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SAMR Issues Administrative Measures for the Registration and Record-filing of
Medical Devices
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Recently, the State Administration for Market Regulation ("SAMR") has issued the
Administrative Measures for the Registration and Record-filing of Medical Devices (the

"Measures"), which will become effective on October 1, 2021.
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The Measures stipulate that Class I medical devices shall be subject to product
record-filing management. Class II and Class III medical devices shall be subject to
product registration management. To file the imported Class I medical devices for the
record, the filing persons shall submit the filing materials to the National Medical
Products Administration ("NMPA"). Imported Class II and Class III medical devices
shall be reviewed by the NMPA, and a medical device registration certificate will be

issued after approval.
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Also, the Measures clarify that, applicants or filing persons, which should be enterprises
or research institutes that can bear corresponding legal liability, shall establish a quality
management system that fits in their products and maintain its effective operation. The
Measures also point out that the NMPA will establish and implement a unique
identification system for medical devices step by step. Applicants and filing persons
should submit information pertaining to unique identification pursuant to relevant

regulations and ensure that the data is truthful, accurate and traceable.
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(Source: http://gkml.samr.gov.cn/nsjg/fgs/202108/t20210831 334228.html)
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SPC Adjusts Criteria for the Jurisdiction of Intermediate People's Courts over

Civil Cases of First Instance
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The Supreme People's Court ("SPC") has issued the Circular on Adjusting the Criteria
for the Jurisdiction of Intermediate People's Courts over Civil Cases of First Instance
(the "Circular"), effective from October 1, 2021.
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The Circular makes clear: (1) in the event that the domiciles of both parties are or are
not within the provincial-level jurisdiction where the accepting court is located, the
intermediate people's court will have jurisdiction over the first-instance civil cases with
the amount of subject matter of action of not less than RMB 500 million; (2) in the
event that the domicile of either of the parties is not within the provincial-level
jurisdiction where the accepting court is located, the intermediate people's court will
have jurisdiction over the first-instance civil cases with the amount of subject matter of
action of not less than RMB 100 million; (3) theaters' military courts and the military
court directly under the People's Liberation Army will have jurisdiction over the
first-instance civil cases with the amount of subject matter of action of not less than

RMB 100 million; (4) Cases of new types, complicated cases, or cases with guiding
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significance in universal application of law may be tried by the people's court at a
higher level in accordance with Article 38 of the Civil Procedure Law, or by the

people's court at a lower level for upon request and approval.

(Source: http://www.court.gov.cn/fabu-xiangqing-324151.html)
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SAMR Proposes to Amend the E-Commerce Law
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The State Administration for Market Regulation (“SAMR”) has recently released the
Decision to Amend the E-Commerce Law of the People's Republic of China (Draft for

Comment) (the "Draft") to solicit public comments. The deadline for submitting
feedbacks is October 14, 2021.
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The Draft proposes to amend Articles 43 and 84 of the E-Commerce Law in specifically
four aspects, including extending the waiting period after the giving of a counter-notice
by amending the original provision to read: "the e-commerce platform operator shall lift
the measures taken if it does not receive a notice within 20 business days after the

transferred statement reaches the intellectual property right owner notifying that a
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compliant or lawsuit has been lodged by the right owner." Meanwhile, a provision is
added to mitigate any transaction losses that may be caused by such a long waiting
period, which reads: the e-commerce platform operator may suspend the measures taken
if the alleged infringing operator on the platform provides a security for the
compensation for any losses that may be caused by the potential intellectual property
infringement."

(Source: http://www.samr.gov.cn/hd/zjdc/202108/t20210831 334252.html)
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SPC Launches Pilot Reform on Defining Trial Level Functions under the
Four-tiered Court System
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The Supreme People's Court ("SPC") has recently released the Implementing Measures
for Improving the Pilot Reform on Defining Trial Level Functions under the Four-tiered

Court System (the "Measures") for implementation from October 1, 2021.
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Marking the official launch of a two-year pilot program, the Measures consist of 23
articles mainly in five aspects: (1) defining trial level functions under the four-tiered
court system; (2) improving the hierarchy-based jurisdiction of civil and administrative
cases; (3) improving the mechanism for bringing cases to the higher-level courts for
jurisdiction; (4) reforming retrial procedures; (5) improving the SPC's trial power
operation mechanism.
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Among others, the Measures specify the trial level functions under the four-tiered court
system. In brief, grass-roots people's courts shall focus on accurately ascertaining facts
and substantively resolving disputes; intermediate people's courts shall focus on
effectively rendering final trial in second instance, precisely determining the key aspects
and ending the disputes; high people's courts shall focus on correcting errors in
accordance with the law in retrials and unifying judgment standards; the SPC shall
supervise and guide the trial work nationwide to ensure the correct and uniform

application of law.

(Source: http://www.court.gov.cn/fabu-xiangqing-324681.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.
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