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BIOPHARMACEUTICAL

A HOC VIEN QUAN Y — VIEN PASTEUR TPHCM
CONG TY CO PHAN CONG NGHE SINH HOC DUQC NANOGEN

KET QUA
THU NGHIEM LAM SANG GIAI POAN 1 VA GIAI POAN 2

CUA VAC XIN NANOCOVAX DO CONG TY CO PHAN
CONG NGHE SINH HOC DUQC NANOGEN SAN XUAT



GIAI POAN 1

Nghién ctru giai doan 1 bat dau vao ngay 10 thang 12 nam 2020 tai Hoc vién quin
y, d6i tuong nghién ctru giai doan 1 bao gom nguoi tinh nguyén khoé manh tir 18 dén 50
tudi, d6i tuong dugc phan bo theo thiét ké liéu ting dan dé danh gia an toan, kha ning dung
nap va budc dau danh gia tinh sinh mién dich cua vac xin Nanocovax. Tiéu chi danh gia
chinh 14 an toan sau tiém. C4c 1an tham kham dé danh gia an toan, kha ning dung nap va
buéc dau danh gia sinh mién dich vao cic ngay 0 (tiém vac xin mii 1), ngay 7, ngay 28
(tiém vac xin miii 1), ngay 35 va ngay 56. Nhém nghién ctru thu thap dit liéu danh gia lién
tuc céc bién cd bat loi da du kién (solited adverse event) bf‘ing cach theo doi1 lién tuc 3 ngay
sau tiém tai diém nghién ctru va thong qua nhat ky tham gia nghién ctu (diary card) cung
cap cho dbi tuong trong 7 ngay sau tiém.

Dir liéu danh gia an toan cta giai doan 1 dugc thu thap bang cdc 1an thim kham 1am
sang, do sinh hiéu tai tat ca cdc lan thim kham. Ngoai ra, dbi tuong tham gia nghién ctu
con thuc hién cac can Iam sang bfing cac xét nghiém (cong thirc mau; sinh hoa vé chuc
ning gan, than; tong phan tich nudc tiéu) va cic chuan doan hinh anh (siéu Am buyng, tim,
X-quang, ECG) tai lan thim kham sang loc, tham kham ngay 28 (trudc khi tiém mii 2) va
tham kham ngay 56.

DPanh gid so bd sinh mién dich, nhém nghién ctru st dung enzyme-linked
immunosorbent assay (ELISA) dé danh gia ham luong khang thé khang protein S (Anti-S
IgG), hoat tinh trung hoa bang SARS-CoV-2 Surrogate virus Neutralization Test kit cta
Genscript.

Twr ngay 10 thang 12 nim 2020, 60 d6i twong dugc thu tuyén va tiém Nanocovax
mii 1 va trong nhitng d6i tugng nay tat ca déu duoc tiém Nanocovax mii 2. Két qua dic
diém d6i tuong tham gia giai doan 1, d6 tudi trung binh 1a 25, pham vi vé d6 tudi 1a tir 20
nho nhat va 49 tudi 1on nhat. Vé gidi tinh, ty 1é nam gidi 12 41.7%, dan téc Kinh véi 96.7%

Cdc bién c6 ngoai du kién pho bién nhat 1a ho, dau hong, viém hong. Va khong ghi

nhan bat ctru bién ¢6 bat lg1 nghiém trong nao.



— Sau khi danh gia so bd két qua giai doan 1, nhém nghién citu Hoc Vién Quan Y di

bao cao Hoi Pong Pao Pirc trong Nghién ciru Y Sinh va dwoc chap thuin tiép tuc
nghién ciru giai doan 2, quyét dinh 1383 /QD-BYT ngay 24/02/2021 dé danh gia chi

tict vé an toan, sinh mién dich tir d6 c6 co s& dé chon liéu toi wu dé tién hanh thir

nghiém giai doan 3.

GIAI POAN 2

Pia diém: Nghién ctru vac xin Nanocovax gi1al doan 2 duogc thuc hién tai Hoc Vién
Quan Y va Vién Pasteur TPHCM, diém nghién ctru Trung TAm Y Té huyén Bén
Luc, Long An.

Muc tiéu giai doan 2: Panh gia tinh an toan, khd nang dung nap va so sanh dap trng
sinh mién dich cua 3 liéu ng vién vic xin Nanocovax tiém bap liéu 25 mcg, 50
mcg, 75 mcg trén ngudi Viét Nam tinh nguyén trudng thanh, tr 36 xac dinh liéu
dung toi vu cua vac xin nghién ctu.

Thiét ké nghién ctru: mu ddi, ngiu nhién, so sanh gia duoc nham danh gia an toan
va dap ing mién dich cta 3 liéu vac xin Nanocovax 25 mcg, 50 mcg va 75 mcg.
Tong cong cé 560 doi tugng duoc phan ngau nhién vao 4 nhom, trong d6 480 doi
twong vao nhom st dung vac xin (160 ddi tuong tiém Nanocovax 25meg, 160 d6i
tuong tiém Nanocovax 50 mcg va 160 d6i tuong tiém Nanocovax 75 mcg) va 80
d6i twong vao nhom tiém gia duogc (ta chat Aluminum hydroxide) tuong tng ti 16 2
(25mcg): 2 (50mcg): 2 (75mceg): 1 (gia dugc).

Giai doan 2 s& dugc phan tang thanh 2 nhém tudi: Tir du 18 dén 60 tudi va trén 60
tuoi.

Tat ca cac ddi tuong tham gia nghién ctru giai doan 2 duogc tiém bap. Khoang cach

giira 2 licu 1a 28 ngay.

Hoat tinh trung hoa vi rut Sar-cov2 (Surrogate Virus Neutrolization - %)

Duya trén két qua hoat tinh trung hoa, ty 1¢ doi tuong duong tinh véi khang thé trung
hoa (hoat tinh trung hoa > 30%) tai ngay 35 cua 4 nhom lan luot 12 80.4%, 82.9%, 86.2

% va 1.3%. Tai ngay 42 (14 ngay sau tiém miii 2), ty 1¢ d6i tuong duong tinh véi khang



thé trung hoa cua 4 nhém lan luot 12 100%, 100%, 98.7 % va 1.3%. Tai ngay 90 sau
tiém, ty 1é doi twong duong tinh v&i khang thé trung hoa ctia 4 nhém lan luot 12 94.3%,
96.2%, 93.7% va 15%.

NANOCOVAX PHASE 11 CLINICAL TRIAL
Surrogate Virus Neutralization Activity and SD by Study Visit and Treatment Group
Study Site: All sites  Age Group: All age groups
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Created by D.D.G with SAS 9.4 on 09JUN2021.
Program: SAS/folders/myfolders NANOCOVAX/IMMUNOGENICITY/Neutroplot. SAS

Hinh. Hoat tinh trung hoa Virus SARS-CoV-2 (%)
Hi¢u gia khang thé trung hoa bang PRNTs) (The SARS-CoV-2 neutralizing-antibody
titer - GMT)
Khang thé trung hoa huyét thanh ctia 4 nhém duoc danh gia ngiu nhién trén chung Vii Han
va trén bién ching Anh (B117).
Péi voi chung Vii Han, GMT tai ngay 42 gan gap 3 lan so v6i ngay 35. Trong khi d6 céc

mau huyét thanh ctia nhém gia duoc tai ngay 35 va 42 khong cho thay kha ning trung hoa.



Ty 1¢ mau huyét thanh cé phan ing vi PRNTso d6i v6i chung Vi Han cua 3 nhém lidu
25 meg, 50 meg, 75 mcg tai ngay 35 lan luot 12 65.63%, 76.67%, 78.13%. Ty 1¢é nay ting
[én tai ngay 42, cu thé ty 1¢ nay lan luot 96,87% & nhém liéu 25meg; 93,75% & nhém lidu

50mcg va 100 % & nhém liéu 75mcg. Trong khi d6, cac mau huyét thanh ctia nhém liéu

gia dugc khong cé khan ning trung hoa Virus song.

Hinh. Hi€u gia khang th€ trung hoa virus song chung Vu Han trén nudi cay t€ bao

Natural Log of PRNT Titer by Treatment Group
At baseline, 35 days and 42 days after vaccination- All sites
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Natural Log of PRNT Titer - UK Strain
At baseline and 42 days after vaccination- All sites
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Hinh. Hiéu gid khdng thé trung hoa virus song ching UK (B117) trén nudi cay té bao

Phén tich hiéu qua d4p ing mién dich
Nong d6 anti S- IgG cuia ca 3 liéu vac xin Nanocovax ting dan tir DO ¢én D35, D42.
Tang cao nhat & D42. Nhom placebo c6 trung binh nhan (GMC) nong d6 anti S-IgG rat
thap, bang 4,283% vao D35 va bang 0,51 % vao D42 cua liéu 25mcg.
Trong nghién cru ndy, nhom gia duoc khéng c6 tinh sinh mién dich. Trong khi d6 3
nhém tiém vac xin déu c6 nong do khang thé IgG khang Protein S ctia Sars COV
2 tang & thoi diém D28 va dat nong do IgG cao tai thoi diém D42. Nhom tiém liéu 25 meg
c6 nong do khang thé IgG D42 cao nhat. Nhu vdy, Nanocovax cho thay dap tmg mién
dich thé hién qua nong d6 anti-S-IgG va hoat tinh trung hoa cao hon rat nhiéu lan nhém
gia duoc. Tham khao dir liéu dap tmg mién dich vac xin cung va khéac ban chat, c6 xu
hudéng tuong tuy.
Hoat tinh IgG trung hoa Sars COV 2 In vitro ti 1é thuin véi nong d6 khang thé
IgG ting va co hoat tinh trung hoa manh ¢ thoi diém D42. Ca 3 nhom déu c6 hoat tinh
IgG trung hoa twong duong nhau tai thoi diém DA42.



— Két ludin vé hiéu qua

Nanocovax cho thay d4p rng mién dich thé hién qua nong do anti-S-IgG va hoat
tinh trung hoa cao hon rat nhiéu lan nhém gia dwoc. Tham khao dir liéu dap ing
mién dich vic xin cing va khac ban chat, c6 xu hwéng twong tur.

Qua két qua giai doan 1 va 2 cho thay, ca 03 liéu Nanocovax 25mcg, 50mcg va
75mceg déu c6 dinh lwgng Anti-S IgG va hiéu gia khdng thé trung hoa ting cao vao
ngay 35, sau tiém miii 1. Sw khac biét giira 3 lieu nay khéng c6 v nghia thong ké. Vi
vay, chiing téi dé xuat chon liéu Nanocovax 25mcg dé tiép tuc nghién ciru giai doan

3.



