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CFDA Released the Announcement on the Catalogue of

China's Marketed Drugs

On December 29, 2017, CFDA released the
Announcement on the Catalogue of China's

Marketed Drugs (“Catalogue”) as follows:

As per the requirements of the General
Office of the CPC Central Committee and
the General Office of the State Council in
the Opinions on Deepening the Review &
Approval System Reform and Encouraging
the Drug and Medical Device Innovation
(SC & CPC Central Committee [2017]
No. 42), to safeguard the rights and
interests of the public drug use, improve
the quality of medicines, reduce the
medication burden, and encourage the drug
R&D and innovation, CFDA organized
the formulation of the Catalogue and the

relevant issues are announced as follows:

I. As the carrier of CFDA for releasing
information of drugs approved for
marketing, the Catalogue records the
specific information of such drugs
approved for marketing as innovative
drugs, modified new drugs, generic
drugs subject to new registration
classification of chemical drugs,
and drugs accredited by consistency

evaluation of the quality and efficacy.
The reference preparations and standard
preparations of generic drugs are
designated, and the specific varieties
of generic drugs that can replace the
originators are labeled to facilitate
the understanding and inquiry by the
pharmaceutical industry, the medical
community and the public.

II. The Catalogue publishes the drug
review reports, package inserts, patent
information and links to other databases
via CFDA's government website.

IIl. The current Catalogue contains 131
varieties and 203 strengths, including
13 varieties and 17 strengths of drugs
accredited by consistency evaluation
of the quality and efficacy of generic
drugs. CFDA will incorporate into
the Catalogue with real-time updates
the drugs subject to new registration
classification and drugs accredited by
consistency evaluation of the quality
and efficacy of generic drugs, and other

drugs newly approved for marketing.

(December 29, 2017)

CFDA Issued the Provisions for the Disclosure of Food
and Drug Safety Supervision Information

To enhance the publicity of regulatory
information on food and drug safety,
protect the public's right to information,
participation, expression and supervision,
promote the social co-governance of food

and drug safety, and enable "Government

hterforEood and DrigilnternationallExchanseat Sass
[lanjin):RharmaceuticaliCos Lo R

in the Sunshine", CFDA formulated the
Provisions for the Disclosure of Food and
Drug Safety Supervision Information which
was issued on December 22, 2017.

(December 22, 2017)
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CFDA Announcement on Promulgating the Guidelines
for the Development of Drug Supplementary Testing

ExeminbEERERAN
(Bmth 77 =S EmE)

Methods

To regulate and guide the development
of drug supplementary testing methods,
and strengthen the supportive role of
testing technologies in drug supervision
and administration, on January 9, 2018,

CFDA promulgated the Guidelines for the
Development of Drug Supplementary Testing
Methods in accordance with the regulatory
needs.

(January 9, 2018)

CFDA Modified the Package Inserts of 32 OTCs
Encompassing DieDa WanHua Oil

According to the results of monitoring and
evaluation, to further ensure the safety
of public use of drugs, CFDA decided to
modify the package inserts of 32 OTCs

encompassing DieDa WanHua Oil, and has
made a public announcement on the relevant

matters on January 9, 2018.
(January 9, 2018)

CFDA Issued the Guidelines for Clinical Trials of OAB

Drugs

To guide and regulate the clinical trials of
overactive bladder (OAB) drugs, CFDA
organized to formulate the Guidelines for

Clinical Trials of OAB Drugs which was
issued on January 3, 2018.

(January 3, 2018)

CFDA Issued the Announcement on Attribute
Definition Results of the Fourth Batch of Drug-Device

Combination Products

To guide the applicants for rational
applications, on January 2, 2018, CFDA
issued the Attribute Definition Results of the
Fourth Batch of Drug-Device Combination
Products.

Annex: Summary of Attribute Definition
Results of the Fourth Batch of Drug-Device
Combination Products (omitted)

(January 2, 2018)
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CFDA Released the Provisions for the Lot Release of

Biological Products

On December 29, 2017, CFDA released

the revised Provisions for the Lot Release
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of Biological Products (CFDA Order No.
39) to strengthen the management in the
lot release of biological products. The
Provisions shall come into force as from

February 1, 2018.
(December 29, 2017)
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CFDA Issued the List of Reference Preparations of
Generic Drugs (Eleventh Batch)

On December 29, 2017, CFDA issued the
List of Reference Preparations of Generic
Drugs (Eleventh Batch), which has been
reviewed and determined by the Committee

of Experts on Consistency Evaluation of the
Quality and Efficacy of Generic Drugs.

(December 29, 2017)

NHFPC & CFDA Issued the Management Practice for the
Storage and Transportation of Vaccines (2017 Edition)

To strengthen the management of vaccine
storage and transportation, according to the
revised Regulations for Vaccine Distribution
and Vaccination and the Opinions on
Further Strengthening the Management of
Vaccine Distribution and Vaccination (SC
[2017] No. 5), NHFPC and CFDA have
amended the Management Practice for the
Storage and Transportation of Vaccines
(Bureau of Disease Prevention and Control,
NHFPC [2006] No. 104), and formed the

2017 Edition thereof which was issued on
December 28, 2017.
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(December 28, 2017)

CFDA Released the Opinions on Encouraging
Pharmaceutical Innovation via Priority Review &

Approval

On December 28, 2017, CFDA released the
Opinions on Encouraging Pharmaceutical
Innovation via Priority Review & Approval,

which clarified the scope, procedures of

and requirements for the priority review &
approval and shall be effective since the date
of promulgation.

(December 28, 2017)
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CFDA Released Five Technical Guidelines for Clinical
Study Incl. the Technical Guidelines for Clinical Study of
New TCMs for Irritable Bowel Syndrome

To encourage and guide the R&D and
innovation of new TCMs and accelerate
the improvement of technical standards
system for review in line with the
TCM characteristics, CFDA organized
to formulate the Technical Guidelines
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for Clinical Study of New TCMs for
Irritable Bowel Syndromes, the Technical
Guidelines for Clinical Study of New TCMs
for Functional Dyspepsia, the Technical
Guidelines for Clinical Study of New TCMs
for Cough Variant Asthma, the Technical
Guidelines for Clinical Study of New TCMs
for Rheumatoid Arthritis, and the Technical
Guidelines for Clinical Study of New TCMs
for Chronic Heart Failure, which were
issued on December 27, 2017.

(December 27, 2017)
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CFDA Released the Technical Guidelines for Assessment

of TCM Resources

To protect, realize the sustainable use
of, and guarantee the stable supply of,
TCM resources, and ensure the quality
controllability of TCMs, CFDA organized

to formulate the Technical Guidelines for
Assessment of TCM Resources which was
issued on December 25, 2017.

(December 25, 2017)

CFDA Released the Technical Guidelines for Expression

of Chinese Patent Medicine Strengths

To strengthen the registration management
and standardize the expression of strengths
of Chinese patent medicines (CPMs),
CFDA organized to formulate the Technical
Guidelines for Expression of Chinese Patent
Medicine Strengths which was issued on
December 25, 2017.

The expression of CPM strengths shall
invariably follow the above Guidelines for
new TCMs whose registration applications
have been accepted prior to or after the

issuance of the said Guidelines, and
for post-marketing applications for
changes and supplementary applications
that are subject to CFDA approval.
The standardization of strengths of
the marketed CPMs will be gradually
implemented via the development and
revision work of national standards and
post-marketing applications for changes
and supplementary applications.

(December 25, 2017)
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Medical Devices

CFDA Released the Technical Guidelines for Accepting
Overseas Clinical Trial Data of Medical Devices

As per the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (SC & CPC Central Committee
[2017] No. 42) issued by the General
Office of the CPC Central Committee and
the General Office of the State Council,
to strengthen the registration management
for medical devices, further improve
the quality of registration review, and
encourage the R&D and innovation of
medical devices, CFDA organized to
formulate the Technical Guidelines for
Accepting Overseas Clinical Trial Data
of Medical Devices which was issued

on January 11, 2018. The Guidelines
put forward the ethical principles, legal
principles and scientific principles for
accepting data from overseas clinical trials
and clarified the dossiers requirements and
technical requirements for such data. The
Guidelines expounded the considerations
and technical requirements for accepting
overseas clinical trial data in relation to
the technical review requirements, the
subject population and the differences in
clinical trial conditions, and give specific
examples for diversified factors' clinical
implications on the data.

(January 11, 2018)

CFDA Released the Guidelines for Design of Medical

Device Clinical Trials

As per the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (SC & CPC Central Committee
[2017] No. 42) issued by the General
Office of the CPC Central Committee and
the General Office of the State Council,
to strengthen the registration management

for medical devices, further improve
the quality of registration review, and
encourage the R&D and innovation of
medical devices, CFDA organized to
formulate the Guidelines for Design of
Medical Device Clinical Trials which was
issued on January 8, 2018.

(January 8, 2018)

CFDA General Office Released the Notice on Conducting

Medical Device Testing

As per the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical
Device Innovation (SC & CPC Central
Committee [2017] No. 42) issued by
the General Office of the CPC Central
Committee and the General Office of
the State Council, and the Opinions of
the State Council on the Reform of the
Review & Approval System for Drugs
and Medical Devices (SC [2015] No. 44),

to effectively give play to the technical
support of medical device testing
agencies and ensure orderly registration
of medical devices, on January 3, 2018,
the General Office of CFDA released
the Notice on Conducting Medical
Device Testing, requiring the food and
drug administrations of all provinces,
autonomous regions and municipalities
directly under the central government
to further strengthen the supervision
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and management and perform effective
guidance and coordination of their
affiliated medical device testing agencies,
which shall perform testing over the to-
be-registered products commissioned

by medical device applicants based on
product technical specifications, and issue
the testing reports for product registration.

(January 3, 2018)

CFDA Issued the Announcement on Adjusting the Attributes
and Classification of Allergen IVD Reagents, Supportive IVD
Reagents for Flow Cytometer, and Immunohistochemistry

and In Situ Hybridization IVD Reagents

As per the Opinions of the State Council on
the Reform of the Review & Approval System
for Drugs and Medical Devices (SC [2015]
No. 44) and the Opinions on Deepening
the Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (SC & CPC Central Committee
[2017] No. 42) issued by the General
Office of the CPC Central Committee and
the General Office of the State Council,,
to further improve the classification
management of IVD reagents, determine
and divide the attributes and categories
of some IVD reagents in an scientific and
reasonable manner, CFDA organized the
study and adjusted the attribute definition
and classification principles of allergen IVD
reagents, supportive IVD reagents for flow

cytometer, and immunohistochemistry and in
situ hybridization IVD reagents, formulated
the product classification list, and clarified
the implementation requirements according
to the Regulations for the Supervision
and Administration of Medical Devices,
the Provisions for In-vitro Diagnostic
Reagent Registration and other relevant
provisions, as well as the status of medical
device production, distribution, use and risk
analysis, the comprehensive opinions of
medical device manufacturers, distributors,
user units and trade organizations, and the
practice of international classification of
medical devices. The Announcement shall
come into force as from March 1, 2018.

(December 29, 2017)

CFDA Released the Guidelines for Technical Review of
Mobile Medical Device Registration

On December 29, 2017, CFDA released
the first Guidelines for Technical Review
of Mobile Medical Device Registration
(hereinafter referred to as the Guidelines) for
mobile medical devices.

The Guidelines apply to devices and/or
software that use noninvasive "mobile
computing terminals" for one or more
medical purposes. The definitions, types,
judgment principle and general requirements
for registration application dossiers of
mobile medical devices are further clarified.

According to the Guidelines, mobile medical
devices, as a combination of mobile

6 CHINA FOOD AND DRUG NEWSLETTER

computing technology and traditional
medical devices, shall take into account the
characteristics, risks and control measures of
mobile computing technologies in addition
to the requirements of traditional medical
devices, including cybersecurity capability,
display screen limit, ambient light image,

battery capacity limit, cloud computing
(December 29, 2017)
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CFDA Released the Management Practice for the
Development and Revision of Medical Device Standards

As per the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (SC & CPC Central Committee
[2017] No. 42) issued by the General Office
of the CPC Central Committee and the
General Office of the State Council, and the
Provisions for Medical Device Standards
(CFDA Order No. 33), CFDA organized

to revise the Management Practice for
the Development and Revision of Medical

Device Standards which was issued on
(December 25, 2017)

December 25, 2017.

CFDA Released the Provisions for the Supervision and
Administration of Online Sales of Medical Devices

On December 22, 2017, CFDA promulgated
the Provisions for the Supervision and
Administration of Online Sales of Medical

Special Column

Devices (CFDA Order No. 38), which shall
come into force on March 1, 2018.
(December 22, 2017)

Comprehensively Improve the Quality and Efficacy of
Generic Drugs: the First Batch of 17 Strengths Passed

the Consistency Evaluation

The high-profile consistency evaluation
of the quality and efficacy of generic
drugs reaped phased achievements in the
pharmaceutical industry - CFDA recently
released the list of the first batch of 17
strengths that passed the consistency
evaluation of the quality and efficacy of
generic drugs. This marks another step
forward in the process of comprehensively
improving the quality and efficacy of
generic drugs in China.

In recent years, CFDA has stepped up the
pace of the drug review & approval system
reform and gradually solved the resource
constraints of clinical trial institutions for
bioequivalence (BE) trials and difficult
access to reference preparations. The
selection of reference preparations was
conducted smoothly and the human
BE study of some drug varieties was
exempted. The review, verification, testing
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and other work have been consolidated to
accelerate the consistency evaluation. As
of January 2, 2018, a total of 309 records
of BE test for consistency evaluation
were filed, covering 182 records for 73
varieties (in the Essential Drug List) from
124 enterprises, and 127 records for 77
varieties (not covered by the Essential
Drug List) from 84 enterprises. A total of
6,028 records for reference preparations
were filed, covering 3,141 varieties in the
Essential Drug List and 695 record-filing
enterprises.

Of the 13 varieties (17 strengths) that
have passed the consistency evaluation,
there are 4 varieties (4 strengths) out of
289-Essential Drug List and 9 varieties (13
strengths) not covered by the 289-Essential
Drug List.

(January 4, 2018)
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China Center for Food and Drug International Exchange (CCFDIE)
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Address: Room 1106, 11th Floor, Office Building B, Maples International Center, No.
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.
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Tel: 010-8221 2866 Fax: 010-8221 2857
Email: ccfdie@ccfdie.org
Website: www.ccfdie.org
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Servier (Tianjin) Pharmaceutical Co., Ltd.
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Address: 6 Floor, West Building, World Financial Center, No.1, East 3rd
Ring Middle Road, Chaoyang District, 100020 Beijing, China
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Tel: 010-6561 0341

Fax: 010-6561 0348

Website: www.servier.com.cn




