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Notice of the CFDA General Office on Relevant Matters about the

Implementation of the Administrative Measures for Medical Device Recall
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Issued on April 28, 2017
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Food and Drug Administration of all the provinces, autonomous regions and direct-controlled
municipalities,
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The Administrative Measures for Medical Device Recall (Decree No. 29 of China Food and Drug
Administration, hereinafter referred to as the Measures) are put into implementation on May 1, 2017
officially. In order to implement relevant requirements in the Measures, safeguard the usage safety
of medical device for the masses, supervise and urge the medical device manufacturers to
implement the entity responsibility for the product quality safety, relevant matters are notified as
follows:
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I. Job Requirements for the Organization of Medical Device Recall
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The food and drug administration at the provincial level shall pay high attention to the medical

device recall, regard safeguarding the product safety of medical device as a starting point and

reinforce the organization of medical device recall inside this province effectively. Food and drug
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regulatory departments at different levels shall strengthen the propagation, implementation and
training on the Measures, reinforce the propagation and education among the medical device
producers and dealers and users, urge the enterprises to perform the recall obligation effectively and
assure the implementation of the Measures properly.
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Il. Reporting Requirements of the Medical Device Recall
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Entity registering or filing the medical device product or overseas manufacturer of the imported
medical device shall fulfill the obligations as a manufacturer in the Measures and shoulder the
corresponding legal responsibilities.
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Where the medical device manufacturer decides to recall the medical device voluntarily, such
manufacturer shall submit the medical device recall incident report (Attachment 1) to the local
provincial food and drug administration and food and drug administration approving such product
registration or handling the filing without delay in accordance with Article 16 of the Measures and
shall, within 5 business days, submit the investigation assessment report and recall plan to the local
provincial food and drug administration and food and drug administration approving such product
registration or handling the filing for placing the same on file.
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(I) Where the imported medical device and Class Ill medical device within the Chinese territory
are recalled voluntarily, the manufacturers shall submit the relevant materials to the provincial food
and drug administration at the place where the manufacturer is located and the China Food and

Drug Administration (hereinafter referred to as the CFDA) according to the aforesaid requirements.
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(I Where class Il medical device within the Chinese territory is recalled voluntarily, the
manufacturer shall submit the relevant materials to provincial food and drug administration at the

place where the manufacturer is located according to the aforesaid requirements.
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