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THE NEED OF VACCINE DEVELOPMENT
IN TAIWAN

Speaker : Kwo-Hsiung Hsu
Title : Deputy Director General, CDC,
DOH, Taiwan
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Chronology of Vaccine& Serum Production
Manufactured by Government

Pxrt of National Tawan Part of Twan Malans Research
University Institute of Provincal Hygiene Center
Tropical Medicine Laborntory 1946

1973 foderatistng l
National Institute of Tarwan Provincul Inst.
Preventive Medine  Infectzous Dracase
[ 1983 Exporsing & merying T
NATIONAL INSTITUTE OF BUREAU OF COMMUNICABLE NATIONAL QUARANTINE
PREVENTIVE MEDICINE DISEASE CONTROL SERVICE, DOH
1999 Espansing & mergirg

Y
[ CENTER FOR DISEASE CONTROL I
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'Biological Products Manufactured by CDC
(in the past)

tuberculin (2001 stop supply)

Japanese encephalitis vaccine (1999 stop production )
smallpox vaccine (1983 stop production )

plague vaccine ( 1983 stop production )

typhoid & paratyphoid mixed vaccine ( 1983 stop
production )

whopping cough vaccine ( 1983 stop production )
DP vaccine ( 1980 stop production )

vV Vv VVVVVt_

606

#9555

Biological Products Manufactured by CDC

(current status)
1. Bacterial Vaccine : freeze-dried BCG vaccine

cholera vaccine
2. Toxoids : tetanus toxoid alum precipitated
diphtheria and tetanus absorbed
tetanus and diphtheria toxoids absorbed (for adults)
3. Antitoxin : lyophilized tetanus antitoxin
lyophilized diphtheria antitoxin
4. Antivenins : antivenin of A. acutus (F ¥ %)

bivalent antivenin of B. multicinctus and N. naja art

(R4 i ReARAM)
bivalent antivenin of Tr. mucrosquamatus and Tr. Gramineus
BRIERFAM) 4
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P
. In-House Synthesized Human Vaccine
I Production Program

> Supported by Council for Economic
Planning and Development

» Goals :
= Establish a national pilot plant meet
¢-GMP /GLP/FDA requirement

= Set up technical transfer mechanism and
infrastructure

= Facilitate local or indigenous research

606
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Technology Transfer on Human Vaccine
Production Technologies

> In process
¥ Target
® Diphtheria and tetanus absorbed (DT)

¢ Tetanus and diphtheria toxoids absorbed (for aduits) (Td)
® Freeze-dried BCG vaccine (BCG)

¥ Licensed private sector : ADIMMUNE Corporation
> Proposition
®Target

¢ Cell culture derived Japanese encephalitis vaccine




AATHSG
R & D of Biological Production

> Antivenin of Russell’s Viper(444k3%)
> Cell culture derived Japanese encephalitis vaccine
> Enterovirus 71 vaccine

> Diagnosis kit for Taiwan snake venom

ERTHE

Antivenin of Russell’s Viper(444& %)

»Human clinical trial

606




HH TG

| .
% Cell Culture Derived Japanese Encephalitis Vaccine

> Establish a production system
> Safety test of JE vaccine

ERHEHE

Enterovirus 71 Vaccine

> Finding joint adventure company
> Establishment of cell bank
> Establishment of virus bank

> Design and scale up of virus harvest (20L) process

> Design and scale up of virus purification process

10
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1 Diagnosis Kit for Taiwan Snake Venom

> Protein chip

> Using proteomics approach to study snake venom

> Screening some specific protein marker for six species
of local venomous snakes separately

> Producing specific polyclonal or monoclonal antiboby

606
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Vaccine Research and Development

Y

Coordinating Center(in the future)

National Health Research Institute in charge
Consolidate manpower and resources in Taiwan

Establish the necessary infrastructure for vaccine
research, development, production

» Upstream : NHRI, academia sinica,
relative research institute
=  Midstream : non-profit R&D organization,
incubation center
* Downstream : private industries

Focusing on indigenous or local specific infectious
disease 2
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I Missions of National Pilot Plant

1 (in the future)

» Non-profit foundation
> National Health Research Institute in charge

v

Focusing on R&D of biological products, manufacture is
in support

> Providing Scale-up technology service or facilities to
academic or private industry

> Only produce internationally unavailable or non-profit
biological products -~ products specific to local needs

> Sufficient capabilities to manufacture traditional vaccine
e.g.. JEV, BCG in case of emergency

GOG

ER TG

Conclusion

»1In coordination with government’s policy of privatization
* shift production technology to the grassroots
= set up technical transfer mechanism and infrastructure
> Consolidate both resources and manpower between vaccine
center of CDC and NHRI
® establish a national pilot plant meet c-GMP/GLP/FDA
requirement

® providing Scale-up technology service or facilities to
academic or private industry
¢ NHRI in charge

® establish a vaccine R&D coordinating center

® NHRI in charge ,m
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