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Quy trinh to chiic, dieu hanh phien hop ciia Hoi dong dao due
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1. MVCDICH

Huang dan each thuc to chuc va phan cong trach nhiem di6u hanh cua cac thanh 

vien trong cac phien hop cua Hoi dong dao due trong nghien cuu Y sinh hoc Vien 
Pasteur TP.HCM.

2. PHAM VI AP DUNG
Ap dung cho tat ca cac phien hop cu 

hoc Vien Pasteur TP. Ho Chi Minh.

3. TRACH NHIEM

- Xac dinh hinh thuc hop: To thuang true

- Lap, trinh ky ke hoach hop va thong bao cho thanh vien Hoi ddng: Td thu ky. 

Trong truung hup hop kdt hup vui Hoi ddng khoa hoc, nhan su phdng K6 hoach tdng 

hup ban hanh Quyel dinh thanh lap hoi ddng va Thu mdi hop theo Quy trinh cua Hoi 
ddng khoa hoc.

- Dieu hanh phien hop: Chu tich Hoi ddng hoac pho chu tich hoi ddng trong truung 
hup chu tich vang mat

- Hanh chinh quan tri: Dam bao cd su vat chat ngay hop

4. THUAT NGU, DINH NGHIA VA CHU* VIET TAT
4.1. Thuat ngir, dinh nghia

- Khdng ap dung

4.2. Chu' viet tat

- BYT:BdYtd

- HDDD: Hoi ddng dao due trong nghien cuu y sinh hoc Vien Pasteur TP. Hd 
Chi Minh.

- GCP (Good Clinical Practice): Thuc hanh lam sang tot

- KHTH: Ke hoach tdng hup

- HCQT: Hanh chinh quan tri

5. NQI DUNG THUC HIEN
5.7 Luu do cac huoc thuc hien quy trinh

cua Hdi ddng dao due trong nghien cuu y sinh
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5.2 Mo ta cdc buoc th ire hien:

5.2. / Phan loqi noi dung hop cua Hoi dong dao due

- Hop tham dinh ho so nghien ctiu theo quy tiinh d&y du 
+ Hop tham dinh ho so nghien cuu chi dirge thuc hien khi cac thanh vien 

HDDD nhan dirge ho so it nhat 5 ngay va khong qua 15 ngay lam vice. 
Vice hop khan (triroc thdi gian quy dinh) chi dugc thirc hien khi co y ki4n 
chi dao bang van ban cua lanh dao Vien.
Trirang hop hop tham dinh hd so nghien cuu theo quy trinh ddy du phai 
co it nhat 05 thanh vien cua Hoi ddng dao dire tham dir hop va bo phidu, 
trong do co it nhat mot thanh vien co chuyen mon phu hop thuoc khdi 
nganh sire khde, mot thanh vien khong cd chuyen mdn thudc khdi nganh 
sire khde, mot thanh vien doc lap, cd thanh vien cua ca hai gidi.
Nghien ciru chi dirge thong qua khi cd it hone 02 phidu khong chdp thuan 
trong tong so phieu hop le.

- Hop tham dinh hd so nghien ciru theo quy trinh rut gon va cd ket hgp vdi cac 
hdi dong khac

Noi dung Trach nhieni

Bude 1 Thudng truc/thu ky

Lap ke hoachBude 2 Thu ky

Bude 3 Phe duyet ke hoach

Hop va dieu hanh phien hopBude 4 Chu tich/Phd chu tich

Bude 5 Thu ky
5 

Luu tru hd so

Xac dinh 
noi dung

Chu tich hdi ddng/Vien 

trudng
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Quy trinh to chuc, dicu hanh phien hop cua Hoi dong dao due

+ Hop tham dinh theo quy trinh rut gon phai co it nhit hai thanh vien tham 
dir va bo phieu

- Hop thong qua ke hoach boat dong, gop y van ban phap ly/quy trinh, cap nhat 
tien do boat dong....

- Hop bao cao ket qua boat dong cho lanh dao Vien...
5.2.2 Hinh thuc hop

Co the ap dung hinh thuc hop true tiep hoac true tuyen nhung tuan thu mot s6 
nguyen tac co ban nhu dudi day:

- Uu tien hop true tiep, neu thanh vien hoi ddng tham gia true tuy£n, c£n 
bao trudc it nhdt 24 gid cho td thu ky de chuin bi;

- Doi voi cac phien hop khAn, co the hop true tuy6n nSu khong the t6 chuc 
duoc phien hop true tiep.

5.2.3 Cac biroc thuc hien

a) Bude 1: Xac dinh noi dung hop

- Doi vdi viec hop tham dinh ho so nghien cuu. sau khi td thu ky xac nhan 

du hd so theo quy dinh, thudng true hoi ddng xem xet noi dung hd so 
nghien cuu va de xudt hinh thuc tham dinh theo quy trinh dAy du hoac quy 
trinh rut gon:

+ Tham dinh theo quy trinh ddy du: thudng true dd xuit phan bien (la 

thanh vien HDDD va cd kinh nghiem/chuyen mdn trong ITnh vuc 

nghien cuu); ngay hop du kidn va xin y kidn chu tich; ngay hop cd thd 

do nhdm nghien cuu dd xudt midn la trong khoang thdi gian quy dinh 
va phu hop vdi cac thanh vien hoi ddng

+ Tham dinh theo quy trinh rut gon kdt hop vdi Hoi ddng khac (vi du 

Hoi ddng khoa hoc): theo lich hop cua Hoi ddng khac nhung khdng 
sdm hon thdi gian quy dinh

+ Tham dinh rut gon cua ridng HDDD: Khdng td chuc hop

- Ddi vdi vide hop cho cac boat ddng noi bd cua HDDD: Thudng truc/thu ky 
de xudt lich hop va xin y kien cua Chu tich/Phd chu tich qua thu didn tu.

- Ddi vdi vide hop vd boat ddng cua HDDD vdi lanh dao Vien: Theo lich hop 
cua lanh dao vien trdn lich edng lac tuin cua Vien

b) Bude 2: Lap kd hoach
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__________________ Quy trinh to chuc, dieu hanh phicn hop cua Hoi dong dao due

- To thir ky lap ke hoach boat dong theo bieu man BM01-PI-HDDD-QLCL- 

14: Ke hoach noi dung bao gom:

+ Muc dich

+ Thai gian. dia diem, thanh phan

+ Chuang trinh hop, phan cong nhan su

+ Kinh phi (neu co)

- D6i vai noi dung hop bao cao boat dong cho lanh dao Vien, chu tich/pho chu 

tich true tiep phan cong nhan su thuc hien de kip ti£n do bao cao.

c) Buoc 3. Phe duyet ke hoach

- To thu ky trinh chu tich/pho chu tich hoi dong va Vien truang phe duyet k<5 

hoach. Thue hien viec dieu chinh cho den khi dune phe duyet.

- Sau khi ke hoach dugc phe duyet, to thu ky gui k6 hoach d6n cac thanh vien 

hoi dong va phong hanh chinh quan tri qua thu dien tu

d) Buoc 4. Hop va dieu hanh phien hop

- Trude phien hop tham dinh ho su nghien cuu:

+ Phong hanh chinh quan tri chudn bi he thdng k6t ndi va am thanh neu hop 
r

true tuyen.

+ To thu ky chuan bi ban giay ke hoach va gui chu toa phien hop, diem danh 
thanh vien du hop va lien lac n^u cdn.

- Trong phien hop tham dinh ho su nghien cuu:

+ 1 d thu ky thong bao ly do to chuc phien hop va dieu kien phap ly cua 
phien hop.

Chu toa thong bao phan bien va dieu khien phien hop

• Nhom nghien cuu trinh bay hd so nghidn cuu

• Cac phan bien va thanh vien hoi d6ng doc nhan xet hd so nghien 
cuu

• Nhom nghidn cuu giai trinh cac y kidn nhan xet

• Chu tich hoi dong ket luan

• 'I’d thu ky phat/thu thap phieu nhan xet, tdng kdt va doc kdt qua

+ Sau phien hop: To thu ky soan thao va ban hanh bien ban va thdng bao 
(neu cd)
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Quy trinh to chuc, dieu hanh phien hop cua Hoi dong dao due

- D6i vai cac phien hop boat dong cua Hoi ddng, thirc hien theo chuong trinh 

trong kc hoach da dupe phe duyet.

6. LU U TRU HO SO

- Ke hoach, ho so nghien cuu

- Bien ban hop;

- Lich cong tac tuan cua Vien;

- Thu dien tu co noi dung lien quan

7. TAI LIEU LIEN QUAN

- HDDD-06: Quy trinh tham dinh ho so nghien cuu theo quy trinh dAy du

- HDDD-10: Quy trinh tham dinh bao cao giua ky/k6t qua nghien cuu

- HDDD-15: Quy trinh phoi hop vdi cac Hoi ddng khac
8. TAI LIEU THAM KHAO

- Thong tu so 43/TT-BYT ngay 12/12/2024 cua Bo trudng Bo Y te quy dinh viec 

thanh lap, to chuc va boat dong cua Hoi dong dao due trong nghien cuu y sinh 
hoc;

- Quydt dinh s6 595/QD-PAS ngay 22/6/2022 cua Vien trudng Vien Pasteur Thanh 

pho Ho Chi Minh ve viec thanh lap Hoi dong dao due trong nghien cuu y sinh 
hoc nhiem ky 2022-2026;

- Quyet dinh so 284/QD-PAS ngay 14/5/2025 cua Vien trudng Vien Pasteur Thanh 

pho Ho Chi Minh ve ban hanh Quy chd td chuc va boat dong cua Hoi ddng dao 

due trong nghien cuu y sinh hoc Vien Pasteur Thanh phd Hd Chi Minh.
9. PHU LUC/BIEU MAU

- BM01-PI-HDDD-QLCL-14: Kd hoach.
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