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Key MessagesKey Messages

Global drug development, as part of globalization phenomena, hasGlobal drug development, as part of globalization phenomena, has brought brought 
China both opportunities and challenges;China both opportunities and challenges;

To carry out our mission in protecting and promoting public healTo carry out our mission in protecting and promoting public health, we th, we 
needs to actively participate in the process to ensure that the needs to actively participate in the process to ensure that the safe and safe and 
effective treatment that addresses the unmet need of Chinese pateffective treatment that addresses the unmet need of Chinese patients and ients and 
is with significant public health is readily available to the pais with significant public health is readily available to the patients;tients;

Like many regulatory agencies in the world, we need to develop aLike many regulatory agencies in the world, we need to develop a riskrisk--
based approach to address the issue of insufficient resources.  based approach to address the issue of insufficient resources.  In addition, In addition, 
we need to build a good regulatory/review process to ensure a scwe need to build a good regulatory/review process to ensure a scienceience--
base decisionbase decision--making process, and also to enhance our scientific making process, and also to enhance our scientific 
knowledge and abilities of our professional staff.    knowledge and abilities of our professional staff.    
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The DepartmentThe Department’’s Responsibility in Relation to s Responsibility in Relation to 
Global Drug DevelopmentGlobal Drug Development

Organizational StructureOrganizational Structure
Final approval of all Final approval of all 
clinical trials clinical trials 
applications in China;applications in China;

Final approval of all Final approval of all 
drug marketing drug marketing 
applications in China applications in China 

Key ResponsibilitiesKey Responsibilities

Minister of Health
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Departm
ent of Drug Safety
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Globalization: A doubleGlobalization: A double--edged swordedged sword

Globalization: A View From US FDA

Source Data: Dr. Murray M. Lumpkin, Deputy Commissioner, US Food and Drug Administration at 5th Asian Regulatory 
Conference, Kuala Lumpur, Malaysia, March 11-13, 2008
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Global Drug Development: China Perspective (1)Global Drug Development: China Perspective (1)

Global drug development, as part of globalization phenomena, Global drug development, as part of globalization phenomena, 
is coming to Asia, the emerging markets in particular. The is coming to Asia, the emerging markets in particular. The 
regulatory bodies in emerging markets need to study it and regulatory bodies in emerging markets need to study it and 
understand it in order to better carrying out public health missunderstand it in order to better carrying out public health mission ion 
to their citizens. to their citizens. 
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Global Drug Development: China Perspective (2)Global Drug Development: China Perspective (2)

Global drug development challenges the regulatory bodies in Global drug development challenges the regulatory bodies in 
the emerging markets the emerging markets 

to have sufficient resources and scientific capacity to conduct to have sufficient resources and scientific capacity to conduct a higha high--
quality review and deliver a sciencequality review and deliver a science--based decision in a consistent and based decision in a consistent and 
timely manner, and timely manner, and 

to be more harmonized with the international regulatory standardto be more harmonized with the international regulatory standard and and 
practice. practice. 

At the same time, we share the view of Dr. Lumpkin of FDA that At the same time, we share the view of Dr. Lumpkin of FDA that 
"Harmonization does not equal homogenization"."Harmonization does not equal homogenization".
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Global Drug Development: China Perspective (3)Global Drug Development: China Perspective (3)

Global drug development also challenges regulatory bodies in Global drug development also challenges regulatory bodies in 
mature market.  As clinical trial data increasingly come from thmature market.  As clinical trial data increasingly come from the e 
emerging market, they will  face the same challenge that we are emerging market, they will  face the same challenge that we are 
facing now with regard to the applicability of data in their regfacing now with regard to the applicability of data in their region. ion. 

We anticipate a more closer communication and working We anticipate a more closer communication and working 
relationship between regulatory authorities of mature and relationship between regulatory authorities of mature and 
emerging markets.emerging markets.
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Global Drug Development: China Perspective (4)Global Drug Development: China Perspective (4)

Global drug development also challenges the pharmaceutical Global drug development also challenges the pharmaceutical 
industry to build not only local clinical operational excellenceindustry to build not only local clinical operational excellence
but scientific excellence and capacity as well for a better but scientific excellence and capacity as well for a better 
interaction with regulatory bodies. interaction with regulatory bodies. 
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Review Timeline: Role of SFDA vs. IndustryReview Timeline: Role of SFDA vs. Industry

We understand the concerns over review timeline in We understand the concerns over review timeline in 
SFDA. However, there are always two sides of a SFDA. However, there are always two sides of a 
storystory…………....

Clinical Trial Application Review and Approval Timeline:

CDE Technical Review
((90/80W days) 

SFDA Administrative 
Review ((30W days)

SFDA Administrative 
Review ((30W days) 

Inquiry to Sponsor 
(40/25W days) 



10

We noted the progress made in Korea and Japan in We noted the progress made in Korea and Japan in 
participating global drug clinical developmentparticipating global drug clinical development

Source Data: Dr. In-Sook Park, Drug Evaluation Department, 
KFDA at 5th Asian Regulatory Conference, Kuala Lumpur, 
Malaysia, March 11-13, 2008

Source Data: Dr. Kazukiko Mori, PMDA at Asian Regulatory 
Conference, Kuala Lumpur, Malaysia, March 11-13, 2008
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Current Status of New Drug Development in ChinaCurrent Status of New Drug Development in China

China pharmaceutical industry is transforming from a genericChina pharmaceutical industry is transforming from a generic--
dominated model to a model that promotes drug innovation. In dominated model to a model that promotes drug innovation. In 
the last five years ending 2005,the last five years ending 2005,

45 drug products approved as new drugs45 drug products approved as new drugs

41 new drug products currently under the NDA review41 new drug products currently under the NDA review

109 entered into clinical development109 entered into clinical development

However, R&D investment in China is only 1.06% of total sales However, R&D investment in China is only 1.06% of total sales 
in 2005.in 2005.
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Promoting Drug Innovation is a China National PolicyPromoting Drug Innovation is a China National Policy
China launches national new drug development 
plan
http://www.interfax.com/4/374515/news.aspx

"China launched a national new drug development 
project this year, a government official said at a press 
conference held in Beijing yesterday. "The national new 
drug development project aims to produce a new batch 
of innovative drugs, traditional Chinese medicines and 
biotech drugs, as well as to provide safe and low-priced 
drugs to the Chinese people," Sang Guowei, project 
director, said at the press conference. The project also 
aims to develop 30 new drugs to treat tumors, 
cardiovascular disease and hepatitis. As part of the 
project, China will upgrade 10 existing widely-used 
drugs, in order to reduce side effects, improve quality 
and lower prices. Between eight and 10 new drug 
development platforms will also be set up to improve 
the country's new drug development system." (Source: 
Interfax)

http://www.interfax.com/4/374515/news.aspx
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Newly Revised Provision of Drug Registration Newly Revised Provision of Drug Registration 
(October 1, 2007)(October 1, 2007)

Key Guiding Principles Key Guiding Principles 

To promote drug innovation;To promote drug innovation;

To focus on unmet medical needs;To focus on unmet medical needs;

To build a transparent and consistent high quality system;To build a transparent and consistent high quality system;

Process Improvement Related to Global Drug Development:Process Improvement Related to Global Drug Development:

25% Reduction in CSA review time for new drugs25% Reduction in CSA review time for new drugs

ICHICH--CTD format is acceptableCTD format is acceptable

More flexible in cGMP document requirementMore flexible in cGMP document requirement

Simplified sample testing requirementSimplified sample testing requirement
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A Special Review Procedure is Under DevelopmentA Special Review Procedure is Under Development

Issues under discussion to built a quality systemIssues under discussion to built a quality system

Consultation MeetingConsultation Meeting

Conditional ApprovalConditional Approval

Submitting information during the review processSubmitting information during the review process
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Resource IssueResource Issue

Source Data: Dr. Zili LI, Merck & Co, Inc at CMR Conference, December 4, 2007
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Number of Drug Applications Filed with SFDA/CDE 
(Jan-2005 ~ Feb. 2008)

Data Resource: 

Monthly drug review updates on CDE website  
http://www.cde.org.cn/
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ConclusionsConclusions

Global drug development has brought China both Global drug development has brought China both 
opportunities and challenges;opportunities and challenges;

SFDA is committed to promote drug innovation. At the core is SFDA is committed to promote drug innovation. At the core is 
to build a quality review system based on GRP;to build a quality review system based on GRP;

A high quality review system will eventually led to a sustained A high quality review system will eventually led to a sustained 
reduction in clinical trial application review timereduction in clinical trial application review time
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