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Memorandum of Cooperation
Between
American National Standards Institute
And
National Institutes for Food and Drug Control

As cooperation partners, American National Standards Institute (ANSI) and
National Institutes for Food and Drug Control (Center for Medical Device
Standardization Administration, CFDA) have agreed that consistency in
standards is good for the supervision of medical devices and the promotion of
international trade, and the two sides shall cooperate in the following
standardization work:

Cooperation Objective

The two sides agree that they should increase their participation in the activities
of international or regional standardization organizations (standardization
organizations are not limited to the organizations such as ISO and IEC) , and
that they should carry out exchange and discussion with regard to
standardization administration and other related work, which will prove to be of
significant importance to the periodical exchange and long-term cooperation
on providing standards that will better meet regulatory and industrial
development needs.

The two sides will carry out complementary cooperation on improving the
standard system administration so as to jointly promote the development of the
international standardization work.

Cooperation Scope ;
Pursuant to the principle of mutual benefit, American National Standards
Institute (ANSI) and National Institutes for Food and Drug Control (NIFDC) shall
cooperate on specific initiatives including:
(1). Encourage the two sides and medical device standardization organizations
coordinated by the two sides to take part in cooperation work, and jointly take
part in the formulation of international standards and the sharing of information,
(2). Enhance the two sides' expert technology exchange and discussion with
regard to the standardization work in hot technical areas in the medical
device industry. (See Appendix | for more detdails)
(3). Encourage the hosting of a variety of cooperation and exchange activities.
(4). Encourage the two sides to forester a variety of ways to educate personnel
on medical
device standards.
(5). Encourage the two sides to share information related to medical device
standards via multiple means.

Other Provisions

(1). Any and all problems arising from the cooperation between the two sides
shall be resolved through mutual negotiation pursuant to the principle of
equality and mutual benefit.

(2) This Memorandum of Cooperation is a written agreement reached between
the two sides through mutual negotiation. Its contents shall not be revised
without mutual consent. ,

(3) This Memorandum of Cooperation shall remain effective until it is terminated.
Any side intending to terminate this cooperation shall send the other side a
written notice at least 6 months in advance.
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National Institutes American National

for Food and Drug Control Standards Institute

Title: Deputy Director-general Title: Vice President, International

Policy
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Appendix |

Under this Memorandum of Cooperation, NIFDC and ANSI agree to cooperate
in a series of medical device standardization activities. The two sides' expert
technology exchange and discussion with regard to the hot technical areas in
the medical device industry, whose contents include:

1. Medical device standard system information exchange and cooperation:
a. Carry out technical discussion with regard to medical device standard
system plan and related policies;

b. Carry out technical discussion with regard to methodology and procedure of
standardization administration;

c. Carry out standardization technical discussion with regard to hot areas in the
medical device industry, such as risk management, medical software, medical
robot technology, digital medical technology, new bio-material and in vitro
diagnosis, eftc.

2. The classification, haming and coding of medical devices
a. Technical discussion with regard to the classification, naming and coding of
medical devices;
b. Technical discussion with regard to Unigue Device |dentification (UDI);
c. Technical discussion with regard to Global Medical Device Nomenclature
(GMDN),

3. Other items agreed between the two sides.



