu 
tich, thanh vien Hoi dong Dao due

1. Bo nhiem

a) Dau nhiem ky ciia Hoi dong Dao due, Truong phong Ke hoach tong hop Vien 

Pasteur Thanh pho Ho Chi Minh can cu vao nhu cau, tieu chuan cua thanh vien Hoi 

dong Dao due de de xuat phuong an nhan su trinh Vien trudng ra quyet dinh bo nhiem 

nhan su thanh vien Hoi dong.

b) Doi voi nhan su thuoc su quan ly ciia to chuc khac, Vien Pasteur Thanh pho 

Ho Chi Minh can lay y kien bang van ban ciia to chuc quan ly ngudi du kien bo nhiem 

lam thanh vien Hoi dong Dao due. Doi voi chuyen gia doc lap can phai cd y kien dong 

y bang van ban ciia ngudi do.

c) Trudng phdng Ke hoach tong hop de xuat van ban, Vien trudng quydt dinh bo 
nhiem thanh vien Hoi dong Dao due.

d) Nhiem ky ciia thanh vien chinh thuc va thanh vien du khuyet (neu cd) theo 

nhiem ky ciia Hoi dong Dao due.
2. Bo sung, thay the

a) Can cu tieu chuan, nhu cau bo sung, thay the thanh vien ciia Hoi ddng Dao 

due, Trudng phdng Ke hoach Tong hop trinh Vien trudng phuong an bo nhiem bo sung, 
thay the nhan su lam thanh vien Hoi dong Dao due.



8

b) Doi voi nhan sy thuoc su quan ly cua td chuc khac, Vien Pasteur Thanh phd 

Ho Chi Minh can lay y kien bang van ban cua to chuc quan ly nguoi du ki£n bd nhiem 

bo sung, thay the lam thanh vien Hoi dong Dao due. Doi voi chuyen gia doc lap can 

phai co y kien dong y bang van ban cua ngudi do.

c) Truong phong Ke hoach tong hop de xuat van ban, Vien truong phai xem xet 

va quyet dinh viec bo sung, thay the thanh vien Hoi dong Dao due.

d) Nhiem ky cua thanh vien Hoi dong Dao due duqc bo sung, thay the la thui gian 
con lai cua nhiem ky Hoi dong.

3. Tu nhiem

a) Thanh vien Hoi dong Dao due duqc tu nhiem khi tu thay khong du dieu kien 

de hoan thanh nhiem vu ciia Hoi dong hoac co nguyen vong ca nhan xin tu nhiem.

b) Thanh vien xin tu nhiem phai lam don gui Vien trudng Vien Pasteur Thanh 
phd Hd Chi Minh.

c) Trudng phdng Ke hoach tong hop de xuat van ban, Vien trudng Vien Pasteur 

Thanh phd Hd Chi Minh phai xem xet va quyet dinh chap nhan hoac khdng chap nhan 

viec tu nhiem cua thanh vien Hoi ddng.

4. Mien nhiem

a) Thanh vien Hdi ddng Dao due bi mien nhiem khi khdng dap ung tieu chuan 
thanh vien Hdi ddng.

b) Trudng phdng Ke hoach Tong hop Vien Pasteur Thanh phd Hd Chi Minh can 

cu vao quy dinh tai diem a Khoan nay de xuat voi Vien trudng de quyet djnh midn nhiem 

ddi voi thanh vien Hdi ddng.

c) Trudng phdng Ke hoach Tong hop de xuat van ban, Vien trudng phai xem xet 

va quyet dinh mien nhiem hoac khdng mien nhiem thanh vien Hdi ddng.

Dieu 14. Chuyen gia tu’ van doc lap cho Hoi ddng Dao due
Trong trudng hop can thiet, lanh dao Hdi ddng Dao due cd the moi chuyen gia tu van 
^A|A|A*A '

ddc lap tham dinh hd so va tham du cudc hop Hdi ddng.

1. Chuyen gia tu van ddc lap phai la nguoi khdng co xung dot loi ich voi nghien ctru 
dupe tham dinh.

2. Chuyen gia tu van ddc lap dupe tham du cudc hop cua Hdi ddng Dao due de trao ddi, 

thao luan ve nghien cuu nhung khdng cd quyen bieu quyet. Trudng hop chuyen gia tu
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van doc lap khong the tham dir cuoc hop, cac y kien bang van ban cua ho phai dirge Hoi 

dong Dao dire xem xet va ghi lai trong bien ban.

3. Chuyen gia tir van doc lap co trach nhiem bao mat thong tin, tai lieu lien quan d£n 

nghien cuu dirge tiep can.

Chuong V
HOAT DONG CUA HOI DONG DAO DUG

Dieu 15. Nguyen tac boat dong ciia Hoi dong Dao due
1. Hoat dong cua Hoi dong Dao due la boat dong phi Igi nhuan.

2. Khi xem xet, nhan xet, hirdng dan. chap thuan cac nghien cuu y sinh hgc lien quan 

con ngirdi, thanh vien Hoi dong Dao dire phai ap dung day du cac nguyen tac dao dure 

theo quy dinh tai Thong tir nay, quy che hoat dong ciia Hoi dong, quy trinh thirc hanh 

chuan cua Hoi dong va quy dinh phap luat co lien quan.

3. Hoi dong Dao dire lam viec theo nguyen tac tap the, dan chu, doc lap khi tham dinh 
va ra quyet dinh.

4. Cuoc hop xem xet nghien ciru lien quan den nhom ngiroi de bi ton thirong phai co su 

tham gia cua dai dien nhom ngiroi nay hoac chuyen gia co kinh nghiem lam viec vdi 

nhom ngiroi nay.

5. Tham dinh theo quy trinh day du phai co it nhat 05 thanh vien Hoi ddng Dao dire 

tham du hop va bo phieu, trong do co it nhat mot thanh vien co chuyen mon phu hgp 

thugc khdi nganh sue khde, mot thanh vien khdng cd chuyen mdn thudc khdi nganh sue 

khde, mot thanh vien doc lap, cd thanh vien cua ca hai gidi; ddi vdi Hdi ddng Dao due 

cd tieu ban chuyen mdn cuoc hop phai cd it nhat hai thanh vien ciia tieu ban chuyen mdn 

phu hgp tham du hgp va bd phieu; nghien cuu chi dugc thong qua khi cd it hon 02 phieu 

khdng chap thuan trong tong so phieu hgp le. Trudng hgp khd dat dugc sir ddng thuan 

trong cuoc hgp tham dinh. Chu tich Hdi ddng Dao due cd quyen quyet dinh viec tien 

hanh bd phieu ngay hoac de nghi nghien cuu vien chinh hoan thien hd so nghien cuu de 

I Idi ddng xem xet va bd phieu trong cuoc hgp Hdi ddng tiep theo.

6. Tham dinh theo quy trinh rut gon chi dugc ap dung ddi vdi nghien cuu cd nguy co tdi 
thieu, hd so hoan thien theo ket qua tham dinh trudc do, hd so nghien cuu da dugc tham 

dinh va chap thuan bdi Hdi ddng Dao due cap co so khac, hd so thay ddi de cuong 

nghien cuu, hd so bao cao dinh ky, bao cao dot xuat ve nghien cuu, tai lieu cap nhat 

trong qua trinh nghien cuu, bao cao bien cd bat Igi xay ra trong nghien cuu, bao cao vi
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pham de cuong nghien ctru; nghien cuu chi dirge thong qua khi cac thanh vien dirge 

phan cong tham dinh deu danh gia chap thuan. Truong hgp co thanh vien th^m dinh 

danh gia khong chap thuan, Chu tich Hoi dong Dao due co quyen quyet dinh viec tham 

dinh theo quy trinh day du.

7. Thanh vien Hoi dong Dao due khong dugc tham dinh nghien cuu ma ban than hoac 

vg, chong, cha de, cha nudi, me de, me nudi, con de, con nuoi, anh ruot, chi ruot, em 

ruot, anh re, em re, chi dau, em dau cua thanh vien va cua vg (hoac cua chong) thanh 

vien co xung dot Igi ich; khong dugc tham gia trien khai nhung nghien cuu ma thanh 

vien do da tham dinh khi thong qua Hoi dong Dao due.

Dieu 16. Htrong dan nop ho so’ nghien ciru gin Hoi dong Dao dire

Hoi dong Dao due ban hanh van ban hudng dan ve yeu cau nop ho so nghien cuu de 

tham dinh. Huong dan bao gom cac noi dung sau day:

1. Ten va dia chi cua thu ky, nhan vien hoac thanh vien Hoi dong Dao due ti£p nhan h6 

so hoac dia chi trang thong tin dien tu tiep nhan ho so true tuySn (n$u co);

2. Danh sach cua tat ca tai lieu bang van ban trong ho so;

3. Quy each cua cac tai lieu;

4. Ngon ngu cua cac tai lieu trong hd so;

5. So lugng ban sao phai nop;

6. Thai han nop don so voi ngay tham dinh;

7. Cach thuc thong bao doi voi ho so chua hgp le;

8. Khoang thoi gian de nop bo sung ho so (neu can);

9. Thoi gian du kien se thong bao ket qua tham dinh;

10. Quy each cua cac bieu mau can nop theo quy dinh ciia Hoi dong (neu co);

11. Phi tham dinh ho so nghien cuu (neu co).

Dieu 17. Noi dung Hoi dong Dao due can tham dinh

1. Noi dung tham dinh doi voi nghien cuu truoc khi trien khai:

a) Thiet ke nghien cuu va tien hanh thu thap du lieu nghien cuu;

b) Ket qua nghien cuu tien lam sang, lam sang da co (neu ap dung);
c) Rui ro va Igi ich tiem nang cua nghien cuu hoac cua san pham nghien cuu (n$u ap 

dung); tac dong cua nghien cuu len cong dong co nguoi tham gia nghien cuu;

d) Lua chgn quan the nghien cuu, thong tin quang cao dugc su dung trong tuyen chon 

nguoi tham gia nghien cuu tiem nang; qua trinh cung cap thong tin va thu thap tai lieu
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cung cap thong tin nghien curu va phieu tinh nguyen tham gia nghien curu; loi ich tai 

chinh va chi phi tai chinh lien quan nguoi tham gia nghien cun;

d) Bao ve str rieng tir va bao mat thong tin ciia ngucri tham gia nghien cun; Quy trinh 

theo doi, danh gia, xu tri bien cd bat loi (doi voi nghien cun co can thiep tren ngiroi 
tham gia nghien cun);

e) Nang lye cua nghien cun vien va dia diem nghien cun.

2. Noi dung tham dinh doi voi nghien cun dang trien khai:

a) Viec tuan thii de cirong nghien cun da dirge phe duyet;

b) Bao ve quyen, sue khde, su an loan cua ngudi tham gia nghien curu;

c) Ghi nhan, xu tri, bao cao bien cd bat Igi, bien cd bat Igi nghiem trong xay ra trong 

nghien cun (neu cd);

d) Vi pham de cuong nghien cun va viec khac phuc, phdng ngua vi pham (neu cd);

d) Noi dung sua ddi, bd sung de cuong nghien cun va tai lieu lien quan (neu cd).

3. Noi dung tham dinh ddi vdi bao cao ket qua nghien cuu:

a) Viec tuan thu de cuong nghien cuu trong qua trinh trien khai;

b) Tinh toan ven, chinh xac, tin cay cua du lieu nghien cuu;

c) Tinh khoa hoc, chinh xac cua bao cao ket qua nghien cuu.

Dieu 18. Thong bao ket qua tham dinh cua Hoi dong Dao dire
Trong thoi gian 05 ngay lam viec, ke tu ngay cd ket qua tham dinh hd so nghien cuu, 

Hoi dong Dao due cd trach nhiem gui van ban thong bao ket qua tham dinh cho co so 

nhan thu, nghien cuu vien chinh, cu the nhu sau:

1. Truong hop de cuong nghien cuu duoc Hoi dong Dao due chap thuan: thong bao theo 

mau Giay chung nhan chap thuan de cuong nghien cuu tai Phu luc I ban hanh kem theo 

Thong tu 43/2024/TT-BYT ngay 12 thang 12 nam 2024.

2. Truong hop sua ddi, bd sung de cuong nghien cuu duoc Hoi dong Dao due chap 

thuan: thong bao theo mau Giay chung nhan chap thuan sua ddi, bd sung de cuong 

nghien cuu tai Phu luc II ban hanh kem theo Thong tu 43/2024/TT-BYT ngay 12 thang 
12 nam 2024.

3. Truong hop bao cao ket qua nghien cuu duoc Hoi dong Dao due chap thuan: thong 

bao theo mau Giay chung nhan bao cao ket qua nghien cuu tai Phu luc III ban hanh kem 

theo Thong tu 43/2024/TT-BYT ngay 12 thang 12 nam 2024.
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4. Trircrng hap de cirang nghien ciru hoac sura doi, bo sung d£ cuang nghien cuu hoac 

bao cao ket qua nghien cuu dune Hoi dong Dao due chap thuan co dieu kien: thong bao 

theo mau Thong bao chap thuan co dieu kien tai Phu luc IV ban hanh kem theo Thong 

tu 43/2024/TT-BYT ngay 12 thang 12 nam 2024.

5. Truong hap de cuang nghien cuu hoac sua doi, bo sung d£ cuang nghien cuu hoac 

bao cao ket qua nghien cuu khong dugc Hoi d6ng Dao due ch^p thuan: thong bao theo 

mau Thong bao khong chap thuan tai Phu luc V ban hanh kem theo Thong tu 

43/2024/TT-BYT ngay 12 thang 12 nam 2024.

6. Vien truang Vien Pasteur Thanh pho Ho Chi Minh chiu trach nhiem quy dinh ve each 

thuc xac nhan ciia to chuc tren van ban thong bao k$t qua thSm dinh cua Hoi ddng.
Dieu 19. Theo doi, giam sat nghien ciru

1. Hoi dong Dao due thuc hien theo doi, giam sat nghien cuu thong qua giam sat true 

tiep tai nai trien khai nghien cuu hoac thong qua xem xet bao cao tien do, k£t qua nghien 

cuu, tham dinh dinh ky, tham dinh dot xuat nghien cuu.

2. Noi dung theo doi, giam sat: vice tuan thu quy trinh, tieu chuan thu tuyen ngudi tham 

gia nghien cuu, viec bao ve quyen, su an toan va sue khoe cua ngudi tham gia nghien 

cuu, viec thu thap mau sinh hoc, thong tin, du lieu nghien cuu tu ngudi tham gia nghien 
cuu.

Dieu 20. Luu tru* tai lieu cua Hoi dong Dao due
1. Tat ca tai lieu va thong bao cua Hoi dong Dao due phai dugc ghi rd ngay thang nam, 

lap ho so, luu tru theo quy trinh thuc hanh chuan cua Hoi dong Dao due va quy dinh 
cua phap luat ve luu tru.

2. Ho so cd the dugc luu tru bang ban giay hoac ban dien tu.

3. Tai lieu Hoi dong Dao due can dugc luu tru bao gdm:

a) Tai lieu ve viec thanh lap Hoi dong;

b) Cac quy trinh thuc hanh chuan cua Hoi ddng;

c) Cac van ban Hoi ddng Dao due da ban hanh;

d) Bao cao tong ket thudng nien boat ddng cua Hgi ddng;
d) Ly lich khoa hgc ciia cac thanh vien Hdi ddng;

e) Giay mdi, chuong trinh lam viec cac cudc hgp cua Hdi ddng;

g) Phieu nhan xet, phieu danh gia nghien cuu, bien ban hgp Hdi ddng;

h) Van ban thong bao ket qua tham dinh cua Hdi ddng;
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i) Van ban phap ly dirge Hoi dong su dung;

k) Tai lieu hudng dan ve dao due nghien cuu dugc Hoi dong sir dung;

l) Cao ho so nghien cuu dugc Hoi dong tham dinh;

m) Cac tai lieu lien quan khac theo quy dinh cua phap luat.

Chiroug VI

DIEU KHOAN THI HANH
Dieu 21. Trach nhiem thi hanh
Vien truong Vien Pasteur Thanh pho Ho Chi Minh, cac khoa, phong, trung tam, ca nhan 

co lien quan chiu trach nhiem thi hanh Quy che nay./.
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