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https://www.nytimes.com/2020/05/25/well/family/covid-vaccine-smallpox-coronavirus.html
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https: / /en.wikipedia.org /wiki/Edward Jenner# /media /File:Edward Jenner- Smallpox.svg
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https://en.wikipedia.org/wiki/Edward_Jenner#/media/File:Edward_Jenner-_Smallpox.svg
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http://upload.wikimedia.org/wikipedia/commons/d/d6/The_cow_pock.jpg
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https://commons.wikimedia.org/w/index.php?curid=36460196
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REGULATORY SCIENCE—
TOWARDS A SOCIOLOGICAL
FRAMEWORK'

Alan Irwin, Henry Rothstein, Steven Yearley
and Elaine McCarthy

00 Center for Convergence Approaches
in Drug Development
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“...regulatory science is concerned with how science can
make predictions on the basis of uncertainties...”
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“...The suggestion is that science in meeting the demands of
policy has to transgress its own cognitive boundaries and
limitations...”
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Irwin, A et al. Regulatory science: Toward a sociological framework. Futures. 29:17-31; 1997
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CDER: Using meta-analysis of
clinical trial data to identify
earlier meaningful endpoints

* Traditionally, evaluation of antivirals to treat
hepatitis C virus (HCV) relied on analysis of HCV
levels at week 24.

* Data from fifteen Phase Il and lll trials and three
pediatric studies of five drug development programs

were combined to assess the concordance between
virus measurements at weeks 4, 12, and 24.

 CDER demonstrated that the 12 and 24 week
measurements were concordant across a large
population database involving multiple trials, HCV
genotypes, treatment regimens, and durations.

Wendy Carter and Jeff Florian

Slide courtesy of Carolyn A. Wilson, PhD. Fundamentals of Regulatory Science, 2012
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FARS 2021: Focus Areas

1. Public health emergency preparedness and response
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Regulatory Science Research: Topics

* Comparative analysis of overlaps in clinical phenotypic profiles in ADR
global database for pharmacovigilance

* A study for analysis of adverse events and safety measure of implantable
medical device

* Importance of collaboration with academic societies for review of medical
devices including proper use guidelines and academic standards for medical
institutions and physicians

* The comparison of adverse event reports between pre-market and post-
market phase in medical device approval

* Evaluation of design, end points and results of clinical trials and medical
reviews of cardiovascular drugs in Japan - potential differences in
approvals of new drug applications in Japan and EU/US

* Research on the current status of drug development utilizing quantitative
Modeling & Simulation approaches in Japan

* Evaluation of the medical review of new drugs approved in Japan prior to
foreign approval

https: //www.pmda.go.ip /english /rs-sb-std /rs /0005.html
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Epilogue

International Journal of K\
Molecular Sciences M D\Py

Review

Can the COVID-19 Pandemic Disrupt the Current Drug
Development Practices?

6. Changes and Challenges in the Regulatory Agencies

Historically, strict regulations, inflexible procedures, and time-consuming review
processes by regulatory agencies have been criticized for delayed marketing approvals of
drugs [65]. However, the COVID-19 pandemic has prompted the regulatory agencies to
operate on more simplified and flexible administrative procedures and review bases than
before, while not undermining the scientific foundation of drug review.

0 CCADD SNUHY

Sty M2H%ag



ZHe

W= 0gn Ko Mgo. 4okt

oH BI=XIQt K-POP2 kl4d, £ISPHERE OF k= 2NI?

WE 27) GA 9 gho] ), AR A7t A P
FEe] e YL 3L Mgl

£€ remiolo s BEIEOl " E ool K NEES "%
EsH= ‘HISLIA SEHSE] BT MepHRISl

SAZAEHI IRIMMEP REZS IIMM2SCH }




	의료제품산업 발전을 위한 �규제과학 역할 및 방향
	슬라이드 번호 2
	1796 - 1840
	슬라이드 번호 4
	슬라이드 번호 5
	슬라이드 번호 6
	슬라이드 번호 7
	슬라이드 번호 8
	슬라이드 번호 9
	슬라이드 번호 10
	규제과학, 왜 중요한가?
	슬라이드 번호 12
	슬라이드 번호 13
	규제기관의 자기정체성
	규제기관의 진화
	규제기관 (Regulatory Agency)
	과학기관 (Scientific Agency)
	공중보건기관 (Public Health Agency)
	비저너리리더십기관
	규제기관의  진화: 규제과학 견인
	FARS 2021: Focus Areas
	슬라이드 번호 22
	Regulatory Science Research: Topics
	국내 규제과학 현황
	국내 규제과학 발전 전략
	Epilogue
	슬라이드 번호 27

