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Abstract

Report on Food and Drug Safety and Regulatory Policies (2013) is the 6th Volume
of Blue Book of Food and Drug, including additional latest research results of the
food and drugs safety, particularly the highlights and difficulties in regulation.

The executive summary, Implementing Policies of 18th Congress and Initiating New
Stage of Food and Drug Regulation, written by Mr. Yin Li, commissioner of State Food
and Drug Administration, outlines the focuses of the food and drug regulation. In
addition to the study reports of development and regulation of the food, drug and
medical device industries of the 2012 book, the study reports of the cosmetic industry
are added in the Book of the year, providing the more comprehensive coverage of
the studies on regulation related to health products. The Project Team of Shanghai
Institute for Food and Drug Safety continues to review and analyze the key issues in
the development, regulation and development trends of foods (including healthcare
foods) , drugs, medical devices and cosmetics, focusing on the 5 themes, namely,
the industrial development, safety condition, laws and regulation and standard system
construction, significant events and development trends in policies.

The book also includes the latest research results of experts and scholars in food
and drugs, medical devices, cosmetics and other fields. The section of “ Food”
involves the health food OEM ( Original Equipment Manufacturer ) regulatory status
and countermeasures research, analysis on consumers’ awareness and purchasing
behavior of brand agricultural products, the study on incentive mechanism of
recycling catering and kitchen waste oil, food safety risk communication mechanism
and strategies, etc. ; the section of “Drug” deals with the study on the social
participation mechanisms of drug safety administration, study on the evaluation
mechanism about the regional drug safety situation, study on rules and regulations for
guaranteeing the effectiveness and safety of pediatric drugs, study on regulatory policy
of drug clinical trials, etc. ; the section of “Medical Device” includes study on

medical device registration system in china, study on the supervision modes of
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Abstract

medical device software, etc. ; and the section of “Cosmetics” introduces study on
cosmetic regulatory model in US, EU and the enlightenment to china. It also
reviewed the laws and regulations for foods, drugs and medical devices in China since
2012, and the media reports of typical issues related to foods, drugs, medical devices

and cosmetics in 2012.
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