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^10 BO YTE Trang 2 tren 8
BENH VIEN NHI TRUNG UONG QTQL.NC2.5.1

Quy trinh tham dinh bao cao ket qua nghien cuu 12/3/2025

Lich sir thay doi tai lieu

Phien ban Ngay hieu lux Sira doi

1 12/03/2025 Ban mod

Phan phoi

Tat ca cac khoa, phong, vien, trung tam: 01 ban/ don vi

Ghi chu: Day la tai lieu da duac kiem sodt. Bdt cd tai lieu nao khong duac dong ddu cua benh vien
phdi duac kiem tra truac khi sit dung va can duac thong bao vai nhan vien phu trach. Luu hanh npi bo.



BO YTE Trang 3 tren 8
BENH VIENNHI TRUNG UONG QTQL.NC2.5.1

Quy trinh th&m dinh bao cao ket qua nghien cuu 12/3/2025

1. MUC DICH

- Nham tang cuang chat luong cac hoat dong nghien cuu khoa hoc tai benh 
vien

- Dam bao cac nghien cuu dugc thuc hien dung theo de cuang, hap dong 
duac ky ket, phap luat cua nha nude, quy dinh hien hanh va thong le quoc te 
khac ve nghien cuu khoa hoc.

2. PHAM VI AP DUNG

- Cac nghien cuu trien khai tai Benh vien Nhi Trung uong.

3. TRACH NHIEM

- Chu nhiem de tai/du an nghien cuu biet va thuc hien

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

- Ban Giam doc Benh vien

- Hoi dong dao due trong nghien cuu y sinh hoc

- Ban quan ly thu nghiem lam sang

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

- Lanh dao khoa phdng/trung tam thuc hien nghien cuu.

5. KHAI NIEM/DINH NGHIA/THUAT NGU’/ - VIET TAT • • •
5.1. Dinh nghia

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

5.2. Viet tat

BYT: Bo Y te

HDDD: Hoi dong Dao due

NC: Nghien cuu

TNLS: Thu nghiem lam sang

Ghi chu: Day la tai lieu da duac kiem sodt. Bat cu tai lieu nao khong duac dong ddu cila benh vien
phai duac kiem tra truac khi sir dung va can duac thong bao vai nhan vien phu trach. Luu hanh npi bp.
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Quy trinh tham dinh bao cao ket qua nghien cuu 12/3/2025

6. CAC bV6c thVc hien cua quy trinh

Ghi chu: Day la 
phai duac kiem tra

Lun do
Mo ta, 

tai lieu lien quan
Trach nhiem

X 1. Nhom nghien cuu \ 
nop ho so de nghi 

i tham dinh bao cao ket 
qua NC

- Nhom NC chuan bi bo ho so de 
nghi tham dinh bao cao ket qua 
nghien cuu. Ho so gom:
1) Don de nghi 
(BM1/QTQL.NC2.5.1)
2) Mau bao cao ket qua nghien 
cuu: BM2.01/QTQL.NC2.5.1 ap 
dung cho nghien cuu thu thuoc 
tren lam sang; 
BM2.02/QTQL.NC2.5 ap dung 
cho NC TNLS ky thuat moi, 
phuong phap moi; 
BM2.03/QTQL.NC2.5.1 ap dung 
cho NC TNLS thiet bi y te; 
BM2.04/QTQL.NC2.5.1 danh 
cho cac loai de tai NC khac.

Nhom nghien 
cuu

- To thu ky thuc hien tiep nhan 
ho so

To thu ky

2. Tiep nhan ho so tham 
dinh

- To thu ky kiem tra tinh hop le 
trong 10 ngay lam viec va tra loi 
ho so co hop le/day du de thuc 
hien tham dinh qua email cho 
chu nhiem de tai. Thong bao bao 
gom nhung huong dan cu the cac 
noi dung bo sung ho so.
Ban nhan xet theo bieu mau 
BM3/QTQL.NC2.5.1
Voi cac ho so khong hop le, chu 
nhiem co 30 ngay de hoan thien. 
Sau thoi gian tren thu tuc se xem 
xet lai tu dau.

To thu ky

3. To thu ky nhan xet 
va danh gia bao cao

di lieu da duac kiem sodt. Bdt cu tai lieu nao khong duac dong dau cua benh vien 
truac khi sic dung va can dupe thong bao vai nhan vien phu trach. Luu hanh npi bp.
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Lira do
Mo ta, 

tai lieu lien quan
Trach nhiem

Ho so hop le se dugc chuyen den 
Hoi ddng tham dinh.

4. Tham dinh bao cao 
ket qua NC

- Ho so dugc to thu ky xac nhan 
du dieu kien ra tham dinh se 
dugc trinh Chu tich hoi ddng dao 
due.
- Chu tich Hdi ddng dao due 
quyet dinh thanh vien Hdi ddng 
va chuyen gia tham dinh.
Nhom thu ky to chuc hop tham 
dinh.
- Hdi ddng dao due Benh vien 
thuc hien tham dinh, danh gia 
khia canh dao due trong nghien 
cuu dinh ky tuan cudi/thang/lan.
- Nhom thu ky chuyen tai lieu 
cho cac thanh vien hdi ddng 
truoc 05 ngay truoc khi cuoc 
hop dien ra.
- Thanh vien Hdi ddng nhan xet 
bao cao ket qua NC theo bieu 
mlu BM4/QTQL.NC2.5.1;
- Nhom thu ky to chuc hgp tham 
dinh.
- Bien ban hop theo bieu mau 
BM5/QTQL.NC2.5.1

HDDD, 
nhom nghien 
cuu

- 07 ngay sau cuoc hgp, to thu ky 
se dua vao ket qua bd phieu de 
xuat vdi Chu tich HDDD ra 
quyet dinh ve ket qua tham dinh 
bao cao NC.
- Ket qua dat neu 2/3 thanh vien 
ddng y thong qua.

HDDD

5. Cong bo 

ket qua tham dinh

Ghi chu: Day la tai lieu da duac kiem sodt. Bat cu tai lieu nao khong duac ddng ddu cua benh vien
phai duac kiem tra truac khi sir dung va can duac thong bao vdi nhan vien phu trach. Luu hanh npi bp.
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Lun do
M6 ta, 

tai lieu lien quan
Trach nhiem

N6u thanh vien hoi dong yeu cau 
chinh sua thi nhom nghien cuu 
phai nop lai sau 7 ngay ke tu khi 
co ket qua tham dinh cua hoi 
d6ng. Thu ky hoi dong ra quyet 
dinh xac nhan sau 5 ngay sau khi 
nhan dugc ban chinh sua cua 
nhom nghien cuu.
- Giay chung nhan bao cao ket 
qua NC theo bieu mau 
BM6/QTQL.NC2.5.1
Giay chap thuan co 05 ban: 02 
ban gui nhom nghien cuu, 03 
ban luu van phong HDDD.
- Thong bao chap thuan co dieu 
kien theo bieu mau 
BM7/QTQL.NC2.5.1
- Thong bao khong chap thuan 
theo bieu mau 
BM8/QTQL.NC2.5.1

^^CLuu tru ho Ho so nghien cuu dugc to thu ky 
luu tai van phong HDDD

To thu ky

7. BIEU MAU, HUdNG DAN CONG VIEC

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

1 Don de nghi tham dinh bao cao ket qua nghien 
cuu

BM1/QTQL.NC2.5.1

2 Bao cao viec tuan thu khia canh dao due trong 
nghien cuu danh cho nghien cuu thu thuoc

BM2.01/QTQL.NC2.5.1

Ghi chu: Day la tai lieu da duac kiSm sodt. Bdt cu tai lieu nao khong duac dong dau cua benh vien
phai duac kiem tra truac khi sir dung va can duac thong bao vai nhan vien phu trach. Luu hanh npi bp.
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8. HO SO

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

tren lam sang

3 Bao cao viec tuan thu khia canh dao due trong 
nghien cuu danh cho nghien cuu thu nghiem 
lam sang ky thuat moi, phuong phap moi

BM2.02/QTQL.NC2.5.1

4 Bao cao viec tuan thu khia canh dao due trong 
nghien cuu danh cho nghien cuu thu nghiem 
lam sang thiet bi y te

BM2.03/QTQL.NC2.5.1

5 Bao cao viec tuan thu khia canh dao due trong 
nghien cuu danh cho cac loai de tai nghien 
cuu khac

BM2.04/QTQL.NC2.5.1

6 Phieu nhan xet bao cao ket qua nghien cuu 
(danh cho To thu ky)

BM3/QTQL.NC2.5.1

7 Phieu nhan xet bao cao ket qua nghien cuu 
(danh cho thanh vien Hoi dong tham dinh)

BM4/QTQL.NC2.5.1

8 Bien ban hop tham dinh bao cao ket qua 
nghien cuu

BM5/QTQL.NC2.5.1

9 Giay chung nhan bao cao ket qua nghien cuu BM6/QTQL.NC2.5.1

10 Thong bao chap thuan co diSu kien BM7/QTQL.NC2.5.1

11 Thong bao khong chap thuan BM8/QTQL.NC2.5.1

TT Ten ho so Noi luu
Thdi gian 

luu
Phuong 
phap luu

Phuong 
phap huy

1 Don de nghi tham dinh 
bao cao ket qua nghien 
cuu

VP 
HDDD 05 nam Ban cung Cat xen2 Bao cao viec tuan thu 

khia canh dao due trong 
nghien cuu

3 Phieu nhan xet bao cao 
ket qua nghien cuu

Ghi chu: Day la tai lieu da duac kiem sodt. Bdt cu tai lieu nao khong duac ddng ddu cua benh vien
phai duac kiem tra truac khi su dung va can duac thong bao vdi nhan vien phu trach. Luu hanh npi bp.
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TAI LIEU THAM KHAO

TT Ten ho so Noi luu
Thoi gian 

luu
Phuong 
phap luu

Phuong 
phap huy

(danh cho To thu ky)

4 Phieu nhan xet bao cao 
ket qua nghien cuu 
(danh cho thanh vien 
Hoi dong tham dinh)

5 Bien ban hop tham dinh 
bao cao ket qua nghien 
cuu

6 Giay chung nhan bao 
cao ket qua nghien cuu

7 Thong bao chap thuan 
co dieu kien

8 Thong bao khong chap 
thuan

1. Thong tu so 43/TT-BYT ngay 12/12/2024 cua Bo Y te ve viec ban hanh 
Quy dinh viec thanh lap, chuc nang, nhiem vu va quyen han ciia Hoi dong 
dao due trong nghien cuu y sinh hoc.

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

3. Nghi dinh so 96/2023/ND-CP ngay 30 thang 12 nam 2023 cua Chinh phu 

Quy dinh chi tiet mot so dieu cua Luat Kham benh, chua benh.

Ghi chu: Day la tai lieu da duac kiem sodt. Bdt cir tai lieu nao khong duac dong dau ciia benh vien
phdi duac kiem tra truac khi su dung va can duac thong bao vdi nhan vien phu trdch. Luu hanh npi bp.



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

DON DE NGHI 
tham dinh bao cao ket qua nghien cuu

Kinh gui: Hoi dong dao due trong Nghien cuu Y sinh hoc

Benh vien Nhi Trung uong

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. Co quan phoi hup chinh:
7. Nha tai trg:
8. Dia diem nghien cuu:
9. Then gian nghien cuu:
10. Ten san pham/ky thuat/phuong phap nghien cuu (neu ap dung):
11. Lidu, phac dd su dung san pham/ky thuat/phuong phap trong nghien cuu (neu ap 
dung):
12. Ho so gui kem bao gom:

- Bao cao ket qua nghien cuu (BM2/QTQL.NC2.5.1).
Thay mat nhom nghien cuu, toi xin Hoi dong dao due trong Nghien cuu Y sinh 

hoc cua Benh vien Nhi Trung uong tien hanh tham dinh bao cao ket qua nghien cuu.

Ha Noi, ngay thang nam20...
Nghien cuu vien chinh

(Ky va ghi rd ho ten)

BM1/QTQL.NC2.5.1 Trang 1 tren 1 12/03/2025



BAO CAO TOAN VAN KET QUA NGHIEN CUU 
THU* THUOC TREN LAM SANG

Trang bla 1

BENH VIEN NHI TRUNG UONG

BAO CAO

KET QUA NGHIEN CUU THU* THUOC TREN LAM SANG

Ten nghien ciiu:

Nghien cuu vien chinh:

Ca sa thii thuoc tren lam sang:

Cap quan ly:

Thai gian thuc hien: tir thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien nghien 
cuu .................. trieu dong

Nam 20

Trang tieu de

BAO CAO

KET QUA NGHIEN CUV THU* THUOC TREN LAM SANG

1. Ten nghien cuu

2. Ten thuoc dung trong nghien cuu

3. Noi dung nghien cuu (neu ten nghien cuu chua the hien, md ta ngSn gon (1-2 cau) 
ve thiet ke, each so sanh, thai gian dung thuoc, lieu va quan the benh nhan..

4. Ten td chuc, ca nhan cd thudc thu tren lam sang
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5. Ma so nghien cuu

6. Giai doan nghien curu.

7. Ngay bat dau nghien cuu

8. Ngay ket thuc nghien cuu

9. Ten va chuc danh cua nghien cuu vien chinh

10. Ten giam sat vien.

11 .Cam ket nghien cuu tuan thu theo GCP.

12. Ngay bao cao

Trang 3 BANG TOM TAT NGHIEN CUU

Trang 4 NHUNG CHU* VIET TAT

Trang 5 MUC LUC

CAC NOI DUNG CAN CO TRONG BAO CAO TONG KET

1. Dat van de

2. Muc tieu nghien cuu

3. Ke hoach nghien cuu

3.1. Ke hoach va thiet ke nghien cuu

3.2. Ban luan ve thiet ke nghien cuu, viec chon doi chung

3.3. Lua chon doi tugng (quan the) nghien cuu (tieu chuan lua chon, tieu chuan loai 
tru)

3.4. Thuoc nghien cuu

3.5. Mo ta phuong phap bao dam chat lugng du lieu

3.6. Phuong phap thong ke da neu trong de cuang va xac dinh co mau

3.7. Nhung thay doi khi thuc hien nghien cuu va phan tich theo k£ hoach nghien cuu.

4. Doi tugng tham gia nghien cuu (benh nhan/nguoi tinh nguyen)

BM2.01/QTQL.NC2.5.1 Trang 2 tren 5 12/3./2025



4.1. Tinh hinh nguai benh tham gia nghien cuu

Can co noi dung ve:

- S6 phieu dong thuan tham gia nghien cuu dugc ky ket.

- S6 nguai benh nit khdi nghien cuu truac thdi gian ket thuc nghien cuu, nguyen 
nhan.

- Viec thuc hien chi tra bao hiem va cac thoa thuan boi thuang khi chan thuang/ 
khuydt tat/ tu vong theo diing de cuong dugc phe duyet.

4.2. Nhung sai so so vdi de cuong

5. Viec bao mat thong tin ngudi benh va luu tru so lieu.

6. Ban quyen ve tac gia va so lieu.

7 . Danh gia hieu qua

7.1. Du lieu phan tich

Phai xac dinh chinh xac nhung benh nhan dugc dung trong phan tich hieu qua, va 
nhung trudng hgp loai tru, ly do.

7.2. Dac diem ve nhan chung hgc va cac dac diem co ban khac Lap bang tom tat cac 
dac diem nhan chung hoc cua tung benh nhan

7.3. Xac dinh su phu hgp cua thuoc

Tom tat va phan tich bat ky mot ket qua nao danh gia su phu hgp cua tung benh nhan 
vdi che do lieu dung trong nghien cuu nhu nong do thuoc trong dich sinh hgc theo thdi 
gian.

7.4. Hieu qua dieu tri va bang so lieu tung benh nhan

a) Phan tich hieu qua

b) Phan tich/thdng ke

c) Lap bang so lieu dap ung cua tung benh nhan

d) Lieu thuoc, nong do thuoc va moi quan he vdi dap ung

d) Tuang tac thuoc - thuoc, thuoc - benh

e) Trinh bay so lieu cua tung benh nhan

g) Ket luan ve hieu qua

8. Danh gia an toan

Phan tich so lieu lien quan den do an toan dugc xem xet d 3 muc:
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- Muc do phoi nhiem (lieu, thai gian dung thuoc, sd luong benh nhan) cdn kidm tra dd 
xac dinh muc an toan cua nghien ciiu.

- Cac bien co bat loi can quan tarn, cac yeu to anh huong den tan suit ciia bidn cd bdt 
loi.

- Cac bien co bat loi nghiem trong bat ke co lien quan den thuoc nghien ciiu hay 
khong.

9. Miic do phoi nhiem

Miic do phoi nhiem vdi thuoc nghien ciiu, thuoc ddi chiing hay placebo can duqc danh 
gia theo so luong benh nhan da dung thuoc, khoang thdi gian dung thuoc va miic lieu 
su dung.

10. Bidn cd bat loi (AE)

Tom tit vd AE

Trinh bay cac AE

Phan tich cac AE

Liet ke AE theo benh nhan

11. Tii vong va cac bien cd bat loi nghiem trong (SAE)

Danh sach tii vong va cac SAE

Tuong trinh truong hop tii vong, SAE

Phan tich va thao luan ve tii vong, cac SAE

10. Danh gia xet nghiem

Liet ke gia tri xet nghiem ciia tung benh nhan (phu luc) va cac gia tri bat thuang.

Danh gia tung thong so xet nghiem

12. Nhung dau hieu song, nhung bieu hien sinh ly va nhung quan sat khac lien quan 
ddn do an toan.

Phan tich nhung dau hieu song, bieu hien ve sinh ly va nhung thay ddi quan sat duqc.

13. Ket luan do an toan

Tong ket ve do an toan ciia thuoc, dac bidt chu y den su thay ddi do lieu dung, nhung 
AE dan den ngung dung thuoc, phai cd can thidp y te hay tu vong...

14. Ban luan va Ket luan
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Danh gia chung ve hieu qua va an toan cua thuoc, moi tuang quan gitra lai ich va nguy 
co.

15. Bang, bieu do, do thi co lien quan

16. Danh muc tai lieu tham khao

17. Phu luc: Liet ke danh muc phu luc co trong bao cao.
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BAO CAO TOAN VAN KET QUA NGHIEN CUT THU NGHIEM 
LAM SANG KY THUAT MOI, PHUONG PHAP MOI

Trang bia 1

BENH VIEN NHI TRUNG UONG

BAO CAO
KET QUA NGHIEN CUU THU* NGHIEM LAM SANG KY THUAT MCI, 

PHUONG PHAP MCI TRONG KHAM BENH, CHUA BENH

Ten nghien cuu:

Ten ky thuat moi, phuong phap moi dupe thu nghiem:

Phan loai nhom nguy co:

Nghien cuu vien chinh:

Co so nhan thu nghiem lam sang ky thuat moi, phuong phap moi

Cap quan ly:

Thai gian thuc hien: tir thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien nghien cuu..................  trieu dong

Nam 20...

Trang tieu de

BAO CAO
KET QUA NGHIEN CUU THU NGHIEM LAM SANG KY THUAT Mdl, 

PHUONG PHAP MCI TRONG KHAM BENH, CHUA BENH

Ten nghien cuu:

Ten ky thuat moi, phuong phap moi dupe thu nghiem:

Npi dung nghien cuu (neu ten nghien cuu chua the hien, mo ta ngan gon (1-2 cau) ve 
thiet ke, each so sanh, phuong phap su dung va quan the nguai benh).

Ten nha tai trp:

Ten to chuc/ca nhan co ky thuat moi, phuong phap moi:

Ma so nghien cuu:

Phan loai nhom nguy co:

Giai doan thu nghiem lam sang:
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Ngay bat dau nghien cuu:

Ngay ket thuc nghien cuu:

Ten va chuc danh cua nghien cuu vien chinh:

Ten ngudi giam sat cua nha tai trg/td chuc/ca nhan co ky thuat moi, phuong phap moi: 

Cam ket nghien cuu tuan thu theo thuc hanh tot thu lam sang (GCP).

Ngay bao cao:

Trang 3 BANG TOM TAT NGHIEN CUV

Trang 4 NHUNG CHU* VIET TAT

Trang 5 MUC LUC

CAC NOI DUNG CAN CO TRONG BAO CAO KET QUA NGHIEN CU*U

1. Dat van de (Gidi thieu nghien cuu)

2. Muc tieu nghien cuu

3. Ke hoach nghien cuu

3.1 .Ke hoach va thiet ke nghien cuu

3.2. Ban luan ve thiet ke nghien cuu, viec chon doi chung

3.3. Lua chon doi tugng (quan the) nghien cuu (tieu chuan lua chon, tieu chuan loai 
trir, loai bo ngudi benh ra khdi dieu tri hoac thu nghiem)

3.4. Ky thuat moi, phuang phap moi dung trong nghien cuu

3.5. Md ta phuang phap bao dam chat lugng du lieu

3.6. Phuong phap thong ke da neu trong de cuang va xac dinh cd mau

3.7. Nhung thay ddi khi thuc hien nghien cuu va phan tich theo ke hoach.

4. Ngudi tham gia nghien cuu (ngudi benh/ngudi tinh nguyen)

4.1. Tinh hinh ngudi benh tham gia nghien cuu

Can co noi dung ve:

- So phieu ddng thuan tham gia nghien cuu dugc ky ket.

- So ngudi benh nit khdi nghien cuu truac thdi gian ket thuc nghien cuu, nguyen 
nhan.

- Viec thuc hien chi tra bao hiem va cac thda thuan bdi thudng khi chan thuang/ 
khuyet tat/ tu vong theo dung de cuang dugc phe duyet.

4.2. Nhung sai so so vdi de cuang
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5. Viec bao mat thong tin nguai benh va luu tru sd lieu.

6. Ban quyen ve tac gia va so lieu.

7 . Danh gia hieu qua

7.1. Du lieu phan tich

Phai xac dinh chinh xac nhung nguai benh duqc dung trong phan tich hieu qua va 
nhung truang hop loai tru, ly do.

7.2. Dac diem ve nhan chung hoc va cac dac diem ca ban khac

Lap bang tom tat cac dac diem nhan chung hoc cua tung nguai benh

7.3. Xac dinh su phu hop ciia ky thuat mai/phuang phap mdi

Tom tat va phan tich bat ky mot ket qua nao danh gia su phu hop ciia tung nguai benh 
vai ky thuat/phuang phap mdi duqc thii nghiem.

7.4. Hieu qua dieu tri va bang so lieu tung nguai benh

Phan tich hieu qua

Phan tich/thdng ke

Lap bang sd lieu dap ling ciia tung nguai benh

Quy trinh ky thuat/phuang phap, lieu dung (truang hap ky thuat mdi, phuang phap 
mdi cd sii dung san pham) va moi quan he vdi dap ling tri lieu.

Trinh bay sd lieu cua tung ngudi benh

Ket luan ve hieu qua

8. Danh gia an toan

Phan tich so lieu lien quan den do an toan duqc xem xet d 3 miic:

- Miic do phai nhiem () can kiem tra de xac dinh miic an toan cua nghien ciiu.

- Nhung bien co bat Iqi thuang gap han va nhung xet nghiem hay thay ddi can duqc 
xac dinh, cung nhu cac yeu to anh hudng den tan suat ciia bien cd khong mong muon.

- Nhung bien cd bat Iqi nghiem trong, bien cd khong mong muon dang ke, thuang xay 
ra d nhung ngudi tham gia/ngudi benh phai nit khdi nghien ciiu truac thai han, hoac 
nhung ngudi tham gia/ngudi benh tii vong, bat ke bien cd bat Iqi nghiem trong do cd 
lien quan ddn ky thuat, phuang phap hay khong.

9. Miic do phai nhiem

Miic do phai nhiem can duqc danh gia theo so luong ngudi benh da duqc thuc hien ky 
thuat mdi/phuang phap mdi, khoang thdi gian thuc hien va miic do lieu dung (truang 
hap ky thuat mdi, phuang phap mdi cd sii dung san pham).

10. Su cd khong mong muon (AE)

Tom tat ve AE

Trinh bay cac AE

Phan tich cac AE

Liet ke AE theo ngudi benh
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11. Truong hop tu vong va cac AE nghiem trong khac

Danh sach tu vong va cac SAE, AE nghiem trong

Tuong trinh truong hop tu vong, SAE, AE nghiem trong va nhung bieu hien AE khac

Phan tich va thao luan ve tu vong, SAE, cac AE nghiem trong khac

12. Danh gia xet nghiem

Liet ke gia tri xet nghiem cua tung ngubi benh (phu luc) va cac gia tri bat thuong.

Danh gia tung thong so xet nghiem.

13. Nhung dau hieu song, nhung bieu hien sinh ly va nhung quan sat khac lien quan 
den do an toan

Phan tich nhung dau hieu song, bieu hien ve sinh ly va nhung thay ddi quan sat dugc.

14. Ket luan do an toan

Tong ket lai ve do an toan cua ky thuat moi/phuong phap moi, dac biet chu y den su 
thay doi do lieu dung (truong hop ky thuat moi, phuong phap moi co su dung san 
pham), nhung AE dan den ngung su dung ky thuat/phuong phap, phai co can thiep y te 
hay tu vong...

15. Ban luan va ket luan

Danh gia ve hieu qua va an toan cua ky thuat moi/phuong phap moi, moi tuong quan 
giua loi ich va nguy co.

16. Bang, bieu do, do thi co lien quan

17. Danh muc tai lieu tham khao

18. Phu luc

Liet ke danh muc phu luc co trong bao cao.
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BAO CAO KET QUA THU* NGHIEM LAM SANG THIET BI Y TE

Trang bla 1

BENH VIEN NHI TRUNG UONG

BAO CAO
KET QUA THU NGHIEM LAM SANG THIET BI Y TE

Ten nghien cuu:

Phan loai nhom nguy cor:

Ma so nghien cuu (neu co):

Giai doan nghien cuu:

Nghien cuu vien chinh:

Co so nhan thu nghiem lam sang thiet bi y te:

To chuc/ca nhan co TBYT phai TNLS:

Nha tai trg:

Cap quan ly:

Thai gian thuc hien: tu thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien nghien cuu............ trieu dong

Nam

Trang tieu de

BENH VIEN NHI TRUNG UONG

BAO CAO
KET QUA THU NGHIEM LAM SANG THIET BI Y TE

Ten nghien cuu:

Nghien cuu vien chinh:

BM2.03/QTQL.NC2.5.1 Trang 1 tren 6 12/3/2025



Ca sa nhan thu nghiem lam sang thiet bi y te:

To chuc/ca nhan co TBYT phai TNLS:

Nha tai tra:

Cap quan ly:

Ma so nghien cuu (neu co):

Thai gian thuc hien: tir thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien de tai................................................. trieu dbng

Nam.........

Trang 3

BAO CAO
KET QUA THU1 NGHIEM LAM SANG THIET BI Y TE

1. Ten nghien cuu:

2. Ten thiet bi yte:

3. Nghien cuu vien chinh:

4. Ca sa nhan thii nghiem lam sang thiet bi y te:

5. To chiic, ca nhan co TBYT phai TNLS:

6. Giai doan nghien ciiu:

7. Ca quan quan ly nghien ciiu:

8. Thu ky de tai (neu co):

9. Cac diem nghien ciiu

(a) Diem nghien ciiu 1

- Dia diem:

- Nghien ciiu vien chinh:

(b) Diem nghien ciiu 2

- Dia diem:

- Nghien ciiu vien chinh:

(c)
10. Thai gian thuc hien de tai tir thang ... nam ... den thang ... nam ...

11. Ten giam sat vien

12. Cam ket tuan thii GCP

13. Ngay bao cao
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Trang 4

NHUNG CHLT VIET TAT

MUCLUC

Ph&n A. Tom tit cac ket qua nghien cuu

Ph£n B. Noi dung bao cao chi tiet kit qua nghien cuu

1. Dat van dd:

1.1. Tom luge nhung nghien cuu trong va ngoai nude lien quan

1.2. Tinh cap thidt ciia nghien cuu

1.3. Gia thidt nghien cuu

1.4. Muc tieu nghien cuu

2. Tdng quan nghien cuu:

2.1. Tinh hinh nghien cuu ngoai nude cd lien quan

2.2. Tinh hinh nghien cuu trong nude cd lien quan

3. Ddi tugng va phuong phap nghien cuu:

3.1. Thiet ke nghien cuu.

3.2. Chgn mau, cd mau va ddi tugng nghien cuu.

3.3. Phuong phap nghien cuu.

3.3.1. Chi tieu nghien curu.

3.3.2. Phuong phap xac dinh cac chi tieu nghien cuu.

3.3.3. Cac cong cu nghien cuu cu thi

3.4. Phuong phap xu ly so lieu.

4. Ket qua nghien cuu:
4.1. Md ta ngin gon thidt bi y td nghien cuu bao gdm churc nang du dinh, loai thiet bi, 
cong nghd, dac diem, phuong phap su dung.

4.2. Phan tich tai lieu va du lieu da lua chgn, thuan Igi va khong thuan Igi.
4.3. Danh gia vi cac rui ro, nguy hidm lien ddi va cac bien phap an toan thich hgp cho 
ngudi benh, nhan vien y te.

4.4. Cac danh gia ve yeu to van hoa, dia ly, nhan khau hoc (vi du: do tuoi, dan toe, gidi 
tinh...).

4.5. Cac phuong thuc su dung tuong duong cua thiet bi tren cung tieu chuan an toan 
va cac can nhac ve yeu to dao due.

4.6. Tom luge ve tinh trang sue khoe cua ngudi tham gia nghien cuu cd bi anh hudng 
nhu the nao.
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5. Ban luan:

6. Ket luan va kien nghi:

7. Tai lieu tham khao:

8. Phu luc (neu cd):....

CAC NOI DUNG CAN CO TRONG BAO CAO KET QUA NGHIEN CUU

1. Dat van de (Giai thieu nghien cuu)

2. Muc tieu nghien curu.

3. Ke hoach nghien cuu

3.1. Ke hoach va thiet ke nghien cuu
3.2. Ban luan ve thiit kg nghien cuu, viec chon ddi chung

3.3. Lua chon doi tugng (quan the) nghien cuu (tieu chuan lua chon, tieu chuin loai 
trir, loai bo ngudi benh ra khdi dieu tri hoac nghien cuu)

3.4. Thiet bi y te nghien cuu thu nghiem lam sang, cac thiet bi/ky thuat/phuong 
phap/phac dd/thudc/san phim dung kem

3.5. Md ta phuang phap bao dam chit lugng du lieu

3.6. Phuang phap thong ke da neu trong di cuang va xac dinh ca mau

3.7. Nhung thay doi khi thuc hien nghien cuu va phan tich theo ke hoach.

4. Ngudi tham gia nghien cuu (ngudi benh/ngudi tinh nguyen)

4.1. Tinh hinh ngudi benh tham gia nghien cuu
Cin cd noi dung vi:

- Sb phieu dong thuan tham gia nghien cuu dugc ky ket.

- So ngudi benh nit khdi nghien cuu truac thdi gian ket thuc nghien cuu, nguyen 
nhan.

- Viec thuc hien chi tra bao hiem va cac thda thuan bdi thudng khi chan thuang/ 
khuyit tat/ tu vong theo dung de cuang dugc phe duyet.

4.2. Nhung sai so so vdi de cuang

5. Viec bao mat thong tin ngudi benh va luu tru so lieu.

6. Ban quyen vi tac gia va so lieu.

7 . Danh gia hieu qua

7.1. Du lieu phan tich

Phai xac dinh chinh xac nhung ngudi benh/ddi tugng dugc dung trong phan tich hieu 
qua va nhung truong hgp loai trir, ly do.

7.2. Dac diem ve nhan chung hoc va cac dac diem co ban khac

Lap bang tom tat cac dac diem nhan chung hoc cua tung ngudi benh
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7.3. Xac dinh sir phu hop cua thiet bi y tS thii nghiem lam sang

Tom tit va phan tich bat ky mot ket qua nao danh gia su phu hop ciia tung 
ngubi benh/ngubi tham gia voi thiet bi y te duqc thii nghiem.

7.4. Hieu qua di6u tri va bang so lieu tung nguai benh

Phan tich hieu qua.

Phan tich/thfing ke.

Lap bang sd lieu dap ling ciia tung nguai benh.

Phuang thiic sii dung thiet bi y te thii nghiem; cac quy trinh ky thuat, lieu dung, each 
dung ciia cac ky thuat/phuang phap/phac do/thuoc/san pham dung kem va moi quan he 
vai dap ling tri lieu.

Trinh bay so lieu ciia tung nguai benh.

Ket luan ve hieu qua.

8. Danh gia an toan

Phan tich so lieu lien quan den do an toan duqc xem xet a 3 miic:

- Miic do phai nhiSm () can kiSm tra de xac dinh miic an toan ciia nghien ciiu.

- Nhung bien co bat Iqi thuang gap han va nhung xet nghiem hay thay doi can duqc 
xac dinh, cung nhu cac yeu to anh huang den tan suat ciia bien co khong mong muon.

- Nhung bien cd bat Iqi nghiem trong, bien co khong mong muon dang ke, thuang xay 
ra a nhung nguai tham gia/ngubi benh phai nit khoi nghien ciiu truac thai han, hoac 
nhung nguai tham gia/nguai benh tii vong, bat kS bien co bat Iqi nghiem trong do co 
lien quan den thiet bi y te hay khong.

9. Miic do phai nhidm
Miic do phai nhi£m cin duqc danh gia theo sd luong ngubi benh da duqc sii dung 
thiet bi y te, khoang thbi gian thuc hien.

10. Su cb khong mong muon (AE)
- Tom tit vS AE.

- Trinh bay cac AE.

- Phan tich cac AE.

- Liet ke AE theo ngubi benh/ngubi tham gia.

11. Truang hqp tii vong va cac AE nghiem trong khac

- Danh sach tii vong va cac SAE, AE nghiem trong.

- Tuong trinh truang hqp tii vong, SAE, AE nghiem trong va nhung bieu hien AE 
khac.

- Phan tich va thao luan ve tii vong, SAE, cac AE nghiem trong khac.

12. Danh gia xet nghiem

- Liet ke gia tri xet nghiem ciia tirng ngubi benh/ngubi tham gia (phu luc) va cac gia tri 
bat thubng.
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- Danh gia tung thong so xet nghiem.

13. Nhung dau hieu song, nhung bieu hien sinh ly va nhung quan sat khac lien quan 
den do an toan

Phan tich nhung dau hieu song, bieu hien ve sinh ly va nhung thay ddi quan sat dugc.

14. Ket luan do an toan

Tong ket lai ve do an toan cua thiet bi y te, su thay ddi do lidu dung (truong hop thidt 
bi y te co su dung san pham), nhung AE dan den ngung su dung thidt bi y td, phai cd 
can thidp y td hay tu vong...

15. Ban luan va ket luan

Danh gia ve hieu qua va an toan cua thidt bi y td dua ra thu nghiem lam sang, moi 
tuong quan giua Igi ich va nguy co.

16. Bang, bieu do, do thi cd lien quan
17. Danh muc tai lieu tham khao
18. Phu luc: Liet ke danh muc phu luc cd trong bao cao
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BAO CAO TOAN VAN KET QUA NGHIEN CUT 
DANH CHO CAC DE TAI KHAC

Trang bia 1

BENH VIEN NHI TRUNG UONG

BAO CAO
KET QUA NGHIEN CUU

Ten nghien cuu:

Phan loai nhom nguy co:

Ma so nghien cuu (neu co):

Giai doan nghien cuu:

Nghien cuu vien chinh:

Nha tai trg:

Cap quan ly:

Thai gian thuc hien: ttr thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien nghien cuu............ trieu dong

Nam

Trang tieu de

BENH VIEN NHI TRUNG UONG

BAO CAO
KET QUA NGHIEN CUU

Ten nghien cuu:

Nghien cuu vien chinh:

Trung tam/Khoa phong nhan thuc hien:

Nha tai trg:
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Cap quan ly:

Ma so nghien cuu (neu co):

Thai gian thuc hien: tir thang ... nam ... den thang ... nam ...

Tong kinh phi thuc hien de tai................................................. trieu ddng

Nam.........

Trang 3

BAO CAO
KET QUA NGHIEN CUT....

1. Ten nghien cuu:

2. Nghien cuu vien chinh:

4. Trung tam/khoa phong thuc hien:

5. To chuc, ca nhan co TBYT phai TNLS:

6. Giai doan nghien cuu:

7. Ca quan quan ly nghien cuu: Benh vien Nhi Trung uong

8. Thu ky de tai (neu co):

9. Cac diem nghien cuu

(a) Diem nghien cuu 1

- Dia diem:

- Nghien cuu vien chinh:

(b) Diem nghien cuu 2

- Dia diem:

- Nghien cuu vien chinh:

(c)
10. Thai gian thuc hien de tai tir thang ... nam ... den thang ... nam ...

11. Ten giam sat vien

12. Cam k6t tuan thu GCP

13. Ngay bao cao

Trang 4

NHUNG CHU' VIET TAT
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MUCLUC

Ph^n A. Tom tat cac ket qua nghien cuu

Ph£n B. Noi dung bao cao chi tiet ket qua nghien cuu

1. Dat van de:

1.1. Tom luge nhung nghien cuu trong va ngoai nude lien quan

1.2. Tinh cip thiet cua nghien cuu

1.3. Gia thiet nghien cuu

1.4. Muc tieu nghien cuu

2. Tong quan nghien cuu:

2.1. Tinh hinh nghien cuu ngoai nude cd lien quan

2.2. Tinh hinh nghien cuu trong nude cd lien quan

3. Doi tuong va phuang phap nghien cuu:

3.1. Thiet ke nghien cuu.

3.2. Chon mau, cd mau va ddi tuong nghien cuu.

3.3. Phuang phap nghien cuu.

3.3.1. Chi tieu nghien cuu.

3.3.2. Phuang phap xac dinh cac chi tieu nghien ciiu.

3.3.3. Cac edng cu nghien ciiu cu the.

3.4. Phuang phap xii ly so lieu.

4. Ket qua nghien ciiu:

4.1. Md ta ngan gon thiet bi y te nghien ciiu bao gdm chiic nang du dinh, loai thiet bi, 
edng nghe, dac diem, phuang phap sii dung.

4.2. Phan tich tai lieu va du lieu da lua chon, thuan loi va khong thuan lai.

4.3. Danh gia ve cac rui ro, nguy hiem lien ddi va cac bien phap an toan thich hop cho 
ngudi benh, nhan vien y te.

4.4. Cac danh gia ve yeu to van hda, dia ly, nhan khau hoc (vi du: do tudi, dan toe, gidi 
tinh...).

4.5. Cac phuang thiic su dung tuong duang cua thiet bi tren cung tieu chuan an toan 
va cac can nhac ve yeu to dao diic.

4.6. Tom luge ve tinh trang siic khoe cua ngudi tham gia nghien ciiu cd bi anh hudng 
nhu the nao.

5. Ban luan:

6. Ket luan va kien nghi:

7. Tai lieu tham khao:

8. Phu luc (neu co):....
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CAC NOI DUNG CAN CO TRONG BAO CAO KET QUA NGHIEN CU*U

1. Dat van de (Gidi thieu nghien cuu)

2. Muc tieu nghien cuu.

3. K£ hoach nghien cuu

3.1. Ke hoach va thigt kg nghign cuu

3.2. Ban luan vg thigt kg nghign cuu, viec chon doi chung

3.3. Lua chon doi tugng (quan thg) nghign cuu (tigu chuan lua chon, tigu chuin loai 
tru, loai bo nguai benh ra khoi digu tri hoac nghign cuu)

3.4. Mo ta phuang phap bao dam chat luong du lieu

3.5. Phuang phap thong kg da ngu trong dg cuang va xac dinh ca mau

3.6. Nhung thay doi khi thuc hien nghign cum va phan tich theo kg hoach.

4. Nguai tham gia nghign cuu (nguai benh/nguai tinh nguyen)

4.1. Tinh hinh nguai benh tham gia nghign cuu

Can co noi dung vg:

- So phigu dong thuan tham gia nghign cuu dugc ky kgt.

- So nguai benh rut khoi nghign cuu truac thai gian kgt thuc nghign cuu, nguygn 
nhan.

- Viec thuc hien chi tra bao hiem va cac thoa thuan boi thuang khi chan thuang/ 
khuygt tat/ tu vong theo dung dg cuang dugc phg duyet.

4.2. Nhung sai so so vai dg cuang

5. Viec bao mat thong tin nguai benh va luu tru so lieu.

6. Ban quygn vg tac gia va so lieu.

7. Danh gia hieu qua

7.1. Du lieu phan tich

Phai xac dinh chinh xac nhung nguai benh/doi tugng dugc dung trong phan tich hieu 
qua va nhung truong hgp loai trir, ly do.

7.2. Dac digm vg nhan chung hoc va cac dac digm co ban khac

Lap bang tom tat cac dac digm nhan chung hoc cua tung nguai benh

7.3. Xac dinh su phu hgp phuang phap nghign cuu

Tom tat va phan tich bat ky mot kgt qua nao danh gia su phu hop cua tung 
nguai benh/nguai tham gia nghign cuu.

7.4. Hieu qua digu tri va bang so lieu tung nguai benh

Phan tich hieu qua.
Phan tfch/th6ng kg.
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Lap bang sd lieu dap ung cua tung nguai benh.

Phuong thuc su dung trong nghien cuu; cac quy trinh ky thuat, lieu dung, each dung 
cua cac ky thuat/phuong phap/phac dd/thudc/san pham dung kem va moi quan he vdi 
dap ung tri lieu.

Trinh bay so lieu cua tung nguai benh.

Ket luan ve hieu qua.

8. Danh gia an toan

Phan tich so lieu lien quan den do an toan dugc xem xet a 3 muc:

- Muc do phai nhiem () can kiem tra d6 xac dinh muc an toan cua nghien cuu.

- Nhung bien co bat Igi thuong gap hon va nhung xet nghiem hay thay doi can dugc 
xac dinh, cung nhu cac yeu to anh huang den tan suat cua bien co khong mong muon.

- Nhung bidn c6 bit Igi nghiem trgng, bidn co khong mong muon dang ke, thuang xay 
ra a nhung nguai tham gia/ngudi benh phai rut khdi nghien cuu truac thdi han, hoac 
nhung nguai tham gia/nguai benh tu vong, bat ke bien cd bat Igi nghiem trgng do cd 
lien quan den phuong phap cua nghien cuu khong.

9. Muc do phai nhiem

Muc dp phai nhiem can dugc danh gia theo so lugng ngudi benh da dugc su dung 
khoang thdi gian thuc hien.

10. Su cd khong mong muon (AE)

-Tom tat ve AE.

- Trinh bay cac AE.

- Phan tich cac AE.

- Liet ke AE theo ngudi benh/ngudi tham gia.

11. Truong hgp tu vong va cac AE nghiem trong khac

- Danh sach tu vong va cac SAE, AE nghiem trgng.

- Tuong trinh truong hgp tu vong, SAE, AE nghiem trong va nhung bidu hien AE 
khac.

- Phan tich va thao luan ve tu vong, SAE, cac AE nghiem trong khac.

12. Danh gia xet nghiem

- Liet ke gia tri xet nghiem cua tung ngudi benh/ngudi tham gia (phu luc) va cac gia tri 
bat thuong.

- Danh gia tung thong sd xet nghiem.

13. Nhung dau hieu song, nhung biSu hien sinh ly va nhung quan sat khac lien quan 
den dp an toan

Phan tich nhung dau hieu song, bieu hien ve sinh ly va nhung thay ddi quan sat dupe.

14. Ket luan dp an toan

Tong ket lai ve dp an toan cua phuong phap su dung trong nghien cuu.
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15. Ban luan va ket luan

Danh gia ve hieu qua va an toan cua phuang phap sii dung trong nghien cuu, mdi 
tuong quan giua loi ich va nguy co.

16. Bang, bi6u do, dd thi co lien quan
17. Danh muc tai lieu tham khao
18. Phu luc: Liet ke danh muc phu luc co trong bao cao
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BENH VIEN NHI TRUNG VONG 
HOI DONG DAO DEC TRONG 

NGHIEN ClTU Y SINH HOC

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

PHIEU NHAN XET BAO CAO KET QUA NGHIEN CU*U 
(danh cho To thu ky)

Ma nghien cuu:

Ten nghien cihi:

Thoi gian nghien cuu:

Nha tai tru:

Nghien cuu vien chinh:

A. KHIA CANH DAO DlfC TRONG NGHIEN CUU___________________
Tieu chi Diing Sai Khong 

ap dung
1.1 .So lugng mau thu thap du co mau toi thieu hoac/va khong vugt 

qua ke hoach theo de cuang
□ □

1.2. Xu tri bien co, bien co bat lai theo dung quy trinh □ □
1.3. Bao cao biin ci, bien ci bat lai theo dung thai gian va quy dinh □ □
1.4. Co thuc hien theo doi, giam sat doi tugng tham gia nghien cuu 
dung theo di cuang duac phe duyet □ □
1.5. Da thuc hien bao ve quyen tu quyet cua doi tugng tham gia nghien cuu 
(goi dien thoai cho gia dinh benh nhan de kiem tra, tdi thieu 5 truong hap)

□ □
1.6. Da thuc hien thuc hien dung viec cung cap cham soc y te khi tham gia, 
nit lui va sau nghien cuu □ □
1.7.Da thuc hien chi tra bao hiem va cac thoa thuan boi thuang khi 
chan thuang/ khuyit tat/ tu vong theo dung di cuang dugc phe duyet □ □
1.8. 100% cha me/nguai giam ho, doi tugng tham gia nghien cuu 
dugc cung cap day du thong tin ve NC va ky dong y cho tre tham gia, 
diing theo quy trinh.

□ □

1.9. Phieu ICF su dung dung theo de cuang da dugc phe duyet □ □
1.10.Thong tin cua nguai tham gia nghien cuu dugc bao mat diing theo 
cam ket □ □

1.11. Quyen tac gia thuc hien diing theo hgp dong/cam ket ban dau □ □
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B. CAC VAN DE KHAC
Tieu chi Co Khong

2. Cac van de khac
2.1 .Bao cao dinh ky day du
2.2. Gop y khac □ □

2
To thir ky nhan xet

Chirky Ho ten chirc danh Ngay ky
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BENH VIEN NHI TRUNG UONG 
HOI DONG DAO DLfC TRONG 

NGHIEN CUU Y SINH HOC

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

PHIEU NHAN XET BAO CAO KET QUA NGHIEN CUU 
(danh cho thanh vien Hoi dong tham dinh)

Ma nghien curu:

Ten nghien ciru:

A. KHIA CANH KHOA HOC CUA NGHIEN CU*U • •
Tieu chi Dung Sai Can chinh

sua
1. Tuan thu thiet ke nghien ciru

1.1 .Thuc hien dung phuong phap chon mau nghien cuu □ □ □
1.2. Chon dung doi tuong nghien cuu du tieu chuan lua chon □ □ □
1.3. Thuc hien dung quy trinh loai tru doi tuong nghien cuu
1.4. Co mau □ □ □
1.5. Nai thuc hien nghien cuu □ □ □
1.6. Thai gian nghien cuu □ □ □
1.7.Lua chon nhom doi chung □ □ □

2. Thu thap dir lieu va phan tich dir lieu
2.1.Tuan thu dung quy trinh SOP cua nghien cuu □ □ □
2.2. Quan ly du lieu va ho sa nghien cuu □ □ □

r r

2.3. Phan tich ket qua phu hop muc tieu nghien curu (neu co) □ □ □

B. KHIA CANH DAO DtfC TRONG NGHIEN CUU
3. Bao ve ddi tuong tham gia nghien cuu
3.1. Co thuc hien theo doi, giam sat ddi tuong tham gia nghien cuu dung 
theo de cuong dugc phe duyet □ □ □
3.2. Da thuc hien bao ve quyen tu quyet cua ddi tugng tham gia nghien cuu □ □ □
3.3. Da thuc hien thuc hien dung viec cung cdp cham sdc y te khi tham gia, nit 
lui va sau nghien cuu

□ □ □

3.4.Da thuc hien chi tra bao hiem va cac thda thuan bdi thuong khi chan 
thuong/ khuyet tat/ tu vong theo dung dd cuong dugc phe duyet □ □ □

C. CAC VAN DE KHAC
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Tieu chi Co Khong
4. Cac van de khac

4.1 .Loi chinh ta, ngu phap, dinh dang □ □
4.2. Bao cao dinh ky day du □ □
4.3. Hoan thanh cac thu tuc xin gia han dinh ky day du □ □
4.4.G6p y khac □ □

D. KET LUAN
- Ket qua nghien cuu duac thong qua chinh thuc khong can sua chua.

- Ket qua nghien cuu duqc thong qua chinh thuc va can sua chua theo gop y 
cua Hoi ddng.
- Khong dat yeu cAu, dl nghi viSt lai sau do t6 chuc danh gia lai.

Chuyen gia nhan xet
Chirky Hq ten chirc danh Ngay ky
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BENH VIEN NHI TRUNG UONG CONG HO A XA HOI CHU NGHIA VIET NAM
HOI DONG DAO DUC TRONG Doc lap - Ty do - Hanh phuc

NGHIEN CtTU Y SINH HOC

BIEN BAN

Hop tham djnh bao cao ket qua nghien ciru

Hoi d6ng dao due trong nghien cuu y sinh hoc.dune thanh lap theo Quyet dinh 
sd............ngay................cua..................da tien hanh hop tham dinh bao cao ket qua de tai/du 
an nghien cuu.

Ma nghien ciru:

Ten nghien ciru:

Nghien cuu vien chinh:

To churc chu tri:

Don vi tai tro:

Then gian hop:

Dia diem hop:

Thanh phan du phien hop:

- Chu tri:

- Thu ky cuoc hop:

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

- S6 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 ddng kiSm tra dieu kien hop, thong bao quy trinh hop va dieu hanh phien hop.

2. Nghien cuu vien chinh.............. trinh bay tom tit Bao cao kSt qua nghien cuu

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

4. Y kien cua Chuyen gia tir van doc lap
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5. Y kien cua Nghien cthi vien chinh, nha tai tro*

6. Cac khach moi roi khdi phong hop, Hoi dong thao luan ve nghien cihi.

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

- So phieu phat ra: phidu

- So phieu thu ve: phieu

- So phieu hop le: phieu

Ket qua bo phieu nghiem thu nghien cicu:

- Dat, khong can sura chura

- Dat nhung can sura chua

- De nghi sua chua de xet duyet lai

- Khong dat

8. Ket luan cua Hoi dong:

Chap thuan bao cao ket qua nhung cAn sua chua/De nghi sua chua di bao cao lai/Khong chip 
thuan bao cao ket qua nghien cuu.

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

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

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

Thu ky cuoc hop

Ho ten: Chur ky:

Chu toa cuoc hop

Ho ten: Chu ky:
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BQ YTE
BENH VIEN NHI TRUNG UONG

So:........ /BVNTW-HDDD

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Tu- do - Hanh phuc

Ha Noi, ngay thang nam 20

GIAY CHUNG NHAN 
bao cao ket qua nghien ciru 

IRB - VN01037/IRB00011976/FWA00028418

Can etc Thong tic so.....cua Bd truong Bd Y te Quy dinh viec thanh lap, 
chicc nang, nhiem vu, quyen han cua Hoi ddng Dao dice trong nghien cicu y sinh hoc;

Can cic Quyet dinh so....cua Giam doc Benh vien Nhi Trung uong ve 
viec Ban hanh Quy che to chicc va hoat ddng ddi vdi Hdi ddng Dao dire trong Nghien 
ciru Ysinh hoc cua Benh vien Nhi Trung iccmg;

Can cic Bien ban ngay.....................ciia Hdi ddng Dao dice trong Nghien cicu Y

sinh hoc cua Benh vien Nhi Trung iccmg ve viec tham dinh bao cao ket qua nghien 
cicu.

Hoi dong Dao dire trong Nghien cun Y sinh hoc Benh vien Nhi Trung uong 
chung nhan bao cao ket qua nghien cirri nhu sau:

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 trg :

8. Dia diem nghien cuu :

9. Thdi gian nghien cuu :
10. Ten san pham/ky thuat/phuong phap nghien cuu (neu ap dung):
11. Lieu, phac do su dung san pham/ky thuat/phuong phap trong nghien cun (neu 

ap dung):
12. Ket luan cua Hoi dong dao due doi vdi bao cao ket qua nghien cuu: (Tudn thu 

dung nguyen tac ve dao due trong qua trinh trien khai nghien cicu, theo diing cac 
npi dung duac ghi trong ho sa nghien cicu da duac phe duyet truac do).
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13. Ngay co hieu luc:

�oi  nhan:

- Chu nhiem dl tai (02);
- Liru Vien DT&NC SKTE (03);
- Van thu.

CHU TICH
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BQ YTE
BENH VIEN NHI TRUNG UONG

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

CONG HOA XA HOI CHU NGHIA VIET NAM

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

THONG BAO CHAP THUAN CO DIEU KIEN

Kinh gui:
- Nghien cuu vien chinh/chu nhiem de tai

Ngay.............. , Hoi dong dao due trong nghien cuu y sinh hoc Benh vien Nhi Trung
uong da ti6n hanh cuoc hop tham dinh bao cao ket qua nghien cuu.

1. Thong tin chung ve nghien cuu
1.1. Ten nghien cuu:
1.2. To chuc chu tri:
1.3. Nghien cuu vien chinh:
1.4. Nha tai trg:
1.5. Diem nghien cuu:
2. Y kien cua Hoi dong dao due doi vdi nghien cuu
2.1. Cac yeu cau cua Hoi dong dao due:
2.2. Cac khuyen nghi cua Hoi dong dao due (neu co):
De nghi Nghien cuu vien chinh hoan chinh ho so nghien cuu va gui ... bo ho so 

nghien cuu vS Van phong Hoi ddng dao due trong thoi gian... ngay, ke tu ngay nhan dugc 
cong van nay (cac file dien tu cua ho so nghien cuu gui tdi dia chi email irb@nch.gov.vn) 
de Hoi dong dao due xem xet/tham dinh lai.

Ho sa nghien cicu gia ve Van phong Hoi dong dao dire bao gom:

- Ban giai trinh viec tiep thu y kien cua Hoi dong dao due;
- De cuang nghien cuu va cac tai lieu da dugc hoan thien;
- Cac tai lieu khac co lien quan.
Xin thong bao de Nghien cuu vien chinh biet va thuc hien./.

CHU TICH

�ai  nhan:

- Chu nhiem dl tai (02);
- Luu Vien DT&NC SKTE (03) 
- Van thu.
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DANH MUC TAI LIEU DUOC PHE DUYET

(Kern theo Giay chap nhan sd/BVNTW-HDDD ngay thang nam 2025)

STT Tai lieu thay ddi, bo sung Phien ban va Ngay

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.
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BQYTE
BENH VIEN NHI TRUNG UONG

So:........ /BVNTW-HDDD

CONG HO A XA HOI CHU NGHIA VIET NAM

Hoc lap - Tur do - Hanh phuc
Ha Not, ngay thdng ndm 20

THONG BAO KHONG CHAP THUAN

Kinh gin: - Nghien cuu vien chinh/chu nhiem de tai

Ngay............... , Hoi dong dao due trong nghien cuu y sinh hoc Benh vien Nhi Trung 
uong da tien hanh cuoc hop tham dinh bao cao ket qua nghien cuu.

1. Thong tin chung ve nghien cuu

1.1. Ten nghien cuu:

1.2. To chuc chu tri:

1.3. Nghien cuu vien chinh:

1.4. Nha tai tro:

1.5. Dia diem nghien cuu:

2. Y kien cua Hoi dong dao due doi vol nghien cuu

2.1. Hoi dong dao due khong chap thuan bao cao ket qua nghien cuu.

2.2. Ly do khong chap thuan:....

Xin thong bao de To chuc chu tri nghien cuu va Nghien cuu vien chinh biet./.

CHU TICK

�ffinhan:

- Chu nhiem de tai (02);
- Luu Vien BT&NC SKTE (03) 
- Van thu.
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