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New Laws and Regulations on Medical Care Field
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The Circular on Implementing and Promoting the Opinions on Medical Service Pricing
Reform

1. Al Enacted details

1)  MiAEHET] Promulgated authority: The General Office of the National Development and Reform
Commission

2)  iAi H 3 Promulgation date: Augl6,2016

3) A% H Y Effective day: Augl6, 2016

2. BREFIRIE Related content
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On Augl6,2016, the General Office of the National Development and Reform Commission has issued the
Circular on Implementing and Promoting the Opinions on Medical Service Pricing Reform (the "Circular").
The Circular proposes various measures from 10 perspectives, such as learning from the experience
gained in the medicine pricing reform of public hospitals at county level, establishing the mechanism of
reform contract exemplary base, and maximizing the role of information technologies especially the big
data. According to the Circular, places where such reform has been carried out in advance shall reduce
the price of examinations and treatments provided through large medical equipment gradually, regulate
the diagnosis and treatments, and reduce the price of medicine and consumable items; other places
where such reform has not been implemented yet shall implement the policy of stopping the addition of
extra prices to medicines more rapidly, and adjust the price of medical services. The Circular also
stipulates that it is necessary to enhance the internal management of medical institutions and industrial
supervision and promote the information on the price of medical services accessible to the public.

3. TEI% Details: (£ T HAE ST M4 HriSER WIEL) &3
The Circular on Implementing and Promoting the Opinions on Medical Service Pricing Reform
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The Administrative Measures for Medical Device Recalls (Draft for Comment)

1. ATERE Enacted details

1) WA EET] Promulgated authority: The General Office of the China Food and Drug Administration
2) A H 3 Promulgation date: Sep1,2016
3) #k1kH 1Y Expiration date: Sep30, 2016

2. JIREFRIE Related content
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On Sep30,2016,the General Office of the China Food and Drug Administration (the "CFDA") has recently
issued the Administrative Measures for Medical Device Recalls (Draft for Comment) (the "Draft") for
public comment by September 30.

The Draft states that the term "medical device recalls" refer to the handling of defective medical device
products already released to the market by medical device manufacturers by means of warnings, product
checks, repairs, relabeling, revision and improvement of product manuals, software upgrading, product
replacement, recovery, or destruction or otherwise. According to the Draft, product recalls cover
products in any of the four circumstances including "products not conforming to mandatory standards or
their registered or filed product specifications". The Draft requires that medical device manufacturers
shall voluntarily recall defective products and that the First Grade Recall shall be completed within one
day, the Second Degree Recall within three days, and the Third Degree Recall within seven days, together
with efforts to notify the business operators, institutional users or individual users concerned.

3. {¥lfDetails: (ErsmEEEmiE GERELE ) 23

The Administrative Measures for Medical Device Recalls (Draft for Comment)
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The Administrative Measures for Drug Registration (Draft Revision)

1. AT Enacted details

1) WA ET] Promulgated authority: The General Office of the China Food and Drug Administration
2) A H 3 Promulgation date: Jul27,2016
3) #k1kH ¥ Expiration date: Aug26, 2016

2. JIREFRIE Related content
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The General Office of the China Food and Drug Administration ("CFDA") has recently promulgated the
Administrative Measures for Drug Registration (Draft Revision) (the "Draft Revision") for public comments
by August 26.

The Draft Revision, consisting of 147 articles in eight chapters, applies to drug registration and the
supervision and administration thereof within the territory of China. The Draft Revision, based on the
definition of "drug registration", stipulates that in making application for drug registration, a legally
established foreign pharmaceutical company shall appoint its office within the territory of China, or
authorize an agent within the territory of China to carry out the application. Clinical-value-oriented drug
innovation is encouraged, and priority shall be given to the review of drugs calling for quicker review in
accordance with the law. The Draft Revision requires that the CFDA shall build a dispute settlement
mechanism under which expert consultation, reexamination and administrative reconsideration may be
adopted to resolve issues in dispute existing in the review, examination and approval process; for major
licensing matters involving public interests, announcements shall be made to the public and hearings
shall be held. The Draft Revision also sets out the seven aspects of contents to which key attention shall
be paid in reviewing an application for drug marketing, including "clinical value of innovative drugs".

3. T¥iEDetails: (ZgurmEmEs: (TR ) &%
The Administrative Measures for Drug Registration (Draft Revision)
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The Circular on Further Enhancing the Administration of Broadcasting Medical and Health
Care-related Programs and Medical Advertisements

1. AR HENE Enacted details

1) A1) Promulgated authority: The State Administration of Press, Publication, Radio, Film and
Television

2) KA H I Promulgation date: Aug29,2016

3) B H Y Effective date: Aug29,2016

2. JREZFRIE Related content

2016 4 8 J§ 29 H, FEZCHIH AR R N O TRty IR £ HAB24) 1 F
EELAIE A CRAR CGEAD D o

gy 23R, By I H R geh i e L & S RITIE, e mtba AREE, MR RAE
RATH R REH, REFEMESTFRAERNTH ARG . CaZD )i, S RE 2y &k e 2
PEARRR AR TR B ), AR BRI 25 S AR I 3 BT 2 BRIT AR DRAER A
i Al SEEAEA R BRGS0, A DU FOBAA A, A UL R A
] AR, HERART R I KA

On August29,2016, the State Administration of Press, Publication, Radio, Film and Television has issued
the Circular on Further Enhancing the Administration of Broadcasting Medical and Health Care-related
Programs and Medical Advertisements (the "Circular").

According to the requirements of the Circular, medical and health care-related programs shall be planed
and produced by radio stations or television stations only, instead of by any social company; the
record-filing of medical and health care-related programs shall be strictly administered, and those that
have not been filed for the record shall not be broadcasted with no exception. The Circular emphasizes
that it is necessary to tighten the administration of broadcasting medical advertisements by prohibiting
the broadcast of any false medical advertisement, strictly restricting the length and method to broadcast
medical advertisement, and preventing the broadcast of advertisements for enterprises, products or
services concerning medical treatment, medicine, medical devices, health care products, food, cosmetics,
and beauty in any disguised form of TV programs or in the form of TV shopping video clips; and the length
of each piece of advertisement shall not exceed one minute.

3. £ Details: (ETit—SBETHAST BME S8 HEMNTER) 23

The Circular on Further Enhancing the Administration of Broadcasting Medical and Health Care-related Programs and

Medical Advertisements
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Interpretation of typical cases
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Pharmaceutical companies have been fined up to 7.6 million for price monopoly agreement
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Case studies and Compliance suggestions on Pharmaceutical false and illegal
advertisements penalty
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Pharmaceutical Industry regulatory update
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Beijing Food and Drug Administration Initiates Investigation into Three Major Online Takeaway
Ordering Platforms
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Recently, the Network Supervision Center of the Beijing Food and Drug Administration has checked and
identified all unqualified restaurants registered on three major online takeaway ordering platforms,
namely Baidu Waimai, Ele.me and Meituan, disclosed 60 restaurants therein to the public and opened an
investigation into these three platforms. It is understood that there three major platforms have so far
withdrawn a total of about 12,000 restaurants that have neither the business license nor the catering
service license. Relevant supervision departments have already used high technologies to search and
monitor any violations committed on the Internet. The Beijing Food and Drug Administration will publish
a list of restaurants registered on such platforms without proper qualifications on a weekly basis from
now on and encourage the public to make complaints and reports.

In the first half of 2016, the Compliant and Report Center of the Beijing Food and Drug Administration
received a total of 228 complaints or reports targeted at the aforesaid three major platforms, and thus
Baidu Waimai withdraw over 1000 defective restaurants from its platform, Meituan over 9000
restaurants, and Ele.me almost 2200 restaurants after "3.15" Consumer Rights Day.

34 5 Ak Reproduced from Beijing Evening News.
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CFDA: Policy of Government Lawyers in Food and Drug Administration to Be Widely Implemented
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On August15,2016, the China Food and Drug Administration has issued the Implementing Opinions on
Comprehensively Strengthening the Rule of Law Construction in the Food and Drug Administration System (the
"Opinions").

It is proposed in the Opinions that by 2020, a scientific and complete legal system for the food and drug safety
would have been basically achieved, a high-quality professional administrative team would have been basically
organized, the spirit, concept and thinking of rule of law would have been popularized deeply, and a food and
drug administrative department that is open, impartial, honest and highly-efficient with clear responsibilities
and functions as well as strict law enforcement. Accordingly, the Opinions specify eight primary tasks, such as
accelerating the construction of legal system for food and drug administration, which cover a total of 23
specific measures including the improvement of legislation mechanism for food and drug administration. Also,
the Opinions point out that it is necessary to perfect the legal counsel system for food and drug administration,
build up a team of legal counsels the majority of which are functionaries of the legal offices under the
administrative department and which also welcomes legal experts and lawyers. Meanwhile, it is required to
detail the procedures for relevant administrative law enforcement, regulate such behaviors as the
administrative sanctions and administrative enforcement, and implement the regime of recording the whole
process of law enforcement.
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CFDA: Posted three clinical trial data collection and management-related regulatory
documents

st 8 L W AR R 55 K 30T A7 1) ) FE A A e e o 2 A R R 24 B R B PRI BN R S,
B 5K b 2 i I B B SR (CFDA) T 2016 4F 7 J 27 HIEL:R AT = AN S0k

2016477 H27 . itk I S KL, Ve SEREATRT I, SLZ5MGRTTU) E A
B, A EARUE 25 R o VIR, [R5 25 g M SR RALAURA T PR i i
HTARHATRAD R 20 I BTG RIS 2016 4E35 112 5 . FASHE 5 A 2 1A
f7.

20165E7 27 H, s 254 AR IR I B i B e vt B i v A o TARR9R S M, 2
G L VR BCR AT, B SR i 2y i B PR R L URE T (5 AR Bl i B 4t
PR AT TR R ) (R SR 25 R LR R I Y 2016 ARG 113 ), AAIE
i 2 HEAT

201657 H27H, Ky a7~ 5 RAEF AR I N A, AR B IR PR GRS He 7 B i B0 sl L 5%
Bk WERE TSRV S (I AR IS T BT ) B B T A G E s sk, SR
@'nu%%%g%}i'ﬁﬁéﬂ//\ 32 7 CIEARIREE 1 T B R AR SR (K5 24 B 2
MFES 2016 4 3 114 ), AAMESE KA Z HEHIT

XA SO T H A P 5ST0) i R A A AR VR R E S B, X 25
PRARIE ) F A, R e R s 25 A loRe ™ A ORI i s it —20 T LB = A SR A N 2
AR SCAEEE, T B I AN BAT TRl 55 1A BAR R

Please feel free to contact us if you have any further request.

A AEATRE— 58 AT BE R AR ATHI BABCR -

(B2 DARVERND) 1. tar ik

M. (FERAIER) E8IE £ AR R P ERXS Sk BB R
TR RS MBS R AR K@ B R e N e

AIAGR: TLVE

Legal Statement: Health care legal newsletter all the contents are reproduced or taken from newspapers or news websites, which
purposes are only for reference, not been regarded as the legal opinion.
Top of the document 14


http://hk.lexiscn.com/topic/legal.php?tps=pg_ls&newstype=1&act=detail&content_type=T&origin_id=407107200331&provider_id=3&isEnglish=N

