IMPLEMENTING ARRANGEMENT
BETWEEN THE
FOOD AND DRUG ADMINISTRATION
OF THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
OF THE
UNITED STATES OF AMERICA
AND THE
CHINA FOOD AND DRUG ADMINISTRATION
OF THE PEOPLE'S REPUBLIC OF CHINA
REGARDING THE COOPERATIVE MECHANISM OF
REGULATORY STAFF

The Food and Drug Administration (U.S. FDA) of the Department of Health and Human
Services of the United States of America and the China Food and Drug Administration (CFDA)
of the People’s Republic of China (hereinafter referred to together as “the Participants™):

Recalling the Agreement between the Department of Health and Human Services of the United
States of America and State Food and Drug Administration of the People’s Republic of China
on the Safety of Drugs and Medical Devices (the “Agreement”) signed on December 11, 2007,

Noting that the U.S. FDA and CFDA share the understanding that the State Food and Drug
Administration of the People’s Republic of China (SFDA)was reorganized in 2013, and CFDA
has become the successor in interest to SFDA of the commitments in the Agreement;

Noting that both Participants share the understanding that, in light of the above, all references
to the State Food and Drug Administration of the People’s Republic of China in the Agreement
are henceforth understood to refer to the CFDA;




Aiming to identify the scope of activities to be conducted under the Agreement by U.S. FDA
and CFDA regulatory personnel posted in one another’s country;

Desiring to further set out the framework for exchange of information and documents under
Article V of the Agreement related to observations and results from inspections of facilities
that are engaged in manufacturing, producing, processing, packing, testing, holding,
transporting, distributing, or exporting any Drug (which term, as used throughout this (1A),
includes active pharmaceutical ingredients, as under the Agreement);

Recognizing that this IA lays out a means through which each agency can obtain information
to inform its regulatory decision-making; and

Realizing that this IA further clarifies the intentions of the Participants under the Agreement
by which each Participant may save time and costs in meeting its statutory requirements

without a reduction of public health and safety or regulatory responsibilities;

Intend to further implement the Agreement as follows:

SECTION1 INSPECTION AND COOPERATION BY U.S. FDA REGULATORY
PERSONNEL POSTED IN CHINA

1. U.S. FDA intends to continue to conduct inspections in China to assess the compliance
with relevant U.S. requirements of facilities that are engaged in manufacturing,
producing, processing, packing, testing, holding, transporting, or distributing any Drug
intended for export to the United States or its territories. In support of these inspections,

FDA may also collect and analyze product samples.

2. For other than for-cause inspections conducted by U.S. FDA regulatory personnel
posted in China, U.S. FDA intends to provide CFDA at least five working days’
advance notice regarding its intent to inspect and the relevant facility’s name and
location. In an effort to promote better understanding of U.S. FDA’s inspectional

programs and techniques, and to promote cooperative efforts to ensure the safety of any
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