Approval No.: 109/GCN-HDDDNCYSH-DHYHN
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Hanoi, 17/08/2020

CERTIFICATE OF APPROVAL
Hanoi Medical University Institutional Ethical Review Board (HMU IRB)
IRB-VNO1.001/IRB00003121/FWA 00004148

Pursuant to the Decision No. 109 / QD-K2DT in August 25, 2015 on the granting of operation codes to
the Institutional Review Board - Hanoi Medical University for Ethics in biomedical research
implementation, code IRB - VN0O1001;

Pursuant to the approval by the US Department of Health and Human Services No. IRB00003121 to IRB-
Hanoi Medical University;

Pursuant to the Decision No. 3916/QD-DHYHN dated August 6, 2018 of the Rector of Hanoi Medical
University on the establishment of the Council, the Advisory Board and the Secretariat of the IRB for
Ethics in Biomedical Research at Hanoi Medical University;

Pursuant to the reviews of the IRB members:

By reviewing the submitted documents by PI(s),

The Institutional Review Board for Ethics in Biomedical Research- Hanoi Medical University (hereinafter
referred to as the IRB) has agreed to approve:

PI(s) is/are responsible for being compliant to ethical rules in doing bio-medical research; submitting
annual reports, AE(s) and SAE(s) when necessary and closing report when completing the
project/research implementation.

The study: Research on the association between genotypes of HLA-DQ, HLA-DP, TERT,
CTNNBI genes and T cell immune characteristics with risk of developing HBV-related
hepatocellular carcinoma and cirrhosis in Vietnam

Study code: 108.02-2019.307

PI(s): Nguyen Thu Thuy

Corresponding Organization: Hanoi Medical University

Funding sources: National Foundation for Science and Technology Development

Study Site(s): Center for Gene and Protein, Hanoi Medical University

Research period: 01/04/2020 - 01/04/2023

IRB review type: Expedited

Application type: Initial Review

Documents under review: as enclosed

STANDING MEMBER IRB CHAIR

Nguyen Thanh Binh MD., PhD. Assoc. Prof. Le Minh Giang MD., PhD.

Phién ban ngay 10/10/2019
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LIST OF DOCUMENTS UNDER HMU IRB REVIEW
(Attached to the Certificate of Approval No.: 109/GCN-HDDDNCYSH-DHYHN dated 17/08/2020)

No Documents Version Date
1 |Informed Consent Form 1 11/08/2020
2  |Case Reporting Form 1 07/04/2020
3 |Research Proposal 1 11/08/2020
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
TRUONG PAI HQC Y HA NOI Poc lap — Tw do — Hanh phiic

Sé: 109/GCN-HPPHNCYSH-DHYHN Ha Ngi, ngay 17 thang 8 nam 2020

CHUNG NHAN CHAP THUAN KHiA CANH DAO pUC
POI VOI PE TAI NGHIEN CUU KHOA HOQC VA CONG NGHE
IRB-VNO1.001/IRB00003121/FWA 00004148

Can ctr Quyét dinh sé 109/QD - K2DT ngay 25 thang 8 ndm 2015 vé viéc cAp ma sb hoat dong
cho Hoi ddng Pao dirc trong Nghién ctru Y sinh hoc cép co s& clia Trudng Dai hoe Y Ha Noi, ma s6 IRB
- VNO1001;

Cin cir chimg nhén thong qua hoat dong cia Hoi ddng Pao dirc Truong Pai hoc Y Ha Noi, ma so
[RB00003121, duge cip bai Bo Y té va Dich vu nhan sinh Hoa Ky, ngay 16 thang 6 nam 2009, dugc cip
lai ngay 18 thang 02 nam 2016 va ngay 22 thang 8 nim 2018;

Can ctr Quyet dinh s6 3916/QD-DHYHN, ngdy 06 thang 8 nam 2018 cua Hiéu truong Truong
Bai hoc Y Ha N¢i ve viée thanh 1ap Hoi ddng, Ban ¢6 van va Ban thu ky Hoi ddng Dao dirc trong Nghién
ctru Y sinh hoc cap co s& Truong Dai hoc Y Ha Noi;

Cin cir Bién ban téng hop y kién nhan xét ciia Hoi dong Dao dirc trong Nghién ciru Y sinh hoc -
Truong Pai hoe Y Ha Noi dbi voi HO so nghién ciru;
Hoi dbng Pao dirc trong Nghién ciru Y sinh hoc - Truong Pai hoc Y Ha Néi (goi 1a Hoi ddng)
chip thuan nhu sau:
- Tén dé tal Nghién ctru tuong quan gitra kiéu ~gen HLA-DQ, HLA-DP, TERT, CTNNBI va dac
diém mién dich té bao T v&i nguy co phat trién ung thu biéu mo té bao gan va xo gan lién quan
HBV ¢ Viét Nam.
- Ma s dé tai: 108.02-2019.307
- Nghién ciru vién chinh: Nguyén Thu Thiy
- Don vi chu tri: Truwong Pai hoe Y Ha Noi
- Thoi gian thyc hi¢n: 01/04/2020- 01/04/2023
- Don vi tai trg: Quy Phat trién Khoa hoc va Cong nghé Quéc gia
- Dia diém trién khai: Trung tim nghién ciru Gene-Protein, Trudng Dai hoc Y Ha Noi
- Quy trinh xét duyét ciia Hoi ddng: Rut gon
- Hinh thire xét duyét: Xét duyét lan dau
- Danh muc hd so xét duyét: Dinh kém

Hoi ddng chip thudn cho phép Nghién ciru vién chinh td chirc trién khai nghién ciru theo ding ndi
dung dugc phé duyét.

Nghién ctru vién chinh ¢6 trach nhi¢m tudn thu cac nguyén tic dao dic trong nghién ciru y sinh hoc
da dugc cam két trong hd so nghién ciru; ngp béo cao tién do hang niim; bdo céo dot xuat theo yéu cau ciia
Hoi dong; bdo cdo céc su cb bt 1gi/bat loi nghiém trong khi xay ra va bao cdo nghiém thu dé tai khi hét han
thuc hién nghién ciru.

UY VIEN THUONG TRUC CHU TICH HOI PONG

TS. Nguyén Thanh Binh PGS. TS. Lé Minh Giang

Phién ban ngay 10/10/2019
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DANH MUC TAI LIEU

(Kém theo Gidy Chimg nhdn chdp thudn khia canh dao dirc 56 109/GCN-HPPDNCYSH-DHYHN 17/8/2020)

STT |Tén tai liéu Phién ban  |Ngay
1 |Phiéu cung cip thong tin cho dbi tugng nghién ciru 1 11/08/2020
2 |Bénh an nghién ciru 1 07/04/2020
3 [Thuyét minh dé cuong chi tiét 1 11/08/2020
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