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The National Medical Products Administration ("NMPA") has recently issued the Good
Operating Practice for Approval of the Registration of Domestic Class Il Medical
Devices (the "Operating Practice™), effective from the date of issuance.

AR (Y , BASLESF ZREMT AL, HRAFIF, FHF
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According to the Operating Practice, the approval of registration of domestic Class 11
medical devices involves four processes, including acceptance, technical review,
administrative examination and approval and document production while their
record-filing for change involves two processes, namely, acceptance and document
production. Among others, the Operating Practice makes clear that during the approval
of registration, technical review institutions shall complete the technical review within
60 working days upon receipt of the supplementary materials.
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The Operating Practice also requires the review personnel to systematically assess the
analysis result of the safety, effectiveness and quality controllability of the products to
be marketed, and issue corresponding review opinions on whether the registration meets
relevant provisions on medical device registration.

(Source:
https://www.nmpa.gov.cn/xxgk/fgwij/gzwij/qgzwjylqx/20211104142753166.html)
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NMPA Clarifies Relevant Matters Concerning the Implementation of
Administrative Measures for the Registration and Record-filing of Medical
Devices

BAT, BREFEREZELEDIATR Y (RBKEZLATEED EXERLE) )
(FA (Glek&ERASY ) , Amitaie k&L, &L A LET 12 A 13 B,

The Cyberspace Administration of China ("CAC") has recently issued the
Administrative Regulations on Internet Data Security (Draft for Comment) (the "Draft
for Comment") to solicit public opinions by December 13, 2021.
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The Draft for Comment reiterates that China shall establish a category- and class-based
data protection system. The data will be classified into common data, important data,
and core data on account of its importance to national security, public interests, as well
as the legitimate rights and interests of relevant individuals or organizations. Different
protection measures will be imposed depending on the classifications. China will
provide key protection for personal information and important data and strict protection
for core data.

CRERBERAS) 3t — T OAH, FIBKIZEH) B A4 ITANA F D IRERY,
BGat s, RAMHEFRG IS, RMEFEAR. &, s, wE, Fu%
AW AFIENE AE— AN AT INIE T X, PORHIDAR FIKE L ANMAE ST
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The Draft for Comment further specifies that data processors shall conduct risk
assessment regarding the necessity and security when they perform personal
identification by means of biometric features, and shall not take biometric data, such as
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face, gait, fingerprint, iris and vocal print, as an exclusive method for personal
identification to coercively collect personal biometric information.

(Source: http://www.cac.gov.cn/2021-11/14/c_1638501991577898.htm )
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CNIPA Issues the Guide on Trademark Examination and Adjudication
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Recently, the China National Intellectual Property Administration ("CNIPA") has issued
the Guide on Trademark Examination and Adjudication (the "Guide"), with effect on
January 1, 2022.
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The Guide consists of two parts, respectively regulating the formality examination and
trademark affairs as well as trademark examination and adjudication. Among them, the
part "trademark examination and adjudication” includes the examination and
adjudication of: (a) malicious trademark registration applications that are not intended
for use, (b) marks that cannot be used as trademarks, (c) distinctive features of
trademarks, (d) identical and similar trademarks, and (e) three-dimensional mark
trademarks. With the "examination and adjudication of malicious trademark registration
applications that are not intended for use™ as an example, the Guide lists the legal basis,
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interpretation, applicable elements, consideration factors, applicable scenarios, typical
cases, etc., with a view to ensuring the uniform application of laws and implementation
of unform standards in the whole process of trademark examination and adjudication.

(Source: https://www.cnipa.gov.cn/art/2021/11/22/art 74 _171575.html )
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CNIPA Issues the Revised Measures for the Registration of Pledge of Patent
Rights

WA, BR%RERAR Y (FRBFIPRIHE (2021 F5) ) (T (I
) ), BABZBART.

The China National Intellectual Property Administration ("CNIPA") has recently issued
the Measures for the Registration of Pledge of Patent Rights (2021 Version) (the
"Measures") for implementation from the date of issuance.
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The Measures propose material revisions to Articles 6, 7 and 10, which are of great
significance. The texts of the remaining provisions are also revised for the purpose of
adjusting orders, streamlining contents, and standardizing expressions. The revisions to
the main provisions involve: (1) promoting the pledge registration procedures by means
of commitment; (2) reducing the circumstances for unnecessary registration; (3)
shortening the time limit required for registration review; (4) optimizing relevant
registration services.
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Among others, the Measures specify that the party concerned may choose to register the
pledge of a patent right by means of commitment, and when a commitment letter is
submitted, identity certificate, certificate for change, certificate for deregistration, and
other evidential materials are no longer required. The CNIPA will strengthen in-process
and ex-post regulation and will lawfully impose disciplinary measures for dishonesty to
those who make false commitment.

(Source: https://www.cnipa.gov.cn/art/2021/11/16/art_74 171449.html )
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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.

CILS® 2021

6/ 6


http://www.cilslaw.com/
https://www.cnipa.gov.cn/art/2021/11/16/art_74_171449.html
mailto:wendy.bao@cilslaw.com

