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Why GRM ?

Goal of GRM: To benefit the patients with timely
access of medical products of safe, efficacious and
good quality

» Good Review Practice (GRevP)

To strengthen the performance, predictability,and transparency of
regulatory agencies through the implementation or enhancement of GRevP
and quality measures stepwise in each interested APEC economy

» Good Submission Practice (GSP)

To enhance the quality and efficiency of the medical product registration
process by improving the quality of submission as well as its management
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Success Story Local GRM Conference (1)

1%t Good Registration Management Conference :
26t — 28" June 2018

SPEAKER

International : Taiwan FDA
Domestic: Thai FDA, Academic

PARTICIPANT

Day 1: Plenary session
*» 338 participants
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o - % GRevVP: 60 participants
(Thai FDA and Experts)

Al
L.,

@?&:‘&’ﬁﬂ"&'ﬂ!ﬁﬁ.ﬁl\??&? 1\5\ pR?‘MA ﬁ (((.(D {\R’APAGTO: O ’:’ GSUbP. 59 pa rt|C|pa nts
= s 1, (Industries: PReMA, TPMA,

TSMIA, RAPAT and TIPA)

‘@ ADA(C
Asia Partnership Conference
of Pharmaceutical Associations



Local GRM Training Program Experience (2)
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AFEC LIFE SCIEMCES [MMOWVATION FORUM REGULATORY HARMOMIZATION STEERIMG COMMITTEE
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Economic Cooperation  mnouation Forum

14 March 2019

Dr Suchart Chongprosert

Director

Bureau of Drug Control, Food and Drug Administration

88/24 Food and Drug Administration, Ministry of Public Health,
Tiwanen Road, Nonthaburi 11000, Thailand

Dear Or Suchart Chongprasert,

Thank you for your application to host an APEC LSIF RH5SC Training Center of Excellence [CoE) for Regulatory
Science pilot for Good Registroftion Management. On behalf of the APEC LSIF Regulatory Harmonization
Steering Committee (RHSC), we are pleased to notify you of the RHEC s endorsement of this pilot.

As outlined in the APEC LSIF RHSC Troining Centers aof Excellence for Regulatory Science Operating Model, a
PWA CoE Program Committee, including representatives from the Champion Economy(ies), other interested
economies and interested industry coalitions, will support and collaborate with your organization in this effort.
Other pertinent information on the conduct of APEC CoE pilot programs can be found in the Operating
Guidelines and Steps to Formalize a CoE.

Should you have any guestions, please feel free to contact the Champion Economy(ies) or the RH5C Co-Chairs
for assistance.

Thank you for your participation in this exciting initiative.

Sincerely,
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DOr Michelle Limali Or Nobumasa Nakashima
Co-Chair APEC RHSC Co-Chair APEC RH5C
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Thank Yoo
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