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CFDA’s Decision on Amending Certain Rules and

Regulations Released

On November 21, 2017, China Food and
Drug Administration (CFDA) released the
CFDA’s Decision on Amending Certain
Rules and Regulations (CFDA Order No.
37), which shall come into effect as from the

date of promulgation.

CFDA’s Decision on Amending Certain
Rules and Regulations

To implement the State Council's
requirements to deepen the administration
streamlining and institute decentralization,
integrate power delegation and strong
regulation, and optimize public service,
CFDA scrutinized certain Rules and
Regulations concerning the reform of
the administrative review & approval
system and the commercial system, and
decided to amend certain articles of the
Provisions for Drug Distributing License
(CFDA Order No. 6 issued on February
4, 2004), the Provisions for Internet Drug
Information Service (CFDA Order No. 9
issued on July 8, 2004), the Provisions for

the Supervision of Drug Manufacturing
(CFDA Order No. 14 issued on August 5,
2004), the Provisions for the Supervision
of Medical Device Manufacturing (CFDA
Order No. 7 issued on July 30, 2014), the
Provisions for the Supervision of Medical
Device Distribution (CFDA Order No. 8
issued on July 30, 2014), the Administrative
Measures for Import and Export of Anabolic
Agents and Peptide Hormones (Order No.
9 of CFDA, General Administration of
Customs and General Administration of
Sport of China issued on September 28,
2014), the Administrative Measures for
Food Production Licensing (CFDA Order
No. 16 issued on August 31, 2015), and the
Administrative Measures for Food Business
Operation Licensing (CFDA Order No. 17
issued on August 31, 2015). This Decision
shall come into effect as of the date of
promulgation. According to the Decision,
the above rules and regulations are amended
and will be re-released.

(November 21, 2017)

CFDA Released the Announcement on Self-inspection &
Verification of Drug Clinical Trial Data for Registration

Applications

On December 6, 2017, CFDA released
the Announcement on Self-inspection &
Verification of Drug Clinical Trial Data for
Registration Applications with the decision
made to verify the clinical trial data of 39
newly received registration applications
for drugs whose clinical trials have been

PUbliShediby

completed and which are under application
for production or importation, and notified
the relevant issues.

Annex: List of Registration Applications
for 39 Drugs Subject to Self-inspection &
Verification of Clinical Trial Data (Omitted)

(December 6, 2017)

Chinag€enterforkood and U%imr,u natiol |f;1i @uwa 3.‘

S =Servier (ﬁyﬂmﬂiﬁw

nfu—)lliﬁﬂ?@h. L?-r

T
—~ SERVIER
MEAEAE (Kif) HIZHRAS

2 s T

(BxXBEmE &
BREFELI T MERR

E) B
0IENANE, ERERBRLEEE
REET (ERRRHRLEERLRETE

FHAMBWAR) (BIRR BRI EE

BBLEYS) | ARAATZ AR,

EXRmimE BT ERTIEM
A MERRE

A B AE S E SRR BB . RS
& MUBRSHENER BERSRAREEE
BEREMSRTHERFIENE. §EFEX
EEEXNEHTTEE, REX (HREE
HOEEE LY (2004F2854H I%ﬁuuiﬁ
mEEEERESHE6S) (UTHIREE
CEBEMZAREBRSEEIED (2004¢7H

BHRR/LHEIS) . (HAREFEEEEME)
(2004ESBSH AR E145) | (Bt

FREEEMEY (2014F7A30HBR/SET
). (ET7SMAEREEEME) (20144
TH30B2FELHES) . (EARRMLHIFIMARE
HMEHEOEENEY (201498282 F.
BEEBEREBRBLHEIS) . (BRRLEF
i#ﬂ*éﬁd] &Y (2015FE8B31IHR2 /L HI16

. (BEREZLETTEERNEY (2015F8F31

)%/\’“*17? ) BB ERT RER. AR

mﬁ/MﬁzElUﬁﬁ RIBARE, 5 LRE
e B, EH A, (2017-11-21)

EXemimEEERaEA%
(X TFIn RIS B
EEMRIEERRNAE)

2017F12R6H, ERRMAAREEEEL
BEB T YRR EEBEREIM
FRIEERAIAEY  REXFREB9NE A
PRIRGE BRI A =30t A A9 25 oE M R iE 1T

RRBREEZE. HHAXEERT T AE,
B 39N IR RIS EE B B E T
MEIEEE (B)

(2017-12-06)




CFDA Released the Guidance for Acceptance & Review EXRABGRARUEBEEEF
of Drug Registration Applications (Interim) EmtymitMZIEHEERR

To implement the policies set forth in
the Opinions of the State Council on the
Reform of the Review & Approval System
for Drugs and Medical Devices (State
Council [2015] No. 44), in alignment with
the requirements of the Announcement on
Adjusting the Acceptance Procedures for
Drug Registration (Announcement [2017]
No. 134), on November 30, 2017, CFDA
organized to formulate the Guidance for
Acceptance & Review of Drug Registration
Applications (Interim), including:

1. Guidance for Acceptance & Review of
Registration Applications for Chemical
Drugs (Part I: Registration Categories 1,
2,3, 5.1) (Interim)

2. Guidance for Acceptance & Review of
Registration Applications for Chemical
Drugs (Part II, Registration Categories 4,
5.2) (Interim)

3. Guidance for Acceptance & Review of

Registration Applications for Therapeutic
Biological Products (Interim)

4. Guidance for Acceptance & Review
of Registration Applications for
Prophylactic Biological Products
(Interim)

5. Guidance for Review & Approval,
Acceptance & Review of Registration
Applications for TCMs and Natural
Medicines (Interim)

6. Guidance for Acceptance & Review of
Supplementary Applications for Drugs
(Interim)

7. Guidance for Examination & Approval,
Acceptance & Review of Registration
Renewal of Imported Drugs (Interim)

8. Guidance for Acceptance, Review and
Issuance of Approval Documents for
Imported Crude Drugs (Interim)

(November 30, 2017)
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CFDA Released the Announcement on Adjusting the
Review & Approval Items of APIs, Pharmaceutical

Excipients and Pharmaceutical Packaging Materials

To implement the policies set forth in the
Opinions of the General Office of the CPC
Central Committee and the General Olffice
of the State Council on Deepening the
Review and Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (CPC & SC [2017] No. 42) and the
Decision of the State Council on Canceling
a Number of Administrative Licensing Items
(State Council [2017] No. 46), the separate
review & approval for pharmaceutical
excipients and pharmaceutical packaging
materials & containers in direct contact with
pharmaceuticals (hereinafter referred to as
pharmaceutical packaging materials) has been
canceled. The review & approval of APIs,
pharmaceutical excipients and pharmaceutical
packaging materials shall be dealt with
concurrently as one item in the application
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for registration of drug preparations. On
November 30, 2017, CFDA released the
Announcement on Adjusting the Review &
Approval Items of APIs, Pharmaceutical
Excipients and Pharmaceutical Packaging
Materials to notify the following issues:

1. This Announcement shall apply to the APIs
for drug preparations classified as 2.2, 2.3,
2.4, 3,4, and 5 in registration classification,
and to pharmaceutical excipients,
pharmaceutical packaging materials for
all drugs in registration applications filed
by any applicant within the territory of the
People's Republic of China.

2. As from the promulgation of this
Announcement, the food and drug
regulatory authorities at all levels shall no
longer handle separately the registration
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applications for APIs, pharmaceutical
excipients and pharmaceutical packaging
materials. The Center for Drug Evaluation,
CFDA (hereinafter referred to as CDE)
shall establish a registration platform
for APIs, pharmaceutical excipients and
pharmaceutical packaging materials
(hereinafter referred to as the registration
platform) and the corresponding database,
based on which relevant enterprises or
units may submit registration dossiers
of APIs, pharmaceutical excipients and
pharmaceutical packaging materials as per
the requirements of this Announcement,
and get a unified registration number for
consolidated review once the associated
drug preparations are under application for
registration.

. Major contents of the registration dossiers
of APIs: basic information, production
information, characterization, quality
control of APIs, reference substances,
pharmaceutical packaging materials,
and stability, etc. The specific contents
shall comply with the requirements for
application dossiers of APIs as stated in
the Announcement on Promulgating the
Requirements for Application Dossiers
of Chemical Drugs in New Registration
Classifications (Interim) (CFDA
Announcement [2016] No. 80).

. Major contents of the registration dossiers
of pharmaceutical excipients: basic
information of enterprise, basic information
of excipients, production information,
characterization, quality control, batch test
report, stability study, and pharmacology
and toxicology studies, etc. The specific
contents shall conform to the requirements
for application dossiers of pharmaceutical
excipients as stated in the Announcement
on Promulgating the Requirements for
Application Dossiers of Pharmaceutical
Packaging Materials and Pharmaceutical
Excipients (Interim) (CFDA Announcement
[2016] No. 155).

. Major contents of the registration dossiers of
pharmaceutical packaging materials: basic
information of enterprise, basic information
of pharmaceutical packaging materials,
production information, quality control,

batch test report, stability study, and safety
and compatibility studies, etc. The specific
contents shall comply with the requirements
for application dossiers of pharmaceutical
packaging materials as stated in the CFDA
Announcement [2016] No. 155.

. During the transitional period while

establishing the registration platform,
CDE shall publicize on its portal
website (www.cde.org.cn) in form-
format the “Registration Data of APIs”,
“Registration Data of Pharmaceutical
Excipients”, and “Registration Data of
Pharmaceutical Packaging Materials”,
the publicized information shall mainly
include: registration number, variety
name, enterprise name, registered address,
domestic drug/imported drug, packaging
size, registration date, date of renewal, and
review and approval of associated drug
preparations, etc.

Upon completion of the input of product
basic information via CDE portal website,
enterprises of APIs, pharmaceutical
excipients and pharmaceutical packaging
materials should submit the registration
dossiers (including the registration form,
see Annex 1) in CD-ROM to CDE
(mailing address: Division of Business
Management, Center for Drug Evaluation,
No. 1 A, Fuxing Road, Haidian District,
Beijing, P. R. China). Within 5 working
days after receiving the dossiers, CDE
shall review the integrity of the registration
dossiers, and inform the applicant in a one-
time manner all the items that need to be
supplemented where the information is not
complete; while conforming dossiers shall
be subject to online publicity by CDE.

. For registration applications for

APIs, pharmaceutical excipients and
pharmaceutical packaging materials that
have been accepted but not yet subject to
review & approval, CDE shall generate
the corresponding registration numbers
and import the application information
into the above registration data form for
public notification. The applicant shall
submit the registration dossiers as required
by this Announcement to CDE in CD-
ROM. APIs, pharmaceutical excipients
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and pharmaceutical packaging materials
using existing approval numbers in newly
applied drug preparations (including
supplementary application for changes
of APIs, pharmaceutical excipients and
pharmaceutical packaging materials),
should also be registered as required.

. APIs, pharmaceutical excipients and
pharmaceutical packaging materials can do
without registration if they are intended for
self-use by the applicants of pharmaceutical
preparations, or exclusive use by specific
drug marketing authorization holders,
provided that their dossiers (in compliance
with this Announcement) have been
submitted in sync with the applications for
drug preparations.

. Applicants for drug preparations may select
to use the existing APIs, pharmaceutical
excipients and pharmaceutical packaging
materials with registration numbers
for study, and file the application for
marketing or application for changes of
APIs, pharmaceutical excipients and
pharmaceutical packaging materials.
Where the applicant for drug preparations
and the applicant for APIs, pharmaceutical
excipients and pharmaceutical packaging
materials are not identical, the former
shall provide in the application dossiers a
Letter of Authorized Use (Annex 2) by the
marketing authorization holder or enterprise
of APIs, pharmaceutical excipients and
pharmaceutical packaging materials.

10.Enterprises that have obtained the

registration numbers of APIs, pharmaceutical
excipients and pharmaceutical packaging
materials shall conduct their management
in strict compliance with the relevant state
requirements to ensure the quality of their
products, and submit the product quality
management reports on an annual basis after
obtaining the registration numbers; if the
products are subject to change, they should
promptly update the relevant information
in the registration platform, and take the
initiative to inform the applicants who use
their products before implementing the
changes.

pharmaceutical excipients and pharmaceutical
packaging materials used, whose changes and
the accompanying influence on the quality
of the products shall be fully studied and
evaluated. The studies shall be performed in
line with the relevant CFDA’s provisions and
guidelines, and the application for changes or
filing shall be made as required.

11. CFDA shall mark the publicity information
on APIs, pharmaceutical excipients and
pharmaceutical packaging materials
after the drug preparations are approved
for marketing, or marketed drug
preparations are approved for change
of APIs, pharmaceutical excipients and
pharmaceutical packaging materials (incl. the
changes of suppliers of APIs, the varieties
and suppliers of pharmaceutical excipients
and pharmaceutical packaging materials).
The other requirements for unified review &
approval of APIs, pharmaceutical excipients
and pharmaceutical packaging materials
shall be implemented after the relevant
administrative measures of CFDA are
promulgated.

The registration requirements for APIs,
pharmaceutical excipients and pharmaceutical
packaging materials that have obtained
approval numbers prior to the release of this
Announcement will be notified separately after
the registration platform is established.

12.The provincial food and drug regulatory
authorities shall be responsible for the
daily supervision and administration of
manufacturers of APIs, pharmaceutical
excipients and pharmaceutical packaging
materials within their respective
administrative regions. During the review
& approval process for drug preparations,
CFDA shall organize on-site inspection
and test, as necessary, on the related
APIs, pharmaceutical excipients and
pharmaceutical packaging materials.

13.This Announcement shall come into effect
as of the date of promulgation, and shall
prevail where inconsistencies arise with
former documents related to the associated
review & approval of pharmaceutical
excipients and pharmaceutical packaging
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CFDA Issued the Announcement on Modifying the
Package Inserts of Five Varieties Incl. Lipid-soluble

Vitamin for Injection (1)
To further protect drug safety for the
public, on November 29, 2017, CFDA

decided to modify, in accordance with
the results of the adverse drug reaction

evaluation, the [Adverse reactions],
[Contraindications], [Precautions] and
other items of the package inserts of
the compound lipid-soluble vitamin
injections [including lipid-soluble vitamin
for injection (I), lipid-soluble vitamin
for injection (II), lipid-soluble vitamin
injection (I), lipid-soluble vitamin
injection (II), compound vitamin injection
“@®)]. (November 29, 2017)
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CFDA Released the Notice on Regulating the
Nomenclature for China Approved Drug Names of

Marketed Chinese Patent Medicines

Pursuant to the requirements for regulating
the nomenclature of marketed drugs in
violation of the naming rules as stated in
the Announcement on Promulgating the

Technical Guidelines for Nomenclature

of Generic Names of Chinese Patent
Medicines (Announcement [2017] No.
188), on November 28, 2017, CFDA issued
a Notice in this regard.

(November 28, 2017)
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CFDA Announcement on Promulgating the Technical
Guidelines for Nomenclature of China Approved Drug

Names of Chinese Patent Medicines

To regulate the nomenclature of
Chinese patent medicines and reflect the
characteristics of traditional Chinese
medicines, CFDA organized to formulate
the Technical Guidelines for Nomenclature

of Generic Names of Chinese Patent
Medicines which is issued on November
28,2017.

(November 28, 2017)
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CFDA and NHFPC Released the Announcement on the
Second Batch of Stem Cell Clinical Research Institutions

Granted for Filing

In alignment with the Administrative
Measures for Stem Cell Clinical Study
(Interim) (NHFPC Department of Health
Science, Technology and Education [2015]
No. 48), to regulate and facilitate the
clinical study of stem cells, NHFPC and

CFDA organized the re-review of the filing
materials of the institutions applying for
stem cell clinical study, and announced the
list of the second batch of stem cell clinical
research institutions granted for filing.
(November 28, 2017)
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CFDA General Office Released the Notice on Organizing
the Application for Key Laboratories of CFDA

To promote the construction of key
laboratories and meet the strategic needs for
the innovation & development and scientific
supervision of food and drug industries
in China, according to the Provisions for
the Administration of Key Laboratories
of CFDA, on November 27, 2017,
CFDA issued a Notice on Organizing the

Medical Devices

Application of Key Laboratories of CFDA

for relevant issues. (November 27, 2017)
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CFDA General Office Issued the Notice on Carrying out
Filing of Medical Device Clinical Trial Institutions

The Administrative Measures for
Qualification and Filing of Medical Device
Clinical Trial Institutions (hereinafter
referred to as the Filing Measures) have
been promulgated and shall come into
force as from January 1, 2018. For better

implementation in this regard, CFDA issued
a Notice on November 24, 2017 to clarify
the relevant issues.

(November 24, 2017)
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CFDA Promulgated the Guidelines for the Division of
Medical Device Registration Units

To strengthen the management and guidance
of the registration of medical devices, and
further regulate the registration and technical
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review of medical devices, according to the
Provisions for Medical Device Registration
(CFDA Order No. 4) and the Provisions for
In-vitro Diagnostic Reagent Registration
(CFDA Order No. 5), CFDA organized to
formulate the Guidelines for the Division of
Medical Device Registration Units, which
has been promulgated on November 23,
2017.

(November 23, 2017)
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CFDA Released the Announcement on Regulating ExEmiimEEEERS
Cosmetics Registration and Filing Applications 2 (RFREUERERE
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According to the unified arrangements filing information, on December 5, 2017,
of CFDA, the renewal of the new CFDA released the Announcement on
Cosmetics Production License has been  Regulating Cosmetics Registration and
completed. To ensure the convergence Filing Applications to clarify relevant
and conformance of the post-renewal issues.

information of cosmetics manufacturing (November 30, 2017) TS SRS R L E AR
enterprise with product registration and Y SEEEEHS TR,  (2017-11-30)
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Information on Trading of Medical Devices in the 20174 B34
First Half of 2017 EfrsmtBAS1ER
According to the data statistics of China  export amount of medical devices has RIEREEREIRS LT, 2017F L34

Customs, the trading amount of medical ~ reached USD 10.208 billion, showing s EEF2E27 5515196.5812% T B
devices in China in the ﬁrét 'half of 2917 3.15% year-on-'year gr(?wth; the import WA 19% I CTISAEN A, B
has reached USD 19.658 billion, showing  amount of medical devices has reached a1
4.19% year-on-year growth and 3.38%  USD 9.45 billion, showing 5.34% year- F.OHREI0208ZK5T, RIS 15%;
year-on-year growth rate. Thereinto, the  on-year growth. HAM45ZETT, FILLIEKS34%,

20174 b O B8 maEigit
Structure Statistics for the Imported and Exported Medical Devices in the First Half of 2017

R AR HO® ({Z£xT) Rtk H#HO ({23E5T) Lk

Export amount Year-on-year Import amount Year-on-year

Name of product (USD 100 million) growth (%) (USD 100 million) growth (%)

BTtk Bt

102. .1 4. 34
Total amount of medical devices 02.08 315 94.3 e
B AE
11. 2.2 1. 2.
Medical dressings 67 79 08
&= FFE
Medical consumables 17 8.16 1425 e
Sp
o omeE 4434 041 67.72 3.95
Diagnosis and treatment equipment
RERE
Devices for health care and 25.39 8.44 7.31 9.7
rehabilitation
Al
RS 3.67 9.18 342 16.41
Dental equipment
(2017-10-10)
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Address: Room 1106, 11th Floor, Office Building B, Maples International Center, No.
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Email: ccfdie@ccfdie.org
Website: www.ccfdie.org
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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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