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M & & (Regulatory Affairs)

@ Obtaining approval for new pharmaceutical products

@ Ensuring that approval is maintained for as long as the company wants to keep the product on
the market

@ Interface between the regulatory authority and the project team

@® Channel of communication with the regulatory authority

@ Keeping abreast of current legislation, guidelines and other regulatory intelligence

@ Provision input when legislative changes are being discussed and proposed

AIMS E

Ref. Drug Discovery and Development (Second Edition), 2013
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Regulatory Science Regulatory Affairs

@ Highlight on Scientific aspect @ Highlight on Regulatory aspect
® Proactive ® Reactive
® To evolve and optimize regulations using science ® To comply with several requirements at the same
time
AIMS £
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® Regulatory Science is the science of development new tools, standards, and approaches to assess the safety, efficacy, quality,

FDA

and performance of all FDA-regulated products.

‘Regulatory science’ refers to the range of scientific disciplines that are applied to the quality, safety and efficacy assessment
medicinal products and that inform regulatory decision-making throughout the lifecycle of a medicine. It emcompasses basic

and applied biomedical and social sciences and contributes to the development of regulatory standards and tools

Regulatory science plays an important role in adapting the achievements of technology to social and human needs in the most

optimal way, by making precise prediction, evaluation and judgment based on evidence.

When a product obtained as a result of the medical research and development is applied to practical use, regulatory science
contributes to making appropriate and prompt prediction, evaluation and judgment of the quality, efficacy and safety of the

product in light of scientific findings.
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Iy U.S. FOOD & DRUG

ADMINISTRATION

Moving Regulatory Science into the 21st Century

Regulatory Science is the science of developing new tools,
standards, and approaches to assess the safety, efficacy, quality,
and performance of all FDA-regulated products.

AIMS E

Ref. https://www.fda.gov/science-researchy/science-and-research-special-topics/advancing-regulatory-science
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Ref. https://www.fda.gov/science-research/science-and-research-special-topics/advancing-regulatory-science
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O|=2| K| aFst

Advancing
Regulatory Science
for Public Health -

need them. These new scientific tools, technologies, and approaches form the bridge to critical 21st
century advances in public health. They form what we call regulatory science: the science of developing new

tools, standards and approaches to assess the safety, efficacy, quality and performance of FDA-regulated products.

© 20109 FDA, THA| Ik A Of A K| ot &tof| CHot S Rjof
o2 HEOZ HA|
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SCIENCE PRIORITY AREAS

timulate Innovation in

® 20113, 11X 2t} 8L FQ K G2 OF KAl
® 2013, Priority Area 9: Strengthening the Global
Product Safety Net &7}

AIMS BioScience

0|=o| Akt

2020, FOCUS AREAS OF REGULATORY SCIENCE '
(FARS)

* Public Health Emergency Preparedness and Response
* Increasing Choice and Competition through Innovation
* Unleashing the Power of Data

* Empowering Patients and Consumers

FARS-related research section

* Research Management and Collaborations
+ Scientific Education, Training, and Communications
* Infrastructure

AIMS E
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@ Center of excellence in regulatory science and innovation(CERSI, FDA2} &t& 7

® Harvard-MIT Center for Regulatory Science(Harvard-MIT CRS), #A|0tet W AL W ZZNE 52

PNK |
o
AIMS E
Ref. https://www.fda.gov/science-research/science-and-research-special-topics/advancing-regulatory-science
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

‘Regulatory science’ refers to the range of scientific disciplines that are applied to the quality, safety and
efficacy assessment of medicinal products and that inform regulatory decision-making throughout the
lifecycle of a medicine. It encompasses basic and applied biomedical and social sciences and contributes
to the development of regulatory standards and tools.

AIMS E

Ref. https://www.ema.europa.eu/en/about-us/how-we-work/regulatory-science-strategy
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Pharmaceuticals and Medical Devices Agency

What Is Regulatory Science?
« Regulatory science plays an important role in adapting the achievements of technology to social
and human needs in the most optimal way, by making precise prediction, evaluation and judgment
based on evidence.

(Source: Basic Program for Science and Technology [approved by the Cabinet on August 19, 2011])

‘When a product obtained as a result of the medical research and development is applied to
practical use, regulatory science contributes to making appropriate and prompt prediction, evaluation
and judgment of the quality, efficacy and safety of the product in light of scientific findings.

(Source: Article 13, paragraph 2 of the Act to Promote Healthcare and Medical Strategy)

AIMS
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