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Newly Revised Drug Administration Law Adopted After Deliberation
—To Comprehensively Implement the Four Strictest Requirements and

Effectively Protect Drug Safety for the Public

Closed in Beijing on August 26, 2019, the
Twelfth Session of the Standing Committee
of the 13th National People's Congress
adopted the Revised Edition of the Drug
Administration Law of the People's Republic
of China, which shall be put in force as
from December 1, 2019, marking the second
systematic and structural major revision
of the Law since its promulgation in 1984.
The remarkable results of pharmaceutical
reforms and effective practices were
transformed into laws to beef up rule of law
for public health.

Summarize the results of reforms with
comprehensive & systematic revision

The Drug Administration Law (DAL)
constitutes the basic law for drug supervision
in China. The current DAL was enacted in
1984, first overhauled in 2001, and partially
revised in 2013 and 2015. The promulgation
and implementation of DAL has played a
huge role in regulating drug production and
management activities, strengthening drug
supervision and management, ensuring the
safety of public drug use, and promoting the
development of the pharmaceutical industry.
However, with the development of the social
economy and the pharmaceutical industry,
gaps loomed large between the current DAL
and the new requirements of the CPC Party
Central Committee and the State Council
on drug safety, the new expectations
of the people for drug safety, and the
new situation facing drug supervision
and industrial development, featuring
the scarcity of measures to encourage
innovation, inadequate penalties for illegal
acts, and relatively backward scientific
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supervision methods. To adapt to the current
new requirements, new expectations,
and new situation, further improve drug
safety governance system and drug safety
management capabilities, the 12th and
13th National People's Congress Standing
Committee incorporated DAL Amendment
into their five-year legislation planning to
accelerate the revision.

In October 2018, the DAL Amendment
Draft was submitted to the Sixth Session
of the Standing Committee of the 13th
National People's Congress for initial
deliberation, and subsequent solicitation of
public comments. During the deliberation,
taken into account that no major revisions
have been made since the DAL revision in
2001, it was recommended that the results
of the reform of the pharmaceutical sector
and effective practices over the years be
raised to the law, and the draft amendments
be changed to the revised drafts. In April
2019, the Tenth Session of the Standing
Committee of the 13th National People's
Congress deliberated the Revised Draft of
DAL, which has been passed by voting on
August 26, 2019 at the third deliberation
of the Twelfth Session of the Standing
Committee of the 13th National People's
Congress.

The newly revised DAL fully implements
the Four Strictest requirements of the
Party Central Committee on drug safety,
clarifies the mission of drug administration
as protecting and promoting public health,
establishes the focus on people's health,
and adheres to the basic principles of risk
control, whole process supervision and

ChinalCenterforkoodiandiDrugiinternationaliExchange!
Servier (Tianjin) PharmaceuticallCosiLtd

SERVIER
oA (Ki2) HIZHIRAS)

$HEIT (5REEE) EiEd
—ERWES “NABE AR

FELAKAERE

2019%8F26H, F+=BEEAKREZS
FHZREWHEILRARE, SWFRRET (F
EAREMEADEERY BITR., #ET
(5 REIEE) ¥ T2019F12H 18T, X2
(AREIE) BLBAEMMH KRN E XK
G, EMHEMERENR, BHRIUEHRER
RMTZHRNME LT HEE, HAXRBER
REFF IR ERE,

BEWEMRR SEARKEIT

(HREERE) EREAREENERE
7, BT (AREEE) T1984%EFIE, 2001
FEAEHEETT, 20135FF20155 FRIE IE &
NEF. (AREEEX) MBS, XFH
SEHMESRZERD, MEARKEEEE, &
BAXAHRSE, RHEHRFUIAE, RET
EXER. BR. BMEHSEFURAR™ L
MNEAR, T (AHREEX) 58hR. BS
REARRENHER, SARBEANARR
SHHEE, SHREEIEN~LEAERIG
M ASHFAE—TEEE. SREIENERE
RE, BAETHLTINNESRE, HEHEEF
BARX . MENZHETNHER. .
RS #—SREARREREARR, =B
HRRERERN, B+2E. F+=E2E
AKREZESYE (AREEE) BIUTHALES
EELRI, ANPRAERHMETT TR,

2018108, (AREEE(EEER))
RIXFET=ZEEEAREZSE RS WHTT
FREIW, HFTEEAFERESARER.
HILF, ARIEHIT (AREEE) B
2001EEMETT ISR, BB HITRMER, BIUE
BERAGTBHELRITZH ML L

THAER, BELEERIABITER. 2019F
4B, B+=REEAREZSETREWX

(AREREETER)) #HITHIL, 201948
A26H, Et=REEAXEZSE T KRS
BT =Rt FRR B .

VT (BAmEEE) 2ERERESR
REXRGMRE "WANKRT BR, PHTF
PARHARRRNZMEETIERS, HBx



collateral social supervision, requiring
the establishment of a scientific and strict
supervision and management system to
comprehensively improve the quality
of medicines and ensure their safety,
effectiveness and accessibility. These
fully embody DAL Revision's adherence
to people-centredness, problem-oriented
solutions, respect of law, international
perspective, reform & innovation, as well
as the unequivocal position, fundamental
compliance and basic requirements of the
scientific development.

Encourage R&D to Ensure Accessible
Supply

In August 2015, the State Council issued
the Opinions on Reforming the Review &
Approval System for Drugs and Medical
Devices (the State Council [2015] No. 44).
In October 2017, the General Offices of
the CPC Party Committee and the State
Council issued the Opinions on Deepening
the Reform of Review & Approval System
to Encourage Innovation in Drugs and
Medical Devices (General Office [2017]
No. 42), focusing on the five themes of
innovation, quality, efficiency, system, and
capability, proposed to encourage drug
R&D innovation, carry out pilot programs
for Marketing Authorization Holders, reform
clinic trial management protocols, accelerate
marketing review and approval, and a
series of other major reform measures with
historical and innovative significance. In
the past few years, the drug administration
reform has been vigorously promoted and
achieved remarkable results. The newly
revised DAL has solidified the effective
reform measures into legal results to
encourage the R&D and innovation of new
drugs, and laid a more solid legal foundation
for further reform of the pharmaceutical
sector.

DAL supports drug innovations that are
clinically value-oriented and have a clear
or specific therapeutic effect on human
diseases. It encourages the R&D of new
drugs with new therapeutic mechanisms,
new drugs for treatment of serious life-
threatening diseases or orphan diseases,
and new drugs with multi-targeted systemic
regulatory interventions, and encourages the
R&D and innovation of drugs for pediatric
use.

Establish and improve the drug review &
approval system. Improve the efficiency and
optimize the review and approval process
through a series of measures, encompassing
the establishment of communication and
exchange, expert consultation and other
systems; the transformation of clinical
trial examination & approval system to the
implied licensing system within a timeline;
and the record-filing management for
bioequivalence tests and drug clinical trial
institutions.

Meanwhile, DAL will give priority to the
review and approval of short supplied new
drugs and pediatric drugs catering to urgent
clinical needs, drugs for the prevention of
major infectious diseases and rare diseases;
as well as to conditioned marketing approval
for drugs against diseases that are seriously
life-threatening and have no proven effective
treatment, and drugs urgently needed for
public health.

All sectors of the society pay close attention
to the shortage of commonly used drugs
and emergency (first aid) drugs in China.
The newly revised DAL provides a special
Chapter on Pharmaceutical Reserves
and Supplies, clarifying the state's drug
reserve system, drug supply & demand
monitoring system, list management system
and prioritized drug review system for
short-supplied drugs, involving multiple
departments' synergy to strengthen drug
supply security.

Adhere to whole process management &
control to ensure that the responsibilities
of various parties are well met

Drug safety is closely related to public
life and health. On the basis of earnestly
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summarizing the experience of drug
management in the international community,
the newly revised DAL further clarifies
that drug safety should follow the basic
principles of risk management, full process
control, and social co-governance. Taking
the Drug Marketing Authorization Holder
(MAH) System as the main line, further
clarify the quality and safety responsibility
of the drug life cycle, and firmly defend the
public safety bottom line.

The drug MAH is responsible for the
effectiveness and quality reliability of the
drug during the whole process of drug R&D,
production, distribution and use. The newly
revised DAL has an ad hoc Third Chapter:
Marketing Authorization Holder, which
provides comprehensive and systematic
regulations on the conditions, rights,
obligations and responsibilities of the MAH.

It highlights the whole process information
requirements for drugs. The engagement
of drug R&D, production, distribution and
use shall follow laws, regulations, rules,
standards and norms to ensure that the
information in the whole process is true,
accurate, complete and traceable.

The newly revised DAL also imposes
strict regulations for the R&D, production
and circulation of pharmaceuticals. It is
stipulated that the development of drugs
should follow the Good Laboratory Practice
for Non-Clinical Laboratory Studies and
GCP, and ensure that the whole process of
drug R&D consistently meets the statutory
requirements. The MAH shall establish a
drug quality assurance system and strictly
supervise drug-marketing release. The MAH
shall comprehensively evaluate and verify
the impact of alterations items on the safety,
effectiveness and quality controllability of
drugs per the national regulations. At the
same time, the MAH should be required
to establish and implement a traceability
system to ensure traceability of drugs.

The newly revised DAL also sets
clear requirements for post-marketing
management of drugs. It is stipulated that an
annual reporting system shall be established,
and the MAH shall report the production
and sales of drugs, post-marketing research,

risk management, etc. to the drug regulatory
authorities in accordance with regulations.
Furthermore, the MAH should take the
initiative to carry out the post-marketing
research, further confirm the drug safety,
effectiveness and quality controllability, and
take timely risk control measures for drugs
with identified risks. If damage is caused to
the drug user, the liability shall be borne by
the MAH according to law.

In addition, the newly revised DAL
has strengthened the drug life cycle
management concept from the aspects
of pharmacovigilance, supervision
and inspection, credit management,
and emergency response, refined and
improved the treatment measures of the
drug regulatory authorities to improve the
efficiency of supervision.

The revision also reiterated the concept
of social co-governance for drug safety,
highlighting the responsibilities of local
governments, relevant departments,
pharmaceutical industry associations, news
media, etc., and their synergy to ensure drug
safety.

Severe and well-placed punishment for
serious violations of the law

The newly revised DAL comprehensively
augmented the penalties for illegal acts
and specifically stipulates in Articles
that if a crime is committed in violation
of the provisions of this Law, criminal
responsibility shall be investigated according
to law, and high-pressure punishment upon
illegal and criminal activities endangering
drug safety shall be maintained in a clear-cut
manner.

Augmented the penalties to offenders in
terms of property. For illegal activities such
as unlicensed production and distribution,
production and sale of counterfeit drugs,
the amount of fines rose from 2-5 times the
value of the medicines unlawfully made
or sold (including both sold and unsold
pharmaceuticals, which also applies below)
to 15-30 times, where the value is less than
RMB 100,000, it is uniformly counted
as RMB 100,000: that is, the minimum
fine is RMB 1.5 million. The fine for the
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production and sale of substandard drugs is
also increased from 1-3 times the value of
goods to 10-20 times.

Augmented the penalties to offenders in
terms of qualifications. The qualification
penalty for the responsible person for
counterfeit and substandard drugs shall be
escalated from ten years ban to lifelong ban
from the industry. For enterprises whose
licenses are revoked for the production and
sale of counterfeit drugs, their corresponding
applications shall not be accepted within ten
years.

Added the penalties in terms of personal
freedom. The public security organs may
detain the relevant responsible personnel
for 5-15 days for illegal production and
sale of counterfeit and substandard drugs
with serious consequences, as well as the
falsification, fabrication or acquisition of
licenses by fraud.

For enterprises seriously violating the law,
the newly revised DAL implements specific
and targeted penalty to offenders, while
the enterprise is being punished per law, its
legal representative, principal responsible
person, directly responsible person in
charge and other responsible personnel shall
also be subject to punishment, including
confiscation of the income earned during the
period of the violation, fines, and ban from

the industry for a certain period of time or
even a lifetime.

The newly revised DAL also improved
the civil liability system. Including the
clarification of liabilities of the drug MAH
and manufacturer and distributor for
damage; the stipulation that the agent of
overseas MAH shall be jointly and severally
liable with the MAH; the effectuation
of charge-back system for civil liability;
and the punitive damages the victim may
request for the production of counterfeit and
substandard drug, and intentional sale or use
of it.

While beefing up the penalties for violations,
the newly revised DAL strictly implements
the principle of offense-punishment
equivalency, distinguishing between minor
illegal activities and serious violations
with grave consequences, and focuses on
cracking down serious illegal acts or those
with subjective intent. (August 26, 2019)

NMPA Issued the Guiding Principles for Capacity Building
of Drug Inspection and Testing Institutions

The drug inspection and testing system
constitutes an important part of the
drug regulatory system. Per the relevant
requirements of the Thirteenth Five-Year
Plan for National Drug Safety and the
Construction Standards for Drug Inspection
and Testing Centers (Institutions and
Institutes) (Construction Standard 187-
2017), to strengthen the guidance over drug

inspection and testing institutions in capacity
building and improve their corresponding
capabilities, NMPA has organized the
formulation of and released on August 30,
2019 the Guiding Principles for Capacity
Building of Drug Inspection and Testing
Institutions.

(August 30, 2019)
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NMPA Issued Three Informationization Standards such
as the Basic Technical Requirements for Drug Traceability

System

To implement the provisions of the Vaccine
Administration Law of the People's Republic
of China, per the Guiding Opinions on the
Construction of Drug Informationization
Traceability System (NMPA Department
of Drug Supervision (2018) No. 35) and
other documents, NMPA has organized the
formulation of three Informationization
Standards: the Basic Technical Requirements
for Drug Traceability System, Basic Dataset

for Vaccine Traceability, and Basic Technical
Requirements for Vaccine Traceability Data
Exchange, which were released on August
27, 2019, and effective as of the date of
publication.

(August 27, 2019)

NMPA Issued the Administrative Measures for Drug

Quality Sampling Inspection

On August 19, 2019, NMPA issued the
Administrative Measures for Drug Quality
Sampling Inspection (hereinafter referred

to as the Measures), effective as of the date
of promulgation. The SFDA Notice on the
Issuance of Regulations for Drug Quality
Sampling Inspection (SFDA Department of
Market Supervision [2006] No. 379) shall
be repealed simultaneously.

(August 19, 2019)

NMPA Issued the Notice on Enabling the New Version of
the Drug Production License and other Certificates

As per the Drug Administration Law
of the People's Republic of China, the
Regulations for Implementation of the Drug
Administration Law of the People's Republic
of China and the regulations on post-
marketing supervision of pharmaceuticals,
NMPA uniformly formulated the formats
of Drug Production License and other
Certificates. To standardize the formats and
renewal of the drug administrative licenses,
on August 7, 2019, NMPA issued the Notice
on Enabling the New Version of the Drug
Production License and other Certificates,
and notified the relevant matters as follows:

1. NMPA shall uniformly formulate the
formats of new versions of the Drug
Production License, Medical Institution

Preparation License, Pharmaceutical
Preparation Certificate for Medical
Institution, Radioactive Drug Production
License, Radioactive Drug Distribution
License and Radioactive Drug Use
License, and Internet Drug Information
Service Qualification Certificate
(including original and copy). The original
and copy of the new certificates must
indicate the daily regulatory agency and
phone numbers for supervisory report,
implement the supervisory responsibility,
and accept social supervision.

2. The new version licenses shall be
enabled as from September 1, 2019.
The drug regulatory authorities of the
provinces (autonomous regions and
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municipalities) shall issue relevant
certificates to the new applicants in the
new formats.

In areas where electronic certificates are
issued and used, the e-Cert style should
be consistent with the new version of the
paper certificates.

3. The Drug Administration of all provinces
(autonomous regions, municipalities)
shall attach great importance to the
renewal of the new version of the
license, with careful deployment taking
into account the actual situation, to
ensure smooth and orderly replacements.
It is necessary to clearly indicate the
handling standards, procedures and time
limit, and perform strict review. Where
requirements are not met, the certificates

shall not be renewed.

4. To facilitate unified management, the
licenses not to be expired in 2019 shall
be replaced by the Drug Administration
of all provinces (autonomous regions,
municipalities) before the end of
December 2020, with validity period
selfsame as the original certificates.

5. Should any problems and suggestions
arise therein, please contact the NMPA
Department of Drug Supervision in time.

(August 7, 2019)
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NMPA, Ministry of Public Security, National Health Commission issued
the Announcement on the Inclusion of Oxycodone-Containing Compound
Preparations in the Management of Psychotropic Substances

Per the relevant Regulation for the Control
of Narcotic Drugs and Psychotropic
Substances, on August 6, 2019, NMPA,
the Ministry of Public Security, and the
National Health Commission decided to
include oxycodone-containing compound
preparations in the management of
psychotropic substances. The Announcement
reads as follows:

1. Oral solid preparations containing
more than 5 mg of oxycodone base per
dose unit, barring other narcotic drugs,
psychotropic drugs or pharmaceutical
precursor chemicals, shall be subject to
the management of Class | psychotropic
drugs;

Medical Devices

2. Oral solid preparations containing no
more than 5 mg of oxycodone base per
dose unit, barring other narcotic drugs,
psychotropic drugs or pharmaceutical
precursor chemicals, shall be subject to
the management of Class Il psychotropic
drugs;

3. Compound oral solid preparations of
buprenorphine and naloxone shall be
subject to the management of Class Il
psychotropic drugs.

This Announcement shall come into force

on September 1, 2019.
(August 6, 2019)
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NMPA Issued the Guiding Principles for Capacity Building
of Medical Device Inspection and Testing Organizations

Medical device inspection and testing
system constitutes an important part of the
medical device supervision system, per

the Thirteenth Five-Year Plan for National

Drug Safety and the Construction
Standards for Medical Device Inspection
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and Testing Centers (Institutions,
Institutes) (Construction Standard 188-
2017), etc., to strengthen the guidance
over the capacity building of medical
device inspection and testing institutions,
and improve their corresponding

capabilities, NMPA has organized the
formulation of and released on August 30,
2019 the Guiding Principles for Capacity
Building of Medical Device Inspection and
Testing Organizations.

(August 30, 2019)

NMPA Issued the Rules for Unique Identification

System for Medical Devices

Per the Notice of the General Office of
the State Council on the Issuance of the
Reform Plan for Governance over High-
value Medical Consumables (the State
Council General Office [2019] No. 37), to
standardize the construction of a unique
identification system for medical devices,
and strengthen the life cycle management of

Cosmetics

medical devices, based on the Regulations
for the Supervision and Administration of
Medical Devices, NMPA has formulated
and promulgated on August 27, 2019 the
Rules for the Unique Identification System of
Medical Devices, which will go into effect
as from October 1, 2019.

(August 27, 2019)

NMPA Issued the Announcement on Implementing Work
Specifications for Cosmetics Registration and Record-

filing Inspection

To standardize the registration and filing
inspection of cosmetics, and ensure that
the registration and filing inspection of
cosmetics is open, fair, just and scientific,
NMPA has formulated and released on

September 10, 2019 the Work Specifications

for Cosmetics Registration and Record-filing

Inspection.

(September 10, 2019)

NMPA Issued the Guiding Principles for Capacity Building
of Cosmetics Inspection and Testing Institutions

Cosmetics inspection and testing system
constitutes an important part of the
cosmetics regulatory system. Per the Notice
of the State Council on the Issuance of the
Thirteenth Five-Year Plan for National Food

Safety and National Drug Safety (the State
Council [2017] No. 12), etc., to reinforce
the construction of cosmetics inspection
and testing system, improve inspection
and testing capabilities, and strengthen the
guidance over cosmetics inspection and
testing institutions in capacity building,
NMPA has organized the formulation of and
released on August 30, 2019 the Guiding
Principles for Capacity Building of Cosmetic
Inspection and Testing Organizations.

(August 30, 2019)
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General Information

New Version of China Drug Administration Mobile

Application Online

Recently, the new version of NMPA's
government website mobile application
client China Drug Administration
(hereinafter referred to as CDA) was
released online. Standing at the user's point
of view, the new version of CDA caters
more to the user habits of public mobile
applications, and to the public's demand for
drug safety authority information.

New look of Handheld Government Service

To promote the One Network, One Door,
One Time (One Network Online Service,
One Door Offline Service and One Time On-
Site Service) Reform and boost the public
service level of the mobile application
of NMPA government website, the new
version of China Drug Administration has
focused on creating government service
sections. The Administrative Service
Section comprehensively co-ordinates the
functions related to NMPA departments,
integrates the unified entry of government
mobile applications,
and continuously
expands the scope of
services along with
the construction of
government mobile
applications. At

China Center for Food and Drug International Exchange (CCFDIE)
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present, CDA has integrated government
service portals such as Government
Affairs Hall, Local Drug Supervision, Data
Enquiries, Complaints and Reports, etc. The
user can easily find the entry for items to be
handled in the Government Service Section,
thus eliminating the distress of multi-party
consultation and realizing “more e-service,
less errands”.

More convenient Pocket Data query

The new version of China Drug
Administration has opened a Data Query
Section to provide users with data services.
The Section discloses information
announced by NMPA for drugs, medical
devices and cosmetics related products,
enterprises and licensing progress, further
optimized the data query methods and
user experience, and provided two query
methods: fuzzy query and single field query,
to furnish the users with professional and
authoritative data references. To pocket the
regulatory data to users, the Data Query
Section will continue to expand the data
disclosure scope for the mobile terminal,
providing more convenient services for the
public, enterprises and supervisors.

(uly 19, 2019)
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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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