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Comprehensive Measures

Fast-track Drug
Approvals

> Essential medicines
with high cost

Medicines with the
export potential or
revenue generation

. Support R&D
& fee reduction and Local
Manufacturing

NLEM
+

Reference
Prices

Herbal Medicinal Products
with Local Capacities to
R&D and Production
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Comprehensive Measures: Results
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Innovative & Fast-track Licensing Strategy

Benefit-Risk Balance

Risk-based

Proactive concurrent
consultation

- Work sharing with Stringent Regulatory
Authority

- Internal Reviewer supported by University &

External expert

Information, Communication,
Transparency (COI, Assessment report)
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Registration System Model implemented since 2016

1. Product classification 2. Scientific Advice/Protocol assistant 3. Stepwise registration

1. Implement the registration system model for herbal and medicinal products
Pilot Office for assessment 2. Establish scientific advice & assessment system for herbal and medicinal products under development via
e-submission.
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The regulatory consideration model
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Registration Pathway of Herbal Medicinal Product

Modern drug ‘ Herbal product

[ Medicinal product ]

Food supplements ]

’
’
[

1
1

[ Herbal medicine 1

1

|

[

Traditional medicine

|

r

D 6 QD Thai trg_di_tional
Modified Herbal Well-established medicine
Medicines using herbal medicines

modern technology @

8
L Modern herbal
Scientifically medicines
established herbal

|

medicines

1

1

7
,l

Chinese traditional

medicines

Thai folk medicines or

modified product accepted
within the system of
Thai/Chinese traditional

medicine

Others
Traditional
medicine



Thank you

@ Food and Drug Administration Drug System Challenge 1



