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National Working Conference on Drug Registration and
Post-marketing Administration Held in Beijing

From January 17 to 18, 2019, the National
Working Conference on Drug Registration and
Post-marketing Administration was held in Beijing.
Guided by Xi Jinping's Thought on Socialism
with Chinese Characteristics for a New Era, the
Conference thoroughly studied the CPC Central
Committee and the State Council's decisions
and arrangements on drug administration, and
the guidelines set forth in the National Working
Conference on Drug Administration; and summed
up the drug registration and post-marketing
administration in 2018. The Conference deployed
the key tasks for drug registration administration in
2019 as follows:

Improve the laws and regulations and
standards system for drug registration, expedite
the development, formulation and revision of
a series of rules and regulations such as the
Provisions for Drug Registration, and further
the compilation of the Chinese Pharmacopoeia
(2020 Edition); Deepen the reform of drug
review and approval system, improve the
implied licensing for drug clinical trials,
further enhance the management ability for
drug clinical trials and drug clinical research
level; Fully promote classification-based
consistency evaluation of generic drugs while
securing the accessibility of pharmaceuticals,
ensure consistent review standards, and further
improve the relevant evaluation requirements
and guidelines; Reinforce the supervision of

drug R&D, improve the management of on-

site inspection in drug registration, strengthen

the organic integration of review, testing and
inspection, while cracking down on data fraud

and ensuring the authenticity of drug research.

Meanwhile, the Conference also clarified
the key tasks of post-marketing supervision
of drugs in 2019: Complying with the
promulgation and implementation of the
amendments to the Drug Administration Law,
promote the development, formulation and
revision of a series of Administrative Measures
for drug production, distribution, random
inspection and adverse reaction monitoring;
Clarify the administrative powers, refine
the regulatory process, highlight regulatory
cooperation, and explore the establishment of
life-cycle supervision mechanism for drugs;
Intensify vaccine supervision, promote the
cultivation of professional drug inspectors,
strengthen the management of Vaccine
Lot Release, reinforce the inspections over
vaccine manufacturers, and designate special
superintendent agencies to urge to handling
of vaccine-related illegal cases; Consolidate
drug sampling inspection and adverse reaction
monitoring, and supervision over online
drug sales as well as high-risk drug varieties;
Promote the construction of informational
traceability system to improve supervision
efficiency; 5. Integrate inspections with audits,
establish joint working mechanism, integrate
administrative law enforcement with criminal
justice to mete out severe punishments for

malpractices. (January 21, 2019)
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National Working Conference on Medical Device

Administration Held in Beijing

From January 21 to 22, 2019, the National
Working Conference on Medical Device
Administration was held in Beijing. Guided
by Xi Jinping's Thought on Socialism with
Chinese Characteristics for a New Era,
the Conference studied the guidelines set
forth in the National Working Conference
on Drug Administration, summarized the
related work in 2018, analyzed the current
situation, and deployed the key tasks for
medical device administration in 2019.

The Conference deployed five key tasks
in 2019, namely: 1. Highlight innovation-
driven administration to improve the quality
of development. It is necessary to actively
promote the development of innovative
medical devices, solidly promote innovation
in clinical trial management, and steadily
advance the Registrant Pilot System. 2.
Intensify risk control to safeguard the safety

bottom line. It is necessary to highlight
unannounced inspections, targeted sampling,
systematic monitoring, effective governance,
and deterrence of penalty. 3. Reinforce system
construction and enhance regulatory capacity.
It is necessary to improve the systems for laws
and regulations, technical standards, technical
support, and information technology-based
supervision. 4. Consolidate the implementation
of responsibilities and enhance the synergy of
supervision forces. It is necessary to implement
the principal responsibility of enterprises, the
territorial management responsibility of local
authorities, and the supervision responsibility of
departments. 5. Strengthen scientific supervision
and improve the level of supervision. It is
necessary to promote the research on scientific
administration, innovate regulatory operational
mechanisms, and enhance international

exchanges and cooperation. ~ (January 23, 2019)

Regulations on the Professional Qualification System for
Licensed Pharmacists and Measures for Implementing
Professional Quadlification Examination of Licensed Pharmacists

On March 18, 2019, NMPA and the
Ministry of Human Resources and Social
Security jointly issued the Regulations on
the Professional Qualification System for
Licensed Pharmacists and the Measures for
Implementing Professional Qualification
Examination of Licensed Pharmacists.

The Regulations contains 35 Articles in
6 Chapters, namely: General Provisions,
Examinations, Registration, Responsibility,
Supervision and Management, and

Supplementary Rules. The Measures contains a
total of 11 Articles, which set clear requirements
for the organization and implementation
units, time, subjects, exemption conditions,
periods, disciplines and other aspects of the
(March 20, 2019)
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NMPA Issued the Announcement on the Selection and
Determination Procedures for Reference Formulations of

Chemical Generic Drugs

To standardize the review and consistency
evaluation of generic drugs, optimize work
procedures, strengthen service guidance, and

ensure fairness, impartiality, and openness

thereof, NMPA has organized the formulation
of the Procedures for the Selection and
Determination of Reference Formulations
of Chemical Generic Drugs, which has
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been released and in force on March 28,
2019, upon which the Announcement on the
Procedures for Filing and Recommendation
of Reference Formulations for Consistency
Evaluation of the Quality and Efficacy of
Generic Drugs (CFDA Announcement
No. 99, 2016), promulgated by the former
China Food and Drug Administration, has
been repealed simultaneously. The relevant

provisions of the present Announcement shall
prevail over those previously announced,
where discrepancies arise..  (March 28, 2019)
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NMPA Issued the Announcement on Revising the
Package Inserts of Marsdenia Tenacissima Injection

(Xiaoaiping Injection)
In accordance with the results of the Adverse
Drug Reaction Evaluation, to further protect
drug safety for the people, on March 20,
2019, NMPA issued the Announcement on
Revising the Package Inserts of Marsdenia

Tenacissima Injection (Xiaoaiping Injection),

with decisions made to add warnings to the
package inserts of Marsdenia Tenacissima
Injection (Xiaoaiping Injection) and
revise the Entries of [Adverse reactions],
[Contraindications] and [Precautions] on its

package inserts. (March 20, 2019)

NMPA Issued the Announcement on Revising the
Package Inserts of Secretio Bufonis Injection

As per the results of ADR evaluation,
to further protect the safety of public
medication, NMPA released on March
18, 2019 the Announcement on Revising

the Package Inserts of Secretio Bufonis

Injection, with decision made to revise the
Entries of [Warnings], [Adverse reactions],
[Contraindications] and [Precautions] of
the package inserts of Secretio Bufonis

Injection. (March 20, 2019)

NMPA Issued the Announcement on Revising the Package
Inserts of Shangke Jiegu Tablets, Wenxin Preparations and

Niuhuang Jiedu (Bezoar Detoxification) Preparations

As per the results of ADR evaluation,
to further protect the safety of public
medication, NMPA decided to add warnings
to the package inserts of Shangke Jiegu
Tablets and Niuhuang Jiedu (Bezoar
Detoxification) Preparations (tablets,
pills, capsules, soft capsules), and revise
the Entries of [Adverse reactions],

[Contraindications] and [Precautions] of
their package inserts as well as that of the
Wenxin Preparations (granules, capsules,
tablets), and released on March 8, 2019 the
Announcement on Revising the Package
Inserts of Shangke Jiegu Tablest, Wenxin
Preparation and Niuhuang Jiedu (Bezoar
Detoxification) Preparations.

(March 8, 2019)
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NMPA Issued the Announcement on Revising the
Package Inserts of Cefoperazone-Containing Drugs

To further protect the safety of public
medication, NMPA released on March

7, 2019 the Announcement on Revising

the Package Inserts of Cefoperazone-
Containing Drugs, with decisions made to
revise the Entries of [Adverse reactions],
[Contraindications], [Drug interactions]
of the package inserts for cefoperazone-
containing drugs (encompassing
cefoperazone sodium for injection,
cefoperazone sodium and sulbactam sodium
for injection (1:1) and (2:1), cefoperazone
sodium and tazobactam sodium for injection
(4:1),and (8:1) ). (March 7, 2019)

NMPA Issued the Announcement on Revising the
Package Inserts of Amoxicillin (Sodium) Clavulanate

Potassium Preparations

To further protect the safety of public
medication, NMPA released on March 7,
2019 the Announcement on Revising the
Package Inserts of Amoxicillin (Sodium)
Clavulanate Potassium Preparations, with
decisions made to revise the Entries of
[Adverse reactions], [Contraindications],
[Precautions], etc. of amoxicillin (sodium)

clavulanate potassium preparations
(including injections, tablets, suspensions,
(March 7, 2019)

9.

granules and capsules) .
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NMPA Issued the Announcement on the Conversion of Three
OTC Drugs Including Weitongning Tablets into Prescription
Drugs and the Revision of Corresponding Package Inserts ——

To protect the safety of public medication,
according to the Regulations for the
Classification Management of Prescription
and Non-prescription Drugs (Interim),
NMPA issued an Announcement on March
4, 2019, to delist from the Over-the-counter
Drug List the Weitongning Tablets, HuaZhi

(hemorrhoid-eliminating) Suppository and
de-thrombosis and collaterals-dredging
preparations (tablets, capsules, granules),
which shall thence be managed as
prescription drugs. The package inserts of
the above-mentioned drugs shall be revised

simultaneously. (March 4, 2019)
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NMPA Issued the Announcement on Revising the
Package Inserts of GuCi (Bone Spur) Capsules and Tablets

As per the results of ADR evaluation, to
further protect the safety of public medication,

NMPA released on March 12, 2019 the
Announcement on Revising the Package
Inserts of GuCi (Bone Spur) Capsules and
Tablets, with decision made to revise the
Entries of [Warnings], [Adverse reactions],
[Contraindications] and [Precautions] of the
package inserts of GuCi (Bone Spur) Capsules
and Tablets. (March 12, 2019)

NMPA Issued the Announcement on Adjusting the
Management Categories for 12 Drugs Such as Bushen Runfei
(Kidney Reinforcing and Lung Nourishing) Oral Liquid ——

According to the Regulations for the
Classification Management of Prescription
and Non-prescription Drugs (Interim),
NMPA issued an Announcement on March
4, 2019 to convert 12 kinds of drugs,
such as Bushen Runfei Oral Liquid, from

prescription drugs to non-prescription
drugs. The list of specific varieties and the
Template of non-prescription drug package
inserts are released at the same time.
(February 19, 2019)

NMPA Issued the Announcement on the Cessation of
Production, Sale and Use of Furazolidone-Containing

Compound Preparations

On February 15, 2019, NMPA issued the
Announcement on the Cessation of Production,
Sale and Use of Furazolidone-Containing
Compound Preparations, which reads as
follows:

As per Article 42 of the Drug Administration
Law of the People's Republic of China
and Article 40 of the Regulations for
Implementation of the Drug Administration
Law of the People's Republic of China, and
NMPA re-evaluation, furazolidone-containing
compound preparations are deemed as prone
to serious adverse reactions, the risk of use
outweighs its benefit in China. NMPA hereby
decides to stop with immediate effect the
production, sales and use of such preparations
in China, and revoke the corresponding drug

approval proof documents. The marketed
furazolidone-containing preparations shall
be recalled by the manufacturer responsible,
the recall should be completed prior to
March 31, 2019, and the recalled products
shall be destructed under the supervision of
the competent food and drug administration
department. (February 15, 2019)
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Medical Devices

NMPA Issued the Notice on Reinforcing Supervision and
Inspection of Sterile and Implantable Medical Devices

To further strengthen the supervision and
inspection of sterile and implantable medical
devices, fully implement the principal
responsibility of enterprises, secure the
safety and effectiveness of medical devices,
and ensure people's safe use of devices, in
alignment with the work arrangement for 2019
medical device supervision, NMPA issued
on March 27, 2019 the Notice on Reinforcing

Supervision and Inspection of Sterile and
Implantable Medical Devices, which covers
the inspection targets, scope, focuses, methods
(March 27, 2019)

and work requirements.

NMPA Issued Guidelines for Technical Review of the
Registration of Four Devices Including High-Frequency
Ultrasound Ophthalmic Diagnostic Instrument

To strengthen the supervision and guidance
over medical device registration, and further
improve the quality of registration review,
NMPA organized the formulation of the
Guidelines for Technical Review of the
Registration of High-Frequency Ultrasound
Ophthalmic Diagnostic Instrument, Guidelines
for Technical Review of the Registration of

Dual-Energy X-ray Bone Densitometers,
Guidelines for Technical Review of the
Registration of Anesthesia Machine, and
Guidelines for Technical Review of the
Registration of Oral and Maxillofacial Cone
Beam Computed Tomography Equipment,
which have been promulgated on March 26,
2019. (March 26, 2019)

NMPA Issued Guidelines for Clinical Trials of Three
Products Including Intraocular Lenses

To strengthen the supervision and guidance
over medical device registration, and further
improve the quality of registration review,
NMPA organized the formulation of the
Guidelines for Clinical Trials of Intraocular
Lenses, Guidelines for Clinical Trials of

Sodium Hyaluronate Filling Materials for

Facial Injection, and Guidelines for Clinical
Trials of Ophthalmic Femtosecond Laser
Treatment Machines for Corneal Flaps,
which have been promulgated on March 20,
2019.

(March 20, 2019)
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NMPA Issued the Announcement on the Guidelines for
Technical Review of the Registration of Four Detection
Reagents Including Brain Natriuretic Peptide / Amino-
Terminal Pro-Brain Natriuretic Peptide Detection Reagents

To strengthen the supervision and guidance
over the registration of medical device
products and further improve the quality
of registration review, NMPA organized
the formulation of the Guidelines for
Technical Review of the Registration of
Brain Natriuretic Peptide / Amino-Terminal
Pro-Brain Natriuretic Peptide Detection

Reagents, Guidelines for Technical Review

of the Registration of Total Thyroxine
Detection Reagents, Guidelines for
Technical Review of the Registration of
Progesterone Detection Reagents, and the
Guidelines for Technical Review of the
Registration of Procalcitonin Detection
Reagents, which have been promulgated on

March 13, 2019.
(March 13, 2019)

NMPA Issued Three Guidelines for Clinical Trials of
Aortic Coated Stent-Graft Systems and Others

To strengthen the supervision and guidance
over medical device registration, and further
improve the quality of registration review,
NMPA organized the formulation of the
Guidelines for Clinical Trials of Aortic
Coated Stent-Graft System, the Guidelines
for Clinical Trials of Bioabsorbable

Coronary Artery Drug-Eluting Stents,
and Guidelines for Clinical Trials of
Transcatheter Implantable Artificial Aortic
Valves, which have been promulgated on
March 1, 2019.

(March 1, 2019)
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NMPA Issued the Announcement on Approving
the Issuance of the No. 1 Standard Amendment for
Medical Device Industry Standard YY1298-2016 Medical

Endoscope: Capsule Endoscope

On January 29, 2019, NMPA approved the
issuance of the No. 1 Standard Amendment
for Medical Device Industry Standard

YY1298-2016 Medical Endoscope: Capsule
Endoscope, which takes effect upon the date

of issuance. (January 29, 2019)
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VAT Discounts for the First Batch of Orphan Drugs

Officially Landed

On February 22, 2019, the Ministry of
Finance, the General Administration of
Customs, the State Administration of
Taxation and NMPA jointly issued the
Notice on VAT Policies for Orphan Drugs
(hereinafter referred to as Notice), marking
the official “Landing” of preferential VAT
for the first batch of drugs for orphan
diseases (orphan drugs) .

On February 11, Premier Li Keqiang
presided over the Executive Meeting of the
State Council and decided to grant VAT
preferential treatment for drugs for orphan
diseases. As from March 1st, the value-
added tax for the first batch of 21 orphan-
diseases drugs and 4 APIs shall, with
reference to anticancer drugs, be reduced
to 3% upon import, and the domestic link
can opt for 3% in simplified method for
calculating VAT.

The Notice pointed out that in order to
encourage the development of the orphan
diseases pharmaceutical industry and
reduce the cost of drugs for patients, as
from March 1, VAT general taxpayers can
opt for calculating and paying VAT as per
the simplified method at the 3% rate for
manufacturing, wholesale and retail of
orphan drugs. The taxpayer mentioned
above shall not alter the tax payment
method within 36 months after selecting

China Center for Food and Drug International Exchange (CCFDIE)
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Room 1106, 11th Floor, Office Building B, Maples International Center, No.
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.
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the simplified method for VAT calculation
and payment. As from March 1st, the VAT
for imported orphan drugs shall be levied
at a reduced level at 3%. Taxpayers should
separately account for the sales of orphan
drugs.

The orphan drugs referred in this Notice
denote the preparations and APIs approved
by NMPA for orphan diseases. According
to the Notice, the first batch of orphan
drugs covers 21 kinds of preparations such
as Bosentan Tablets, Ambrisentan Tablets,
Adempas (Riociguat) Tablets, human
coagulation factor VIII, human prothrombin
complex; and 4 APIs: bosentan, pirfenidone,
penicillamine and riluzole.

The Notice clarified that the scope of
orphan drugs shall be subject to dynamic
adjustments determined, as appropriate,
by the Ministry of Finance, the General
Administration of Customs, the State
Administration of Taxation, and NMPA.

(Source:China Pharmaceutical News February 25, 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.
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