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ASF Situation In Vietnam

—> The first reported in February 2019 in the Northern
provinces and became endemic afterward.

—> causing serial outbreaks in domestic pigs across the
country.




ASF Situation In Vietnam

HINH DICH TA HEO CHAU PHI TAI VIET N
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Continues to develop complicatedly

https://viethammoi.vn/kinh-te-viet-nam-nhung-con-so-dang-chu-y-6-thang-dau-nam-2019-
20190702124402019.htm



ASF Situation In Vietnam

Actions taken by Vietham:

The “"National Plan for the Prevention and Control of African Swine Fever for the period of 2020-
2025" endorsed on 7 July 2020 (972/QD-TTg) set goals for ASF control, pig farm biosecurity
application and laboratory capacity development to be achieved; defined restocking condition,
ssampling requirement, suiveillance, conditions for culling and moving-to-slaughter.

ASF vaccine production

1. Cooperation between MARD, Vietnam and USDA
2. The Agreements signed between:
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ASF VVaccine research

1. NAVETCO

% Working seed: ASFV-G-Al177L Strain (deletion mutant derived from Georgia strain. Attenuation is
provided by the deliberate deletion of the I177L gene from the ASFV Georgia strain).

%+ PBMC (Peripheral blood mononuclear cell)

2. AVAC

** Working seed: ASFV-G-AMGF Strain (deletion of six multigene family MGF360 and MGF5o5
group of genes)

% Cellline: DMAC (Diep’s Macrophage cell)=> Cell line developed by the Company

3. DABACO Group

% Working seed: ASFV-G-Al177L/ALVR Strain (deletion mutant derived from Georgia strain.
Attenuation is provided by the deliberate deletion of the I177L gene and the Left Variable
Region (LVR) which fully deletes the following g genes).

% Cellline: PIPEC (Plum Island porcine epithelial cells)



ASF VVaccine research

Animal Health

Trade name: NAVET-ASFVAC
s ASFV-G-AI177L Strain

» Cell line: PBMC

% Virus titer 2 102°HAD.,/dose
‘*Animals: Pig 8 weeks of age

AVAC ASF LIV

L sPeaited AN o e e s

Trade name: AVAC ASF Live
* ASFV-G-AMGF Strain

» Cell line: DMAC

% Virus titer 2 103°HAD.,/dose
‘*Animals: Pig 4 weeks of age

Trade name: DACOVAC ASF2
“* ASFV-G-AI177L/ALVR Strain
¢ Cell line: PIPEC

“*Virus titer 2 103°HAD.,/dose
“*Animals: Pig 4 weeks of age



Quality control of Vaccine

VACCINE TESTING PROCEDURE: Attenuated African Swine Fever Vaccine

The vaccine is ivory white, the lyophilized cake is spongy, intact,

_Vlsual : easy to separate from the wall of the vial, easy to dissolve with the
Inspection . . : !
vaccine diluent into a homogeneous solution.
Sterility No bacterial growth, Mycoplasma and fungi on test media
test TCCS 1-57:2021/KN1
Purity test  No cross-infection with FMDV, PRRSV, CSFV, Mycoplasma [Xuét bin lén 2

At least 3 susceptible pigs (4-10w) for which the vaccine is intended
for are each inoculated with 10 doses of vaccine by the
Safety test recommended route and observed a minimum 21 days. No clinical
signs or lesions of any disease attributable to the vaccine should

occur in any of the pigs QUY TRINH KIEM NGHIEM VAC XIN -
PHAN 57: VAC XIN NHU'Q'C POC PHONG BENH
5 susceptible pigs (4-10w) are each with 1 dose of vaccine by the DICH TA LON CHAU PHI
recommended route after 28 days the pigs together with 5 Vaccine festing orocedure -
Potency unvaccinated controls are challenged with at least 10°HAD., of ASF 9P
. Part 57: African Swine Fever Vaccine, Live
test virulent and observed for at least 21 days. At least the 4 controls

must die and at least the 4 vaccinates survive and show no clinical
signs of disease.



Quality control of Vaccine

+ Experimental animals

Pigs were tested negative for pathogens: CSFV, PRRSV, FMDV, PCV2, MH, ASFV (Realtime PCR, Realtime RT
PCR), and tested for antibody ASF before experiment

+ Sterility test: Pass

+ Purity test: No cross-infection with FMDV, PRRSV, CSFV, Mycoplasma

+ Safety test:
Lots No of pigs | ELISA day O dose Re observer | Survivors/ Total/ Conclusion
(X) vaccination (days) Status

QC-VR-22 3 0/3 10 No 21 3/3, normal Safety

+ Potency test:
ELISA post vaccination (days) Survival/total challenged
Group(s) GEr)c()E)J.p Np?gc;f El'dlgA d14 d21 d28 X% Survivor Vac. Cont
group group
QC-VR-22 Vac 5 0/5 1/5 5/5 5/5 67.0+7.8 | 5/5 (100%) 5
Cont 5 0/5 0/5 0/5 0/5 - 0/5 0/5




Field trials

Experimental design in the field

EXp. group
Farms Number | Age Type of pigs Safety Efficacy Control
of pigs group group group
Binh Minh 50 8-10 w Yorkshire+ 10 30 10
Size of farm/6000head Landrace
Minh Diung 50 8-10 w Yorkshire+ 10 30 10
Size of farm/500head Landrace




Field trials

+ Safety test

Farms EXp. group Number | Dose used | Results
of pigs
Binh Minh Safety group 10 10 doses | Passed
Minh Dlng Safety group 10 10 doses | Passed
+ Results of efficacy of ASF vaccine in the field
ELISA
Farms Number of | Age Type of | Batch Before Post Results
pigs pigs No |vaccination| vaccination
8 weeks | Yorkshire+ 30/30 30/30 Survival 5/5
Binh Minh 30 Landrace 08 Negative | Positive (100%) (1009%)
Farm Control 0/5 0/5 Survival
8 weeks | Yorkshire+ 30/30 27129 Survival 5/5
Minh Dung 30 Landrace 08 Negative | Positive(93,1%) (100%)
Farm Control 0/5 0/5 Survival

- ELISA Kit: ID Screen African Swine

Fever Indirect Screening Test,

- Virulent ASF challenge: TTKN/ASFV/DN/2019 (10?7 HAD,/pig)




- GROUP




Issuing the Circulation Certificate (MA)

The necessary results to complete the registration dossier process for product
circulation

Evaluation, quality assessment of virus strains, cells Quality testing results MA reg.

stability, antigenic characteristics, immune response, and adaptability
for cell culture propagation

Navetco: virus: DI177L, DI177LdLVR P8; cell: PIPEC p-77, L929 cells pass#30 T t I t f th I t
AVAC: virus: MGF ZMAC p2, D9GL/D UK, DI177L, DI177L/dLVR; cell: ZMAC, PIPEC and - les Ing results rrom € regu a Ory agency

oMAC
Dabaco: 1177L, 1177L miss 1 gene, 1177L mis 9 genes/PIPIC cells EAR 99 St

-Quality testing results from the manufacturer

® @
A Official licensing (MA)
Animal Health g\/ﬂc

Animal Health QVQC

Development of research, production, and
evaluation protocols for product characteristics:

Dosage determination; Shelf life; Safety, sterility,
efficacy... Sterility, safety, efficacy

Monitoring results of trial use for 600,000 doses in

Research and production results Evaluation committee for Vaccine trial results . .
field (on-going)

SINCE 1955
Animal Health RA\/AC  psacocrowr




Issuing the Circulation Certificate (MA)

* Department of Animal Health (DAH) issues market authorization:

Based on confirmatory testing of purity, safety, efficacy NAVET

®

and potency. ASFVAC

- Confirms safety, efficacy, and potency directly in pigs: —— licensed since
+ 10 doses per pig safety studies

+ Verify potency at expiration with challenge efficacy
studies in pigs

- Field trials in farms to confirm safety and efficacy

- Vaccinated under field conditions -

Tén san pham NAVET-ASFVAC
(Vic xin Dich ta lon Chau Phi nhwoc déc déng khd)

April 2022

CONG HOA XA HQI CHU NGHIA V/
SOCIALIST REPUBLIC OF VIET?

Djc 1ap - Tw do - Hanh phi
Independence- Freedom- Happiness

f product:

Sé aang ky TWII-171
L Ll - ™ tion number.
phan hoat chat/ : Vi rat Dich ta lon Chau Phi nhuoc déc ching
- dients ASFV-G-Delta-1177L.
ng . Phéng bénh Dich ta lon Chau Phi trén lon tir 8
Indications @én 10 tuan tudi
Dang bao ché/ Dosage form: : VAc xin nhwoc déc, déng kho
Quy cach déng goi/ Packing Size. Chai, Lo (10, 20, 25, 50, 100, 200, 250, 500 liéu).

L # A % -
kém nuwéc pha vac xin teong &ng.
Han dung/ shelf-life .1 12thang.
Tén co s& dang ky Iwvu hanh céng ty C& phan thubéc tha y Trung wong
Name of Marketing Authorization Holder. NAVETCO

29A Nguyé&n Dinh Chiéu, phuéng Dakao, quan 1,
Tp. HS Chi Minh

Sé dién thoai/Tel: +84-283-822-5063 S6 Fax/Fax. No: +84-283-822-5060

Tén co s& san xuat/ : Céng ty C& phan thubéc thu y Trung wong
Name of crurer NAVETCO

Bia chi 28 VSIP Buong sé 6, Khu Cong nghiép Viét Nam
tddress - Singapore, Tp. Thuén An, tinh Binh Duong

Sé dién thoai/7es +84-274-376-3822 S6 Fax/Fax No: +84-274-376-3824

Gidy chirng nhan Ivu hanh nay cé hiéu luc dén: 18/5/2027
7

marketing authorisation is valid until

Ha Noi, ngay 18 thdng 5 nam 2022
Hanoi  Date month year
Q. CyYC TRUONG
DIRECTOR GENERAL

~ " Rguyén Van Long

ﬁ - AVAC ASF live

AvAC licensed since
June 2022

~ BONONG NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
VA PHAT TRIEN NONG THON SOCIALIST REPUBLIC OF VIETNAM
MINISTRY OF AGRICULTURE Ddc 1ap - Tu do - Hanh phic
AND RURAL DEVELOPMENT Independence- Freedom- Happi
CUCTHUY

DEPARTMENT OF ANIMAL HEALTH

GIAY CHUNG NHAN LUU HANH THUOC THU Y
MARKETING AUTHORIZATION
S6/No: 999/QLT-SX-22

Tén san phdm : AVAC ASF LIVE

Name of product (Vac xin Dich ta lon Chéau Phi nhwoc ddc, dong kho)
S dang ky : AVAC-37

Registration number:

Thanh phan hoat chat/ © Vi rit Dich td& lgn Chau Phi nhuoc doc,
Active Ingredients: ching ASF-G-AMGF.

Céng dung : Phong bénh Dich td lon Chau Phi cho lon thit
Indications khde manh tir 4 tuan tudi tré 1én

Dang bao ché/ nosage form Nhuoc doc, déng khd

Quy cach doéng goi/ Packing Size . Lo (5 liéu, 10 liéu, 20 liéu, 25 lidu, 50 liéu va 100 liéu)

Han dung/ Sheif-iife. 12 thang

Tén co s& dang ky lvu hanh : Coéng ty TNHH MTV Avac Viét Nam.

Name of Marketing Authorization Holder

Dia chi : Quéc Lo 5A, thon Ngoc Lich, xa Trung Tric,
Address huyén Van Lam, tinh Hung Yén.

S6 dién thoai/Ter: 0221 3980507 : S Fax/Fax. No: 0221 0788679

Tén co s& san xuat/ : Céng ty TNHH MTV Avac Viét Nam.

Name of Manufacturer

Dia chi : Quéc Lo 5A, thén Ngoc Lich, xa Trung Tréic,
Address huyén Van Lam, tinh Hung Yén

Sé dién thoail7el- 0221 3980507 S6 Fax/rax No: 0221 0788679
Gidy chirng nhan lwu hanh nay c6 hiéu lyc dén: 08/7/2027.
This marketing authorisation is valid until
Ha Ni, ngay 08 thang 7 nam 2022
Hanoi  Date month year
Q. CUC TRU
,«iBJE{SIOR GENERAL

—
“Nguyén Vin Long



Monitoring use of the vaccine

After the marketing authorization, the use of the vaccine will be in two phases:
- Initially, approx. 600.000 doses will be used, taking sample to assess the circulation of the
vaccine virus and protective immune response (phase 1),

- MARD will consider directing nationwide use of the vaccine (phase 2).

* NAVETCO: Use the vaccines in over 140 farms, in 22 provinces (supervised by the Regional
Animal Health Office (RAHO), the Provincial Veterinary Sub-Department), taking sample to assess
antibody, with a result of a 95% protective immune response

* AVAC: Use the vaccines In over 500 farms, including CP Group farm (supervised by the
Regional Animal Health Office (RAHQO), the Provincial Veterinary Sub-Department and CP Group)

with a result of a 93,4% rate of successfully providing immunity from ASF.

July 24, 2023, the MARD officially approved the commercial use of ASF vaccine
In the prevention of ASF.



« Tasks to do In the near future:

1. Continue to develop safe and effective ASF vaccines for the intended purpose: young
pigs, sows, passive transfer of iImmunity to piglets, early vaccination.

2. Develop DIVA (differentiate infected for vaccinated animals) strategies to eradicate
pathogens from farms, and where feasible, provinces, and regions of Vietham (ASF,
CSF, FMD)

3. Develop effective national disease communication plans to enable the effective

deployment of vaccines and obtain the full collaboration of swine farmers.



THANK YOU

Ta Hoang Long, DVM, PhD

Director

National Center for Veterinary Drug and Vaccine
Quality Control No1

T 0084913315204

E thlongkn@gmail.com
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