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New Laws and regulations on medical care field
(—) (RTHRE#EAEREERTETEL)
Guiding Opinions Issued to Promote Healthy Development of Pharmaceutical Industry
1. AR TFENE Enacted details
(1) MiAaHET] Promulgated authority: The General Office of the State Council
(2) KA1 HH Promulgation date: March 14,2016
(3) A% H W] Effective date: March 14,2016
2. FREFRIE Related content
55 Bt I AT HETER R O TARREE 25 A R R R 4R T ) C GEWDY D, AHETHRIE
B 2P MU D sE g ) e B 27 ML RR SR R AR L T
CEIWY Wi 7 7 AT AT o 2 IR B EIHT, femOsafme . 2P Tr
G, fRtsRO kg, R G, RITEAREAKY . MR EIAYIR, 5 25
BRR. TSR HAREN, il RS IAEL . SNERWN IR, RERREE. Gt
B0, HES R AR .
CEILY 2K, LR Bl SO Re, AR BURRIGNLE], A PP b, inai ™ i
B KRR AT, IR A BMIEE B 1B 5K RE R R N S S A5 M, WA A DU Tt
WS HARIN )2, 2 A SSHET TSR BUR R S AE e, HEshiEe 257 M Rp Sl e .
Recently, the General Office of the State Council has issued the Guiding Opinions on Promoting the
Healthy Development of the Pharmaceutical Industry (the "Opinions"), making deployments for
improving the core competitiveness of and promoting sustainable and healthy development of the
pharmaceutical industry in China.
The Opinions specify key tasks in seven aspects. The first is to strengthen technological innovation
and enhance the core competitiveness. The second is to speed up quality upgrade and promote
green and safe development. The third is to optimize the industrial structure and improve intensive
development. The fourth is to develop modern logistics and build a pharmaceutical credit system.
The fifth is to keep close pace with health care reforms and create a favorable market environment.
The sixth is to deepen international cooperation and expand the space for international development.
The seventh is to nurture emerging business forms and promote intellectual industrial development.
The Opinions require that it is imperative to strengthen fiscal and financial support, perfect the
government procurement mechanism, deepen the reform of evaluation and approval, strengthen
coordinated industrial supervision, support the promotion of innovative products, and accelerate the
building of talent teams. The National Development and Reform Commission shall strengthen
planning and co-ordination, clarify the specific schedule for the implementation of various policy
measures and, in concert with the relevant departments, strengthen policy guidance and supervision
and inspection, so as to promote sustainable and healthy development of the pharmaceutical
industry.
3. P Details: (6 TP 247 gk BEJR IR 14 S 7 L)

Guiding Opinions Issued to Promote Healthy Development of Pharmaceutical Industry
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The Good Clinical Practice for Medical Device Trials (the "GCP")
1. AR Enacted details

(1) MiA#B1] Promulgated authority: the China Food and Drug Administration
(2) MiA H#A Promulgation date: March23th,2016
(3) A% H A Effective day: Juni, 2016

2. IREFIRIE Related content

NSRS ST e b RIS B B, R BT e A KRS I R P S A G, IR
BPRIE PRI R, AR EMARIRBEEE R ERBAENAEZ 3 H 23 HEG KA (B
7 A RIm AR B HE)  C CIYEY D, KT 2016 4F 6 ] 1 HEMAT.  (IYE) 2L 11
96 4, MIEAIRIG AT IR EBEIIRRE . IGARRE TR REZRASIRTT. PEIR,
s RIS MU TR E BT . ds B . I By 28 e 2 . AR SO A5 R A T I A

CHRETED) Wt 0 ARS8 PP 75 i AR IR AT LA R 2 A S i R K P B A 0 1) 45 4% 7 A

SR R 20T e R () B DA . A I RIS LA RO S0 R DA AN LS5 K s P M IR
T XU B, s M A 4 e R P XRS5 ] WA M s PR A RN 2 B, 9 S H
B TEARTIE,  ORuE I PR 1 R 22 4 M T 425
In order to strengthen the supervision and administration of medical device clinical trials, safeguard
the rights and interests of subjects of medical device clinical trials, and guarantee the standard
operation during medical device clinical trials, the China Food and Drug Administration and the
National Health and Family Planning Commission jointly issued the Good Clinical Practice for Medical
Device Trials (the "GCP") on March 23 for implementation as of June 1, 2016.The GCP consists of 96
articles under 11 chapters, specifying the preparation for a clinical trial, protection of rights and
interests of subjects, clinical trial schemes, responsibilities of the Ethics Committee, responsibilities
of applicants, responsibilities of clinical trial institutions and researchers, records and reports,
management of medical devices for trial purpose, and management of basic documents.
The GCP defines the responsibilities of all parties involved in clinical trials including applicants,
institutions and researchers, as well as regulators, with emphasis on the management responsibility
of applicants with regard to clinical trials and refinement of responsibilities and obligations of clinical
trial institutions and researchers; in addition, the GCP requires strict risk control for clinical trials,
stresses the risk control over the whole process of a clinical trial, and specifies the suspension and
termination mechanism for clinical trials, with the responsibilities of applicants put in place, so as to
ensure safe and controllable process of clinical trials.

3. WIE Details: (7 SEbRIG ARG i G B
The Good Clinical Practice for Medical Device Trials (the "GCP")
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New trends in the pharmaceutical industry
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