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The State Administration for Market Regulation ("SAMR") has recently released the
Measures for the Supervision and Administration of Medical Device Production and the
Measures for the Supervision and Administration of the Business Operations of Medical
Devices (collectively, the "Measures"), both with effect from May 1, 2022.
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The Measures fully implement the system of medical device registrants and record-
filing persons, optimize the administrative licensing process, strengthen supervision and
inspection approaches, improve supervision and inspection methods, consolidate the
main responsibilities of the enterprises, and impose greater penalties for illegal acts.
Among others, in order to consolidate the main responsibilities of the enterprises, the
Measures establish a medical device production reporting system, which stipulates the
requirements on product variety report, production progress report, production condition

change report and annual report on self-inspection of quality management system.
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Meanwhile, the Measures call for optimizing the license filing process, adjusting the
requirements for business licenses and record-filing under the medical device registrant
system, handing in business licenses and relevant certification documents in case of
license cancellation, shortening the time limit for verification and approval, and
clarifying the circumstances for exemption from submitting application materials and
making business record-filing; in terms of application for registration and record-filing

at the same time, materials submission and other procedures are simplified.
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(Source: https://gkml.samr.gov.cn/nsjg/fgs/202203/t20220322 340682.html)
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The National Development and Reform Commission ("NDRC") and the Ministry of
Commerce ("MOFCOM") have jointly issued the Negative List for Market Access
(2022 Version) (the "List"), with a circular being simultaneously distributed to arrange

for relevant work. The List shall become effective from the date of issuance.

(GEEY PIABLEAENER 65, FTHEANER 1117, £t 1177, Ak
2020 FRRR Y 6 . THENRBFED AL EFEFTHELER, ﬂ?ﬁ“ié
ANFR, THIERTFEN, TEMXKRTF, Bk, REHDPEZAXFLE, 3
T RN Q@A AT AR, k&, %\%‘rﬁ%i%%?ﬂ&%%’-%@‘

OL%MMFﬁﬁiww}%wﬁpﬁﬁ%*\m%&ﬁﬁﬁ“”i& E= 32

HTHENGBFEER B EFBRBEFEANATE, A XIHERE R,

The List provides a total of 117 matters, six matters less than the 2020 version, of which
there are six prohibited access matters and 111 approved access matters. The List is
divided into two categories, namely, prohibited matters and approved matters. For
prohibited access matters, market players shall not engage in them, and administrative
organs shall not examine or approve them or handle the relevant formalities. For
industries, areas and businesses beyond the List, all kinds of market players may enjoy
equal access pursuant to the law. The circular specifies the requirements for relevant
work in five aspects, such as strictly implementing the administrative requirement of
"one list nationwide", earnestly fulfilling the regulatory duties of the governments, and
establishing a system for collecting and reporting cases involving violation of the

negative list for market access.
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SPC Releases Judicial Interpretations on Anti-Unfair Competition Law
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The Supreme People's Court ("SPC") has recently released the Interpretations on
Relevant Issues Concerning the Application of the Anti-Unfair Competition Law of the
People's Republic of China (the "Interpretations").
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The Interpretations, consisting of 29 articles and based on the revised Anti-Unfair
Competition Law, mainly detail Article 2 of the Anti-Unfair Competition Law, and
address such issues as counterfeit and confusion, false publicity, and unfair competition
behaviors online. Among others, regarding the "counterfeit and confusion", the
Interpretations offer 11 articles to provide detailed interpretations on the "counterfeit
and confusion", as specified in Article 6 of the Anti-Unfair Competition Law, from the
following three perspectives. Firstly, Article 4 of the Interpretations clarifies the
definition of the mark with "influence to a certain extent", and the factors to be

considered when identifying such mark. Secondly, Article 7 of the Interpretations
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stipulates that if a mark is among those prohibited from use and registration under the
Trademark Law, it will not be protected under the Anti-Unfair Competition Law.
Thirdly, by following Article 2 of the Administrative Regulations on the Registration of
Market Entities, the Interpretations refine the scope of the market entities whose names

can be protected.

(Source: https:// www.court.gov.cn/fabu-xiangqing-351291.html)
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NMPA to Regulate the Record-filing of Class I Medical Devices
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Recently, the National Medical Products Administration ("NMPA") has issued the
Announcement on Matters Concerning the Record-filing of Class I Medical Devices
(Draft for Comment) (the "Draft for Comment") for public comments by March 31,
2022.
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According to the Draft for Comment, for the record-filing of domestic Class I medical
devices, the applicant shall submit record-filing materials to the authority responsible
for drug supervision and administration at the city level with districts. For the record-
filing of imported Class I medical devices, the applicant shall submit record-filing
materials to the NMPA. The Draft for Comment clarifies that the applicant shall prepare

the product technical requirements for filing medical devices as required. The record-
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filing will be completed after the applicant submits the record-filing materials

conforming to the requirements set forth in Appendix 1 of the Draft for Comment.
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For the filed medical devices, the record-filing authority shall, within five working days
from the date of record-filing, make public the relevant information stated in the Form
of Class I Medical Device Record-filing Information or the Form of Class I In Vitro
Diagnostic Reagent Record-Filing Information. The Draft for Comment also requires
that the record-filing authorities should carry out the record-filing work in accordance

with record-filing practices for Class I medical devices.

(Source: https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20220302135737184.html)

PINCEETE =
Author:

Chenwei Bao
Tel: 86-21-80127725
Email: wendy.bao@cilslaw.com

sk 3k s sk sfe sk sk sk sk s sk sk sk sk sk sk s sk sk sk sk sk sk s sk sk sk sk sk sk s ke sk sk sk sk sk s ke sk sk sk sk sk s ke sk sk sk sk sk s sk sk sk sk sk sk sk s sk sk sk skok skok

This publication is for informational purpose only. It does not cover every aspect of the
topics with which it deals. It should not be construed or relied on as legal advice or to
create a lawyer-client relationship. For any further legal advice, please contact us.

Shanghai CILS® Law Firm, a partnership registered at Room 2615, Enterprise Square,
No. 228 Meiyuan Road, Shanghai, PRC.
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