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Announcement of National Medical Products Administration

and National Health Commission on Issuing the 2020 Edition of
the Pharmacopoeia of the People's Republic of China

On July 2, 2020, National Medical Products
Administration and National Health
Commission issued an announcement on
the 2020 Edition of the Pharmacopoeia of
the People's Republic of China, of which the
contents are as follows:

According to the Drug Administration Law
of the People's Republic of China, the 2020

Edition of the Pharmacopoeia of the People's
Republic of China reviewed and approved at
the plenary meeting of the executive committee
of the Eleventh Chinese Pharmacopoeia
Commission (ChP) was issued on June 24,
2020, and shall come into force as of December
30, 2020. (July 2, 2020)

NMPA Issues the Opinions on Reinforcing ADR
Monitoring & Evaluation System and Capacity Building

On July 30, 2020, NMPA issued the
Opinions on Reinforcing ADR Monitoring &
Evaluation System and Capacity Building,
in order to conscientiously implement
the Drug Administration Law, Vaccine
Administration Law, Regulations for the
Supervision and Administration of Medical
Devices and Regulations for the Supervision
and Administration of Cosmetics, effectively
reinforce the system and capacity building

for monitoring & evaluation of adverse drug
reactions, medical device adverse events,
cosmetic adverse reactions, and drug abuse,
continuously improve the monitoring &
evaluation capacity, and comprehensively
promote the safety of drugs, medical devices
and cosmetics for public use to protect and
promote public health.

(July 30, 2020)

NMPA Issues the Announcement on Three Documents
Including the Working Procedures for Review of

Breakthrough Therapy Drugs (Interim)

In order to cooperate with the
implementation of the Provisions for
Drug Registration, NMPA has organized
to formulate the Working Procedures
for Review of Breakthrough Therapy
Drugs (Interim), Working Procedures for
Review and Approval of Applications for
Conditional Approval of Drug Marketing
(Interim) and Working Procedures for
Priority Review and Approval of Drug

RUBliShediby,

Marketing Authorization (Interim), which
issued on July 7, 2020.

This Announcement shall be implemented
as of the date of issuance. The Opinions on
Encouraging Pharmaceutical Innovation
via Priority Review & Approval issued by
CFDA in December 2017 shall be abolished
simultaneously.

(July 7, 2020)
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NMPA Issues the Announcement on Implementing
the 2020 Edition of the Pharmacopoeia of the People's

Republic of China

The 2020 Edition of the Pharmacopoeia of
the People's Republic of China (hereinafter
referred to as 2020 Chinese Pharmacopoeia)
has been issued by NMPA and NHC
Announcement, and shall come into force
as of December 30, 2020. On July 3, NMPA
hereby announced the following matters
concerning the implementation of the 2020
Chinese Pharmacopoeia:

I. According to the provisions of the Drug
Administration Law, drugs shall conform
to the national drug standards. Chinese
Pharmacopoeia constitutes an important
part of the national drug standards, and is
a legal technical standard that should be
followed by relevant institutions in drug R
& D, production (import), distribution, use,
supervision and administration.

II. Chinese Pharmacopoeia is primarily
composed of General Notices, Monographs
and General Technical Requirements.
From the date of implementation, all drugs
manufactured and marketed shall comply
with the relevant technical requirements of
the 2020 Chinese Pharmacopoeia.

III. As from the date of implementation,
for drug varieties that have been recorded
in former editions of pharmacopoeias
and the standards promulgated by CFDA
or Ministry of Health (MOH), but
now are included in the 2020 Chinese
Pharmacopoeia, the corresponding former
editions of pharmacopoeias and the
standards promulgated by CFDA or MOH
shall be abolished simultaneously; where
those varieties are not recorded in the 2020
Chinese Pharmacopoeia, the corresponding
former editions of pharmacopoeias and
the standards promulgated by CFDA or
MOH shall still prevail, and meanwhile
they shall comply with the relevant general
technical requirements of the 2020 Chinese
Pharmacopoeia; for drug varieties revoked
or cancelled after post-marketing evaluation,
the corresponding former editions of
pharmacopoeias and the standards

promulgated by CFDA or MOH shall be
abolished.

For preparation specifications and TCM
preparation methods that are not recorded
in the Monographs of the 2020 Chinese
Pharmacopoeia, their quality standards shall
comply with the requirements for the same
kind varieties specified in the 2020 Chinese
Pharmacopoeia, and their specifications and
preparation methods shall comply with the
original approval documents.

IV. Where the test items recorded in drug
registration standards outnumber or differ
from those specified in the pharmacopoeia,
or the quality indicators are stricter than
the pharmacopoeia requirements, the
corresponding items and indicators of the
registration standard shall be implemented
simultaneously while requirements of the
pharmacopoeia have to be met.

Where the test items recorded in drug
registration standards are fewer than
those specified in the pharmacopocia,
or the quality indicators are lower than
the pharmacopoeia requirements, the
pharmacopoeia provisions shall prevail.

V. Due to the particularity of dissolution,
release and other items in quality control,
where the registration standards of generic
drugs approved in accordance with the
quality and efficacy consistency evaluation
requirements are different from those
specified in the Chinese Pharmacopoeia,
NMPA shall elaborate such difference in
the review & approval conclusion, the
applicant shall submit a proposal to revise
the corresponding national drug standard
to the Chinese Pharmacopeia Commission
within three months upon the approval
of corresponding registration application.
Before the revision of the Chinese
Pharmacopoeia is completed, the approved
drug registration standards shall be applied.

VI. To comply with the requirements of the
2020 Chinese Pharmacopoeia, where changes
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in drug formulation, production processes,
and sources of raw materials and excipients
are involved, drug marketing authorization
holders and manufacturers shall follow the
Provisions for Drug Registration, relevant
technical guidance for changes in R & D
techniques and the Good Manufacturing
Practice for Drugs to conduct in-depth
research and verification, obtain approval or
complete filing according to relevant change
category before implementation or report.

VII. For drugs whose generic names
have been revised in the 2020 Chinese
Pharmacopoeia, the names specified in the
2020 Chinese Pharmacopoeia shall prevail,
and their original names can be transitionally
used as former names.

VIII. As from the date of implementation
of the 2020 Chinese Pharmacopoeia, the
corresponding application dossiers for
drug registration application shall comply
with the relevant requirements of the 2020
Chinese Pharmacopoeia.

For registration applications that have
been accepted with pending technical
review before the date of implementation
of the 2020 Chinese Pharmacopocia, the
drug regulatory authority shall carry out
corresponding review & approval according
to the relevant requirements of the 2020
Chinese Pharmacopoecia as from the date
of implementation of the 2020 Chinese
Pharmacopoeia, and applicants who need
to supplement technical information shall
complete the supplement at one submission.

Drugs approved for marketing according
to the relevant requirements of previous
pharmacopoeias after the date of issuance
and before the date of implementation of the
2020 Chinese Pharmacopoeia shall comply
with the relevant requirements of the 2020
Chinese Pharmacopoeia within 6 months
after approval.

IX. Drug marketing authorization holders,
manufacturers, and applicants for drug
registration shall actively prepare for
the implementation of the 2020 Chinese
Pharmacopoeia, and in a timely manner
report the problems found in practice to the
Chinese Pharmacopeia Commission, while
continuously study and improve drug quality
standards and persistently improve the level
of drug quality control.

X. All provincial drug regulatory
authorities shall cooperate in the publicity
and implementation of the 2020 Chinese
Pharmacopoeia, reinforce the supervision
and guidance in its implementation, in a
timely manner collect and provide feedback
on related issues and opinions.

XI. The Chinese Pharmacopeia Commission
is responsible for uniformly organizing and
coordinating the publicity, implementation,
training and technical guidance of the
2020 Chinese Pharmacopoeia, opening
up the 2020 Chinese Pharmacopoeia
Implementation Column on its official
website, and in a timely manner answering
questions reflected in implementation.

(July 3, 2020)

NMPA Issues the Revised Draft of the Blood Products
Appendix in the Good Manufacturing Practice for Drugs

(2010 Revision)

After the implementation of the Drug
Administration Law of the People’s
Republic of China, in the light of Article

310 of the Good Manufacturing Practice
for Drugs (2010 Revision), NMPA has
revised the Blood Products Appendix.
The Appendix was issued as a supporting
document for the Good Manufacturing
Practice for Drugs (2010 Revision) on July
2, 2020, and shall come into force as of
October 1, 2020.

(July 2, 2020)
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NMPA Issues the Announcement on the Requirements
for the Management of Drug Records and Data

(Interim)
To implement the relevant provisions of
the Drug Administration Law and the
Vaccine Administration Law, strengthen the
management of records and data of drug R
& D, production, distribution and use, and
ensure that relevant information is true,

accurate, complete and traceable, NMPA

Medical devices

has organized to formulate the Requirements
for the Management of Drug Records and
Data (Interim), which was issued on June
24, 2020 and shall come into force as of
December 1, 2020.

(June 24, 2020)

NMPA Issues the Notice on Matters Related to Further
Strengthening Management for Mandatory Industry

Standards of Medical Devices

To further unify the understanding of
mandatory industry standards, and truly
promote the implementation of mandatory
industry standards of medical devices,
in accordance with the Standardization
Law of the People’s Republic of China,
the Regulations for the Supervision and
Administration of Medical Devices,
the Provisions for Mandatory National
Standards and the Provisions for Medical
Device Standards, on July 7, 2020, NMPA
issued the notice on matters related to further
strengthening management for mandatory
industry standards of medical devices,

requiring drug regulatory authorities at
all levels to effectively maintain the legal
status of mandatory industry standards,
further improve the mandatory industry
standard system, promote the drafting
and implementation of mandatory
industry standards, reinforce the publicity,
implementation and training, standardize
the implementation of mandatory industry
standards, and reinforce the evaluation
on implementation of mandatory industry

standards. (July 9, 2020)

NMPA Issues the Announcement on 6 Technical Review
Guidances for Registration Including the Technical
Review Guidance for the Registration of Disposable

Breast localization Wire

To strengthen the supervision and guidance
over medical device registration, and
further improve the quality of registration
review, NMPA has organized to formulate
the Technical Review Guidance for
the Registration of Disposable Breast
localization Wire, Technical Review
Guidance for the Registration of Dural
(Spinal) Patches, Technical Review
Guidance for the Registration of Customized
and Personalized Equivalent Models of
Bone Implants, Technical Review Guidance

for the Registration of Finite Element
Analysis Data of Orthopedic Metal Implants,
Guidance for Clinical Trials of Hernia
Repair Meshes, and Guidance for Animal
Study of Bioabsorbable Coronary Artery
Drug-Eluting Stents, and they were issued
on July 7, 2020. (July 9, 2020)

b 9
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NMPA Issues the Writing Specification for Periodic Risk
Evaluation Reports of Medical Devices

To implement the requirements of the
Provisions for Medical Device Adverse
Event Monitoring and Re-evaluation (SAMR
and NHC Order No.1), regulate and guide
medical device registration applicants to
write the periodic risk evaluation reports,
NMPA has organized to formulate the Writing
Specification for Periodic Risk Evaluation

Annual Report

Reports of Medical Devices, which was
issued on June 30, 2020. (June 24, 2020)

2019 Drug Review Annual Report Is Released

On July 30, 2020, the Center for Drug
Evaluation released the 2019 Drug Review
Annual Report, some contents of which are
summarized as follows:

As a milestone in the history of China's legal
system development in drug administration,
the year of 2019 saw the newly formulated
Vaccine Administration Law, marking
the first comprehensive law for vaccine
administration in the world, and the newly
revised Drug Administration Law, marking
an across-the-board revision in the past
20 years, all of which symbolizes, in the
form of the law, the crystallization of the
deployment of the Party Central Committee
and the State Council, the expectations of the
people and the experience of review system
reform, providing a powerful legal safeguard
to consolidate and promote the reform of the
drug review and approval system. In 2019,
the Center for Drug Evaluation (hereinafter
referred to as CDE), under the strong
leadership of National Medical Products
Administration (hereinafter referred to as
NMPA), carefully studied and implemented
the Drug Administration Law and the
Vaccine Administration Law, continued to
promote the reform of the drug review and
approval system, actively promote scientific
management system through process
streamlining for drug review, adhered to
law-based, open & transparent, service-
centered and scientifically standardized

review, to effectively guarantee the safety,
effectiveness and accessibility of drugs,
and protect the people's health rights and
interests.

e Acceptance of drug registration
applications

In 2019, CDE accepted a total of 8082
new registration applications (including
5 drug-device combination products,
counted by acceptance numbers, the same
below), of which 6199 applications are
subject to technical review (including 4907
applications subject to technical review
and administrative approval of CDE), and
the rest of 1878 applications are subject to
direct administrative approval (not requiring
technical review, the same below).

Overview

Of the 8077 drug registration applications
accepted by CDE, 80.2% (6475) of the total
are chemical drugs applications in 2019. See
Figure 1 for the acceptance of registration
applications for various classes of drugs in
2016-2019.

In 2019, 6199 registration applications
requiring technical review were accepted,
increased by 11.21% as compared with those
in 2018. Among them, 4937 registration
applications were for chemical drugs,
increased by 10.72% as compared with
those in 2018, accounting for 79.64% of
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Figure 1 Acceptance of registration applications of various classes of drugs in 2016-2019
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Notes:

1. The number of applications accepted in 2019 contains the registration of 5 drug-device combination products, and therefore the total number of
applications accepted for registration in 2019 in the above figure exceeds the sum of applications for registration of TCMs, chemical drugs and

biological products;

2. The direct administrative approval of CDE started in 2017, and therefore there is no direct administrative approval of registration applications in
2016, for all accepted registration applications are subject to technical review.
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Figure 2 Acceptance of registration applications of various classes of drugs requiring technical review
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the total number of registration applications
requiring technical review; 257 registration
applications were for TCMs, decreased by
14.33% as compared with those in 2018;
1005 registration applications were for
biological products, increased by 23.3% as
compared with those in 2018. The details
of acceptance of registration applications
for chemical drugs, TCMs and biological
products requiring technical review in 2016-
2019 are shown in Figure 2.

CDE has accepted a total of 700 applications
(involving 319 varieties, increased by 20.8%
as compared with those in 2018) for the
registration of Class 1 innovative drugs
(the number of varieties of chemical drugs
is based on the statistical analysis of active

ingredients, while the varieties of TCMs and
biological products are all counted by their
generic names, the same below), covering
302 INDs (increased by 26.4% as compared
with those in 2018) and 17 NDAs (decreased
by 8 varieties as compared with those in
2018) for Class 1 innovative drugs.

e Review and approval for drug
registration applications

1. Completion of review and approval
annually

From 2015 to 2018, CDE basically solved
the backlog of drug registration applications
by reinforcing review power and improving
the efficiency of review from all aspects
such as expanded review channels, enhanced
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review project management, large-scale
recruitment, seconded personnel from
provincial bureaus, and other measures.
The work focus of CDE gradually shifted
from reducing the backlog of registration
applications to improving the rate of on-time
review and approval of drug registration
applications. In 2019, CDE accomplished
over 90% of on-time review & approval of
registration applications for TCMs, chemical
drugs and biological products, thus basically
completed the work objective set forth in the
Opinions of the State Council on Reforming
the Review & Approval System for Drugs
and Medical Devices (State Council [2015]
No.44, hereinafter referred to as Document
No.44).

In 2019, a total of 8730 registration
applications (including 5 drug-device
combination products) were subject to
review and approval, of which 6817
applications were subject to technical review
(including 4075 applications subject to
technical review and administrative approval
of CDE), and the rest 1908 applications were
subject to direct administrative approval. The
number of registration applications subject
to review and approval and those pending
for review and approval has dropped from
nearly 22,000 at the peak of September
2015 to 4423 (excluding those applications
whose review have been completed and are
pending for the Applicants' supplementary
materials) by the end of 2019, consolidating
the reform accomplishment of liquidating
the backlog of registration applications as
required by Document No.44.

In 2019, among the 4423 registration
applications subject to review and approval
and those pending for review and approval,
3334 applications were initiated for
review, 450 applications were pending for
verification at the end of the review; and
the remaining 639 review tasks covered
290 applications subject to suspended
review with time-keeping while waiting
for related varieties, and 235 applications
waiting for the applicant to verify the quality
standards, package inserts and labels, and 36
applications waiting for test reports.

Among the 6817 registration applications
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Notes: The number of applications accepted in 2019 contains the registration of 5 drug-device combination products, and therefore the total
number of applications accepted for registration in 2019 in the above figure exceeds the sum of applications for registration of TCMs, chemical

drugs and biological products.

with completed technical review, 300
applications were for TCMs, 1104
applications were for biological products,
and 5413 applications were for chemical
drugs (accounting for about 79% of all
completed reviews).

2. Completion of reviews for various types
of registration applications

CDE completed the reviews for 1001 IND
applications (including 1 drug-device
combination product), 270 NDA reviews
(including 1 drug-device combination
product), and 1664 ANDA reviews
(including 3 drug-device combination
products).

3. Approved reviews

In 2019, CDE reviewed and approved 926
IND applications, 164 NDAs, 654 ANDAs,
and 260 applications for consistency
evaluation of oral solid preparations (95
varieties based on the statistical analysis of
active ingredients, and 107 varieties counted
by their generic names), and the number of
varieties was increased by 66.7% compared
with that in 2018 (57 varieties).

CDE reviewed and approved the marketing
of 10 varieties of Class 1 innovative drugs,
and 58 varieties of imported brand-name
drugs (including new indications).

(July 30, 2020)
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