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Abstract

Background: The Thai FDA announced the new guideline of the risk-based approach of
a safety monitoring program in 2017, which required a different approach to safety
monitoring for drugs with different risk levels. Currently, there are no new drug guidelines
under the Safety Monitoring Program (SMP) for collaboration between hospitals and

entreprenures.
Objectives: The study was to investigate the current situation of the Safety Monitoring

Programme of new drugs (SMP) and explore the collaboration activities between marketing

authorisation holders and hospitals for new drugs with SMP conditions.

22 THAI FOOD AND DRUG JOURNAL Vol. 31 No. 1: JANUARY - APRIL 2024



Methods: It was qualitative research by selecting public hospitals in Bangkok and its
vicinity with a capacity of not less than 400 beds that have been used under SMP
conditions in the hospital's drug inventory for the past two years. Then, it collected data
between 1-31 September 2022 through in-depth interviews as using a semi-structured
questionnaire. Six or more hospital pharmacists were interviewed; participants were

invited until we had no new information.

Results: Six participants participated in the study, it is found that all of them Report
Adverse Events (AEs) in a similar working process to each other. The hospital pharmacists
assessed the causal relationship that covered new drugs and SMP-decommissioned druss,
then recorded it in the hospital database system and reported it to the Health Product
Vigilance Center (HPVC). There was one hospital that only referred serious adverse events
due to its heavy workload. When asked about the feasibility of operators participating
in monitoring the safety of new drugs together with hospitals, it was found that most
of them pointed it out as possible but were unable to provide support due to concerns
about the Personal Data Protection Act and that collaboration would require permission

from the hospital director or hospital board.

Conclusion: The safety monitoring program of new drugs among hospital samples has
similar approach but may differ in practice. Hospital pharmacists need important safety

data of new drugs and all new information updated whenever available from entrepreneurs.

Keywords: new drug, SMP, safety monitoring, hospital, pharmacist
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