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Quy trinh xem xet, tham dinh va phe duyet 
hdsa dao dice trong nghien ciru y sinh hoc

20/3/2024

HaNoi-2024

Lich sir thay doi tai lieu

Phien ban Ngay hieu lire Sua dbi

2 20/3/2024 - Chinh sua ten “Quy trinh quan ly ho sa 
trong qua trinh nghien cuu” thanh “Quy 
trinh xem xet, tham dinh va phe duyet ho so 
dao due trong nghien cuu y sinh hoc”

- Bo sung luu do thuc hien.

Phan phoi

Tat ca cac dan vi: 01 ban/ dan vi

Ghi chii: Day la tai lieu da duac kiSm soat. Bat cu tai lieu nao khong duac dong dau cua benh vien
phdi duac kiem tra truac khi sir dung va can duac thong bao vai nhdn vien phu trach. Luu hdnh noi bo.
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BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh vd phe duy^t 
ho sa dao dice trong nghien ciru y sinh hoc 20/3/2024

1. MUC DICH

- Thuc hien cac chuc nang va nhiem vu cua Hoi dong dao due benh vien 
Nhi Trung uong

- Theo doi, giam sat, quan ly viec thuc hien xem xet, tham dinh va phe 
duyet nghien cuu y sinh hoc cua Hoi dong dao due Benh vien Nhi Trung uong

2. PHAM VIAP DUNG • •
- Cac de tai, du an, nghien cuu y sinh hoc thuc hien tai benh vien Nhi 

Trung uong, do benh vien Nhi Trung uong chu tri hoac phoi hop thuc hien, do 
cac doi tac khac co nhu cau Hoi dong Dao due Benh vien phe duyet.

3. TRACK NHIEM

- Chu nhiem de tai/du an co nghien cuu y sinh hoc co doi tuong la con 
nguoi;

- Thanh vien Hoi dong dao due trong nghien cuu y sinh hoc;

- Tothuky.

4. NHUNG NGUOI QUAN LY, GIAM SAT TUAN THU QUY TRINH

- Ban Giam doc Benh vien;

- Lanh dao Vien Dao tao va Nghien cuu Sue khde Tre em.

5. KHAINIEM/DINH NGHIA/THUAT NGU7 - VIET TAT • • •
5.1. Dinh nghia

- Nghien cuu y sinh hoc lien quan den con nguoi (Research involving 
human participants) la nghien cuu khoa hoc trong Imh vuc y te, trong do con 
nguoi bi tac dong bdi can thiep, quan sat hay cac tuong tac khac do tham gia 
nghien cuu hoac co the bi nhan dang do viec thu thap, phan tich, su dung du 
lieu, vat lieu sinh hoc trong linh vuc y te.

- Dao due y sinh hoc (Bioethics) la viec thuc hien va bao dam cac nguyen 
tac, chuan muc dao due trong cac nghien cuu y sinh hoc lien con den con nguoi.

- Nghien cuu vien (Researcher) la nguoi chiu trach nhiem thuc hien nghien 
cuu tai dia diem nghien cuu.

- Nghien cuu vien chinh (Research monitoring and supervision) la nghien 
cuu vien chiu trach nhiem chi dao true tiep cho viec hoan thanh nghien cuu va 
bao cao true tiep qua trinh, ket qua nghien cuu voi nha tai trq.

- Giam sat nghien cuu la qua trinh kiem tra, theo doi tien do nghien cuu, su 
tuan thu cua nghien cuu vien theo de cuong da phe duyet va quy dinh cua phap 
luat co lien quan den nghien cuu.

Ghi chu: Day la tai lieu da duac kiem soat. Bat cic tai lieu nao khong duac dong dau cita benh vien
phdi duac ki£m tra truac khi su dung va can duac thong bao vai nhdn vien phu trach. Luu hanh noi bo.



BOYTE Trang 4 tren 13
BENH VIENNHITRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh va phe duyet 
hd sa dao due trong nghien cuu y sinh hgc

20/3/2024

- Nguy co tdi thiSu (Minimal risk) la nguy co ma xac suat va muc do gay 
hai hoac kho chin 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 duoc trong 
dbi song hang ngay hoac trong viec thuc hien cac tham kham hay xet nghiem 
thubng quy.

5.2. Viet tat

HDDD: Hoi dong Dao due

NC: Nghien cuu

TTK: To thu ky

Ghi chu: Day la tai lieu da dupe kiem sodt. Bat cic tai lieu nao khong dupe dong dau cua berth vien
phai dupe kiem tra truac khi sic dung va can dupe thong bao vpi nhan vien phu trdch. Luu hdnh npi bo.
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BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh va phe duyet 
hd sa dao dire trong nghien ciru y sinh hoc

20/3/2024

6. CAC BV6C THVC HIEN CUA QUY TRINH

6.1. Luu do

Phe duyet
Ghi chu: Day latai'r*^^ tai lieu nao khong duac dong dau ciia benh vien

phai duac kiem tra trudc khT^v^^ .^ctinduac thong bdo vai nhdn vien phu trdch. Lmi hanh noi bo.

Bude Liru do quy trinh M6 ta/bieu mau Trach nhiem

1
r ^^~Chuan bi ho so^^

BM l/QTQL.NC.17.2 
BM2/QTQL.NC.17.2 
BM 3/QTQL.NC.17.2 
BM4/QTQL.NC.17.2 
BM 5/QTQL.NC.17.2 
BM 6/QTQL.NC.17.2

Nhom NC

2 Khong dat

BM7/QTQL.NC.17.2

To thuky 

HDDD

4h—
Tiep nhan ho so

3

Xac dinh j 

tham dinh 5 

thanh vier

Dat

)huong thuc 

/a phan cong 

i tham dinh

QTQL.NC.17.2 Chu tich Hoi 
dong

4
QTQL.NC.17.2 To thuky

Xep lich hop

5 Khong 
£ ________

QTQL.NC.17.2
BM 8/QTQL.NC.17.2
BM 9/QTQL.NC.17.2
BM 10/QTQL.NC.17.2
BM 1 l/QTQL.NC.17.2
BM 12/QTQL.NC.17.2

1. Thanh vien 
HDDD

2. To thu ky
3. Nhom NC

Chap 

thuan
HDDD tham dinh 

ho so

Chap thuan
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BENH VIEN NHITRUNG VONG QTQL.NC.17.2

Quy tr'mh xem xet, tham dinh vd phe duyet 
ho str dao dire trong nghien ciru y sinh hoc 20/3/2024

Birac Lira do quy trinh Mo ta/bieu mau Trach nhiem
6 QTQL.NC.17.2

BM18/QTQL.NC.17.2
BM19/QTQL.NC.17.2
BM21/QTQL.NC.17.2

1. To thu ky

2. CT Hoi d6ng
3. Van thu

7
To chiic thuc hien, 
kiem tra, giam sat

QTQL.NC.29.2
BM1/QTQL.NC.29.2
BM2/QTQL.NC.29.2

1. Thanh vien
HDDD

2. To thu ky
3.Nh6m NC

8 QTQL.NC.17.2
BM14/QTQL.NC.17.2
BM15/QTQL.NC.17.2
BM20/QTQL.NC.17.2

1. NhomNC
2. HDDD
3. Tothuky

Gia han, chinh siia de 

curong NC (neu co)

9 QTQL.NC.17.2
BM16/QTQL.NC.17.2
BM17/QTQL.NC.17.2

1. NhomNC
2. HDDD

3. Tothuky

Bao cao dinh ky, 
bao cao bien co bat loti, 

bao cao ket thuc 
nehien cuu

10 QTQL.NC.17.2
BM22/QTQL.NC.17.2
BM23/QTQL.NC.17.2
BM24/QTQL.NC.17.2

l.Nhom NC
2. HDDD
3. To thu ky

Nghiem thu ket qua, 
(neu co)

11
QTQL.NC.17.2 To thu ky< Luu tru h6 so >

Ghi chu: Day la tai lieu da duac kiem soat. Bat cic tai lieu nao khong duac dong dau cua benh vien
phai duac ki£m tra truac khi sit dung va c&n duac thong bao vai nhan vien phu trdch. Luu hanh noi bo.



6.2. Dien giai chi tiet

>> BQ YTE Trang 7 tren 14
BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh vd phe duy^t 
ho sa dao due trong nghien cuu sinh h^c 20/3/2024

Ghi chu: Day la tai li?u da dupe kiem soat. Bat cic tai lieu nao khong duac dong dau cua benh vien 
phdi dupe ki€m tra truac khi sir dung va edn duac thong bao vai nhdn vien phu trach. Luu hanh noi bp

Noi dung Nhom nghien cum Hoi dong dao due Bieu mau Then gian
Bude 1: 
Chuan bi, nop 
ho so

Lien he true tiep to thu ky tai van 
phong HBBB, hoac qua email: 
irb@nch.gov.vn va chuan bi ho so 
theo cac bieu mau

Huong dan cac bieu mau BM l/QTQL.NC.17.2
BM2/QTQL.NC.17.2
BM 3/QTQL.NC.17.2

BM4/QTQL.NC.17.2

BM 5/QTQL.NC.17.2
BM 6/QTQL.NC.17.2

Bude 2:
Nop ho so

Hoan thien ho so theo gop y cua To 
thu ky HBBB

- Nhom NC gui ho so qua 
email: irb@nch.gov.vn

- To thu ky kiem tra tinh day du, 
hop le cua ho so, phan hoi qua 
email.

BM7/QTQL.NC.17.2 05 ngay

Bude 3: 
Xac dinh 
phuong thuc 
tham dinh va 
phen cong 
thaoh vien 
tham dinh

- Nhom NC nop ho so ban cung ve 
van phong HBBB.

- Nhom nghien cuu hoan thien thu 
tuc tai chinh

- T6 thu ky xin y kien Chu tich 
HBBB quyet dinh ho so se 
duac thim dinh theo quy trinh 
day du hoac nit gon dua tren 
danh gia nguy ca toi thieu.

- Chu tich HBBB phan cong 
thanh vien HB tham gia tham 
dinh.

- To TK thong bao cho nhom

QTQL.NC17.2 02 ngay

mailto:irb@nch.gov.vn
mailto:irb@nch.gov.vn
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Quy trinh xem xet, tham dinh va phe duy^t 
ho sa dao dire trong nghien ciru y sinh hoc 20/3/2024

Ghi chu: Day la tai lieu da dupe kiem soat. Bat cic tai lieu ndo khong duac dong ddu cua benh vien 
phai duac kiem tra trudc khi sir dung va can dupe thong bdo vai nhan vien phu trdch. Luu hanh noi bo.

Noi dung Nhom nghien cuu Hoi dong dao dire Bieu man Then gian
r x

NC so luqng ho so ban cung 
can nop.

Buoc 4:
X6p lich hop

- Lien he thay co xep lich hop

- TTK gui ho so day du den 
thanh vien HDDD

- T6 thu ky hoan thien cac thu 
tuc hanh chinh cho viec to 
chuc phien hop danh gia.

QTQL.NC17.2 Khong qua 15 
ngay tu ngay 
nhan duoc ho 
so hop le

Buoc 5:
T6 chuc hop 
Hoi dong 
tham dinh h6
so

Nhom NC trinh bay noi dung trong 
buoi hop tham dinh day du: Trinh 
bay slide theo cac noi dung BM 02

- HDDD hop tham dinh ho so

- TTK chuan bi Phieu nhan xet, 
danh gia; bien ban hop tham 
dinh de cuong nghien cuu.

- Doi voi nghien cuu thu 
nghiem lam sang (NC TNLS), 
tuan theo quy trinh xet duyet 
de cuong NC TNLS: 
QTQL.NC.32.1

QTQL.NC.17.2
BM8/QTQL.NC.17.2
BM9/QTQL.NC.17.2
BM10/QTQL.NC.17.2
BM1 l/QTQL.NC.17.2
BM12/QTQL.NC.17.2

01 ngay

Buoc 6: 
Phe duyet

- Doi voi ho so yeu cau chinh 
sua, bo sung, giai trinh: Ho so 
hoan chinh phai nop cho To thu 
ky trong then gian khong qua 30 
ngay sau ngay tham dinh.

- Trong thbi gian 05 ngay lam 
viec, ke tu ngay co ket qua 
tham dinh ho so nghien cuu, 
TTK phai thong bao ket qua 
tham dinh cho nhom NC.

QTQL.NC.17.2
BM18/QTQL.NC.17.2

BM19/QTQL.NC.17.2
BM2 l/QTQL.NC.17.2

05 ngay

05 ngay
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BENH VIENNHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh va phe duyet 
hd sa dao due trong nghien cuu y sinh hoc 20/3/2024

Ghi chu: Day la tai lieu da duac kiem soat. Bat cic tai lieu nao khong duac dong dau cua benh vien 
phai duac kiem tra truac khi sir dung va cdn duac thong bao vai nhan vien phu trdch. Luu hdnh noi bp.

Noi dung Nhom nghien ciiu Hoi dong dao due Bieu mau Thoi gian
r ' > ? ,

- Doi vai ho so yeu cau tham dinh 
lai, ho sa nop lai yeu cau khong 
qua 90 ngay tinh tu ngay tham 
dinh.

- Chu nhiem de tai dang tai ho so 
hoan chinh len phan mem Quan 
ly Nghien cuu khoa hoc ciia 
Benh vien:
http://nckh.nch.org.vn/

9
- Trong thdi gian 05 ngay ke tu 

ngay nhan duac ho sa giai 
trinh chinh siia va duqc 
HDDD dong y phe duyet, TTK 
de xuat van ban chap thuan 
cua HDDD.

- TTK tao tai khoan cho chu 
nhiem de tai tai ho sa len phan 
mem Quan ly Nghien ciiu 
khoa hoc.

01-03 ngay

Bude 7:
To chiic thuc 
hien, kiem 
tra, giam sat

- Nhom NC tuan thu de cuang 
NC, tuan thu nguyen tac thuc 
hanh nghien cuu lam sang tot 
GCP tai dia diem nghien cuu

- Tao dieu kien de Hoi dong kiem 
tra, giam sat theo ke hoach da 
duac thong bao.

- Bao cao giai trinh sau giam sat 
(theo yeu cau)

- HDDD se thong bao bang van 
ban ke hoach kiem tra, giam 
sat tai chu nhiem truac 07 
ngay lam viec.

- TTK lien he thanh vien 
HDDD, moi tham gia doan 
giam sat, chuin bi bang kiem 
va bien ban giam sat.

- Thong bao ket qua, noi dung 
sau giam sat

QTQL.NC.29.2

BM l/QTQL.NC.29.2

BM 2/QTQL.NC.29.2

07 ngay

05 ngay

Bude 8: 
Chinh siia, 
gia han de 
cuang nghien

- Nhom NC tien hanh thu tuc xin 
chinh siia, gia han de cuang 
nghien ciiu (doi vai nghien ciiu 
keo dai han 01 nam).

- TTK tiep nhan ho sa, xin y 
kien Chu tich HDDD ve viec 
dieu chinh, gia han ciia nghien 
ciiu.

QTQL.NC.17.2
BM14/QTQL.NC.17.2
BM15/QTQL.NC.17.2

5 ngay



BOYTE Trang 10 tren 14
BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh vd phe duyet 
ho sff dao dure trong nghien curu y sinh hpc 20/3/2024

Noi dung Nhom nghien cun Hoi dong dao due Bien man Thai gian
cuu - Nhom NC gui bao cao dinh ky 

moi nam 01 lan (doi vai nghien 
cuu co thai gian tren 1 nam).

- Chu tich HDDD quyet dinh 
hinh thuc tham dinh rut gon 
hoac day du.

- HDDD ra van ban phe duyet 
cho nghien cuu khi dat yeu 
cau.

BM20/QTQL.NC.17.2

Buoc 9: 
Bao cao dinh 
ky, bao cao 
bien co bat 
lai

- Nhom NC bao cao bien co bat 
Iqi nghiem trong theo mau bao 
cao AE, SAE.

- TTK ra soat va gui bao cao cua 
nghien cuu tai Chu tich HDDD.

QTQL.NC.17.2

BM16/QTQL.NC.17.2
BM17/QTQL.NC.17.2

Buoc 10: 
Nghiem thu 
ket qua 
nghien cun

- Nhom NC nop h6 sa nghiem thu 
ket qua nghien cuu ve HDDD.

- To chuc cuoc hop (Theo cac 
Buac 1,2,3,4,5)

- Phe duyet ket qua nghien cuu 
(Buac 6)

QTQL.NC.17.2
BM22/QTQL.NC.17.2
BM23/QTQL.NC.17.2
BM24/QTQL.NC.17.2

15 ngay tu 
ngay nhan
duac ho sa 
nghiem thu 
hap le

Buoc 11: Lun 
tru

- TTK luu ho sa tai van phong 
HDDD, Vien Dao tao va Nghien 
cuu Sue khoe Tre em cua 
BVNTU*.

Xem muc 8 - ho sa 05 nam

Ghi chu: Day la tai lieu da duac kiem soat. Bat cir tai lieu ndo khong duac dong dau cua benh vien 
phai dirge kiem tra truac khi sir dung va can dirge thong bao voi nhan vien phu trdch. Luu hanh noi bg.
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b£nh vien nhi trung UONG QTQL.NC.17.2

Quy trinh xem xet, tham-dinh vd phe duypt 
ho sa dao due trong nghien cuu y sinh hpc 20/3/2024

7. BIEU MAU, HUONG DAN CONG VIEC 7 •

STT Ten bieu mau, huung dan cong viec Ma tai lieu

1 Don xin danh gia dao due trong nghien 
cuu

Ban cam ket thuc hien dung cac nguyen 
tac ve dao due trong nghien cuu cua nha 
nghien cuu

BM1/QTQL.NC.17.2

2 Phieu thong tin xem xet dao due BM2/QTQL.NC.17.2

3 Dorn xin tien hanh nghien cuu tai Benh 
vien Nhi Trung uong

BM3/QTQL.NC.17.2

4 Ly lich khoa hoc BM4/QTQL.NC.17.2

5 Phieu cung cap thong tin danh cho cha 
me/ngudi bao trq tre em tham gia nghien 
cuu va Phieu chap thuan cho tre tham gia 
nghien cuu

BM5/QTQL.NC.17.2

6 Phieu cung cap thong tin danh cho tre 
tham gia nghien cuu tu 13-18 tuoi va 
Phieu chap thuan tham gia nghien cuu 
cua tre tu 13-18 tuoi

BM6/QTQL.NC.17.2

7 Phieu tiep nhap ho so BM7/QTQL.NC.17.2

8 Phieu nhan xet, danh gia de cuong theo 
quy trinh nit gon

BM8/QTQL.NC.17.2

9 Phieu nhan xet, danh gia de cuong theo 
quy trinh day dii

BM9/QTQL.NC.17.2

10 Bien ban kiem phieu hop hoi dong dao 
due trong nghien cuu y sinh hoc

BM10/QTQL.NC.17.2

11 Bien ban tham dinh de cuong nghien cuu 
theo quy trinh nit gon

BM1 l/QTQL.NC.17.2

12 Bien ban hop xet duyet de cuong nghien 
cuu

BM12/QTQL.NC.17.2

13 Bao cao bien co bat loi nghiem trong 
(SAE) trong nghien cuu thu nghiem lam

BM13/QTQL.NC.17.2

Ghi chu: Day la tai lieu da duac kiem soat. Bat cu tai lieu nao khong duac dongdau cua benh vien 
phdi duac kiem tra truac khi sir dung va can duac thong bao vai nhan vien phu trach. Luu hdnh noi bo.
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BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh vd phe duyet 
ho sa dao dire trong nghien ciru y sinh hoc 20/3/2024

8. HO SO

STT Ten bien man, hiroug dan cong viec Ma tai lieu •
sang

14 Don xin bo sung chinh sua/ gia han thoi 
gian thuc hien de cuong nghien cuu khoa 
hoc

BM14/QTQL.NC.17.2

15 Ban tham dinh chinh sua/ bo sung/ gia 
han de cuong nghien cuu y sinh hoc

BM15/QTQL.NC.17.2

16 Bao cao dinh ky/ ket thuc nghien cuu BM16/QTQL.NC.17.2

17 Mau giai trinh chinh sua de cuong BM17/QTQL.NC.17.2

18 Giay chung nhan chap thuan de cuong 
lan dau

BM18/QTQL.NC.17.2

19 Giay chung nhan chap thuan de cuong 
phien ban bang tieng Anh

BM19/QTQL.NC.17.2

20 Giay chung nhan chap thuan cua Hoi 
dong dao due trong nghien cuu y sinh 
hoc co so sua doi ho so de cuong/ gia han 
hang nam

BM20/QTQL.NC.17.2

21 Thong bao ket qua tham dinh cua Hoi 
dong dao due chap thuan co dieu kien

BM2 l/QTQL.NC.17.2

22 Phieu nhan xet nghiem thu ket qua thuc 
hien nghien cuu/ nghien cuu thu nghiem 
lam sang

BM22/QTQL.NC.17.2

23 Bien ban hop nghiem thu ket qua de tai/ 
du an nghien cuu/ thu nghiem lam sang

BM23/QTQL.NC.17.2

24 Giay Chung nhan hoan thanh nghien cuu BM24/QTQL.NC.17.2

TT Ten ho so Noi lira
Thoi gian 

lira
Phirong 
phap lira

Phuong 
phap huy

1 Don va cam ket
Van phong 

HDDD > 5 nam Ban cung Cat xen2 De cuong
nghien cuu va

Ghi chu: Day la tai lieu da duac kiem soat. Bat cit tai lieu ndo khong duac dong dau cua benh vien
phai duac kiem tra truac khi su dung va can duac thong bao vai nhan vien phu trach. Luu hanh noi bo.
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BENH VIEN NHI TRUNG UONG QTQL.NC.17.2

Quy trinh xem xet, tham dinh va phe duyet 
ho sa dao due trong nghien cuu y sinh hoc

20/3/2024

TT Ten ho so Noi luu
Thoi gian 

luu
Phuong 
phap luu

Phuong 
phap huy

ho so cua san 
pham

3 Phieu nhan xet, 
Bien ban hop

4 Chung nhan phe 
duyet ciia
HDDD

5 Cac bao cao cua 
de tai

6 Cac thong bao 
cua HDDD

7 Bao cao nghiem 
thu cua de tai

8 Chung nhan 
nghiem thu de 
tai

9 Bien ban giam 
sat dinh ky

10 Bang kiem giam 
sat dinh ky
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hoc.

2. Thong tu so 29/2018/TT-BYT ngay 29/10/2018 cua Bo Y te Quy dinh ve 
thu thuoc tren lam sang

3. Bo Y te (2013), Huong dan Quoc gia ve dao due trong nghien cuu y sinh 
hoc.

4. Council for International Organizations of Medical Sciences (CIOMS). 
(2002). International Ethical Guidelines for Biomedical Research Involving 
Human Subjects.

Ghi chu: Day la tai lieu da duac kiem soat. Bat cic tai lieu nao khong duac dong dau cua benh vien
phai duac kiem tra truac khi sic dung va cdn duac thong bao vai nhan vien phu trach. Luu hanh noi bp.
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Quy trinh xem xet, tham dinh va phe duyet 
ho sa dao due trong nghien cuu y sinh hoc 20/3/2024

5. World Health Organization (2011) Standards and Operational Guidance for 
Ethics Review of Health-Related Research with Human Participants.

Ghi chu: Day la tai lieu da duac Idem soat. Bat cu tai lieu nao khong duac dong dau cua benh vien 
phdi duac kiem tra truac khi sic dung va can duac thong bao vai nhan vien phu trach. Luu hdnh noi bo.



CONG HO A XA HOI CHU NGHIA VIETNAM 

Doclap - Ty do - Hanhphuc

DON XIN DANH GIA DAO DUC TRONG NGHIEN CUU

Kinhgui: Hoi dong dao dire trong Nghien ciru Y sinh hoc 

Benh vien Nhi Trung uong

1. Ho va ten nghien cuu vien chinh:

Dem vi:

Dia chi:

Dienthoai: Fax: Email:

(Dong nghien cuu neu co)

2. Ten d£ tai (du an) xin danh gia dao due trong nghien cuu:

(Neu noi dung xin danh gid chi thuoc 1 trong nhieu tieu du an, nhieu giai doan cua du an tong 
phdi ghi rd noi dung nghien cuu thuoc du an tong va ten du an tong)

Ten tieng Anh (doi vai trudng hop can cd ban phe duyet IRB bdngTieng Anh)

3. Ten don vi chu tri de tai (du an):

Dia chi:

Dien thoai: Fax:

4. Dia diem, thoi gian trien khai nghien cuu:

5. Nha tai trg: (do to chicc, Quoc gia nao ho tra, hap tac, Nguai ky hap dong nghien cuu, tai 
tra,)

6. H6 so gui kem theo don xin danh gia bao gom: Liet ke nhung tai lieu gui kem theo danh muc 
duai day, xep theo thu tu:

- Phieu thong tin xem xet Dao due (Bieu mau 02)

- De cuong NCYSH (da chinh sua theo y kien cua Hoi dong khoa hoc, ghi ro phien ban: 
so phien ban, ngay cap nhat).

- Ban cung cap thong tin va chap thuan tham gia nghien cuu cua cha me tre/nguoi bao trg 
(neu lien quan, ghi ro phien ban: so phien ban, ngay cap nhat).
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- Ban cung cap thong tin va chap thuan tham gia nghien cuu cho tre tu 13-18 tuoi (neu 
lien quan, ghi ro phien ban: so phien ban, ngay cap nhat).

- Cac cong cu nghien cuu (bang kiem/bang cau hoi, bieu mau ...)

- Cac quy trinh thuc hien

- Phu luc trong nghien cuu

- Ho so san pham (neu lien quan)

- Cac ho so khac:

+ Hop dong ky ket, tai trq, ghi nhd tai trq kinh phi cho hoat dong de tai/du an giua 
Benh vien Nhi Trung uong va doi tac. Hoac Giay xac nhan cua Giam doc Benh 
vien, Giam d6c Trung tarn, Truong khoa/phong noi tien hanh nghien cuu dong y 
tiep nhan.

(Doi vai sinh vien dai hoc, sinh vien noi tru, hoc vien cao hoc, hoc vien chuyen khoa 
II: neu nghien cuu quan sat cd the xin xac nhan cua Vien Truong Vien Dao tqo va 
Nghien cuu sue khde Tre em thay cho xac nhan cua Giam doc Benh vien).

+ Bien ban xet duyet khia canh Khoa hoc cua Hoi dong khoa hoc.

+ Khac ghi ro.

+ De cuong va cac giay to lien quan den nghien cuu bang ngon ngu tieng Anh

(Doi voi cac nghien cuu hap tac vai cac to chuc nude ngodi).

- So yeu ly lich cua chu nhiem/nghien cuu vien chinh.

Thay mat nhom nghien cuu, toi xin cam kSt thuc hien theo dung cac Quy dinh ve dao due 
trong Nghien cuu Y sinh hoc cua Benh vien.

Ha Noi, ngay thang nam 20...

CHU NHIEM DE TAI/DU AN

(Ky va ghi ro ho ten)
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CONG HOA XA HOI CHU NGHIA VIET NAM 

Doc lap - Tu do - Hanh phuc

BAN CAM KET THUC HIEN DUNG CAC NGUYEN TAC VE DAO DLTC TRONG 
NGHIEN CUU CUA NHA NGHIEN CUU

Kinh gtri: HOI DONG DAO DlTC - BENH VIEN NHI TRUNG UONG

1. Ho va ten Nghien cuu vien chinh de tai (du an):

Dorn vi cong tac:

Dia chi:

Dien thoai: Fax: Email:

(Dong chu nhiem neu co)

2. Ten de tai (du an) xin danh gia dao due trong nghien cuu:

3. Ten don vi chu tri:

Thay mat nhom nghien cuu, toi xin cam ket:

o Toi xin cam ket thuc hien theo dung cac nguyen tac dao due trong de cuang nghien cuu 
da duac Hoi dong dao due phe duyet.

o Ton trong, bao ve pham gia, quyen, hanh phuc va an toan cua nguai tham gia nghien 
cuu.

o Bao dam tinh khach quan, trung thuc trong triSn khai nghien cuu.
o Ton trong va dam bao quyen tac gia cua nhung thanh vien trong nhom nghien cuu.
o Tuan thu cac quy dinh, luat phap ve dao due trong nghien cuu y sinh hoc cua Viet Nam 

va quoc te.
o Toi cam ket hoan toan chiu trach nhiem neu de xay ra van de kien cao tu phia gia dinh 

doi tuqng tham gia nghien cuu, giua thanh vien nhom nghien cun, vv.

Tran trong cam an.

Ha Noi, ngay thang nam 20...

CHU NHIEM DE TAI
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PHIEU THONG TIN XEM XET DAO DUC

BENH VIEN NHI TRUNG VONG So:
/

HOI DONG DAO DLfC TRONG NGHIEN CUU Y SINH HOC • • •

PHIEU THONG TIN XEM XET DAO DUC
(DANH CHO NGHIEN CUU VIEN)

Tinh chSt cua NCYSH

Bien “X” (cd) hoac de trong (khong) veto cdc o sau sao cho thich hap

Q Nghien ciiu dune 
taitro

□ Xin phep tap the

Q Khong thuoc nghien 
cun nao a tren

O Nghien ciiu cua hoc 
vien sau dai hoc

□ Don xin tai cap phep

Q Nghien ciiu cua sinh 
vien dai hoc

1 |Sd giay phep cu

□ Xin cap chiing nhan IRB Tieng Viet [J Xin cap chiing nhan IRB Tieng Anh

Ten NCYSH (Tieng Anh)

Cac nghien ciru vi^HHH

Ho ten Chiic danh Chiic vu, noi cong tac

Nghien ciiu vien chinh

Cac nghien ciiu vien khac
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r
Ngtroi giao dich (Neu khong phai la nghien cuu vien chinh)

Ho, ten, chuc danh:

Dia chi giao dich:

Dien thoai: CQ

Fax

NR

Di dong:

Thtr dien tir:

Nghien cuu co sir tham gia cua nhieu co quan (ngoai Benh vien Nhi Trung trong)

Co' quan Tinh trang cap phep ve dao dire

31 Da duac cap phep

3 Da nop dan va dang cha cap 
ahep

3 Chua xin phep/ Khong co 
HDDD

3 Ghi chu khac________________

3 Da duac cap phep

3 Da nop dan va dang cha cap 
ahep

3 Chua xin phep/ Khong co 
HDDD

3 Ghi chu khac________________
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Dien “X” (co) hoac tie trong (khong) veto cac d sau sao cho thich hop

O Tre em, vi thanh nien, 
nguai tre tuoi

O Nguai co ton thuang than 
kinh hoac thidu nang tri 
tue

[J Nguai thuang xuyen 
can den cham soc y te

□ Nguai co quan he le 
thuoc hoac khong binh 
ding

I |Cac tap the/ nhom nguai I |Nguoi dan toe thieu so

O Phong xa, chat ion hoa □ Cong nghe sinh san co trq 
giup ki thuat

OThu nghiem lam sang

1 |Phac do dieu tri hoac thu 
thuat y te moi

Q Nghien cuu dich te hoc QU Su dung mau mo, chat 
dich nguai

O Gien nguai

Dang nghien cuu: □ can thiep 0 dich te 0 quan sat
□ dua tren tai lieu [J tren ca nhan

"1 dieu tra xa hoi D khac, ghi ro.................................

Doi tuqng nghien cuu (Tuoi):

Thai gian nghien cuu:

Khoa/Phong tham gia Nghien cuu:

Thiet 
ke 
nghien 
cuu:

Tien cuu 
Mo ta cat ngang 
Quan sat

Loat ca benh 
Thuan tap 
Benh chung rc

]TNLS
_ Khac, ghi
).....................

Doi 
tuqng 
benh:

□ Benh cua mau, ca quan tap mau, cac roi 
loan lien quan den ca the mien dich
Q Mot so benh ly xuat phat trong thai ki 
chu sinh
Q Benh noi tiet, dinh duang, chuyen hoa 
[3 Benh he ca - xuang - khap, mo lien ket 
Q Cac y£u t6 anh huang den tinh trang sue 
khde va tiep xue dich vu y te
□ Nguyen nhan ngoai sinh cua benh tat, tu 
vong
Q Chan thuang, ngo doc va mot so hau qua 
khac do nguyen nhan ben ngoai

QJ Cac benh da va mo duai da 

Q Benh ly ngoai khoa 
Q Benh he tieu hoa 
□ Benh he ho hap 
Q Benh he tuan hoan 
Q Benh tai va xuang chum 
Q Benh mat va phan phu 
Q Benh he than kinh
Q Roi loan tarn than va hanh vi 
Q] Budu tan sinh
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I |Cac trieu chung, dau hieu va nhung bieu 
hien lam sang va can lam sang bat thuang, 
khong phan loai a phan khac
[J Di tat bam sinh, bien dang va bat thuang 
ve nhi8m sac the

Q Benh nhiem trung, ki sinh 
trung
[J Thai nghen, sinh de va hau 
san
] Benh he sinh due - tiet nieu
"| Khac, ghi ro.......................

Thong tin ve nguon tai tra

1. MO TA QUI TRINH, PHUONG PHAP THU TRAP DU LIEU

(Bang ngon ngic khong chuyen nganh ve nhimg gi nguai tham gia se trai qua)

la. Mo ta nghien cuu/dw an

lb. Qui trinh thu thap so lieu
1. Buac 1:
2. Buac 2:
3. Buac 3:
4. Buac 4:

(Co the ve sa do, neu co)

1c. Muc dich/ gia thuyet/ van de nghien cuu

Id. Van de lien quan den ngwoi dan toe thieu so
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Ie. Dia diem nghien ciru

2a. Co cac nguy co1 nao?
Nhung nguy co do xay ra vdi:
Q Nhom nghien cuu O Nguoi tham gia □ Cong dong cua 

truong
□ Khong co nguy co nao vdi cac nhom tren

□ Cong dong Ion 
hon

2b. So sanh mire do rui ro khi tham gia nghien ciru vdi mire xay ra trong sinh hoat
hang ngay

2c. Qui trinh giam thieu rui ro

2d. Cach xw li khi xay ra rui ro
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2e. Cac nguy co” ve sue khoe va tinh an toan

2f. Cac van de ve an toan sinh hoc

2g. Thao tac gen

3a. Co nhung loi ich gi?

3b. Ai duoc loi?

3c. Dong gop khoa hoc cua nghien cuu

3d. So sanh giua nguy co’ va loi ich cua ngudi tham gia

'Trnmcr & travi 1?
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4. MO TA NGUOI THAM GIA NGHIEN CUTJ

4(a) Ngirdi tham gia dur kien?

4(b) Cach xac dinh, tiSp xuc, va tuyen mo

4(c) Su- tham gia cua tre vi thanh nien?

4(d) Su- tham gia cua ngirdi bi thuro-ng ton than kinh hoac thieu nang tri tue?

4(e) Sir tham gia cua ngirdi dang bi giam gift, ngirdi cd quan he le thuoc/ khong binh 
dang?

(f) Moi quan he san cd voi nhirng ngirdi tham gia?

4(g) Rao can ngon ngu- pho thong?

4(h) Sang tuyen?
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4(i) Ngiroi tham gia phai tir choi phac do dieu tri dang ap dung?

4(j) Tuyen chon co chu dinh cac thanh vien thuoc cac cong dong dan toe thieu so

4(k) Sir tham gia tap the?

4(1) Chi tra khuyen khich

4(m) Qui trinh bao cao, cong bo ket qua cudi cung

4(n) Qui trinh cong bo bao cao tom tat

6. QUAN LI DU LIEU & BAO MAT THONG TIN :

6(a) Thu thap dir lieu true tiep?

6(b) Tiep can thong tin ca nhan?
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6(c) Dtr lieu se duoc ghi lai nhu the nao?

6(d) Thong tin ca nhan/ nhay cam

6(e) Bao mat thong tin

6(f) Bao quan va lira tru trong nam. Lam ro viec luu tru rieng cho hai loai thong 
tin:

6(f)i. Dfr lieu, thong tin thu thap trong nghien cuu, phan mem phan tich, xu ly so lieu

Dia diem luu tru | | Da co su chap thuan cua 
khoa phong/bo mon

Ai duoc phep tiep can thong tin:.........................................................................................

Cach kiem soat tiep can thong tin:.....................................................................................  

6(f)ii. phan bao cao ket qua nghien cuu duoc cong bo:......................................................  

Dia diSm luu tru □ Da co su chap thuan cua bo 
mon

Ai duoc phep tiep can thong tin •

Cach kiem soat tiep can thong tin____________________________________

6(g) Bao ve thong tin ca nhan
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6(g)i. Co quan/ Neri dang luu tru_____________________________________

6(g)ii. So luong h6 so_____________________________________________

6(g)iii. Cac nguyen tac bao mat thong tin ca nhan dang ap dung

7(a) Thai gian thu nghiem cua nghien cuu
Tu / /  den //

7(b) Thoi gian thu thap du lieu cua nghien cuu
Tu / /  den //

7(c) Tong quy thoi gian cua nghien cuu
Tu/ /  den //

8. MAU THUAN LOI ICH

8(a) Nghien cuu theo yeu cau cua (thay cho) ngudi tai tru/ to chuc thuoug mai?

8(b) Su phu thuoc hoac lien quan ve tai chinh

8(c) Loi ich tai chinh true tiep/gian tiep hoac loi ich khac cua nhom nghien cuu

9. NHUNG CAN NHAC DAO DU^C KHAC . .
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10. CAM KET CUA CAC NGHIEN CUU VIEN

Chung toi, nhung ngiroi ky ten diroi day, cam ket rang:

• Chung toi da xem xet nhung van de dao due tiem an cua NCYSH nay va thay rang 
cac bien phap duoc chon la thich hop va phu hop voi qui che dao due trong nghien 
cuu y sinh hoc hien hanh cua Benh vien Nhi Trung uong va Bo Y te.

• Chung toi da xem xet va cho rang cac bien phap da chon thich hop voi van hoa, 
phong tuc tap quan dia phuong, chinh sach va qui dinh cua luat phap Viet Nam.

• Chung toi xin dam bao rang bat ky nhan vien nao khac tham gia thuc hien NCYSH 
(vi du: nhan vien hanh chinh dam nhan cong viec vao so sach cac du lieu) cung se 
hieu va tuan thu theo nhung qui dinh ve bao ve nguoi tham gia (vi du: bao ve su dau 
ten cua ho).

• Chung toi se thong bao kip thbi cho HDDD ve bat ky mot tac dong bat loi nao phat 
sinh trong qua trinh nghien cuu (vi du: nhung he qua bat Iori chua lubng trubc, nhung 
yen to nguy co bat ngb doi voi doi tuqng/cong dong hoac nhung khieu nai, keu ca phan 
nan, v.v...).

• Chung toi se xin phep HDDD truoc khi thuc hien bat ki mot thay doi nao so voi 
nhung dieu da mb ta trong Phieu thong tin nay.

Lira y; Tat ca cac nghien cuu vien phai ky vao phieu thong tin nay

Chu nhiem de tai Ngay___ thang__ nam

(Ky va ghi rb ho ten, chuc danh)

Nghien cuu vien Ngay___ thang__ nam

(Ky va ghi rb ho ten, chuc danh)

Nghien cuu vien Ngay___ thang__ nam
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(Ky va ghi ro ho ten, chuc danh)

11. Y KIEN CUA NGUOI HUONG DAN NGHIEN CUT SAU DAI HOC (neu co)

Toi da xem xet phieu thong tin nay cung nhung van de dao due tiem an cua nghien cuu 
nay. Toi chung thuc rang nghien cuu se duoc tien hanh tuan thu theo cua qui che dao due 
trong nghien cuu y sinh hoc cua Benh vien Nhi Trung uong, chinh sach va phap luat.

Toi khang dinh rang nang luc chuyen mon va kinh nghiem cua tat ca cac nghien cuu vien 
la thich hop de thuc hien nghien cuu nay.

TINH KHOA HOC CUA NGHIEN CU*U
(Danh dau vao mot trong nhung d sau)

Tinh khoa hoc cua nghien cihi da duoc xem xet ve tinh khoa hoc boi:

Mot Hoi d6ng khoa hoc trong hoac ngoai Benh vien Nhi Trung uong (vi du: □ 
Hoi dong cham thi/ bao ve de cuong Tien si, Thac si), cac chuyen gia doc 
lap theo yeu cau cua co quan tai tro...

Cap/ ca nhan co tham quyen xet duyet O

Khoa/ Bo mon theo qui trinh chuyen mon I I

NHAN XET VE NHUNG CAN NHAC DAO DUC TRONG NGHIEN CU*U:

Giao vien huong danchinh Ngay___ thang__ nam

(Ky va ghi ro ho ten, chuc danh)
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DON VI
(ghi rd, neu cd)

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

Ha Noi, ngay.....thdng.......nam 20

DON XIN TIEN HANH

NGHIEN CUV TAI BENH VIEN NHI TRUNG VONG

Kinh gui: Truong Khoa/Trung tam... (ghi rd Khoa, Phdng ndo)

Ten de tai nghien cuu :.............

Chu nhiem de tai/Nghien cuu vien chinh :......................

Don vi/dia chi:......

Nha tai trp:.............................................

Noi dung nghien cuu:....................... (y dinh lam gi tai Benh vien, tien hanh nhu
the nao ? phuong phap ? Tai Khoa, Phong nao ?

Doi tuong nghien cuu :

Thoi gian nghien cuu cua de tai: (ngdy/thang/nam den ngdy/thang/nam)

Thoi gian nghien cuu tai Benh vien: (ngdy/thang/nam den ngdy/thang/nam)

Toi lam don nay kinh mong Truong don vi khoa/phdng.........cho phep toi dupe 
tien hanh nghien cuu tai don vi.....cua Benh vien Nhi Trung uong.

Toi xin cam ket chap hanh day du cac quy dinh, noi quy cua Benh vien.

Toi xin tran trong cam on./.

TRVONG KHOA/TRUNG TAM
(dong y duyet)

Chu nhiem de tai
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CONG HOA XA HOI CHU NGHIA VIET NAM • • •
Doc lap - Tu do - Hanh phuc

LY LICH KHOA HOC • •

I. LY LICH SO LlTOC
Hovaten: .......................................................................................... Giai tinh:

Ngay thang nam sinh:................................................................................Nai sinh:

Sd CMT/the CCCD:................................Ngay cSp:........................... Nai cap:..

Que quan:............................................................................................Dan toe:.

Chiic vu, dan vi edng tac trade khi cu di hoc:.............................................................................

Cho d rieng hoac dia chi hien nay:...............................................................................................

Dien thoai nha rieng:..................................................... Dien thoai ca quan:..............................

Email: .............................................................................Fax:....................................................

IL QUA TRINH DAO TAO

1. Trung hoc chuyen nghiep:

He dao tao:............................. Thai gian dao tao tu:..........................den..................................

Nai hoc (tradng, thanh pho):.......................................................................................................

Nganh hoc:..................................................................................................................................

2. Dai hoc:

He dao tao:............................. Thai gian dao tao tu:..........................den..................................

Nai hoc (tradng, thanh phd):.......................................................................................................

Nganh hoc:...................................................................................................................................

Ngay va noi bao ve do an, luan an hoac thi tot nghiep:...............................................................

Nguai hudng dan:........................................................................................................................

3. Thac si:

Hinh thuc dao tao:.................. Thai gian dao tao tu:..........................den..................................

Nai hoc (tradng, thanh phd):.......................................................................................................

Nganh hoc:............................................................................................................................. .................

iCH luail Vdill...............................................................................................................................................................................................................
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Ngay va nod bao ve luan van:.......................................................................................................

Nguod huong dan:.......................................................................................................................

4. Tien si:

Hinh thuc dao tao:.................. Thoi gian dao tao tu:..........................den..................................

Tai:.................................. ...........................................................................................................

Nganh hoc:..................................................................................................................................

Ten luan an:.................................................................................................................................

Ngay va noi bao ve luan an:.........................................................................................................

Nguod huong dan:.......................................................................................................................

5. Trinh do ngoai ngir (biet ngoai ngir gi, mire do):

6. Hoc vi, hoc ham, chirc vu ky thuat dirge chinh thirc cap; so bang; ngay va noi cap:

III. Qua trinh cong tac chuyen mon ke tir khi tot nghiep dai hoc:

Thoi gian Noi cong tac Cong viec dam nhiem

IV. Cac cong trinh khoa hoc da cong bo:

........... , ngay.... thang.......nam 20...

Ngirdi khai

(Ky va ghi rd ho ten)
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PHIEU CUNG CAP THONG TIN

DANH CHO CHA ME/NGUOI BAO TRO TRE EM THAM GIA NGHIEN ClTU

Ten nghien cum:...................................................................................................................

Nha tai tra:............................................................................................................................

Nghien cuu vien chinh:......................................................................................................

Don vi chu tri:.......................................................................................................................

Chung toi moi CON/TRE EM DUOC BAN BAO TRO tham gia vao mot nghien cuu. 
Ban co the noi “dong y” hoac “khong dong y” doi vai viec cho tre tham gia vao nghien 
cuu nay va thay doi y kien vao bat cu thai diem nao.

THONG TIN VE NGHIEN CU*U

Can cd du thong tin de tra lai cho cac cau hoi gai y duai day:

1. Ly do va muc dich cua nghien cuu nay la gi?
2. . Co bao nhieu nguai se tham gia vao nghien cuu nay?
3. Tai sao con/tre em duac ban bao tra duac chon vao nghien cuu nay?
4. Con/tre em duac ban bao tra duac chon vao nghien cuu nay nhu the nao?
5. Viec con/tre em duac ban bao tra tham gia vao nghien ciiu se keo dai bao 

lau?
6. Nhung gi se xay ra n£u con/tre em duac ban bao tra tham gia vao nghien 

cuu nay?
7. Nhung lai ich co the co khi tham gia nghien cuu nay la gi?
8. Nhung rui ro hoac bit tien co the xay ra khi tham gia nghien cuu?
9. Thong tin ca nhan cua tre em duac bao ve nhu the nao?
10. Tre em co the nit khdi nghien cuu sam khong?
11. Tre em co nhan duac bat cii thu gi khi tham gia vao nghien cuu nay hay 

khong?
12. Con/tre em duac ban bao tra co phai mat phi de tham gia vao nghien ciiu 

nay khong?
13. Trach nhiem ciia tre em trong nghien ciiu nay la gi?
14. Dieu gi se xay ra neu tre em bi benh trong thai gian di§n ra nghien ciiu?
15. Ban se hoi ai neu co ban khoan thac mac vd nghien ciiu nay?

- Ten, so dien thoai, dia chi cua chu nhiem de tai
- Ten, s6 dien thoai, dia chi ciia dai dien dia diem nghien ciiu
- Hoi dong dao diic trong nghien ciiu y sinh hoc, Benh vien Nhi Trung uong, 879 

La Thanh, Dong Da, Ha Noi, Dien thoai: 84-4- 62738647, email: irb@nch.gov.vn
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PHIEU CHAP THUAN CHO TRE THAM GIA NGHIEN CU*U

Chap thuan cua cha me/ngubi dai dien hyp phap:
• Toi da doc hoac duoc nghe doc ban cung cap thong tin ve nghien cuu nay.
• Toi da duoc can bo nghien cuu giai thich nhung thong tin ve nghien cuu.
• Toi da co co hoi db hoi cac cau hoi ve nghien cuu nay va cac cau hoi cua toi deu 

duoc tra loi.
• Toi nhan mot ban sao cua Phieu Thong tin cho cha me/ngubi bao tro doi tuong 

nghien cuu tham gia nghien cuu nay.
• Toi tu nguyen dong y cho tre tham gia nghien cuu nay

Q DONGY KHONG DONG Y

Chu ky cua cha me/ngubi bao tro cua tre tham gia nghien cuu:
Ho ten Chu ky Ngay thang nam

Chu ky cua ngubi lam chung hoac cua ngubi dai dien hop phap (neu ap dung):
Ho ten Chuky Ngay thang nam

Chu ky cua Nghien cuu vien/ngubi lay chap thuan:
Toi, ngubi ky ten dubi day, xac nhan rang cha me/ngubi bao tro cua doi tuong nghien 
cuu tinh nguyen cho tre tham gia nghien cuu, ky ban chap thuan da doc toan bo ban 
thong tin tren day, cac thong tin nay da duoc giai thich can ke cho cha me/ngubi bao tro 
doi tuong nghien cuu hieu rb ban chat, cac nguy co va loi ich cua viec tham gia vao 
nghien cuu nay.

Ho ten Chu ky Ngay thang nam
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PHIEU CUNG CAP THONG TIN

DANH CHO TRE THAM GIA NGHIEN CUT) TU* 13-18 TUOI

Ten nghien cuu:...................................................................................................................

Nha tai tra:............................................................................................................................

Nghien cuu vien chinh:......................................................................................................

Don vi chu tri:.......................................................................................................................

Chung toi moi BAN tham gia vao mot nghien cuu. Ban co the noi “dong y” hoac “khong 
dong y” doi voi viec tham gia vao nghien cuu nay va thay doi y kien vao bat cu thoi diem 
nao.

THONG TIN VE NGHIEN CUU

Can cd dit thong tin de tra lai cho cac cau hoi gai y duai day:

1. Ly do va muc dich cua nghien cuu nay la gi?

2. Co bao nhieu nguai se tham gia vao nghien cuu nay?

3. Tai sao BAN duac chon vao nghien cuu nay?

4. BAN duac chon vao nghien cuu nay nhu the nao?

5. BAN tham gia vao nghien cuu se keo dai bao lau?

6. Nhung gi se xay ra neu BAN tham gia vao nghien cuu nay?

7. Nhung lai ich co the co khi tham gia nghien cuu nay la gi?

8. Nhung rui ro hoac bat tien co the xay ra khi tham gia nghien cuu?

9. Thong tin ca nhan BAN duac bao ve nhu the nao?

10. BAN co the nit khoi nghien cuu sdm khong?
11. BAN co nhan duac bit cu thu gi khi tham gia vao nghien cuu nay hay khong?

12. BAN co phai mat phi de tham gia vao nghien cuu nay khong?

13. Trach nhiem cua BAN trong nghien cuu nay la gi?

14. DiSu gi se xay ra neu BAN bi benh trong thai gian dien ra nghien cuu?

15. BAN se hoi ai neu co ban khoan thac mic ve nghien cuu nay?

- Ten, so dien thoai cua chu nhiem de tai
- Ten, s6 dien thoai cua dai dien dia diem nghien cuu
- Hoi dong dao due trong nghien cuu y sinh hoc, Benh vien Nhi Trung uong, 879 

La Thanh, Dong Da, Ha Noi; dien thoai: 84-4- 62738647, email: . vnirb@nch.gov
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PHIEU CHAP THUAN THAM GIA NGHIEN CUT J

Chap thuan cua TRE EM tir 13 - 18 tudi;

• Toi da doc hoac duoc nghe doc ban cung cap thong tin v£ nghien ciiu nay.

• Toi da duoc can bo nghien cuu giai thich nhung thong tin ve nghien cuu.

• Toi da co co hoi de hoi cac cau hoi ve nghien cuu nay va cac cau hoi cua toi deu 
duoc tra loi.

• Toi nhan mot ban sao cua Phieu cung dp Thong tin va chap thuan cho tre tu 13 - 
18 tuoi tham gia nghien cuu nay.

• Toi tu nguyen dong y tham gia nghien cuu nay

□ DONGY KHONG DONG Y

Chu ky cua tre tu 13 - 18 tuoi tham gia nghien cuu:

Ho ten Chu ky Ngay thang nam

Chu ky cua ngubi lam chung hoac cua ngubi dai dien hop phap (neu ap dung):

Ho ten Chuky Ngay thang nam

Chu ky cua Nghien cuu vien/ngubi lay chap thuan:

Toi, ngubi ky ten dubi day, xac nhan rang doi tuong nghien cuu tinh nguyen tham gia 
nghien cuu, ky ban chap thuan da doc toan bo ban thong tin tren day, cac thong tin nay da 
duoc giai thich can ke cho doi tuong nghien cuu hieu ro ban chat, cac nguy co va loi ich 
cua viec tham gia vao nghien cuu nay.

Ho ten Chu ky Ngay thang nam
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PHIEU TIEP NHAN HO SO

Ma so ho sa 
do Phong 
QLNCKH cap

De cuang so: Ngay de trinh:

Loai de 
trinh:

□ xet duyet lan dau 
Q xin xet duyet lai 
0 chinh sua de cuang

Q xet duyet dinh ky de cuang da duac phe duyet 
[3 cham dut de cuang

Ten de cuang:

Nghien cihi vien chinh:

So dien thoai: Fax :

E-mail: Lien lac dien thoai □ Fax □ e-mail

Co1 quan:

Chuyen ho so1 qua: Q buu dien □ mang dien tu □ nop true tiep

Cac tai lieu de trinh: [J hoan chinh Q chua hoan chinh

Cac tai lieu can 
duac bo sung

□ thong tin doi tuang tham gia
□ phiSu chap thuan tham gia
□ phieu thu thap thong tin (CRF)
□ ngan sach nghien cuu
□ ho so san pham cua nghien cuu 
vien

□ Tai lieukhac...

Ngudi nhan:

Lieu y: vui long mang theo bien nhan nay khi lien he vai Hoi dong
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Phan loai ho so*

□ Ho so xin xet duyet nghien cuu moi

0 Ho so bo sung, sua doi nop lai

□ Ho so xin danh gia, xet duyet ban chinh sua de cuong

□ Ho so xin xet duyet dinh ky

□ Ho so bao cao AE, SAE, Bao cao khong tuan thu de cuong

O Ho so xin ket thuc sdm nghien cuu

O Ho so co lien quan den cac hoat dong khac cua nghien cuu

Xac nhan cua ngudi tiep nhan ho so

Ten:....................................... Chu ky....................................Ngay...........................
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOI CHU NGHIA VIET NAM
HOI DONG DAO DUC TRONG Doc lap - Tu do - Hanh phiic

NGHIEN CUU Y SINH HOC -----------------------------------------

PHIEU DANH GIA DE CU0NG NGHIEN CUU 

(Theo quy trinh rut gon)

Ho so- moi □ Ho so’ gia han lai □

Ten nghien ciru:

Chu nhiem de tai/nghien ciru vien chinh:

Don vi chu tri:

Ho va ten thanh vien Hoi dong: ........................................................................................

Chuyen nganh:......................................................................................................................

1. KHIA CANH KHOA HOC CUA NGHIEN CUU

vAt fhn curia 1am rnY* .mil .Vy.

TT Noi dung
Phu 
hop

Khong 
phu hop

Khong 
lien quan

1. Bao phu noi dung nghien cuu

2. Tinh cap thiet nghien cuu

3. Muc tieu cua nghien cuu ro rang

4. Thiet ke nghien cuu phu hop voi muc tieu

5. Doi tuong nghien cuu

6. Co mau nghien cuu

7. Bien so nghien cuu day du va ro rang theo 
muc tieu nghien cuu

8. Cong cu nghien cuu

9. Cac ky thuat va quy trinh lay mau xet nghiem

10. Ke hoach xtr ly va phan tich so lieu

11. Du kien ket qua NC phu hop voi muc tieu va 
bien so NC
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2. KHIA CANH DAO DLTC

2.1. So sanh nguy co1, loi ich

Nhan xet (bo sung lam ro):

TT NOI DUNG Phu hop Khong 
phu hop

Khong lien 
quan

1. So sanh loi ich va nguy co

2. Cac bien phap cham soc va bao ve ddi 
tuqng tham gia nghien cuu

3. Quy trinh dam tinh rieng tu va bi mat

4. Ke hoach su dung, luu mau sinh hoc lien 
quan den con ngudi

2.2. Tinh day du cua ICF va quy trinh chap thuan tham gia nghien cuu

TT NOI DUNG Phu 
hop

Khong 
phu hop

Khong lien 
quan

1. Ly do va muc dich cua nghien cuu

2. So ngudi se tham gia vao nghien cuu, ly do duac 
chon vao nghien cuu

3. Thoi gian doi tuqng tham gia vao nghien cuu

4. Noi dung Nhung loi ich, rui ro hoac bat tien cd 
the cd khi tham gia nghien cuu

5. Nhung bien phap giam thieu rui ro

6. Thong tin ca nhan duqc bao ve

7. Viec tham gia nghien cuu la tu nguyen, doi 
tuqng cd the nit khdi nghien cuu sum

8. Nhung chi tra lien quan den nghien cuu

9. Trach nhiem cua ddi tuqng tham gia nghien cuu

10. Cham soc neu ddi tuqng bi benh trong thoi gian 
didn ra nghien cuu

11. Ngudi lien he khi cd thac mac ve van de tham gia 
nghien cuu

12. Ngon ngu dan gian, de hieu, phu hop

Nhan xet (bo sung lam ro):
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3. NANG LVC NGHIEN ClfU VA TINH KHA THI

TT NOIDUNG
Phu 
hop

Khong 
phu hup

Khong lien 
quan

1. Trinh do va nang luc cua nhom nghien cuu

2. Xung dot loi ich ciia nhom nghien ciiu

3. Thai gian danh cho nghien cuu

4. Nguon kinh phi, cor so vat chat

5. Ke hoach trien khai, du toan kinh phi

Nhan xet (bo sung lam ro):

5. HO SO LIEN QUAN KHAC

TT NOI DUNG Phu 
ho’P

Khong 
phu hop

Khong 
lien quan

1. Van ban dong y cua dan vi nori trien khai

2. Ly lich khoa hoc cua chu nhiem de tai /du an

3. Van ban chap thuan ciia Hoi DDDD Vien va cac 
co so nghien ciiu khac (neu lien quan)

4. Bien ban Hoi dong khoa hoc (neu co)
Nhan xet (bo sung lam ro):

6 .CAC Y KIEN NHAN XET KHAC

7 . KET LUAN: (Danh dau " X" vao d thich hap
- Chap thuan, khong can sua chua
- Chap thuan nhung can sua chua
- De nghi tham dinh theo quy trinh dSy du
- Khong chap thuan

Giai thich ly do neu danh gia khong chap thuan:

Ha Noi, Ngay thang nam 20...
Chuyen gia nhan xet
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOI CHU NGHIA VIET NAM 
HOI DONG DAO DlfC TRONG Doc lap - Tu do - Hanh phuc

NGHIEN CUU Y SINH HOC -----------------------------------------

PHIEU DANH GIA DE CVONG NGHIEN CU*U 
(theo quy trinh day du)

Ten nghien ciru: .......................................................................................................................

Ma so nghien cuu:.......................................................................................................................

Nghien cuu vien chinh:..............................................................................................................

Dong nghien cuu vien chinh:.....................................................................................................

1. KHIA CANH DAO DUC TRONG NGHIEN CU*U
1.1. DANH GIA LOI iCH VA NGUY CO
Can nhac loi ich va nguy ca dua tren cac tieu chi danh gia nham dam bao: Nguy co- 
cho doi tuang nghien ciru duac han che den muc thap nhat. Can xem xet cu the: 
cac nguy ca (the chat, tarn ly, xa hoi, kinh te, phap ly), thong tin cua nghien cuu giai 
doan trudc, cac ky thuat xam lan, so luong mau va so lan lay mau mau/dich sinh 
hoc, cac lai ich true tiep va gian tiep, moi tuong quan lai ich va nguy co.

1.2. BAO VE DOI TUONG THAM GIA NGHIEN CUU
Ke hoach giam sat, bao ve su tham gia cua doi tuong de bi ton thuong

1.3. TINH DAY DU CUA ICF VA QUY TRINH CHAP THUAN THAM GIA 
NGHIEN CUU
Tinh day du cua cac noi dung can co trong ban ICF (informed consent form) mo ta ro 
muc dich nghien cuu, loi ich, nguy co va cac rui ro, muc do bao mat thong tin, thong tin 
lien he, van de boi thuong va chi tra, thu thap mau va cac ky thuat xam lan, quyen loi, 
tinh hr norrvpn tham cria va miwn ti'r rhnl hnar rnt Ini Unni nnhipn Pirn tinh hliono lav

T-------- -----------------------------------------c-------- ----  ” ------ --------- —------------------------------------------ ------------------------------------ O--------------- ---------------y-------------------------------------O -—J

chap thuan tu dai dien hop phap. Ngon ngu su dung trong qua trinh lay chap thuan tham 
gia don gian, de hieu doi voi doi tuong hoac dai dien hop phap cua doi tuong.
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1.4. TINHRIENG TH VA BAO MAT THONG TIN CUA DOI THONG NGHIEN CUU 
Cac bien phap dam bao tinh rieng tu va bi mat thong tin cua doi tuqng, quy trinh 
thu thap du lieu dam bao tinh rieng tu va bi mat thong tin cua doi tuqng, duy tri 
bao mat du lieu duac de cap trong de cuong nghien cuu

1.5. CHI TRA VA BAO HIEM CHO DOI TUONG TRONG NGHIEN CUU
Thong tin ve su chi tra duqc neu ro trong ICF: so luqng, phuang phap chi tra, dieu kien 
boi thuang cac ton thuang sue khde do tham gia nghien cuu.

2. KHIA CANH KHOA HOC CUA NGHIEN CUU
2.1. THIET KE NGHIEN CUU
Cau hoi nghien cuu, muc dich nghien cuu, muc tieu nghien cuu, thiet ke nghien 
cuu, ca mau, quan the nghien cuu, dia diem, thoi gian nghien cuu cu the, nhom doi 
chung va phan bo dam bao ngau nhien, tinh dam bao mu va ngau nhien, quy trinh 
giai ma mu, quy dinh ve thuoc dung kem, ky thuat do luang bien dau ra, tieu chi 
ngung nghien cuu, test thong ke va muc y nghia thong ke

2.2. THU THAP DU LIEU VA KE HOACH PHAN TICH DU LIEU

So lieu danh gia: tinh an toan, hieu luc hoac tinh sinh midn dich, phuang phap do 
luang, tinh phu hap cua CRF (Case Report Form_Benh an nghien cuu/Phieu thu thap 
thong tin), cac SOP (Standard Operating Procedures) , giam sat doc lap doi chieu voi tai 
lieu goc, quy trinh quan ly du lieu va ho sa nghien cuu, dan vi giam sat nghien cuu, uy 
ban giam sat du lieu an toan.
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3. NANG LtfC NGHIEN ClTU VIEN
Trinh do va nang lire phu hop, xung dot loi ich vdi nghien cuu, nguon benh nhan/ 
d6i tuong, co so vat chat trien khai nghien cuu, nang luc xu tri cac AE/SAE (Adverse 
Events/Serious Adverse Events_Bien co bat loi/Bien co bat loi nghiem trong)

Cac y kien nhan xet danh gia cu the va nhung diem can sua doi, bo sung:

4. Ket qua danh gia

- Chap thuan, khong can sua chua, bo sung

- Chap thuan, can sua chua, bo sung

- De nghi sua chua, bo sung de danh gia lai

- Khong chap thuan

Ghi chu: Danh dau " X" vao d thich hap

Ly do khong chap thuan (neu co)

CHUYEN GIA DANH GIA

Ky_________________________________________
Ho ten chuc danh_____________________________
Ngay_______________________________________
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BENH VIEN NHI TRUNG UONG 
HOI DONG DAO DlfC TRONG 

NGHIEN CUU Y SINHHOC

CONG HOA XA HOI CHU NGHIA VIET NAM 
Hoc lap - Tu do - Hanh phuc

BIEN BAN KIEM PHIEU HOP

HOI DONG DAO DUC TRONG NGHIEN CUU Y SINH HOC • •
Hoi dong dao due danh gia khia canh dao due trong nghien cuu y sinh hoc dune 

thanh lap theo Quyet dinh so: /QD- BVNTU ngay ..../...720... cua Benh vien Nhi 
Trung uemg. Hoi dong da hop danh gia ve khia canh khoa hoc va dao due trong nghien 
cuu Y sinh hoc/ danh gia nghiem thu ket qua de tai

Thoi gian hop: gio ngay thang nam 20...

Dia diem hop: Phong hop.... tang 3, Benh vien Nhi Trung uong

Ten nghien cuu:

Chu nhiem de tai/Nghien cuu vien chinh:

Don vi thuc hien: Benh vien Nhi Trung uomg

Hoi dong danh gia theo the thuc bo phien kin

1. Nhom kiem phieu gom:

3. Ket qua danh gia:

2. Tong so phieu phat ra: ........ phieu

- S6 phiOu thu vO: ....... phieu

- So phieu hop le: ....... phieu

Dat .............................. phieu

Dat can bo sung, sua chua .............................. phieu

Khong dat .............................. phieu

Chu tich Hoi dong Nhom kiem phieu

1.

2.
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BENH VIEN NHI TRUNG UONG
HOI DONG DAO DU*C TRONG 

NGHIEN CUU Y SINH HOC

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

BIEN BAN

tham dinh de cirong nghien ciru theo quy trinh rut gon

Hoi dong dao due trong nghien cuu y sinh hoc........... duoc thanh lap theo Quyet dinh so 
.........ngay............... cua..................da tien hanh tham dinh de cuong nghien cuu theo 

quy trinh rut gon doi voi nghien cuu.

Ten nghien ciru:

Nghien ciru vien chinh:

To chirc chu tri:

Don vi tai tru:

To tham dinh:

- Thanh vien Hoi dong tham gia tham dinh:

- Chuyen gia tu van doc lap (neu co):

- Thu ky tong hop:

Thanh phan ho so* duoc xem xet:

STT Ten loai tai lieu Ngay Phien ban

NOI DUNG THAM DINH

1. Cac y kien nhan xet, dong gop cua thanh vien to tham dinh:

1.1. Thanh vien thu nhat:................

1.2. Thanh vien thu 2:..............

1.3. Cac y kien cua thanh vien khac

1.4. Y kien cua Chuyen gia tu van doc lap

2. Tong hop ket qua danh gia theo phieu tham dinh:

- So phieu phat ra: phieu
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- So phieu thu ve: phieu

- So phieu hop le: phieu

Ket qua bo phieu danh gia nghien ciiu.

- Chap thuan, khong can sua chua

- Chap thuan nhung can sua chua

- De nghi tham dinh theo quy trinh day du

- Khong chap thuan

3. Ket luan cua Hoi dong:

Chap thuan/Chap thuan nhung c^n sua chua/De nghi tham dinh theo quy trinh day 
du/Khong chap thuan doi vai nghien cuu.....

Nhung yeu cau sua chua, bo sung /Ly do khong chap thuan d6i vai nghien cuu (neu co).
Thai han nghien cuu vien phai nop lai ho sa cho Hoi dong (neu co yeu cau).

Ngay tong hap......./....-./20...

Thu ky tong hop

Ho ten:Chu ky:

Chu tich Hoi dong

Ho ten:Chu ky:
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOI CHU NGHIA VIET NAM 
HOI DONG DAO DUC TRONG Doc lap - Tu- do - Hanh phuc

NGHIEN CUU Y SINH HOC

BIEN BAN

Hop xet duyet de cuang nghien ciru

Hoi dong dao due trong nghien cuu y sinh hoc Benh vien Nhi Trung uong duoc 
thanh lap theo Quyet dinh so............ngay............... cua Giam doc Benh vien Nhi Trung 
uong da tien hanh hop tham dinh, xet duyet de cuang/du an nghien cuu.
Thai gian hop:

Dia diem hop:

Ten nghien ciru:

Nghien ciru vien chinh:

To chore chu tri:

Don vi tai tru:
Thanh phan du phien hop:

- Chu tri cuoc hop:

- Thu ky cuoc hop:

- So thanh vien Hoi dong hop va bo phieu: .. .nguai.

- So thanh vien Hoi dong khong bo phieu: ... ngudi.

- Danh sach thanh vien co mat:

- Chuyen gia tu van doc lap:

Thanh phan ho so1 dune xem xet:

STT Ten loai tai lieu Ngay Phien ban

NOI DUNG LAM VIEC CUA PHIEN HOP • • •
1. Chu tich Hoi dong kiem tra dieu kien hop, thong bao quy trinh hop va dieu hanh phien 
hop.

2. Nghien cuu vien chinh.............. trinh bay tom tat Bao cao de cuang/du an nghien cuu.

3. Cac y kien nhan xet, dong gop cua thanh vien Hoi dong:
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3.1 .Chuyen gia nhan xet 1:................

3.2. Chuyen gia nhan xet 2:..............

3.3. Cac y kien cua thanh vien khac

4. Y kien cua Chuyen gia tu van doc lap ( neu co)

5. Y kien cua Nghien cuu vien chinh, nha tai tra..

6. Hoi dong danh gia theo hinh thuc bo phieu:

- So phieu phat ra:

- So phieu thu ve:

- So phieu hop le:

phieu 

phieu 

phieu

Ket qua bd phieu danh gia nghien cuu:

- Chap thuan, khong can sua chua

- Chap thuan nhung c^n sua chua

- Khong chap thuan

8. Ket luan cua Hoi dong:

Hoi dong ket luan theo 1 trong 3 noi dung sau

8.1 Chap thuan khong can sua chua

8.2 Chap thuan nhung can sua chua 

Nhung yeu cau sua chua:...................................

8.3 Khong chap thuan doi vai nghien cuu

Ly do khong chap thuan doi vai nghien cuu:...................................................

Thai han nghien cuu vien phai nop lai ho sa cho Hoi dong (trong truang hop co yeu cau 
sua chua).

Cuoc hop ket thuc luc .... h .... ciing ngay.

Thu ky cuoc hop

Ho ten:Chu ky:

Chu toa cuoc hop

Ho ten:Chu ky:
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Ma so bao cao cua don vi:

MAU BAO CAO BIEN CO BAT LOI NGHIEM TRONG (SAE) 
TRONG NGHIEN CUU THU* NGHIEM LAM SANG

1. TOM TAT BAO CAO

Loai bao cao: EH Bao cao lan dau EH Bao cao bo sung

Phan loai theo tinh chat nghiem trong cua bien co:

2] Tu vong EH De doa tinh mang

EH Nhap vien/keo dai thai gian dm vienO Tan tat/thuang tat vihh vi8n/nang ne

□ Di tat bim sinh/di dang thai nhi EH Yeu ciu can thiep y khoa d£ ngan chan mot 
trong cac tinh huong tren hoac dugc danh gia 
co y nghia ve mat y khoa bai nghien cuu 
nghien cuu hoac nghien cuu vien chinh

Ten nghien cuu

Thiet ke nghien cuu EH Nhan ma EH Mu dan Q Mu doi

Neu day la nghien cuu mu, SAE co Q Co EH Khong EH Khong co thong tin
dan den ma mu khong?

Nha tai tro

Ten nghien cuu vien chinh

Diem nghien cuu ghi nhan SAE

Thai diem nhan dugc thong tin ve
SAE

Thai diem xuat hien SAE

Thai diem ket thuc SAE (hoac danh | | Dang tiep dien
dau vao 6 “Dang tiep dien ” neu
SAE dang tiep dien)

Ten SAE (chan doan SAE hoac cac
trieu chiing chinh cua SAE)

Ten viet tat cua doi tugng tham gia
thu nghiem lam sang

Ma so cua doi tugng tham gia thu
nghiem lam sang

BM13/QTQL.NC.17.2 Trang 1 tren 6 20/3/2024



2. MO TA DIEN BIEN VAX#TRI SAE- -■  ......- —-- •— ________ ___

Cung cap thong tin ve cac dau hieu, trieu chung lam sang, xet nghiem can lam sang lien 
quan den SAE, cac bien phap xic tri SAE neu cd (bao gom cd ngicng/giam lieu san 
phdm/phac do nghien cuu), dien bien sau khi thuc hien cac bien phap xu tri do va cac 
thong tin can thiet khac.

- Ly do vao vien:

- Benh su:

- Tien su:

- Tinh trqng luc nhqp vien:

- Chan doan luc nhqp vien:

- Chan doan tai khoa Nhi:

- Dien bien qua trinh nam vien:

- Cac xet nghiem can lam sang:

- Thong tin ve dieu tri, xfr tri SAE:

+ Thudc sir dung trade khi nhap vien:

+ Thudc su dung trong qua trinh dieu tri tai benh vien:

Ket qua sau khi xd tri SAE:

Ten thudc, ham luong, 

duung dung, each dung

Ngay

08/01

X

X

I |H6i phuc khong de lai di chung

Q Hoi phuc nhung co de lai di 
chung

□ Dang hoi phuc I I Tu vong (ngay hr
I | Chua hoi phuc von®................ )

I | Khong co thong tin
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Ngay sinh

Tuoi

Giai tinh I | Nam | |Nu Vai nu: Dang mang thai (tuan thu....... )

Can nang (Kg)

Tien su y khoa lien
quan

4. SAN PHAM NGHIEN CUU/PHAC DO NGHIEN ClTU

STT
San pham nghien cuu 
hoac phac d6 nghien 

cuu(a)

Dang bao 
che, 

ham luqng

Duong 
dung

Lieu dung

Ngay su dung

(ngdy/thdng/ndm)

Bat dau Ket thuc

i

ii

iii

iv

V

vi

(a) Ghi ro san pham nghien cuu/phac do nghien cuu ma doi tuqng tham gia thu nghiem 
lam sang da su dung. Vai nghien cuu mu va SAE khong dan den viec ma mu/khong xac 
dinh duac san pham nghien cuu/phac do nghien cuu ma doi tuqng tham gia thu nghiem 
lam sang da su dung, ghi ro phac do duqc ap dung trong nghien cuu va nhanh nghien cuu 
(arm) cua doi tuqng tham gia thu nghiem lam sang (mo ta trong muc 2) (neu co thong 
tin).

5. CAN THIEP DOI VCH SAN PHAM NGHIEN CUU/PHAC DO NGHIEN CU*U 
SAU KHI XAY RA SAE

S 
T 
T

(b)

Co ngung/giam liSu 
san pham nghien 

cuu/phac do nghien 
cuu tren doi tuqng 

tham gia thu nghiem

Neu ngung/giam lieu san 
pham nghien cuu/phac do 

nghien cuu (hoac ma 
mu), dp nang cua SAE co 

duqc cai thien khong?

Neu tai su dung san pham nghien 
cuu/ phac do nghien cuu, bien co 

co xuat hien lai khong?
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^So thu tu (STT) tuong ung voi muc 4.

lam sang gap SAE 
khong?

Co Khong Co Khong Khong co 
thong tin Co Khong Khong co 

thong tin
Khong tai 
su dung

i □ □

ii □ □ □ □

iii □ □ □

iv

V □ □

vi □ ■ n

vii — □ — — □

7. DANH GIA CUA NGHIEN CUUVIEN/NGHIENd l VIEN CHINH VE MOI
QUAN HE NHAN QUA GILA SAE VA SAN PHAM NGHIEN CUU/PHAC DO
NGHIEN cuu n

6. THUOC/CHE PHAM SU' DUNG DONG THOI CO THE LIEN QUAN DEN SAE 
THEO NHAN DINH CUA NGHIEN CUT VIEN (khong bao gom cac thuoc duoc sir 
dung de xir n SA )

- ■ ■ ■

STT
Thuoc/che pham su 
dung dong thoi (ten 
goc, ten thuong mai)

Dang bao che, 
ham luqng

Duong 
dung

Lieu dung

Ngay su dung

(ngay/thang/nam)

Bat dau Kdt thuc

1

2

3

4

5

6
—

STT Danh gia moi quan he nhan qua giua SAE voi san 
pham nghien cuu/phac do nghien cuu

Neu co the lien quan, day la phan 
ung da duoc du kien hay ngoai du
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(b) kien cua san pham nghien 
cuu/phac do nghien cuu? (c)

Co the lien 
quan

Khong lien 
quan

Chua ket luan duac
Da biet/duoc du 

kien
Ngoai du kien

i □

ii □ □

iii □ □ □

iv

v

vi 1 1 □ □

So thu tu (STT) tuong ung voi muc 4.

(c) Viec SAE la "da duac du kien ” hay "ngoai du kien ” nen duac danh gia dua tren cac 
tai lieu lien quan den san pham nghien cuu/phac do nghien cuu nhu de cuong cap nhat 
nhat cua nghien cuu neu san pham nghien cuu chua duac cap phep dang ky luu hanh, 
hoac phien ban moi nh^t cua Ta huong dan su dung neu san pham nghien cuu da duac 
cap phep dang ky luu hanh.

8. NGLfCH BAO CAO (nghien ciru vien chinh hoac nghien cuu vien duac uy quyen)

Vai tro trong nghien cuu:

Chuky

Ngay ky (ngay/thang/nam)

Ho ten day du

Chuc vu, khoa/phong

So dien thoai

Dia chi email
---------------------------------------------------------------------------------------------------------

De xuat ve doi tuong tham gia thu- nghiem lam sang (khong dp dung trong truang hap 
ddi tuong tham gia thu nghiem lam sang tu vong):
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OTiep tuc tham gia nghien
cuu

□ Tam ngung tham gia nghien cuuO Rut khdi nghien
cuu

De xuat ve nghien ciru:

Tiep tuc trien khai nghien I I Tam ngung trien khai nghien
cuu cuu

□ Ngung trien khai 
nghien cuu

De xuat khac (neu
co):..................................................................................................................................

DAI DIEN HOI DONG DAO DU’C/HOI LANH DAO TO CHUC NHAN THU"
DONG KHOA HOC CUA TO CHlfC (ky, ghi rd ho ten va dong dau)

NHAN THU*
(ky, ghi rd ho ten)
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CONG HOA XA HOI CHU NGHIA VIETNAM ‘ • •
Doc lap — Ty do — Hanh phuc

DON XIN BO SUNG CHINH SUA/GIA HAN THOI GIAN THUC HIEN/ 

DE CUONG NGHIEN CUU KHOA HOC

(Sua tieu de cho phu hop: neu la chi gia han thuc hien thi de nghi xoa bo sung chinh sua)

Kinh gui: Hoi dong dao dire trong nghien cum Y sinh hoc 

Benh vien Nhi Trung uong

1. Ho va ten Chu nhiem de tai/nghien cuu vien chinh de tai (du an):

Don vi:

Dia chi:

Dien thoai: Email:

(Dong nghien cuu neu co)

2. Ten de tai (du an) xin gia han/bo sung chinh sua:

(Neu noi dung xin danh gid chi thudc 1 trong nhieu tieu du an, nhieu giai doan cua du an 
tong phai ghi rd noi dung nghien ciru thudc du an tong va ten du an tong)

3. Ten don vi chu tri de tai (dir an):

Dia chi:

Dien thoai: Fax:

4. Dia diem, thoi gian dang ky thuc hien: Tu thang..... nam den thang....nam

5. Giay chung nhan phe duyet lan dau: So... .ngay...thang...nam

6. Giay chung nhan cac lan phe duyet trudc day (gian han, chinh sua): (ghi ro so, 
ngay ..thang..nam.. tuong ung voi cac lan phe duyet)

7. Thoi gian xin gia han tu: thang .. .nam den thang... .nam (neu co lien quan)

8. Ly do gia han, chinh sua:

9. Noi dung can bo sung, chinh sua (neu co lien quan):

BM14/QTQL.NC.17.2 Trang 1 tren 2 20/3/2024



10. Ly do bo sung, chinh sura:..............................................................................................

11. Ket qua so bo nghien cum tu khi phe duyet lan dau den nay:.......................................

(Neu rd: da thu thqp duac bao nhieu mau, ty le %dqt duqc, da cd bao nhieu truang hap 
xay ra bien cd, bien co bat lai, hau qua, each xu tri....)

12. Ho sof gui kem theo don xin gia han/ bo sung chinh sua gom co:

Ha Noi, ngay thang nam20...

CHU NHIEM DE TAI/DU AN

(Ky va ghi ro ho ten)
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOI CHU NGHIA VIET NAM
HOI DONG DAO DUC TRONG Doc lap - Tur do - Hanh phuc

NGHIEN CUT! Y SINH HOC

BAN THAM DINH CHINH SUA/BO SUNG/GIA HAN 

DE CUONG NGHIEN CUU Y SINH HOC

Quyit dinh thanh lap Hoi ding Dao due co so xet duyet cac van de dao due trong 
nghien cuu y sinh hoc so /QD-BVNTU ngay cua Benh vien Nhi Trung uong.

Ten ho so tham dinh:

Ten chu nhiem:

Don vi:

Ho va ten thanh vien Hoi dong:

1. Phan loai de tai dir an

Noi dung Co
Khong 

lien quan

Da dupe chip thuan ve khia canh dao due trong nghien cuu y sinh 
hoc

□ □

Nghien cuu hoi cuu, tien cuu tren ho so benh an □ □

Nghien cuu cong dQng dua tren bo cau hoi xa hoi hoc □ □

Nghien cuu phan tich tren mau benh pham luu tru tu de tai da 
dupe Hoi dong dao due phe duyet

□ □

Gia han nghien cuu da dupe phe duyet □ □

Bo sung them chi tiet (noi dung nghien cuu khong thay doi) □ □

Khac (ghi ro) □ □

2. Noi dung nghien ciru cua de tai/ du- an:
- Muc tieu nghien cuu cua de tai/ du an:

- Tuyen chon doi tuong nghien cuu:

BM15/QTQL.NC.17.2 Trang 1 tren 3 20/3/2024



- Bao ve bi mat cho doi tuong nghien cuu

- Nhung van d6 lien quan khac

3. Ke hoach to chirc thuc hien nghien ciru
- Phan cong nhiem vu cu the:

- Mo ta quy trinh tuyen chon doi tuqng: (tieu chi, so luqng, cac buoc tiSp can va 
tuyen chon tung loai doi tuqng cho nghien cuu)

- Mo ta quy trinh thu thap so lieu: (Di£u tra vien, dia diem, noi dung thong tin thu 
thap va cac buoc thu thap thong tin cua tung loai nghien cuu)

- Mo ta quy trinh chap thuan tu nguyen

4. Cac van ban can thiet
- Van ban ho trq kinh phi/ hop dong tai trq kinh phi:

- Du toan kinh phi chi tiet

- Van ban xac nhan ph6i hop thuc hien:

- Van ban cho phep nghien cuu tren ho so benh an cua Thu truong co quan luu tru 
ho so:
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- Van ban (bien ban) xet duyet cua Hoi dong dao due ve de cuang lien quan:

- Thong tin cho doi tuqng tham gia nghien cuu va thoa thuan tham gia nghien cuu:

5. Nhan xet cua chuyen gia tham dinh:
Ho sff xin danh gid khia canh dao dire thuoc dien: (tich vao d xac dinh)

Duqc xem xet, chap thuan ve khia canh dao due nhung
Duqc xem xet ve dao due khong phai bo sung
Khong duqc xem xet chap thuan

cdn bo sung a muc 6

6. Ho so* can bo sung:

Hd Noi, ngay thdng ndm20....

Ngu-oi tham dinh

4

UI

'SS
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Don vi:..................... CONG HO A XA HOI CHU NGHIA VIET NAM 
Doclap - Ty do - Hanhphuc

Ha Noi, ngay thang nam 20

BAO CAO DINH KY/KET THUC NGHIEN CUU 
(ghi ro loai Bao cao nao)

Kinh gui: Hoi dong dao dire — Benh vien Nhi Trung uong

1. Ten de tai 2. Ma so QD phe 
duyet cua 
HDDD:...............

2.

Ngi

Co quan chu tri: Benh vien Nhi Trung uong

Chu nhiem de tai:
roi giao dich (hp ten, dia chi lien he email, dien thoai):

3. Thoi gian thuc hien: tir.............................. den..................................

4. Dia diem thuc hien:

5. Ngay hop Hoi dong Dao due: ngay thang nam 20

6. Giay chung nhan lan dau cua Hoi dong Dao due: So.... ngay thang 
nam 20

7. Giay chung nhan cua Hoi dong Dao due ve viec... (cac lan tiep theo: gia han, thay 
ddi..., can ghi ro tieng lan chung nhan cu the): So.... ngay thang nam 
20...

8. Noi dung Bao cao:
- Bao cao cac noi dung da thuc hien, viec tuan thu cac khia canh ve dao due 

trong nghien cuu. Neu ro viec trien khai dp dung theo de cuong gdc(ma so 
de cuong) hay da co su thay ddi (ghi rd su thay ddi do da dupe phe duyet 
chua, ma so, ngay phe duyet su thay ddi). Neu cd bien cd/bien cd bat loi xay 
ra, phai lam bao cao theo quy dinh cua Bd Y te.

- Bao cao noi dung con lai se thuc hien, du kien thoi gian ket thuc.
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Thu trirdug co1 quan chu tri de tai/ dir an
(Ho va ten, chit ky, dong dau)

(Neu ca quan chit tri la BV Nhi Tlf thi khong cdn xac nhan)

Ha Noi, ngay.... thang...... nam 20....

Chu nhiem De tai/Dur an
(Ho va ten, chic ky)

BM16/QTQL.NC.17.2 Trang 2 tren 2 20/3/2024



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

BAN GIAI TRINH CHINH SU’A

Kinh gui: Hoi dong dao due trong NCYSH Benh vien Nhi Trung uong

Ten de tai:........

Chu nhiem de tai:.............

Ho so Y due da duoc danh gia ngay / /20 , chu nhiem de tai xin tiep thu cac gop y 
cua thanh vien Hoi dong va xin chinh sua theo gop y cua Hoi dong nhu sau:

Noi dung cu Noi dung da chinh siia

1) Nhan xet 1: (Neu yeu cau chinh sua) 

- Noi dung cu:

- Noi dung da chinh sua:..............

(ghi ro noi dung duoc the hien tren de 
cuang duoc chinh sua, a muc..trang 
so...)

- Ten de tai duoc chinh sua thanh: (neu 
co)

2) Nhan xet 2: (Neu yeu cau chinh sua) 

- Noi dung cu:

- Noi dung da chinh sua:.......

(ghi ro noi dung duoc the hien tren de 
cuang duoc chinh sua, a muc..., trang 
so...)

Ket luan cua Hoi dong

- Yeu cau 1:
- Yeu cau 2:

Noi dung da chinh sua:....

(ghi ro noi dung duoc the hien tren de 
cuang duac chinh sua, a muc..., trang 
so...)

Xin cam on y kien dong gop cua Hoi dong.

Ha noi ngay thang nam 20

Chu nhiem de tai
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Y kien cua Giao vien huong dan Y kien cua Giam doc Trung tam/Truong 
(d6i voi hoc vien) 141103 noi h3nh nghion

Y kien cua Chu tjch Hoi dong dao dire
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN NHI TRUNG VONG Doc lap - Tu do - Hanh phuc
S6:........ /BVNTW-HDDB Ha Noi, ngay thang nam 20

GIAY CHUNG NHAN
Chap thuan cua Hoi dong dao dire trong nghien ciru y sinh hoc co’ so"

IRB - VN01037/IRB00011976/FWA00028418

Can cu Thong tusd................. cua Bo truemgBo Y te Quy dinh viec thanh lap,
chuc nang, nhiem vu, quyen han cua Hoi dong Dao due trong nghien cuu y sinh hoc;

Can cu Quy^t dinh so....cua Giam doc Benh vien Nhi Trung uemg ve 

viec Ban hanh Quy che to chuc va hoqt dong doi vdi Hoi dong Dao due trong Nghien 
cuu Ysinh hoc cua Benh vien Nhi Trung uong;

Can cu Quyet dinh so................. cua Giam doc Benh vien Nhi Trung uong ve
viec kien toan Hoi dong Dao due trong Nghien cuu Y sinh hoc cua Benh vien Nhi 

Trung uorng;

Can cu Bien ban Hoi dong Dao due Benh vien Nhi Trung uong ngay

. ...............................J

Hoi dong Dao due trong Nghien cuu Y sinh hoc Benh vien Nhi Trung uong quyet 
dinh phe duyet ve khia canh dao due cho nghien cuu:

66 55

Nghien cuu vien chinh :.....................

Giao vien huang :.....................
dan/thanh vien nhom 
nghien cuu

Dia diem nghien cuu : Benh vien Nhi Trung uong

Thai gian nghien cuu :....................

Ngay chap thuan :

Thai gian co hieu luc cua quyet dinh phe duyet: 01 nam ke tu ngay ky quyet dinh 
nay.
Cac ho sa tai lieu nghien cuu chinh de trinh:
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Nghien cuu vien chinh phai nghiem tuc thuc hien nghien cuu theo dung noi dung dS 
cuong da phe duyet.

Nghien cuu vien chinh phai bao cao ngay cho Hoi dong Dao due Benh Vien Nhi
9 5 5

Trung uong khi co su thay doi trong qua trinh thuc hien de tai so voi de cuong khi 
dugc phe duyet.

Nghien cuu vien chinh phai nop bao cao hang nam, bao cao ket thuc nghien cuu cho 
Hoi dong Dao due Benh vien Nhi Trung uong.

KT. GIAM DOC
PHO GIAM DOC

Phan Hirn Phuc
Chu tich Hoi dong dao due

Nerinhan:
- Chu nhiem de tai;
- Luu Vien BT&NC SKTE (05)
- Van thu.
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DANH MUC TAI LIEU DCOC PHE DUYET • • • •

(Kem theo Gidy chap nhan sd/BVNTW-HDDD ngay thang nam 2024)

STT Tai lieu sura doi, bo sung Phien ban va Ngay

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.
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Benh
Nhi Trung uang

Vietnam National Children’s Hospital (VNCH)
Add: 18/879 La Thanh road, Dong Da District, Hanoi, Vietnam, 
Tel +84 4 6273 8648, Fax +84 4 6273 8648, Website: rich.org.vn

ETHICS COMMITTEE FOR BIOMEDICAL RESEARCH
IRB - VN01037/IRB00011976/FWA00028418

Ref.number: VNCH - TRICH - Date:

ETHICS COMMITTEE CERTIFICATE OF APPROVAL

This is to certify that:

Study title '......................

Principal Investigator:.................
was considered by the Ethics Committee on........... , meets the requirements of the Statement
on Ethical Conduct in Human Research, and was APPROVED on.............. , expiration on

Additionall,

1. The principal investigator is responsible to ensure that all researchers associated with this project 
are aware of the conditions of approval and which documents have been approved.

2. The principal investigator is required to notify the Secretary of the Ethics Committee:
J Any significant change to the project including an indication of ethical implications;
J Serious adverse effects on participants and the action taken to address those effects;
V Any other unforeseen events or unexpected developments that merit notification;
J The inability of the principal researcher to continue in that role;

3. The Principal Researcher is required to submit a Progress Report on completion of the project 
(forms to be provided);

4. The Ethics Committee may conduct an audit at any time

Please do not hesitate to contact us for any additional question: Ms.Pham Thi Lan Lien,
Secretary of the Ethics Committee, via email: irb@nch.org.vn

Ethics Committee
Chairperson

Phan Huu Phuc, MD, Ph.D.
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BQ Y TE CONG HO A XA HOI CHU NGHIA VIET NAM

BENH VIEN NHI TRUNG VONG Doc lap - Ty do - Hanh phuc

So:........./BVNTW-HDDD ngay thang nam 2024

GIAY CHUNG NHAN
Chap thuan cua Hoi dong dao due trong nghien ciru y sinh hoc co1 su

Sura doi ho so1 nghien ciru/Gia han hang nam 
IRB - VN01037/IRB00011976/FWA00028418

Can cu Thong tu so...................... cua Bd trudng Bd Y te Quy dinh viec thdnh
lap, chuc ndng, nhiem vu, quyen han cua Hoi dong Dao due trong nghien cuu y sinh 

hoc;
Can cu Quyet dinh so.................cua Giam doc Benh vien Nhi Trung uong ve

viec Ban hanh Quy che to chuc va hoqt dong ddi vai Hoi dong Dao due trong Nghien 

cuu Y sinh hoc cua Benh vien Nhi Trung uong;
Can cu Quydt dinh so................... cua Giam doc Benh vien Nhi Trung uong ve

viec kien toan Hoi dong Dao due trong Nghien cuu Y sinh hoc cua Benh vien Nhi 

Trung uong;

Can cu Giay chung nhan so............... cua Hoi ddng dao due trong Nghien ciru
Ysinh hoc Benh vien Nhi Trung uong quyet dinh phe duyet ve khia canh dao due cho 

nghien cuu lan dau; 
A A A 9 9

Can cuDan de nghi ngay............ cua chu nhiem de tai ve viec sua ddi, bd sung 
ho sa nghien cuu/gia han hang nam;

Hoi ddng Dao due trong Nghien cuu Y sinh hoc Benh vien Nhi Trung uong 
ddng y phe duyet ve viec sua ddi, bd sung noi dung trong hd sa nghien cuu cua de 
tai:

U 99

Ma so de cuong :....................

Chu nhiem de tai :....................

Don vi :........................

Nha tai tro :........................

Thoi gian nghien cuu :...................
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Ngay chap thuan :

Hoi dong dao dire Benh vien Nhi Trung uong dong y cho viec siia doi, bo sung 
ho so’ nghien ciru/Gia han hang nam (co danh muc kern theo).

Nghien cuu vien chinh phai nghiem tuc thuc hien nghien cuu theo dung noi dung 

de cuong da phe duyet, phai bao cao ngay cho Hoi dong dao due Benh Vien Nhi
7 A >

Trung uong khi co su thay doi trong qua trinh thuc hien de tai so vdi de cuoug khi 
duoc phe duyet.

Nghien cuu vien chinh phai nop bao cao hang nam, bao cao ket thuc nghien cuu 

cho Hoi dong Dao due Benh vien Nhi Trung uong.

KT. GIAM DOC
PHO GIAM DOC

Phan Huu Phuc
Chu tich Hoi dong dao due

Nd nhan:
- Chu nhiem de tai;
- Luu Vien DT&NC SKTE (05)
- Van thu.
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DANH MUC TAI LIEU DUOC PHE DUYET • • • •
(Kern theo Giay chap nhan sd/BVNTW-HDDD, ngay thang nam 2024)

STT Tai lieu swa doi, bo sung Phien ban va Ngay

1.

2.
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BOYTE
BENH VIEN NHI TRUNG VONG

S6:........ /BVNTW-HDDD

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Ty do - Hanh phuc
Ha Noi, ngay thang nam 20

THONG BAO KET QUA THAM DINH CUA HOI DONG DAO DU*C 

(truirng hop chap thuan co dieu kien)

Kinh gfri:
- To chiic chu tri nghien ciiu
- Nghien ciiu vien chinh

Ngay.............. , Hoi dong dao diic trong nghien ciiu y sinh hoc Benh viqn Nhi Trung
uong da tien hanh cuoc hop tham dinh de cuang/thay doi, bo sung de cuang/ket qua nghien 
ciiu.

1. Thong tin chung ve nghien ciru
1.1. Ten nghien ciiu:
1.2. To chiic chu tri:
1.3. Nghien ciiu vien chinh:
1.4. Nhataitrq:
1.5. Diem nghien ciiu:
2. Y kien cua Hoi dong dao dire doi vdi nghien cihi
2.1. Cac yeu cau cua Hoi dong dao diic:
2.2. Cac khuyen nghi ciia Hoi dong dao diic (neu co):
D6 nghi Nghien ciiu vien chinh hoan chinh ho so nghien ciiu va giii ... bo ho so 

nghien ciiu ve Van phong Hoi dong dao diic trong thai gian ... ngay, ke tu ngay nhan duqc 
cong van nay (cac file dien tu cua hd sa nghien ciiu gui tai dia chi email irb@nch.gov.vn) 
de Hoi dong dao diic xem xet/ tham dinh lai.

Ho sa nghien cuu gui ve Van phong Hoi dong dao due bao gom:
- Ban giai trinh viec tiep thu y kien cua Hoi dong dao diic;
- De cuang nghien ciiu va cac tai lieu da duqc hoan thien;
- Cac tai lieu khac co lien quan.
Xin thong bao de Nghien ciiu vien chinh biet va thuc hien./.

KT. GIAM DOC
PHO GIAM DOC

Phan Hfru Phuc
Chu tich Hoi dong dao diic
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Noi nhan:
- Chu nhiem de tai;
- Luu Vien DT&NC SKTE (05) 
- Van thu.
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DANH MUC TAI LIEU DUOC PHE DUYET

(Kem theo Gidy chap nhan sd/BVNTW-HDDD ngay thang nam 2024)

STT X XTai lieu swa doi, bo sung Phien ban va Ngay

1.

2.

3..

4.

5.

6.

7.

8.

9.

10.

f
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BOYTE
BENH VIEN NHI TRUNG VONG

S6:........ /BVNTW-HDDD

CONG HO A XA HOI CHU NGHIA VIET NAM

Doc lap - Tur do - Hanh phuc
Ha Noi, ngay thang nam 20

GIAY CHUNG NHAN 
Ve viec hoan thanh nghien ciru 

IRB - VN01037/IRB00011976/FWA00028418

Can cu Thong tuso...................cua Bd trucmg Bd Y te Quy dinh viec thanh lap,
chuc nang, nhiem vu, quyen han cua Hdi ddng Dao due trong nghien cuu y sinh hoc;

Can cu Quydt dinh so.... cua Giam doc Benh vien Nhi Trung uong ve 
viec Ban hanh Quy che to chuc va hoqt ddng ddi veri Hdi ddng Dao due trong Nghien 

cuu Y sinh hoc cua Benh vien Nhi Trung uemg;

Can cu Quyet dinh sd................. cita Giam doc Benh vien Nhi Trung uomg ve
viec kien toan Hdi ddng Dao due trong Nghien cuu Y sinh hoc cua Benh vien Nhi 

Trung uomg;

Can cu Bien ban so .... ngay .... cua Hdi ddng Dao due trong nghien ciru y sinh 
hoc Benh vien Nhi Trung uomg ve viec tham dinh ket qua nghien cuu va hd sor hoan 

thien (neu cd),
Hoi dong dao dire trong nghien ciru y sinh hoc Benh vien Nhi Trung uong 

chung nhan viec hoan thanh doi voi nghien ciru:
1. Ma nghien cuu (neu co):

2. Ten nghien cuu:

3. Giai doan nghien cuu (neu co):

4. Nghien cuu vien chinh:

5. To chuc chu tri:

6. Ca quan phoi hop chinh:

7. Nha tai tra:

8. Dia diem nghien cuu:

9. Thai gian nghien cuu:

10. Ten san pham/ky thuat/phuong phap nghien cuu:
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11. Lieu, phac do su dung san pham/ky thuat/phuong phap trong nghien cuu:

12. Ket luan cua Hoi dong dao due ve vice hoan thanh doi voi tung muc tieu 

trong de cuong nghien cuu:

Ngay chap thuan:

KT. GIAM DOC
PHO GIAM DOC

Phan Huu Phuc
Chu tich Hoi dong dao due

Noi nhan:
- Chu nhiem de tai;
- Luu Vien DT&NC SKTE (05)
- Van thu.
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DANH MUC TAI LIEU DUOC PHE DUYET • • • •

(Kem theo Gidy chap nhan sd/BVNTW-HDDD ngay thang nam 2024)

STT Tai lieu sua doi, bo sung Phien ban va Ngay

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.
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BENH VIEN NHI TRUNG UONG 
HOI DONG DAO DUC TRONG 

NGHIEN CUU Y SINH HOC

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

PHIEU NHAN XET NGHIEM THU

KET QUA THUC HIEN NGHIEN CUU/NGHIEN CUU TNLS

Ma so de cirong: Phien ban bao cao so: Ngay phien ban:

Nghien cuu vien chinh:

Ten nghien ciru:

1. NHAN XET VE KHIA CANH DAO DU*C CUA NGHIEN CUU

Danh gia viec lay chap thuan tham gia nghien cuu, su tuan thu de cuang nghien cuu duac 
phe duyet, cac quy trinh chuan, cac nguyen tac GCP, va yeu cau phap ly ap dung

2. NHAN XET VE TINH CHINH XAC, TIN CAY CUA DU LIEU

Bao cao vi pham, sai lech de cuang cua nghien cuu vien, bao cao giam sat cua nha tai tra, ket 
qua giam sat cua Hoi dong, kiem tra tinh toan ven, nhat quan, tinh hop ly, tinh tin cay cua so 
lieu

3. NHAN XET VE PHAN TICH THONG KE DU LIEU NGHIEN CUU

Xu ly du lieu dung each, su dung test thong ke, muc y nghia thong ke phu hop, phien giai ket 
qua thong ke hop ly
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4. NHAN XET VE KET LUAN

Bam sat muc tieu, muc dich nghien cuu, dua tren ket qua nghien cuu va phan tich thbng ke 
phu hop, phu hop thiet kb va quy mo nghien cuu.

5. CAC Y KIEN NHAN XET KHAC

Nhung tai lieu can bo sung, thay the; nhung thong tin can bo sung; nhung noi dung khong rb, 
thieu chi tiet, thieu nhat quan trong bao cao va cac tai lieu kem theo; nhung van de cSn Hoi 
dong thao luan va y kien khac

Chuyen gia xem xet

Chuky Ho ten chuc danh Ngay ky
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PHIEU DANH GIA KET QUA NGHIEN CUU

A. Thong tin chung

Ma so nghien cum:

Ten nghien cuu:

Nghien cuu vien chinh:

Ngay hop:

Ma so phien hop:

B. Ket qua danh gia

I. Muc do hoan thien cua bao cao ket qua nghien cuu

- Dat yeu cau, khong cin sua chua, bo sung

- Chip thuan, can sua chua, bo sung

- D8 nghi sua chua, bo sung de danh gia lai

IL Mire do hoan thanh muc tieu 1 (ghi ro)

- Dat yeu cau

- Can phan tich lai du lieu truce khi danh gia

- Khong dat yeu cau

III. Muc do hoan thanh muc tieu ... (ghi ro)

- Dat yeu cau

- Can phan tich lai du lieu truoc khi danh gia

- Khong dat yeu cau

Ghi chu: Danh dau " X" vao 6 thich hop

C. Nhung yeu cau sua chua, bo sung/ly do khong dat yeu cau (neu co)

Ngudi danh gia

Ho ten:Chu ky:
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BENH VIEN NHI TRUNG UONG
HOI DONG DAO DUC TRONG 

NGHIEN CtTU Y SINH HOC

CONG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Ty do - Hanh phuc

BIEN BAN

Hop nghiem thu ket qua de tai/dy an nghien ciru/TNLS

Hoi dong dao due trong nghien cuu y sinh hoc.duoc thanh lap theo Quyet dinh 
s6 ............ ngay .............. cua ................ da ti6n hanh hop nghiem thu ket qua de tai/du an
nghien cuu/ nghien cuu TNLS thuoc......

Thin gian hop:

Dia diem hop:

Ten nghien cuu:

Nghien ciru vien chinh:

To chuc chu tri:

Don vi tai tru: • •

Thanh phan dy phien hop:

- Chu tri:

- Thu ky cuoc hop:

- So thanh vien Hoi dong hop va bo phieu: .. .nguai.

- So thanh vien Hoi dong khong bo phieu: ... nguai.

- Danh sach thanh vien co mat:

- Chuyen gia tu van doc lap:

NOI DUNG LAM VIEC CUA PHIEN HOP • • •

1. Chu tich Hoi dong kiem tra dieu kien hop, thong bao quy trinh hop va dieu hanh phien hop.

2. Nghien cuu vien chinh.............. trinh bay tom tat Bao cao nghiem thu de cuang nghien cuu 
thu nghiem lam sang.

3. Cac y kien nhan xet, dong gop cua thanh vien Hoi dong:

3.1. Chuyen gia nhan xet 1:................

3.2. Chuyen gia nhan xet 2:..............

3.3. Cac y kien cua thanh vien khac
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4. Y kien cua Chuyen gia tu- van doc lap

5. Y kien cua Nghien cihi vien chinh, nha tai tra

6. Cac khach moi roi khoi phong hop, Hoi dong thao luan ve nghien ciru

7. Hoi dong tien hanh bo danh gia theo hinh thuc bo phieu:

- So phieu phat ra: phieu

- So phieu thu ve: phieu

- So phieu hop le: phieu

Ket qua bo phieu nghiem thu nghien ciiu:

- Dat, khong can sua chua

- Dat nhung can sura chua

- De nghi sua chua de xet duyet lai

- Khong dat

8. Ket luan cua Hoi dong:

Chap thuan nghiem thu/Chap thuan nghiem thu nhung can sua chua/De nghi sua chua de 
nghiem thu lai/Khong chap thuan nghiem thu doi voi nghien cuu.....

Nhung yeu cau sua chua, bo sung /Ly do khong chap thuan doi voi nghien cuu (neu co).

Thai han nghien cuu vien phai nop lai ho so cho Hoi dong (neu co yeu cau).

Cuoc hop ket thuc luc .... h .... ciing ngay.

Thu ky cuoc hop

Ho ten: Chu ky:

Chu toa cuoc hop

Ho ten: Chu ky:
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BOYTE CONG HOAXA HOI CHU NGHIA VIET NAM

BENH VIEN NHI TRUNG UONG Doc lap - Ty do - Hanh phuc
S6:........ /BVNTW-HDDD Ha Noi, ngay thang nam 20

GIAY CHUNG NHAN 
Ve viec hoan thanh nghien cun 

IRB - VN01037/IRB00011976/FWA00028418

Can cu Thong tusd................... cua Bd truangBd Y te Quy dinh viec thanh lap,
chuc nang, nhiem vu, quyen han cua Hoi ddng Dao due trong nghien cuu y sinh hoc;

Can cu Quyet dinh sd.... cua Giam doc Benh vien Nhi Trung uong ve 
viec Ban hanh Quy che to chuc vd hoqt ddng ddi vai Hdi ddng Dao due trong Nghien 
cuu Ysinh hoc cua Benh vien Nhi Trung uomg;

Can cu Quyet dinh so................. cua Giam doc Benh vien Nhi Trung uomg ve
viec kien toan Hdi ddng Dao due trong Nghien cuu Y sinh hoc cua Benh vien Nhi 
Trung uomg;

Can cu Bien ban so .... ngay .... cua Hdi ddng Dao due trong nghien cuu y sinh 
hoc Benh vien Nhi Trung uomg ve viec tham dinh ket qua nghien cuu vd hd sa hoan 

thien (neu cd),
Hoi dong dao dire trong nghien cun y sinh hoc Benh vien Nhi Trung irong 

chung nhan viec hoan thanh doi voi nghien ciru:
1. Ma nghien ciru (neu co):

2. Ten nghien ciru:

3. Giai doan nghien ciru (neu co):

4. Nghien ciru vien chinh:

5. To chuc chu tri:

6. Co quan phoi hop chinh:

7. Nha tai trq:

8. Dia diem nghien cuu:

9. Thoi gian nghien cuu:

10. Ten san pham/ky thuat/phuong phap nghien cuu:
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11. Lieu, phac do su dung san pham/ky thuat/phucmg phap trong nghien cuu:

12. Ket luan ciia Hoi dong dao due ve viec hoan thanh doi voi tung muc tieu 

trong de cuong nghien cuu:

Ngay chap thuan:

KT. GIAM DOC
PHO GIAM DOC

Phan Hirn Phuc
Chu tich Hoi dong dao due

Nai nhan:
- Chu nhiem de tai;
- Luu Vien DT&NC SKTE (05) 
- Van thu.
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DANH MUC TAI LIEU DVOC PHE DUYET■ • • •

(Kem theo Gidy chap nhan sd/BVNTW-HDDD ngay thang ndm 2024)

STT Tai lieu sura doi, bo sung Phien ban va Ngay

1.

2.

3.

4.

5.

6.

7. -1
J

8. J z

9.

10.
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