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VOI Vt SINH DICH TE TRUNG IJONG 
HO long dao dirc trong nghien ciru y sinh hoc 

IRB -VN01057/ IORG 0008555 

No: HDDD - 17/2019 
Ha NOi, ngay 01 thcing 7 nein? 2019 

GIAY CHUNG NHAN 
Chap thu:an ciia 1112" gong ciao dtic co' s& 

HO soy mai [x] 
	

HO so chinh sera[] 	 HO so gia han [] 

De cucmg sau day da (lime HOi dOng dao dirc tong nghien ciru y sinh hoc Vien Ve sinh dich 
,-; to Trung ucrng xem xet va chap thuan theo Quy tac chung va cac quy dinh dm phap luat 

hien hanh ve dao arc trong nghien dm y sinh hoc. 

Ten nghien ciru: 	Nghien ciru tien kha thi ve (lac diem dm benh nhan nao img 
thily va nhiem trimg huyet so sinh tai Benh vien Nhi Trung 
trang 

GS.TS. Hang Dim Anh 

Vien V'e sinh dich to Trung Long 

Dai hoc Bang Pennsylvania, Hoa KS,  

Benh vien Nhi Trung uang 

Benh nhan mac benh nao ung they hoac benh nhan nhiem 
khuAn huyet so sinh nh4p vien tai Benh vien Nhi Trung Jiang 
trong thai gian nghien cau. 

200 benh nhan (100 benh nhan nao img thiiy, 100 benh nhan 
nhiem trimg huyet so sinh) 

ThOi gian nghien ciru: 	7/2019 — 6/2020 

Cac tai lieu sau day da &roc chAp thub a sir dung trong nghien ciru: 

Ti' 	 Ten tai lieu 
	

Phien ban 
	

Ngay 

1. 	De cuang nghien ciru 
	

01 
	

01/07/2019 

Thai gian co gia tri dm giAy chirng nh4n tir ngay 14 den ngay 30 thong 06 nom 2020. 

Chu nhiem de tai: 

- TO chirc chi' tri: 

Don vi tai UT 

Dia diem tri'en khai: 

D6i Wang va ca mAu: 

D6i Wang: 

Ca mall: 

CHU TICH HO BONG EN 

 

GS. TS. Nguy& TrAn Hien 

 

PH6 VII/eN TRUNG 

al‘t td glattf 



BO Y 	 CONG HOA XA HOI CHU NGHIA VIET NAM 
VIEN Nrg SINH DICH TE TRUNG ltrONG 	Doc lap — Tir do — Hanh phut 

BIEN BAN 
HOP HOI DONG DA0 DeC XET DUYT DE CVONG 

NGHIEN 	VE KHIA CANH KHOA HOC VA DAD DeC 

• H9i d9ng Dao dirt trong nghien cfru Y sinh h9c cua Vien Ve sinh Dich to 

Trung !long thanh 14p theo Quyet dinh s6 351/QD-VSDTTU.  ngay 28 thang 3 

na.m 2018 cua Vien trtremg Vien \re sinh dich to Trung Living da tin hanh 

phien hop de thArn dinh he) sa ve khia canh khoa hoc va dao dirt dm de ctrcmg 

nghien ciru y sinh hoc. 

• Dia diem: Phong h9p, Trung tam Dao tao va Quan 1/ khoa hoc, Vien Ve sinh 

dich to Trung hang. 

• N9i dung cu9c h9p: Xem xet cac van de khoa hoc va dao dirc trong nghien 

cfru Y sinh hoc dm de tai/dtr an. 

Ten a tai: Nghien cu•u tin kith thi va dijc diani cue' benh nhem niio ang 

thfiy vet nhiam &ling huyat so' sinh tai Benh vien Nhi Trung u•o'ng 

Chu nhiem de tai/dtr an: GS.TS. D'ang Ddc Anh va TS. Pham Quang Thai, 

PGS.TS. TrAn Minh Dien, TS. Steven J.Schiff 

Cu quan thtrc hien: Vien Ve sinh dich to Trung gang 

Thanh phAn du• phien h9p: 

- Chit t9a: GS.TS. Nguygn TrAn Hien, Chit tich 1-19i 6:Mg 

- Cac uy vien phan bien/thAm dinh: GS.TSKH. Nguygn Thu Van 

- Cac uy vien h9i demg: GS.TS. NguyZn TrAn Hien, GS.TS. Phan Thi Nga , 

PGS.TS. Nguygn Thi Lan Anh, ThS. Nguygn Minh Hong, ThS. Nguygn Thi 

Thu Ha, PGS.TS. Nguygn Thi Thity Dtrang. • 

- Danh sach chuyen gia d9c 14p: 0 

- Si; thanh vien h9p tham gia be) phieu: 07 ngt.r6i 

So thanh vien h9p khong tham gia 1:5 phieu: 0 

Dai dien cac dun vi khach 	mot se) thanh vier' cua nhom tham gia thtrc hien 

nghien ciru dm de tai/dtr an. 



IV& dung cui)c hpp: 

1) Uy vien thu ky HOi dMg cong be) guy& dinh ve viec thanh lap H9i demg 

(Quyet dinh kern theo), dieu kien de cu9c h9p dugc thirc hien theo Quy che. 

2) GS.TS. Nguygn Tran Hien, chii tich Hoi d9ng di'eu khien phien h9p, de nghi 

dai dien nhom nghien ciru TS. Pham Quang Thai trinh bay torn tat de cuong 

nghien ciru, tier) den de nghi cac ity vien nhan xet va cac fly vien trong Hoi 

ding cho y kien ve khia cAnh khoa hoc va dAo dirc doi voi de tai/du an. 

3) kien cua cac thanh vien H9i cl9ng danh giA ve khia cAnh khoa h9c va dAo 

dirc: 

3.1. GS. TSKH. Nguyjn Thu Van : 

- De tai nghien ciru co tinh khoa h9c cao, huang di mai. 

- De cuang chuan bi can than, khoa hoc, khA day du. 

- Nen khu trit nhom vi sinh de xet nghiem, khong nen dan trai 

- Trong ICF khong c6 kinh phi cho DTNC nhung trong du toan c6 nguem kinh 

phi nay do do can thong nhat. 

- Nhat tri thong qua. 

3.2. PGS.TS. Nguyjn Thi Lan Anh: 

- De tai c6 tinh 

- Tang quan can bo sung cac thong tin ve moi lien quan gift nao ung thily va 

nhiem trimg huyet soy sinh. 

- Tiou chuan lua chon benh nhan can viet r6" rang, cu the hon. Cac bien phi) can 

lam sang de chan doan nao tang thuy c6 sir dung cho tat ca cac benh nhan hay 

khong? 

- Can lam ra viec lay dich nao tUy c6 nam trong thuemg qui d'Oi vai tat ca tre 

nhiLl khuan huyet khong? 

- ICF cho hai nhom tre can viet lai Phan thong tin, muc dich nghien ciru. 

- Cac thong tin nghien ciru ve di truyen trong tuong lai net' thuc hien trong 

nghien dm nay thi can cung cap cho b9 me DTNC. 



- M6t so thuat ngir lam sang can ra sok lai 

3.3. GS. TS. Phan Thi Nga 

- B6 sung tong quan ky thuat sinh h9c phan tir se sir dung trong de tai. 

- SOP ve lay matt, bao quan, van chuyen va tach chiet mat c6 the lay tir cac 

thuemg qui da phe duyet cua Vien. 

3.4. ThS. Hoiing Minh Hang: 

- Kiem tra dank sach nghien ciru vien 

- Be) sung thong tin bieu mau ye m6i tnrang 

- Tieu chuan xet nghiem, chan doan hinh anh chua th6ng nhat a cac trang 

3.5. PGS.TS. Nguyin Thi Thity arang: 

- Mpc tieu ve m6i lien quan chua dtrgc the hien trong ten de tai cling nhu myc 

tieu 

- Can 1)6 sung bien s6, chi s6 nghien ciru? 

- B6 sung bang trong 	 • 

- Tach rieng phan cho phep sir dyng mau trong Wong lai 

- B6 sung phan cong nhiem vu cua nh6m nghien ciru 

3.6. GS. TS. Nguyin Ti-an Hiern: 

- Ten de tai chua phu h9p 	rrryc tieu nghien ciru 

- De tai c6 tinh mai 

- Thieu thong tin lien quan ve mpc tieu nghien ciru trong tong quan. 

- Myc tieu can viet dung qui cach. 

- Mpc tieu 2 can viet r6 tion luang mo hinh du bao 	nao ling they. 

- Ca soy khoa h9c d6i -yeti m6i lien quan girra moi twang von nao ling they va 

nhiem khuan huyet? 

- Can b6 sung bien s6, chi s6, bang trong. 

- ICF can not cu the han ve s6 lugng, loci mau 

- Viec sir dung mau trong nghien ciru tucmg lai can viet r6 rang. 

4) Y kien phitc dap dm dai dien de tai/du an: 



- KhOng khu trio a nhOm vi sinh c6 dinh ma sir dung metagenomics de xac dinh 

nhom not tr6i. Nhom nghien eau se b6 sung trong tong quan. 

- Chin down hinh anh d6i 	nhom benh nhan nao tang thity la thuang qui 

- Lay dich nao tity la thtrang qui d6i vai tat ca benh nhan nhiem khuan huyet. 

- D6i tugng benh nhan nhiem khuan huy'et lay tir Khoa sa sinh , khong lay ter 

ICU. 

- Se xac dinh t-S,  le ca benh se lay vao nghien ciru va b6 sung trong de cuong. 

- Se chinh sira ICF, SOP theo gOp y cua H6i d6ng. 

- Thong tin ye moi truang se dtrgc don vi chuyen mon cung cap bang ky thu:at 

moi 

5) Danh gia de cuong theo hinh thdc b6 phieu kin sau khi H6i d6ng thao Juan va 

nghe y kien phitc dap dm dai dien nh6m nghien ciru 

Kit qua clanh gia, tham dinh not dung di ctrang ve khia canh khoa hoc va dao 

dire: 	 • 

Chcip thu -dn, khong can sera chua, b a sung 

Chap thucjn, can sera chua, ba sung 

Khong chap thuOn 

  

X 

 

  

6. Ket Juan cua H6i d6ng: 

De cuong nghien ciru dat sir chap thuan cua cac thanh vien H6i (fang c6 mat 

nhung can chinh sira, b6 sung va c6 van ban giai trinh ve viec hoan chinh de 

cuong nghien ciru. 

- Mvc tieu nghien ciru chua phu hqp v&i ten de tai nghien ciru 

- Muc tieu can vi'et dung qui each: d6i arcing, dia diem, thin gian, n6i dung. 

- 136 sung tong quan ky thuat sinh hoc phan ter se sir dung trong de tai va 

cac thong tin lien quan ve mvc tieu nghien ciru trong tong quan. 

- Tieu chuan lua ch9n benh nhan can vi'et ro rang, cu the han. 



- SOP ve lay mau, bao quan, van chuyen va tach chit mau c6 the lay tir 

cac thuong qui da phe duyet cua Vien. 

- Can Ix') sung bin so, chi so, bang trong theo cac rnkic tieu nghien ciru 

- ICF can not ctri the hcrn \f" s6 luting, loci mau . CAn vi& rieng biet cho 2 

nh6m d6i toting. CAn lam Hi c6 kinh phi cho DTNC hay khong 

- Viec sir (king mau trong nghien ciru tucmg lai cAn vi6t ro rang twang 

nghien ciru. Tach rieng phAn kj,  mau sir dung trong tuong lai. 

- BO' sung chi ti6t viec phan cong nhiem vu trong nghien ciru. 

- Thai gian nghien ciru: Tir thang 07/2019 den thang 06/2020 

Cu'Oc hop bat clau vac) hji 8h30' ngay 04/06/2019. 

Ke't thlic vao hji 10h00 cling ngay. 

UY VIEN THU.  KY 
	

CHU TICH HOI BONG 

PGS. TS. NGUYEN THI THUY DUONG 
	

GS. TS. NGUYEN TRAN HIEN 

XA.CNHAN CUA VIEN 
X 

PHo VIEN TRUNG 

ci4t Axe geom., 
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