TRUONG PAI HOC Y - DUQC, PAI HOC HUE CONG HOA XA HQI CHU NGHIA VIET NAM

HOI PONG PAO pUC Doc lap - Tu do - Hanh phic
TRONG NGHIEN CUU Y SINH HQC
S6: 990/H2026 Hué, ngay 21 thang 8 ndm 2026
GIAY CHUNG NHAN

Chip thuin dé cwong nghién ciru

Can cir Quyét dinh so 2960/0P- -DHYD ngay 15 thang 5 nam 2026 cua Hi¢u truong
Truong Pai hoc Y - Duoc, Pai hoc Hué vé viée thanh lap Hoi dong dao dirc trong nghién
cuieu Y sinh hoc Truong Pai hoc Y - Duoc, Pai hoc Hué nhiém ky 2026-2031,

Can cir Quyét dinh sé 4534/0D-DHYD ngay 22 thang 7 nam 2026 ciia Chii tich Hpi
déng dao duec trong nghién ciru y sinh Trieong Pai hoc Y - Duoc, Pai hoc Hué vé viéc ban
hanh Quy ché té chirc va hoat déng Hoi dong dao dirc trong nghién civu y sinh hoc Truong
Pai hoc Y - Duoc, Pai hoc Hué;

Can cit Bién ban ngay 21 thdang 8 nam 2026 ciia Héi dong dao dirc trong nghién citu
y sinh hoc Truong Dai hoc Y - Dwoc, Dai hoc Hué vé viéc tham dinh dé cwong nghién cieu.

HOI PONG PAO PUC TRONG NGHIEN CUU Y SINH HQC
TRUONG PAI HQC Y - DUQC, PAI HQC HUE:
1. Chap thuin vé khoa hoc va dao dirc d6i véi nghién ciru:
1.1. Tén nghién ciru: Nghién ciru dac diém vi méi trudng u va moi lién quan vai cac
dac diem 1am sang, gidi phau bénh é bénh nhan ung thw phoi khong té bao nhé.
1.2. M4 s6 nghién ctru (néu c6): DHH2026-04-278
1.3. Nghién cutru vién chinh: Piang Cong Thuén

- Bon vi cong tac: B moén M6 phdi - Giai phau bénh va Phap y, Truong Pai hoc Y - Duoc,
bai hoc Hu¢

1.4. T6 chuc chu tri: Truong Pai hoc Y - Duoc, Dai hoc Hué
1.5. Co quan phdi hop chinh (néu cé):

1.6. bia diém trién khai nghién ctru: Khoa Giai phau bénh, Bénh vién Truong Pai hoc Y-
Duoc Hué; Khoa Giai phau bénh, Bénh vién Trung Uong Hué; Khoa Giai phau bénh, Bénh
vién Ung budu Da Nang

1.7. Nguoi tham gia nghién ciru: Nguyén Tran Bao Song, Tran Thi Nam Phuong, Poan
Phudce Thi, Nguyén Thi Tuyén, Tran Thi Hoang Lién, Nguyén Dao Thanh Tam

1.8. Dy kién sb lugng nguoi tham gia nghién ctru: > 100

1.9. Thoi gian nghién ctru: Tir thang 09/2026 dén thang 03/2028
1.10. Nha tai trg (néu ¢d):

1.11. Giai doan nghién ctru: Trién khai thuc hién nghién cuu.

2. Cho phép sir dung cac tai li€u sau trong nghién ciru néu trén (cdc tai liéu bao gom
thang do, tiéu chuan chan doan, tiéu chudn xac dinh...)



Stt Tén tai li€u Phién ban Ngay

1 | Phan loai u 16ng nguc ciia T6 chirc An ban lan tht 5 2021
Y té Thé gidi (WHO Classification (5th Edition)
of Tumours: Thoracic Tumours)

2 | H¢ thong phan giai doan ung thu An ban lan thir 8 2017
ctia Uy ban Lién hop vé Ung thu (8th Edition)
Hoa Ky (AJCC Cancer Staging
Manual) — Ung thu phdi

3. Ngay chép thuin: ngay 21 thang 8 nim 2026 (theo quy trinh rat gon).
4. Ngay bao cao dinh ky tiép theo:

5. Khuyén nghi ciia Hoi dong dao dirc ddi véi nghién ciru (néu cd):

6. Nghién ctru vién chinh ¢6 cic trach nhiém sau day:

6.1. Tuan tha dé cuong nghién ctru duge phé duyét va céc tai lidu lién quan, cac nguyén
tdc Thuc hanh 1am sang tot, cac quy dinh cua phap luat vé dao dirc nghién ctru.

6.2. Bao cdo Hoi déng dao dtrc trong nghién ctru y sinh hoc Truong Pai hoc Y - Duogc, Dai
hoc Hué cac bién c6 bat loi nghiém trong (Serious Adverse Event - SAE) va cac phan Gng
bat lgi ngoai du kién nghiém trong co6 lién quan dén san pham nghién ctru (Suspected
Unexpected Serious Adverse Reaction - SUSARs) theo diing cac hudng dan va quy dinh
hién hanh.

6.3. Bao cao Hoi dong dao dirc trong nghién ciru y sinh hoc Trudng Pai hoc Y - Dugc, Dai
hoc Hué xem x¢t va chap thuan nhiing thay doi, sai l1éch hay chinh sira dé cuong nghién
clru va mau chap thuan tham gia nghién ciru, céc tai liéu cung cap thong tin cho ngudi tham
gia nghién ctru trude khi ap dung trong nghién ctru, trir treong hop r6 rang can thiét thay
d6i dé loai trir nguy co truc tiép cho ngudi tham gia nghién ctu.

6.4. Bao céo tién do trién khai nghién ctru dinh ky hang nim cho Hoi dong dao duc trong
nghién ctru y sinh hoc Trudong Pai hoc Y - Duogc, Pai hoc Hué.

6.5. Bdo cdo tién do trién khai nghién ctru dot xut khi co yéu cau ciia Hoi dong dao duc
trong nghién ctru y sinh hoc Truong Pai hoc Y - Dugc, Pai hoc Hué.

6.6. Thong bao kip thdi vé viée ngimg nghién ciru, két thiic nghién ciru trude thoi han hoan
thanh dy kién, Iy do cta viéc két thic sém.

6.7. Chuan bi cho kha ning t6i kiém tra dia diém nghién ctru cia Hoi dong dao durc trong
nghién ctru y sinh hoc Truong Pai hoc Y - Duogc, PBai hoc Hué./. /

Noi nhén: CHU TICH
- T6 chtre chu tri nghién ctru (dé biét);

- Nghién ciru vién chinh (dé thyuc hién);

- Luu: Thuong truc HO1 déng dao dtc.

Hoang Bui Bio
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HUE UNIVERSITY OF MEDICINE AND SOCIALIST REPUBLIC OF VIET NAM
PHARMACY Independence — Freedom — Happiness
INSTITUTIONAL ETHICS COMMITTEE
FOR BIOMEDICAL RESEARCH
No.: 990/H2026 Hue, 21 August 2026

CERTIFICATE
Approval of Research Protocol

Pursuant to Decision No. 2960 dated 15 May 2026 of the Rector of Hue University
of Medicine and Pharmacy on establishment of the Institutional Ethics Committee for
Biomedical Research;

Pursuant to Decision No. 4534 dated 22 July 2026 of the Chairperson of the
Institutional Ethics Committee for Biomedical Research, Hue University of Medicine and
Pharmacy on issuance of the Organizational and Operational Charter of the Institutional
Ethics Committee for Biomedical Research, Hue University of Medicine and Pharmacy;

Pursuant to Minutes dated 21 August 2026 of the Institutional Ethics Committee for
Biomedical Research, Hue University of Medicine and Pharmacy on the review of the
research protocol.

INSTITUTIONAL ETHICS COMMITTEE FOR BIOMEDICAL RESEARCH
HUE UNIVERSITY OF MEDICINE AND PHARMACY:

1. Scientific and ethical approval of the study:

1.1. Research title: Characterization of the tumor microenvironment and its
associations with clinical and pathological features in patients with non-small cell
lung cancer

1.2. Research code (if any): DHH2026-04-278

1.3. Principal Investigator: Dang Cong Thuan

1.4. Research-hosting institution: Hue University of Medicine and Pharmacy.

1.5. Main collaborating institution (if any):

1.6. Research site: Department of Pathology, Hue University of Medicine and Pharmacy
Hospital; Department of Pathology, Hue Central Hospital; Department of Pathology, Da
Nang Oncology Hospital

1.7. Research participants: Nguyen Tran Bao Song, Tran Thi Nam Phuong, Doan Phuoc
Thi, Nguyen Thi Tuyen, Tran Thi Hoang Lien, Nguyen Dao Thanh Tam

1.8. Estimated number of research participants: Approximately 100 participants.

1.9. Study duration: From September 2026 to March 2028.

1.10. Sponsor (if any):

1.11. Research Phase: Conducting the research study.

2. Permission to use the following documents in the above-mentioned study
(documents include scales, diagnostic criteria, identification criteria, etc.):

No. Document title Version Date
1 |WHO Classification of Tumours — 5th Edition 2021
Thoracic Tumours
2 |AJCC Cancer Staging Manual — 8th Edition 2017
Lung Cancer TNM Staging
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3. Approval date: 21 August 2026 (following the simplified procedure).

4. Date of next periodic report:

5. IRB recommendations for the study (if any):

6. The Principal Investigator has the following responsibilities:

6.1. Comply with the approved research protocol and related documents, the principles of
Good Clinical Practice, and applicable regulations on research ethics.

6.2. Report to the Institutional Ethics Committee (IEC) for Biomedical Research of Hue
University of Medicine and Pharmacy all Serious Adverse Events (SAEs) and Suspected
Unexpected Serious Adverse Reactions (SUSARS) related to the investigational product in
accordance with current guidelines and regulations.

6.3. Report to the Institutional Ethics Committee for Biomedical Research of Hue
University of Medicine and Pharmacy for review and approval any amendments,
deviations, or modifications to the research protocol, informed consent form, and
participant information documents before implementation in the study, except where a
change is clearly necessary to eliminate an immediate risk to participants.

6.4. Submit annual progress reports on study implementation to the Institutional Ethics
Committee for Biomedical Research of Hue University of Medicine and Pharmacy.

6.5. Submit ad hoc progress reports on study implementation upon request from the
Institutional Ethics Committee for Biomedical Research of Hue University of Medicine
and Pharmacy.

6.6. Promptly notify the Institutional Ethics Committee for Biomedical Research of study
suspension, early termination before the anticipated completion date, and the reason(s) for
early termination.

6.7. Be prepared for potential site inspections by the Institutional Ethics Committee for
Biomedical Research of Hue University of Medicine and Pharmacy././

Recipients: CHAIR
- Research-hosting institution (for information);

- Principal Investigator (for implementation);
- Research Management Unit (for information);
- Sponsor (for coordination);

/

- File: Office, IEC Secretariat.

Hoang Bui Bao



