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+Drug Act B.E. 2510 (1967) and its
four amendments

2nd Revision B.E.2518 (1975)
3rd Revision B.E.2522 (1979)
4th Revision B.E.2527 (1984)
5th Revision B.E.2530 (1987)




«Empowers TFDA as National Regulatory
Authority

+Encompasses legal framework to
regulate Medicinal Products for both
human and veterinary use in Thailand
to meet consistent and reliable
standard of assured Quality, Safety and
Efficacy



For examples :\

«Ministerial regulation : Lot release
control (Thai)

+Ministerial regulation : GMP for
Biological products (Thai)

+ TFDA announcement : Biosimilar
products registration (Thai)
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»Pre-marketing Control Sy shall
iInclude:

- IND approval

- Clinical trails must be conducted
using the biological product submitted
for registration

- Clinical trials must have been
approved by the NRA* (TFDA; import
permit for investigation products)

-  DAaAictratiAN
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e Post-marketing Control System shall
include:

- GMP Compliance
- Lot release

- Survelllance of Quality related
Issues, Safety related issues or
Effectiveness monitoring
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\
+ Prerequisite of registration
«Section 12 of Drug Act A.C.1967
forbids any person from
manufacturing , selling or importing
modern medicinal product unless
ne/she obtains license from TFDA




e

*Legal compliance

-Section 79 of Drug Act A.C.1967
defines that any authorized license
holder (manufacturer or importer)
who wishes to manufacture or import
medicinal products into Thailand
shall obtain marketing authorization
approval/ credential certificate of
drug registration from TFDA prior to
manufacture or imonort anv medicinal




N

« Growth of strains of microo
eukaryotic cells

« Extraction of substances from biological
tissues including human, animal, and plant
tissues (allergens)

+ Recombinant DNA or rDNA techniques
+ Hybridoma techniques

+ Propagation of microorganisms in embryo
or animals

« Derived from blood and plasma
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+ Authorizing clinical trials

« Licensing stages

« 1. Manufacturing license

2.
# 3.

Product registration

ot release

« Post-Licensure stage, Product
S]surveillance, Mdnufacturing



GMP,
Manufacturing
process,
Quality control
test,
Specification,
Packaging,
Stability, Etc.

Pharmacology,
Pharmacokinetics,
Toxicology,

Etc.
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Clinical efficacy
(Ph. LILII) ,
Clinical safety,
Biopharmaceutical
study,

Human PK/PD,
Etc.
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1. Cell therapy, which is used inZa @ellliterpmcieich IS us

i

Laboratories Cell manipulationGwotressby FDA
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New biological product
Biosimilar product
Vaccine

Cell products

Fast track review
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320 working days

Life saving drug,
Emergency,
Outbreak
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* Drafting : The Cell therapy products registration
guideline

* Revising : Drug Act
« Re-evaluation : EPO (on going)
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Thank you
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