
Phu lyc 1 

Ma s6 bao cao cua dun vi: 	  

MAU BAO CAO BIEN CO BAT WI NGHIEM TRONG (SAE) 
TRONG NGHIEN CCM THCY NGHIEM LAM SANG 

Ten nghien ciru 

Bao cao I5n d5u 	❑ Bao cao b6 sung 

De doa tinh mang 

Tan t5t/thuvng tat vTnh yren/nang ne 

Yeu ceu can NO y khoa de ngan ch5n mot trong cac tinh 
huOng tren ho5c duvc danh gia co 9 nghTa ye mat y khoa 
b&i nghien cCru vien ho5c nghien cCru vien chinh 

1. TOM TAT BAO CAO 
Loai bao cao: 
Phan loaf theo tinh chat nghiem trong cua bia'n c6: 
LI Tip vong 

Nh5p vien/keo dai thai gian ne'm vien 

LI 	Di tat barn sinh/di clang thai nhi 

Thiet ke nghien CCFU 

Neu day la nghien cCru mu, SAE co den den 

ma mu khOng? 

Nha tai tru 

Ten nghien cCru vien chinh 

Diem nghien CUu ghi nhOn SAE 

ThOi diem nh5n duvc thong tin ye SAE 

Thai diem xuet hien SAE 

Thai diem ket thOc SAE (ho5c danh d5u vac) 

o "Dang tiep dien"neu SAE clang tiep dren) 

Ten SAE (chAn doan SAE hoc cac trieu 

chOng chinh cue SAE) 

Ten yiet tat cua d6i tuvng tham gia thin 

nghiem 15m sang 

Ma so cua doi tuvng tham gia thin nghiem 

lam sang 

❑ 

❑ MCA dun 	❑ mu dal 

KhOng 	❑ KhOng co thong tin 

Nh5n ma' 

❑ CO 

❑ Dang tiep dien 

2. MO TA DIEN BIEN VA XU' TM SAE 
Cung cep th6ng tin tie cac da( u hou, triau chCing lam sang, xet nghiem can lam sang lien quan den SAE, cac bin 
phap xCF tri SAE n4u co (bao gom ca ngerng/giam lieu san phem/phac do nghien cim), then bran sau khi thu'c hian 
cac bin phap xCr tri do va cac thOng tin can thielt khac. 

Kit qua sau khi xi, tri SAE: 

❑ Hai phuc khong de !pi di &Ong 
	

❑ Dang hal phuc 	❑ TO vong (ngay ter vong: 

H6i phuc nhumg co de lai di chirng 	U  Chtya h6i phuc 	❑ Kh6ng có th6ng tin 
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3. DOI 'WONG THAM GIA THU' NGHIEM LAM SANG 

Ngby sinh 

TuOi 

Gibi tinh 

Can nang (Kg) 

Tien sir y khoa lien quan 

        

        

        

I Nam 0 ND 	VO'i nil,: 0 Dang mang thai (tuan thin 	 

        

        

        

        

SAN PHAM NGHIEN CCYU/PHAC DO NGHIEN CCYU 

S 
T 
T 

San pham nghien cCru 
hoc phac (56 nghien cu,u(a)  

Dang bbo che, 
ham luvng 

DirO'ng dung Lieu dung 
Ngay sir dung 

(ngaiy/thang/nam) 
Bat dau Ket thOc 

i 

ii 

iii 

iv 

v 

vi 

(a)Ghi rO san pham nghien cau/phac do nghien cCru ma dOi tuvng tham gia thin nghiem lam sang da sir dung. V&i 
nghien cCru MC/ va SAE khOng dan den viec ma mO/khOng xac dinh duvc san pham nghien cCru/phac do nghien 
cCru ma dai tuvng tham gia thin nghiem lam sang da sir dung, ghi r6 phac dO dugc bp dung trong nghien CCFU vb 
nhanh nghien cU'u (arm) dm doi tuvng tham gia thin nghiem lam sang (m6 to trong muc 2) (neu CO th6ng tin). 

5. CAN THIEP DOI VO'l SAN PHAM NGHIEN CU'U/PHAC DO NGHIEN CCYU SAU KHI XAY RA SAE 

S 
T 
T 
(b) 

CO nging/giam lieu san 1 
pham nghien cCru/phac do 
nghien CC/11 tren dOi tuvng 
tham gia thCr nghiem lam 

sang gbp SAE khOng? 

Neu ngirng/giarn Lieu san pham 
,. 

nghien cCruiphac do nghien cOu 
mu) (hobc ma, dO nbng cila SAE 

CO arm cai thien khong? 

Neu tai six dung san pham nghien cu," u/ 
phac d6 nghien cOu, bien co c6 xuat hien 
- lai khOng? 

CO KhOng CO KhOng 
K hong CO 
th6ng tin 

CO KhOng 
K hong 6 
th6ng tin 

Khn 
sCr

6  dug ta  i
ng 

ii 

iii E ❑ 7 
iv FT 
v ri ❑ Li 
vi Li 
(b)So thin tkr (STT) tuvng Crng v61 MUG 4.  

6. THUOC/CHE PHAM SU' DUNG DONG THCYI CO THE LIEN QUAN DEN SAE THEO NHAN D!NH CUA 
NGHIEN CU'U VIEN fkhonq bao gom cac thuoc du,  c siv dungde xit,  tri SAE)  

S 
T 
T 

ThuOc/che pham sir dung 
ding thOi (ten g6c, ten 

thirang m?i) 

Dang bbo che' 
ham luting 

DuVng dung Lieu dung 
Ngby Su' dung 

(ngay/thang/nam) 
Bat dau Ket thuc 

1 

2 

3 

4 

5 

6 
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7. DANH GIA CUA NGHIEN CUU VIEN/NGHIEN ciru VIEN CHINN VE MOI QUAN HE NHAN QUA GIU'A SAE 
VA SAN PHAM NGHIEN CUU/PHAC DO NGHIEN 
S 
T 

(b)  

Danh gia m6i quan he nhan qua giCra SAE vai san phem 
nghien cCru/phac do nghien ciru

T 

Neu co the lien quan, day la phan ang de 
duvc dv' kien hay ngoai du' kien cu'a san pham 

nghien cifu/phac do nghien ciru?(') 
CO the lien quan KhOng lien quan Chin ket luan duvc 

. A 
De biet/duvc du,  kien 

 A 
Ngoai du,  kien 

i 

ii 7 ❑ 

iii 7 
iv 
v 
vi 
(b)S thir ttx (STT) Wang Ong val muc 4. 
(oViec SAE la "da &roc der kien" hay "ngoai du' kien" nen duvc danh gia dkra ten cac tai lieu lien quan den san 
phem nghien cCru/phac d6 nghien ctru nhu' de cu,ang cap nhat nhat cua nghien ciru neu san phem nghien ciru 
chu'a &roc cep phep clang ky lu'u hanh, hoac phien ban mai nhat dia To' twang den sir dung neu san phern 
nghien ciru da duvc cep phep clang ky lu'u hanh. 

8. N'i' KIEN CUA DAI DIEN HOI SONG DAO DLYC/HOI SONG KHOA HOC CUA TO CHU'C NHAN THU' (neu co) 
De xuit ye doi twcpng tham gia thil,  nghi§m lam sang (khOng ap clung trong twang hop cl6i tuong tham gia the, 
nghOm lam sang ter vong): 
El Tiep tuc tham gia nghien ciru 	0 Tam ngirng tham gia nghien am 	0 Rut kh6i nghien ciru 

De xuat ve nghien ciru: 

❑ Tiep tuc then khai nghien ciru 	El Tam ngirng then khai nghien ciru ❑ Ngipng then khai
nghien ciru 

De )(Wit khac (neu co): 	  

9. NGU'O'I BAO CAO (nghien civu vien chinh hoac nghien civu vien duv,c by quyen) 

Chu,  ky 

Ngay ky (ngay/thang/nam) 

HQ ten day di) 

Chin vu, khoa/phong 

So dien thoai 

Dia chi email 

DAI DIEN HQ! SONG SAO DOC/H91 SONG KHOA HOC 
	

LANH DAO TO CHU'C NHAN THU' 
CUA TO CHU'C NHAN THU' 

	
(ky, ghi r6 h9 ten va dOng deu) 

(ky, ghi r6 h9 ten) (d) 

(d)Chi ap dung neu CO 9 kien trong MUC 8. 
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