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SAMR Promulgates the Provisions for Drug Registration
and Provisions for the Supervision and Administration of

Drug Production

On March 30, the State Administration for
Market Regulation (SAMR) promulgated
the Provisions for Drug Registration by
Order No. 27, and the Provisions for the
Supervision and Administration of Drug
Production by Order No. 28, which shall be
officially implemented from July 1, 2020.

The Party Committees of SAMR and NMPA
have, heretofore, reviewed and revised
the Drafts for Deliberation of the above
Provisions pursuant to the Legislation
Law of the People's Republic of China, the
Provisions for Drafting Procedures of Rules
& Regulations, and the SAMR Provisions for
Drafting Procedures of Rules & Regulations;
per the latest requirements of the newly
enforced Vaccine Administration Law of the
People's Republic of China and the newly
revised Drug Administration Law; and on the
basis of seriously implementing the decisions
and deployment of the CPC Party Central
Committee and the State Council on drug &
vaccine regulatory reform, and adhering to
the law-based reform consensus to promote
various reforms and innovations in the field
of drugs. In the process of drafting and
reviewing, we adhered to the requirements
of scientific, democratic, and law-based
legislation, and listened to opinions and
suggestions extensively. Aiming at the key
and difficult issues in the revision, expert
evaluations are specially organized to fully
conduct research and demonstration. On
January 15, the above two regulations were
reviewed and approved by the 1st SAMR
executive meeting in 2020.

In the drafting and revision process, four
basic ideas were followed: First, adhere
to the Four Strictest (Strictest Standards,
Regulation, Punishment, and Accountability)
requirements to regulate drug registration
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and production, strengthen the whole-process
regulation, strictly prevent and control drug
quality and safety risks, and firmly adhere to
the bottom line of safeguarding public safety.
Second, deepen reform and innovation to
fully implement the Marketing Authorization
Holder management system, encourage
drug innovation, continue to optimize the
drug registration review & approval system
and drug production permit system, and
build a scientific and efficient review &
approval process. Third, highlight the people-
centered, problem-oriented approach to
draw on international regulatory practice
and experience while taking into account
the domestic situation, focus on solving the
prominent issues in drug registration and
production supervision, clarify the scope and
expedite the marketing registration for short
supplied, clinically urgently-needed drugs,
pediatric drugs, orphan drugs, drugs against
major infectious diseases, and urgently-
needed vaccines for disease prevention
& control. Specific requirements shall be
made to ensure sustained compliance in
pharmaceutical production. Fourth, strengthen
accountability to strictly implement corporate
principal responsibility and regulatory
responsibilities, refine corporate obligations
in drug R&D, registration, production and
other links; and clarify the division of powers
amongst regulatory authorities and the
corresponding inspection requirements.

The revision of the two Provisions, which are
the core supporting regulations in the field of
drug supervision, will lay the foundation for
the rule of law to strengthen drug quality and
safety risk control, standardize and strengthen
drug supervision, and ensure drug safety,
effectiveness and quality control.

(March 30, 2020)
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NMPA Issued the Announcement on Issues Pertaining to
the Current Administration on Drug Distribution

On April 3, 2020, NMPA issued the
Announcement on Issues Pertaining to
the Current Administration on Drug
Distribution, which contains the following
contents:

The newly revised Drug Administration
Law of the People's Republic of
China (hereinafter referred to as Drug
Administration Law) came into force as
of December 1, 2019, and the formulation
of relevant supporting departmental rules
and regulations is ongoing. To implement
the relevant requirements of the Drug
Administration Law and further clarify and
standardize the supervision and management
of drug distribution, the relevant matters are
hereby announced:

1. As form the implementation of the newly
revised Drug Administration Law, unless
the promulgation of relevant supportive
departmental regulations stated otherwise,
the Regulations on Drug Distribution
License (Former CFDA Order No. 6)
and the Provisions for Supervision of
Drug Distribution (Formerly CFDA
Order No. 26)remains valid and, where
their provisions are inconsistent with the
Drug Administration Law, the latter shall
prevail.

N

. Where a newly establishing drug
distributor applies for the issuance of
a Drug Distribution License, the drug
administration departments may combine
the examination & approval procedures
for establishment preparation and
acceptance, and organize inspection over
the applicant pursuant to the relevant
requirements of the Good Supply Practice
for Pharmaceutical Products (GSP) and

on-site inspection guidelines. A Drug
Distribution License shall be issued if
requirements are met.

3. Where a drug distributor applies for
renewal of a drug distribution license,
the drug administration departments
shall conduct a review in accordance
with the procedures for renewal of
licenses and relevant requirements for
establishment. The license shall be
renewed if the conditions comply with
the GSP and the renewal requirements
(or conditions met after rectification).
Where the requirements are still not met
after rectification, the license shall not be
renewed.

During the prevention & control of the
COVID-19 epidemic, relatively flexible
regulatory measures can be taken, where
necessary, for registration items of renewals
and alterations. Where the enterprise cannot
complete the application dossiers and on-
site inspection preparations on time due to
the epidemic situation, the validity period
of its Drug Distribution License may be
extended up to 90 days after the local
epidemic prevention and control emergency
response is lifted. Where the application
for alterations of Drug Distribution License
requires on-site inspection, the method of
Informing & Pledging may be adopted.
After the applicant submitted the application
for alteration and commitment for GSP
compliance, drug regulatory department
shall handle the relevant licensing matters
as a first step, and then complete the on-
site inspection within 90 days after the local
emergency response for epidemic prevention
& control is lifted.

4. Where a drug distribution enterprise is
subject to operation suspension since
its GSP Certificate are cancelled or
withdrawn due to GSP violations prior
to December 1, 2019, it shall rectify the
violations within the time limit required
by the previous administrative measures.
After the rectifications are in place, the
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enterprise can apply for resumption of
operation, and resume business activities
where conditions are met after review
by drug administration departments; if
rectifications failed to be made within
the time limit, Article 126 of the Drug
Administration Law shall apply.

5. Drug Marketing Authorization Holders
shall abide by the provisions of Article
34 of the Drug Administration Law while
selling their drugs that have obtained
drug registration certificates. Pursuant to
the Reply on Issues Pertaining to Drug
Production and Circulation in the Pilot of
Drug Marketing Authorization Holders
System (NMPA Department of Drug
Supervision Letter No. 25 [2018]), for
consignment sales contract signed by
MAH (Marketing Authorization Holder)
and entrusted drug manufacturer prior
to December 1, 2019, the entrusted

manufacturer may sustain drug sales
within the contract period but not beyond
(in principle, the MAH-entrusted drug
manufacturer's sales shall Not exceed
December 31, 2022). As per the Drug
Administration Law, after December
1, 2019, drug MAH shall not sign
consignment sales contracts with
entrusted drug manufacturers, and shall
be ordered to make corrections within a
time limit if they do so; if the MAH fails
to correct the breach within a prescribed
period of time, Article 115 of the Drug
Administration Law shall apply.

6. Drug MAHs, manufacturers, distributors
and user units should follow the NMPA
Guiding Opinions on the Construction
of Drug Information Traceability System
(NMPA Department of Drug Supervision
(2018) No. 35) and the NMPA-formulated
unified standards and specifications,
actively carry out the construction of
drug information traceability system, and
implement whole-process traceability by
categories and stages in accordance with
the subsequent work deployment of the
NMPA. (April 3,2020)
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NMPA Announcement on Issues Pertaining to the
Implementation of the Provisions for Drug Registration

On March 31, 2020, NMPA issued the
Announcement on Issues Pertaining to the
Implementation of the Provisions for Drug
Registration (No. 46 of 2020), which reads
as follows:

The Provisions for Drug Registration
(SAMR Order No. 27) (hereinafter referred
to as the Provisions) has been promulgated
by the State Administration for Market
Regulation, and shall enter into force as
from July 1, 2020. For better implementation
of the new Provisions and their smooth
transition and connection with the original
Provisions, relevant matters are hereby
announced:

1. After the release of the new Provisions,
the normative documents and technical

guidelines related to the new Provisions
(hereinafter collectively referred to as the
new Provisions and related documents)
will be issued as per procedures. New
stipulations and requirements made
in the new Provisions shall prevail;
and otherwise, the existing relevant
stipulations and requirements shall apply.

For working procedures related to drug
registration application & acceptance,
review & approval, if no adjustments have
been made by the new Provisions and
related documents, the existing relevant
stipulations shall apply.

2. Since the newly revised Drug
Administration Law took effect, drugs
approved for marketing will be issued
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with drug registration certificates
and attachments, and the New Drug
Certificate shall no longer be issued.
The drug registration certificate
contains information such as the
Marketing Authorization Holder and the
manufacturer, together with the approved
production process, quality standards,
package inserts and labels. The approved
chemical APIs shall be issued with the
approval notification and the approved
production process, quality standards and
labels.

3. Before the implementation of the new
Provisions, the submission of dossiers
for drug registration application by MAH
in the form of entrusted production shall
follow the relevant provisions of the Pilot
Plan on Drug Marketing Authorization
Holder System; after the implementation
of the new Provisions, the submission
of application dossiers shall follow the
newly released requirements.

4. For applications for drug marketing
accepted after the new Provisions go
into effect, the applicant shall obtain
the corresponding drug production
license beforehand; for applications
for drug marketing accepted before the
implementation of the new Provisions and
approved after the implementation, the
applicant shall obtain the corresponding
drug production license before approval
(If the drug manufacturing enterprise is
the applicant, the drug production license
shall be provided when the application
for drug marketing is being accepted) .

During the period from the MAH pilot to the
starting of the new Provisions, MAH with
marketing approval acquired via entrusted
production shall apply for drug production
licensing to drug regulatory departments
of their corresponding provinces,
autonomous regions, and municipalities
in accordance with the relevant provisions
of the Provisions for the Supervision and
Administration of Drug Production.

5. Drug registration applications accepted
before the implementation of the new
Provisions shall be reviewed and
approved in accordance with the original

drug registration classification and
procedures. Pharmaceutical professional
& technical institutions such as the
National Institute for Food and Drug
Control, the Chinese Pharmacopocia
Commission, the Center for Drug
Evaluation, and the Center for Food and
Drug Inspection should carry out relevant
work on the premise of ensuring drug
safety in accordance with the principles
of legal compliance, fairness & equity,
and benefiting the counterparty. The
review, verification, inspection, approval
of generic names and other tasks shall be
handled in a timely manner. In principle,
the follow-up work will be arranged in
accordance with the chronological order
of acceptance. Applicants can also choose
to withdraw the original application, and
apply anew per the newly implemented
Provisions.

6. The scope and procedures of prioritized
review & approval shall fit the following
provisions:

(1) Drug registration applications accepted
before the issuance of the new Provisions
shall be implemented in accordance with
the scope and procedures stipulated in
the Opinions on Fueling Pharmaceutical
Innovation via Prioritized Review &
Approval (CFDA Department of Drug and
Cosmetics Supervision [2017] No. 126) .

(2) Drug registration applications
accepted between the issuance and the
implementation of the new Provisions shall
be handled in accordance with the scope
stipulated in the new Provisions and the
Opinions on Encouraging Priority Review
and Examination and procedures prescribed
in the Opinions on Fueling Pharmaceutical
Innovation via Prioritized Review &
Approval (CFDA Department of Drug and
Cosmetics Supervision [2017] No. 126) .

(3) Drug registration applications accepted
after the implementation of the new
Provisions shall be executed in accordance
with the scope and procedures prescribed by
the new Provisions.

7. Drugs approved with conditions before
the implementation of the new Provisions
shall follow the provisions in Article 78
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of the newly revised Drug Administration
Law concerning post-marketing
management of conditionally approved
drugs.

8. For drugs manufactured overseas that are
approved before the implementation of
the new Provisions, the drug approval
number shall be stated in the drug
registration certificate as required by
the new Provisions. The drug approval
number of domestic sub-packages of
drugs manufactured overseas shall be,
invariably, identical with that on the bulk
packaging.

9. For clinical trials of drugs that have been
approved before the implementation of
the new Provisions, the drug clinical
trial license of those that have not been
started within three years from the date of
approval (taking the signing of informed
consent of the subjects as the starting
point) will automatically lapse.

10. From the date of promulgation of the new
Provisions, the safety information related
reports during the clinical trials of drugs
shall be abide by the new Provisions and
existing regulations.

I.For drugs approved before the
implementation of the newly revised
Drug Administration Law, MAH shall
follow Article 49 of the newly revised
Law and the NMPA Announcement on

Issues Pertaining to the Implementation
of the Drug Administration's Law (No.
103 of 2019) and update relevant MAH
information in the package inserts and
labels. Drugs produced in-country
shall be subject to record filing by drug
regulatory departments of corresponding
provinces, autonomous regions and
municipalities directly under the Central
Government, while drugs produced
overseas shall be filed at CDE. Drugs
manufactured before December 1, 2020
can keep the existing printed package
inserts and labels. The package inserts
and labels of marketed drugs can continue
to be used within the period of drug
validity. If otherwise required by NMPA
on revising package inserts and labels,
the NMPA requirements shall prevail.

12. Drug administration departments at all
levels should conscientiously implement
the new Provisions, strengthen the
corresponding promotion and training
programs, pay attention to understand
the important situations and problems
encountered in implementation, and
communicate and feedback in time to
NMPA, who has set up a Column for
Provisions for Drug Registration on the
webpage to promptly summarize and
release relevant documents and policy
interpretations.

(March 31, 2020)
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production, NMPA hereby announces the
relevant matters as follows:

1. From July 1, 2020, applicants engaged in
the production of preparations, APIs, and
TCM slices should follow the relevant
provisions of the Production Provisions
while applying new for drug production
licenses.

Applications for drug production licenses
that have been accepted before July 1, 2020
but not yet approved afterwards shall be
processed in accordance with the relevant
provisions of the new Production Provisions.

The standards for on-site inspection and
acceptance of production licenses shall
comply with the relevant provisions of the
Drug Administration Law of the People's
Republic of China and its implementation
regulations, and the relevant regulations of
the Good Manufacturing Practice for Drugs.
The scope of the Drug Manufacturing
Certificate (License) shall specify the dosage
form in the originals, and the workshop and
production line in the copies.

2. The current Drug Manufacturing
Certificate continues to be valid
within the validity period. After the
implementation of the Production
Provisions, manufacturers' applications
for alterations, renewal and re-issuance
shall be reviewed in accordance with
the relevant Production Provisions.
While requirements are met, a new Drug
Manufacturing Certificate shall be issued.
The original validity period of alteration
and reissuance remains unchanged,
and the validity period of renewal is
calculated from the current date of
issuance.

3. Where the holders of drug marketing
authorization (hereinafter referred to
as MAH) who have obtained the Drug
Manufacturing Certificate entrust the
production of preparations, the provisions
of Article 16 of the Production Provisions
concerning changes to the production
address or production scope shall apply.
The company name, product name,
approval number, validity period and
other relevant changes of the entrusting
parties shall be clearly stated in the copy

of the Drug Manufacturing Certificate.

Where both entrusting parties are in the
same province, the MAH shall submit
relevant application dossiers to the local
provincial drug regulatory authority, and the
trustee shall cooperate with the holder to
provide relevant materials. The provincial
drug administration department shall review
the application dossiers submitted by the
holder, and conduct on-site inspections of
the workshops and production lines where
the trustee produces drugs, and make a
decision for MAH to change production
address, or production scope of the holder.

Where the entrusting parties are not in the
same province, the trustee shall pass the
on-site inspection of the drug production
workshop and production line through
the local provincial drug administration
department, and cooperate with the holder
to provide relevant application dossiers. The
provincial drug administration department
where the holder is located shall review
the application dossiers submitted by the
holder and make a decision to change the
production address or production scope
in accordance with the on-site inspection
conclusion issued by the provincial
department where the trustee is located.

Where the workshops or production lines
involved in the entrusted production have
not passed the compliance inspection
of the Good Manufacturing Practice for
Drugs drug production quality management
standards (hereinafter referred to as GMP
compliance inspection), the local provincial
drug administration department should
conduct a GMP compliance inspection.

4. The original approval documents for drug
consignment production shall continue
to be valid within the validity period.
Upon implementation of the Production

Provisions, if the Drug Manufacturing
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Certificate of either party is expired,
changed, re-examined for reissuance
or reissued, or the drug consignment
production approval expired, the original
entrusted production shall be terminated;
and if the entrusted production shall
continue, it shall be handled as per
the Production Provisions concerning
the change of production address and
production scope and the requirements of
this announcement. Approval documents
for drug consignment production will no
longer be issued separately.

5. For a manufacturer who obtains officially
the Drug Manufacturing Certificate before
July 1, 2020, and whose workshop or
production line has not undergone GMP
compliance inspection, it shall conduct
GMP compliance inspection in accordance
with the Production Provisions.

[e)}

. If the holder entrusts the production
of a preparation, it shall sign with a
qualified pharmaceutical manufacturer
an entrustment agreement and a quality
assurance agreement, the contents of
which shall comply with the relevant laws
and regulations. After NMPA releases
the guidelines for the quality agreement
on drug consignment production, both
parties to the consignment shall complete
and sign the entrustment agreement and
quality agreement as required.

~

. From the MAH pilot period to the starting
of the newly revised Provisions for Drug
Registration, the holders with marketing
approval by entrusted production should
apply for Drug Manufacturing Certificate

Medical Devices

to the local provincial drug administration
department before July 1, 2020. The
drug regulatory authorities at all levels
shall, in accordance with the provisions
of the MAH inspection procedures and
key points, and their responsibilities,
strengthen the supervision and inspection
of the registration, production, operation
and other links.

8. Drug administration departments at all
levels should strengthen leadership, make
overall arrangements, conduct effective
publicizing and training concerning the
Production Provisions in light of the
actual work in the administrative region.
It is necessary to fully implement the
Four Strictest requirements of drug
administration, strictly implement the
laws and regulations, and reinforce
the supervision of production links
in accordance with the principle of
territorial supervision, beef up cross-
provincial production supervision
and information notification, and
make overall arrangements for 2020
Drug Manufacturing Certificate re-
examinations, renewals and reissuances,
to ensure that there is no reduction in
administration efforts, standards, and
continuous supervision, to ensure the
quality and safety of medicines.

9. The Production Provisions and
the relevant tables involved in this
Announcement are shown in the
attachment. Major problems encountered
in the work shall be reported to NMPA in
a timely manner. (March 31, 2020)

NMPA and NHC Issued Regulations for Administration of
Medical Device Extended Clinical Trials (Interim)

To implement the Opinions of the
General Office of the CPC Central
Committee and the General Office of the
State Council on Deepening the Reform
of Examination & Approval System to
Encourage Innovation in Drugs and

Medical Devices, and support the scalable

clinical trials of medical devices, NMPA
has, in conjunction with NHC formulated
and released on March 20, 2020 the
Regulations for Administration of Medical
Device Extended Clinical Trials (Interim).

(March 20, 2020)
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Medical device unique identification database shared

externally

To implement the CPC Central Committee
and the State Council's policies for reform
of the pharmaceutical and healthcare system
and the management of high-value medical
consumables, NMPA and the National
Health Commission jointly launched a pilot
project for the Unique Device Identification

System. According to the work deployment,

China Center for Food and Drug International Exchange (CCFDIE)
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32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.

the UDI database was officially launched on
December 10, 2019, with database sharing
function opened on March 31, 2020. It is
available for the public, medical device
manufacturers, medical institutions various
parties in three ways: query, download, and

interface.

(March 31, 2020)
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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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