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The Development of Re-evaluation Model
on Marketed Drugs and Implementations
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Abstract

Registered drugs can be marketed in Thailand as long as the license for manufacture
or importation is not expired. Therefore its benefit-risk profile may change overtime.
Implementing drug re-evaluation has been sophisticated involving various issues including
policy, technical, legal as well as a lot of appeals and complaints. This study was aimed at
developing a practical drug re-evaluation model covered re-evaluation of quality, safety and
efficacy aspects for all types of drugs. We performed the gap analysis of Thai situation with
the key success elements for re-evaluation experienced in other countries and the elements
for effective drug regulation proposed by the World Health Organization, and found that
strengthening administrative and technical elements especially legislation, regulation,
guidelines, human resources, accountability and transparency should be focused. The
proposed model focused on technical element. It consisted of the development of policy,
criteria and processes for drug evaluation, participation and communication with public and
stakeholders, pharmacovigilance development, as well as university networking on technical
support and human resources development. At implementation phase, the following
activities must be implemented i.e. the prioritization of the drug list subjected to be
re-evaluated, reclassification of drug registration pathway to biologic drugs, biosimilars,
new drugs and generic drugs, development of evaluation criteria and guidelines suitable for each
reclassified pathway, development of technical guidelines especially for benefit-risk
assessment, public assessment report, and risk management plan to integrate pre-and
post-marketing system leading to regular benefit-risk assessment through drug life cycle.

Process and technical guidelines must be developed within 1-2 years in order to
collaborate with external evaluators to effectively perform the whole re-evaluation system

of all marketed drugs within 10 years.
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ASEAN Common Technical
Documents : ACTD

Core elements

1. Administrative elements
- Policy, legislation,
regulations
- Human resources
- Finance
- Infrastructure
2. Technical elements
- Standards
- Specification

Pat/)
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- Guidelines -
J, - Procedure -
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