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surveﬂla.nce of antimalarial drug efficacy and
drug resistance in Central Vietnam (VDCPO1)

For the attention of:
Ministry of Health Vietnam;
Australian Defence Force Malaria and Infectious Disease Institute;

United States Naval Medical Research Center-Asia Unit 2.

Pursuant to the detailed protocol of the study “Therapeutic efficacy surveillance of

malaria treatment and drug resistance monitoring in Gia Lai and Phu Yen provinces of

Central Vietnam™ (Short title: Surveillance of antimalarial drug efficacy and drug resistance /
in Central Vietnam-VDCPO01), version 2, June 24% 2021 with Dr. Huynh Hong Quang
(Principal Investigator), which was submitted to the Institutional Review Board of th

Institute of Malariology, Parasitology, and Entomology Quy Nhon (IMPE-QN’s IRB) on

>,

July 4%, 2021. The major change to the VDCPO01 protocol version 1, February 15" 2021 to =

version 2, June 24% 2021 is the replacement of chloroquine plus tafenoquine with
chloroquine plus primaquine for the treatment of vivax malaria due to difficulty in sourcing
tafenoquine tablets (brand name Kozenis) from GlaxoSmithKline. The Covid-19 pandemic
has adversely affected production of the Kozenis tablets in India by GlaxoSmithKline.

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) and the United States Naval
Medical Research Unit Two (NAMRU-2). The nominated study sites for symptomatic
patients are districts Krong Pa (Gia Lai province) and Song Hinh (Phu Yen province). This
is an open-label study to monitor the first-line artemisinin-based combination therapy,
Pyramax® (pyronaridine-artesunate) for the treatment of uncomplicated P. falciparum
malaria and to evaluate chloroquine plus 14 day-course of primaquine for the treatment of P.
vivax malaria. Drug exposure will be determined by measuring patient’s blood drug

concentrations after treatment. The prevalence of drug resistant parasites will be determined



in blood samples collected from the patients before drug treatment using in vitro drug
susceptibility testing and molecular assays with validated molecular markers.

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 9% July, 2021
to consider the biomedical and ethical aspects of the study. The committee members
reviewed the clinical protocol, case record form, participant information sheet and the
informed consent form. The meeting's result showed that all members of the committee
agreed that the study only involves greater than low-risk study activities such as routine
finger prick capillary blood collections for malaria diagnosis, measurement of drug blood
exposure and health examination of participants to assess their wellbeing to participate in
the study. The activities do not impact on medical ethics of concern. Furthemore,
therapeutic efficacy monitoring of first-line drug treatments for malaria infections will be
performed in accordance with the latest National Guidelines for malaria treatment (2020) to

determine that the drugs are effective in clearing parasites, radical cure and preventing

recurrence of malaria over a 42-day follow-up period. N

The IMPE-QN’s IRB has approved the study from May 2021 to May 2024 period?ﬁﬁg "
a progress report is to be provided annually to the IMPE-QN’s IRB by April 20" ot"%g?:h
year (2022 and 2023) and a completion report by April 20%, 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
approval letter for the VDCPOl study for administrative review by the Australian
Departments of Defence and Veteran’s Affairs Human Research Ethics Committee (DDVA-
HREC) and for extramural human research review by the U.S. Department of the Navy
Human Research Protection Program (DON HRPP).

Thank you sincerely.
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Kinh giri: B6 Y té Viét Nam;
Vién Nghién ctru cic bénh truyén nhidém va sét rét Luc quéan Uc;

Pon vi Nghién citu Y hoc Hai Quin My.

Can ctt D& cuong chi tiét v& nghién ctru "Gidm sat hiéu lyc thude sdt rét va theo ddi
tinh trang khang thudc tai cac tinh Gia Lai va PhG Yén thuéc mién Trung, Viét Nam”
(Therapeutic efficacy surveillance of malaria treatment and drug resistance monitoring in
Gia Lai and Phu Yen provinces of Central Vietnam) vdi tén dé cuong ngin gon “Giam sat
hiéu lyc thudc sbt rét va tinh trang khang thudc tai mién Trung Viét Nam-VDCP)1”, phién
ban sb 2 ngay 24/6/2021 do tién s§ Huynh Hong Quang (nghién ciru vién chinh) géi cho
Hoi dong Pao duc Y sinh Vién Sét rét-Ky sinh tring-Cén tring Quy Nhon ngay 04/7/202 /

Piém thay ddi chinh ctia dé cuong VDCPO1 phién ban 1.0, ngdy 15/2/2021 sang phién ban
2 ngay 24/6/2021 la thay phac d6 chloroquine cong véi tafenoquine bing chloroquine cng QUY]
v6i primaquine trong diéu tri sét rét do P. vivax do khé tim ngudn thude vién tafenoquine&
(biét duge Kozenis) tir hang duoc phim GlaxoSmithKline. Pai dich Covid-19 d4 anh huéng
bét loi 1én khau san xuét thudc Kozenis cia hing GlaxoSmithKline tai An Dd.
Nghién ctru duge tién hanh béi Vién Sét rét-Ky sinh tring-Cén tring Quy Nhon
(IMPE QN) phéi hop véi Vién Y hoc Dy phong Quan doi (MIPM), Vién Nghién ctu Cac
bénh truyén nhiém va sét rét Luc quin Uc (ADFMIDI) va Don vi Nghién ctru Y hoc Hai
quan 2 ctia Hoa Ky (NAMRU-2). Piém nghién ctru duge chon d6i v6i bénh nhan sét rét c6
triéu ching va khong triéu ching 14 cac huyén Kréng Pa (tinh Gia Lai) va huyén Séng Hinh
(tinh pht Yén) va nghién ctru nhéin mé theo doi hiéu Iuc thudc ACT dau tay loai Pyramax®
(pyronaridine-artesunate) trong diéu tri sét rét do P. falciparum chua bién chimg va hidu luc
phac db chloroquine cdng primaquine trong didu tri s6t rét do P. vivax. Su phoi nhiém thudc
s& dugc xé4c dinh bang cach do nbng do thudc trong mau sau didu tri. Ty 1& ky sinh tring
khang thudc s& duge xc dinh trong cdc mau méau thu thap trén bénh nhan trudc didu tri

théng qua thir nghiém tinh nhay thudc trén in vitro va phan tich chi diém phan ti thich hop.
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Hoi ddng Pao dirc Y sinh hoc Vién Sét rét-KST-CT Quy Nhon da td chirc cude hop
gdm ¢6 09 thanh vién v6i sw chil tri ciia Ths.Bs. Nguyén Xuan Thién (Chi tich Hoi dong
Dao dirc Y sinh) diéu hanh, xem xét cac khia canh nghién ctru y sinh va y dirc, d& cuong
lam sang, miu bénh 4n va phiéu chip thusn tham gia nghién ctru vao lic 14:00 chiéu ngay
09/7/2021. Két qua cudc hop 12 tit ca thanh vién Hoi dong ddng ¥ ring cic hoat dong
nghién ctru lién quan cao hon mitc nguy co thip nhu 14y mau mao mach diu ngén tay
thuong quy d chin doan sét rét, kham strc khoe chung trén d6i twong tham gia, khong 1am
anh hudéng dén khia canh y dirc. Ngoai ra, theo d&i hiéu luc thude sot rét dau tay didu tri
theo Huéng din Qubc gia vé diéu tri sbt rét méi nhét (2020) dé xac dinh thubc c6 hidu qua
lam sach ky sinh trung va ngén ngtra ti xudt hién sét rét trong thoi gian 42 ngay theo doi.

Hoi ddng ddng y dé nghién ctru trién khai tir thang 5/2021 dén thang 5/2024 va béo
céo tién d6 cia nghién ctru s& duogc goi dén Hoi ddng hang nim vao ngay 20/4 (nim 2022
va 2023) va mdt ban bdo c4o hoan thanh nghién ctiru gdi dén Hbi ddng Pao dirc Y sinh Vién
S6t rét-KST-CT Quy Nhon vao ngay 20/4/2024.

Hoi ddng Pao dirc Y sinh Vién Sbt rét-KST-CT Quy Nhon kinh trinh co quan chif

n.?ng ban chép thudn y dirc d& xtc tién thi tuc ti’ép theo. 13)2“1)/ 12 ban cl?:?ip thusin cﬁa%‘iét}Ti
dong Dao dirc Y sinh cho nghién ciru VDCPO1 cudi cung dé€ thong bao v€ mit thu tuc géUT:‘}GNG
chinh v6i Hoi ddng Pao dirc nghién ctru trén dbi tuong con ngudi cia Bo Qudc phongilUe
(DDVA-HREC) va Chuong trinh Béo vé nghién ctru trén ngudi ciia B Hai quan My (DO
HRPP).

Trén trong cam on!
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