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The ICH Assembly approved the CFDA as a new

Regulatory Member

The International Council for Harmonization
(ICH) met in Montreal, Canada from May 31
to June 1, 2017. The ICH Assembly approved

the China Food and Drug Administration as a
new Regulatory Member.

(June 19, 2017)

CFDA Issued the List of Reference Preparations of
Generic Drugs (Fifth Batch) and the List of Reference
Preparations of Generic Drugs (Sixth Batch)

After review and confirmation by Committee
of Experts for Quality and Efficacy
Consistency Evaluation of Generic Drugs,

CFDA, on June 9, CFDA issued the List of

Reference Preparations of Generic Drugs
(Fifth Batch) and the List of Reference
Preparations of Generic Drugs (Sixth Batch).

(June 9, 2017)

Notice of the General Office of CFDA on Printing and
Issuing the Confidentiality Provisions of CFDA of Drug
and Medical Device Review and Approval Information

With a view to maintaining the legitimate
rights and interests of drug and medical
device registration applicants, regulating
and strengthening the administration on the
confidentiality of drug and medical device

review and approval information, CFDA

.Eﬁﬁﬁﬁéﬁﬁy g  

organized to formulate the Confidentiality
Provisions of CFDA of Drug and Medical
Device Review and Approval Information,

which are issued on June 2, 2017.

(June 2, 2017)
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CFDA Issued the Announcement on Modifying the
Package Inserts of Injections Containing Xylitol

In accordance with the results of adverse
drug reaction evaluation and in order to
further ensure drug safety for the public,
on June 1, CFDA issued the announcement
on decision to modify such items as
[Adverse Reactions], [Contraindications]

and [Precautions] in the package inserts

of injections containing xylitol (including
xylitol injection, xylitol for injection,
xylitol and sodium chloride injection,
compound amino acid injection (18AA-
V) and potassium aspartate and magnesium

aspartate and xylitol injection).

(June 1, 2017)
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CFDA Issued the Announcement on Modifying the
Package Inserts of Compound Glycyrrhiza Oral Solution

In accordance with the results of adverse
drug reaction evaluation and in order to
further ensure drug safety for the public,
on June 1, CFDA issued the announcement
on decision to modify such items as

[Ingredients], [Adverse Reactions],
[Contraindications] and [Precautions]
in the package inserts of compound

glycyrrhiza oral solution.
(June 1, 2017)
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CFDA Issued the Announcement on Information Tips
for the Second Batch of Over-duplicated Drug Varieties

On June 2, 2017, CFDA issued the
Announcement on Information Tips for
the Second Batch of Over-duplicated
Drug Varieties, and published the List
of Over-duplicated Drug Varieties with
the Approval Number for the Same Drug
be Held by More Than 20 Enterprises.
After monitoring and analyzing the sales
of the drugs approved for marketing
between 2013 and 2015, a total of 294
varieties were selected, covering 13
major varieties and 59 sub-varieties in
clinical pharmacology and therapeutics
classification.

CFDA reminded the relevant
pharmaceutical manufacturers and R&D
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institutions to fully understand the
market supply and demand situation,
scientifically assess the drug R&D risks,
and make careful investment decisions.
The food and drug regulatory authorities
of all provinces, autonomous regions
and municipalities directly under the
central government should strengthen the
acceptance review, R&D site verification,
and production site inspection of
registration applications of related drugs;
and take the initiative to publicize the
announced over-duplicated drug varieties,
to guide the enterprises' rational R&D and

application.
(May 31, 2017)
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CFDA Issued the Announcement on the Opinions on
Dealing with the Problems Identified in Drug Clinical

Trial Data Verification

According to relevant requirements of
the Opinions of the State Council on the
Reform of the Review & Approval System
for Drugs and Medical Devices (GF
[2015] No. 44), CFDA issued on July 22,
2015 the Announcement on Carrying out
Self-inspection & Verification of Drug
Clinical Trial Data ([2015] No. 117)
to address the issues of inauthentic and
even fraudulent clinical trial data found
in certain drug registration applications,
and organize the verification on clinical
trial data of the drugs pending for
review and approval of production or
importation. Since then, CFDA has issued
consecutively the Announcement on the
Disapproval of Registration Applications
for 11 Drugs of 8 Enterprises ([2015]
No. 229), the Announcement on the
Disapproval of Registration Applications
for 13 Drugs of 14 Enterprises ([2015]
No. 260), and the Announcement on the
Disapproval of Registration Applications
for 6 Drugs of 7 Enterprises ([2016] No.
92). Such problems as the inauthenticity,

incompleteness and noncompliance of data
exist in clinical trials of the drugs referred
to in the said Announcements, they have
violated the relevant provisions of the
Drug Administration Law of the People's
Republic of China and its Implementation
Regulations, as well as the Good Clinical
Practice for Drugs (GCP), and brought
potential hazards to the safety and efficacy
of drugs, seriously affecting public safety.
Thereby CFDA issued on May 24, 2017
the Announcement on the Opinions on
Dealing with the Problems Identified in
Drug Clinical Trial Data Verification to
notify relevant issues.

(May 24, 2017)
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CFDA Issued the Announcement on Self-inspection &
Verification of Drug Clinical Trial Data for Registration

Application

On May 19, 2017, CFDA issued the
Announcement on Self-inspection &
Verification of Drug Clinical Trial Data for
Registration Application, which reads as
follows:

CFDA has decided to conduct clinical trial
data verification for the newly received 44
registration applications for drugs whose
clinical trials have been completed and
which are under application for production
or importation. Relevant matters are hereby

announced as follows:

I. If the drug registration applicants found
inauthenticity of clinical trial data before
CFDA verification, they should take
the initiative to apply for withdrawal of
registration applications. CFDA should
announce the list of applicants and varieties
withdrawn without affixing accountability.

II. Center for Food and Drug Inspection,
CFDA should publicize on its website the
on-site verification plan, and inform the
applicants of drug registrations and the

local competent provincial food and drug
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administrations; 10 working days after
the public notification, the Center should
inform the date for on-site verification and
no longer accept the applicants' withdrawal
of drug registration applications.

III. CFDA should severely punish the
applicants, responsible persons and
managers of drug clinical trials and
responsible persons of CRO found
with frauds in clinical trial data on-site
verification, and should hold responsible
the inspectors of food and drug regulatory
authorities who failed to perform their

duties.
Annex: List of Registration Applications for 44
Drugs Subject to Self-inspection & Verification
of Clinical Trial Data (omitted)
(May 19, 2017)
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CFDA Issued the Technical Guidelines for Extrapolation
of Adult Drug Data to Pediatric Population

To further address the shortage and
encourage the development of urgently
needed pediatric drugs, and make the most
of the existing data to reduce unnecessary
pediatric research, CFDA organized to
formulate the Technical Guidelines for
Extrapolation of Adult Drug Data to

Pediatric Population, which are based on
data extrapolation and aim to optimize
and enrich the pediatric drug information
in package inserts to guide clinical
medication. The Technical Guidelines were
issued on May 18, 2017.

(May 18, 2017)
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CFDA Issued 4 Guidelines Including the Guidelines for
Development Site Verification for Quality and Efficacy
Consistency Evaluation of Generic Drugs

To implement relevant requirements of
the Opinions of the General Office of the
State Council on Carrying out Quality and
Efficacy Consistency Evaluation of Generic
Drugs (GBF [2016] No. 8), and the
Announcement on Implementing Related
Matters of the Opinions of the General
Office of the State Council on Carrying
out Quality and Efficacy Consistency
Evaluation of Generic Drugs (CFDA
Announcement [2016] No. 106), CFDA
organized to formulate the Guidelines for
Development Site Verification for Quality
and Efficacy Consistency Evaluation
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of Generic Drugs, the Guidelines for
Production Site Inspection for Quality
and Efficacy Consistency Evaluation
of Generic Drugs, the Guidelines for
Clinical Trial Data Verification for Quality
and Efficacy Consistency Evaluation of
Generic Drugs and the Guidelines for For-
cause Inspection for Quality and Efficacy
Consistency Evaluation of Generic Drugs,

which were issued on May 18, 2017.

(May 18, 2017)

AFER (BFSRDATRTITRIGH
ARBATI—BHFNHRALY (BHX
(2016) 85) . (XRTEX (BFKRDLA
TRT IR A REF T —EUE A
B BXRFIMAEY (BRERAME
BERER/AE0I6FEI065) HEXE
K BREmAGEEEEIRARTIET
(O 25 BRI — B TN A I F 1%
EESENY (HzREMT N —EIEIT
MEFRHREIESEMNY (HHZ5REM
FFR—BEEITNERXEEEZREIESR
WY A5z REMT M —BIEITNE BE

EIESREWY . T2017E58 18R LW,
( 2017-05-18)



B

CFDA Issued the Technical Guidelines for Label
Specifications for Formula Registration of Infant Formula

Milk Powder (Interim)

To further strengthen the formula
registration of infant formula milk powder,
and regulate the label management for

formula registration of infant formula milk

powder, in accordance with the Provisions
for Formula Registration of Infant Formula
Milk Powder (CFDA Order No. 26) and
relevant national standards for food safety,
CFDA formulated the Technical Guidelines
for Label Specifications for Formula
Registration of Infant Formula Milk Powder
(Interim), which were issued on May 24,
2017 and should come into effect as of the

date of promulgation. (May 25, 2017)
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CFDA Issued the Application Dossier Items and
Requirements for Formula Registration of Infant Formula
Milk Powder (Interim) (2017 Revision)

To further advance the formula registration
of infant formula milk powder, on the
basis of soliciting opinions from all social
sectors, CFDA revised the Application

Dossier Items and Requirements for

Medical Devices

Formula Registration of Infant Formula
Milk Powder (Interim), which were issued
on May 24, 2017 and should come into
effect as of the date of promulgation.

(May 25, 2017)
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Decision of the State Council on Revising the Regulations
for the Supervision and Administration of Medical

Devices Released

On May 4, 2017, Decision of the State
Council on Revising the Regulations for the
Supervision and Administration of Medical
Devices (the State Council Decree No. 680)
(hereinafter referred to as the Decision)
Released, which should come into effect as

of the date of promulgation. The Decision
revised 10 articles including Article 18 of
the Regulations for the Supervision and
Administration of Medical Devices.

(May 19,2017)
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The General Office of CFDA Issued the Test Plan for the
National Medical Devices Subject to Sampling Test in

2017

In accordance with the requirements of
the Notice the General Office of CFDA on
Carrying out Sampling Test for National
Medical Devices in 2017 (SYJBXJ [2017]
No. 41), on May 31, 2017, the General

Office of CFDA issue the Test Plan for
the National Medical Devices Subject to
Sampling Test in 2017.

(May 31, 2017)
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CFDA Announcement on Issuing the Guidelines for
Registration Application Dossiers for Shelf Life of Non-
active Implantable Medical Devices (2017 Revision)

CFDA organized to formulate the Guidelines
for Registration Application Dossiers
for Shelf Life of Non-active Implantable
Medical Devices (2017 Revision), which
are issued on May 26, 2017, to implement

Annual Report

the Regulations for the Supervision and
Administration of Medical Devices (State
Council Decree No. 650) and the Provisions
for Medical Device Registration (CFDA
Order No. 4), strengthen the supervision
and guidance of medical device registration
management, further clarify the technical
requirements for registration application
dossiers for non-active implantable medical
devices, guide registration applicants to
prepare registration application dossiers for
shelf life of non-active implantable medical

devices. (May 26, 2017)
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2016 Annual Statistical Report on Food and Drug

Supervision and Administration Published

On May 23, 2017, CFDA issued the 2016
Annual Statistical Report on Food and Drug
Supervision and Administration, which is

excerpted as below:
* Drug manufacturing licensing

As of the end of November 2016, China
has a total of 4,176 active substance
and preparation manufacturers. In
2016, the numbers of pharmaceutical
manufacturers, active substance and
preparation manufacturers have all
decreased, the underlying reason is that: in
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the manufacturing license renewal period,
some enterprises failed to pass the GMP
certification, and are thus pending for
renewal of certificates.

* Drug distributing licensing

As of the end of November 2016, China
has a total of 465,618 enterprises with the
Drug Distributing License, of which there
are 11,794 corporate wholesale enterprises,
1,181 unincorporated wholesale enterprises;
5,609 retail chain enterprises, 220,703 retail
chain stores; and 226,331 retail mono-
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drugstores.
* Drug registration

In 2016, a total of 4,011 applications for new
drug clinical trial have been approved, along
with 5 applications for NDA + approval
number, and 13 applications for approval
number; as well as 328 applications for
clinical trial submitted in accordance with
new drug application procedures have been
approved.

In 2016, CFDA approved a total of 2,949
applications for clinical trial of generic

drugs, and 207 applications for production.

In 2016, CFDA approved a total of 513
applications for clinical trial of imported

drugs, and 28 applications for marketing.

In 2016, CFDA approved a total of 2,560

drug supplementary applications, and
578 applications for filing. Food and drug
regulatory authorities of all provinces
(autonomous regions and municipalities)
have approved a total of 5,202 drug
supplementary applications, and 16,039
applications for filing.

In 2016, CFDA approved a total of 782
applications for production of packaging
materials and containers in direct
contact with drugs, 924 applications for
registration renewal, and 280 supplementary
applications.

The report data are from the Food and Drug Administration
Statistical Reporting System. The data reporting period
ranges from December 1, 2015 to November 30, 2016.

(May 24, 2017)
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CFDA Issued the Annual Report of Drug Inspection (2016)

On May 31, 2017, CFDA issued the Annual
Report of Drug Inspection (2016) in both
Chinese and English versions, which
elaborates the overview of inspections in
2016 and main findings therein, and analyzed
the various bottlenecks and potential quality

risks found in the inspections. The Report
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Overview of the Inspections in 2016
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GMP certification inspection
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Overseas inspection
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GSP unannounced inspection
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Observation of international inspection
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is divided into seven Parts, namely: Part
I Pre-approval Inspection; Part II GMP
Certification Inspection; Part III GMP
Follow-up Inspection; Part IV Unannounced
Inspection; Part V Overseas Inspection; Part
VI GSP Unannounced Inspection; Part VII

Observation of International Inspection.
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Special Focus JSRER

Overview of Consumer Goods Industry from January 20171 -38iE % &
to March 2017 TAEIT 2RISR

On June 1, 2017, the Ministry of Industry industry witnessed an increase of 0.7% 201756 /18, Iﬂk%ﬂ 1'=L ! fhﬁfﬁ%‘i?ﬁ
and Information Technology released the and 8.1% year on year, respectively. 201741 -3 BB H M Tz T R K15
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Overview of Consumer Goods Industry Il Key industries recorded higher

ion fi March 201 . .
Operation from January to March 2017, sales-output ratios, wherein the

which is excerpted are as follows: food manufacturing industry and

I. Overall stability of production, pharmaceutical manufacturing
wherein food and medicine saw industry recorded 97.3% and 95%, %ljlgib Be 25 118 Ak 8 b 53 AR 4<0.7% .
a growth of 8.0% and 11.0%, respectively. 8.1%.,
i = ATV ERE S, Hp, |’E
respecflvely. - . IV. Sluggish grO\.;vt.h of exports, wherein 3 jJﬁ)%.i {I;;fi;ffﬁ ﬂf;;'; AT R
II. Relative stability .of investment food andmedlcme. stepped up by 6.6% MO EEEK. R RS
growth, wherein the food and 7.6%, respectively.

: : EAR LA BB K6.6%. 7.6% .
manufacturing industry and

pharmaceutical manufacturing (Source: MIIT website, June 1, 2017) (FBE. (=M 2017-06-01)

Notes: * All Chinese information in the Newsletter is extracted from newspapers and the
Internet. All English articles are translations from the Chinese version.

* For electronic version of the Newsletter please visit http://www.ccfdie.org
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China Center for Food and Drug International Exchange (CCFDIE) Servier (Tianjin) Pharmaceutical Co., Ltd.
AR E & R mE R i A MR (RiE) HIAHRAE

Address: Room 1106, 11th Floor, Office Building B, Maples International Center, No. ~ Address: 6 Floor, West Building, World Financial Center, No.1, East 3rd
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C. Ring Middle Road, Chaoyang District, 100020 Beijing, China
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Tel: 010-8221 2866 Fax: 010-8221 2857 Tel: 010-6561 0341

Email: ccfdie@ccfdie.org Fax: 010-6561 0348

Website: www.ccfdie.org Website: www.servier.com.cn
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