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On surveillance and treatment asymptomatic
in Central Vietnam (VDCP(2)

For the attention of: Ministry of Health Vietnam;

Australian Defence Force Malaria and Infectious Disease Institute.

Pursuant to the detailed protocol of the study “Focal case detection surveillance of
asymptomatic malaria and its treatment in Gia Lai and Phu Yen provinces of Central
Vietnam” (Short title: Surveillance and treatment of asymptomatic in Central Vietnam-
VDCP02), version 1.0, April 2™ 2021 with Dr. Huynh Hong Quang (Principal Investigator),
which was submitted to the Institutional Review Board of the Institute of Malariology,
Parasitology, and Entomology Quy Nhon (IMPE-QN’s IRB) on April 22, 2021,

The study is being carried out by IMPE-QN in collaboration with the Vietnam People’s
Army Military Institute of Preventive Medicine (MIPM), the Australian Defence Force
Malaria and Infectious Disease Institute (ADFMIDI). In this study, focal case detection
surveillance for asymptomatic malaria and its treatment of P. Jfalciparum malaria with the
first-line artemisinin-based combination therapy, a standard 3-day course of pyronaridine-
artesunate (Pyramax®) plus a single dose of primaquine or a 3-day course of chloroquin plus a
14 day-course of primaquine for P. vivax malaria for people living and working in selected
communes in Krong Pa district (Gia Lai province) and Song Hinh district (Phu Yen province),
people will be diagnosed for asymptomatic malaria using reverse transcription-quantitative
polymerase chain reaction (RT-qPCR).

Dr. Nguyen Xuan Thien - Chairman of the IMPE-QN’s IRB organized a meeting with
the attendance of nine committee members commencing at 14:00 p.m of the 29 April, 2021
to consider the study’s biomedical and ethical aspects. After meeting, all members of the
committee agreed that the study only involves low-risk study activities such as health
examination of participants to assess their well-being to participate in the study, routine
finger prick capillary blood collections for malaria diagnosis, and therapeutic efficacy
monitoring of first-line treatments for malaria infections will be performed in accordance

with the latest National Guidelines for malaria treatment to determine that the drugs are

1



effective in clearing parasites, radical cure and preventing recurrence of malaria over day 0,
day 30, day 60, and day 90 follow-up period. These activities do not affect the biomedical
ethics aspects.

The IMPE-QN’s IRB has ethically approved the study from April 2021 to April 2024
for 3 years. A progress report is to be provided annually to the IMPE-QN’s IRB by 29" April
of each year (2022 and 2023) for review and extension (if required), and a completion report
by the 29 April 2024.

The IMPE-QN’s IRB respectfully submit the ethical approval to the related agencies for
further promotion of the subsequent procedures. Here is the final IMPE-QN’s IRB ethical
approval letter for the VDCPO2 study for administrative notification to the Australian
Departments of Defence and Veteran’s Affairs Human Research Ethics Committee (DDVA-
HREC).

Thank you sincerely.

Recipients: CHAIRMAN
- As mentioned above; IMPE QUY NHON IRB
- Military Institute of Preventive Medicine;
- Australian Defence Force Malaria and Infectious
Disease Institute; ’_’/’TJZKKZA/
- IMPE Quy Nhon’s archive. c,.//i-
Ths, B Nguyén Xuin Thién
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VV-Gidm-sat va didu tri sot rét
khdng triéu chimg & mién Trung
-Tay Nguyén Viét Nam (VDCP02)

Kinh giti:  B§ Y té Viét Nam;

Vién Nghién ciru cic bénh truyén nhiém va sét rét Luc quan Uc.

Cin cir Dé cuong chi tiét vé nghién ctru "Gidm sét trong diém phat hién ca bénh st
rét khong biéu hién tricu ching va can thiép didu tri & céc tinh Gia Lai va Pha Yén thudc
mién Trung-Tay Nguyén Viét Nam” (Focal case detection surveillance of asymptomatic
malaria and its treatment in Gia Lai and Phu Yen provinces of Central Vietnam) véi tén dé
cuong ngin gon “Gidm sat va didu trj sot rét khong triéu chitng & mién Trung-Téay Nguyén
Viét Nam-VDCP02”, phién ban 1.0 ngdy 02/4/2021 do tién sy Huynh Hong Quang (nghién
ctru vién chinh) géi cho Hoi dong Dao dire Y sinh ciia Vién S5t rét-Ky sinh tring-Con tring
Quy Nhon ngay 22/4/2021.

Nghién ctru duge tién hanh béi Vien Sét ret-Ky sinh trang-Coén tring Quy Nhon
(IMPE QN) phéi hop véi Vién Y hoc Du phong Quan doi (MIPM), Vién Nghién ctru Céc
bénh truyén nhiém va sét rét Luc quan Uc (ADFMIDI). Trong nghién ctru nay, gidm sat
trong diém phat hién sét rét khong triéu chiing va diéu tri bang thube ACT uu tién loai
pyronaridine-artesunate (Pyramax®) li¢u trinh 3 ngay cdng véi lidu duy nhét primaquine dbi
véi sbt rét do P. Jalciparum hodc chloroquin liéu trinh 3 ngay cong véi 14 ngay primaquin
d6i véi sét rét do P. vivax trén nhitng ngudi dang séng va lam viéc tai cac x4 duoc chon cua
huyén Kréng Pa (tinh Gia Lai) va huyén Séng Hinh (tinh Phu Yén), chin doan sbt rét khéng
triéu chiing bang k§ thuat reverse transcription-quantitative PCR (RT-qPCR).

Hbi déng Pao dirc Y sinh hoc Vién S&t rét-KST-CT Quy Nhon di t6 chirc cude hop
gdm c6 09 thanh vién véi su chu tri cia Ths.Bs. Nguyén Xuan Thién (Chu tich Hoi déng
Dao dirc Y sinh) diéu hanh, xem xét céc khia canh nghién ctru y sinh va y dirc vao Iic 14:00
chiéu ngay 29/4/2021. Két qua cudc hop Ia tht ca thanh vién Hoi ddng ddng ¥ ring céc hoat
dong nghién ctu li€n quan mire rdi ro thap nhu Iy méu mao mach dau ngon tay thuong quy

dé chén doan sbt rét, khém stic khoe chung trén ddi twong tham gia, theo dai hiéu luc thude



diéu tri uu tién theo Huéng din Qude gia diéu tri sbt rét dé xac dinh sy lam sach ky sinh
triing, diéu tri tiét cin va ngén ngua tai xudt hién st rét qua cac ngay theo doi tir ngay 0
(DO), ngay D30, D60 va D90. Cac hoat dong nay khong anh huéng dén khia canh y duc.

Hoi déng Y dic dong ¥ dé nghién ciru trién khai trong 3 nam tir thang 4/2021 dén
thang 4/2024 va bdo cdo tién do hang nam ctia nghién ctru s& gdi dén Hoi ddng vao ngdy
29/4 (ndm 2022 va 2023) dé xem xét va gia han (néu can) va mot ban bao cdo hoan thanh
g&1 Hoi ddng Pao dire Y sinh Vién Sbt rét-KST-CT Quy Nhon vao ngay 29/4/2024.

Hoi dong Pao dirc Y sinh Vién Sét rét-KST-CT Quy Nhon kinh trinh co quan chirc
ning ban chip thudn y ditrc dé xuc tién thi tuc tiép theo. Pay 1a ban chép thuan cubi cing
ctia Hoi dong dbi véi nghién ciru VDCP02 @ théng bao cic thu tuc hanh chinh véi Hai
ddng Pao dirc nghién ciru trén con ngudi ciia Bé Qubc phong Uc (DDVA-HRECQ).

Tréan trong cdm on!

Noi nhin: CHU TICH

g i HOI PONG PAO PUC Y SINH
- Vién Y hoc Du phong Quén ddi;

- Vién Nghién ctru Bénh truyén nhiém va Sét rét Luc : "’/ZZZ —
quén Uc / 4
- Vysnova partner tai Viét Nam; /’/7
-Luu VT.
Ths, BS. Nguyén Xuéin Thién





