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NMPA Launched China's Action Plan on Scientific Drug

Administration

To comprehensively implement the Four
Strictest Requirements for drug safety, as
stated by General Secretary Xi Jinping, while
focusing on the theme of innovation, quality,
efficiency, system, and ability; to promote
the innovation of the regulatory concept,
system and mechanism; and to accelerate
China's transition from a big country with
numerous small pharmaceutical enterprises
to a big country with strong pharmaceutical
enterprises, on April 30, 2019, NMPA
issued a Notice with decisions to carry
out research on scientific administration
over pharmaceuticals, medical devices and
cosmetics, launch the China's Action Plan on
Scientific Drug Administration, and identify
the first nine key research projects.

The Notice pointed out that based on
the actual situation of China's drug
administration, while focusing on the reform
and innovation of the drug review and
approval system, and closely tracking the
international regulatory frontiers, it is planned
to develop a batch of supervision policies,
technical specifications and guides for review,

evaluation technologies for inspection and
testing, technical standards within 3-5 years
by innovating regulatory tools, standards and
methods, to effectively solve the outstanding
problems that affect and constrain drug
innovation, quality, efficiency, and accelerate
the modernization of drug governance
systems and governance capabilities.

The first batch of Action Plan projects
initiated covers nine researches on: 1.
the technical evaluation and supervision
system of cell and gene therapy products;
2. the safety evaluation and quality control
of nano-drugs; 3. the Clinically oriented
evaluation of TCM safety; 4. the post-
marketing drug safety monitoring and
evaluation methods; 5. technical evaluation
of drug-device combination products; 6.
the safety and effectiveness evaluation of
Al-based medical devices; 7. Regulatory
Science for new materials for medical
devices; 8. methodologies of real-world data
for clinical evaluation of medical devices; 9.
methods for cosmetics safety evaluation.
(April 30, 2019)

NMPA Issued the Announcement on Revising the Package

Inserts of Bromocriptine Mesilate Tablets

To further protect public medication safety,
NMPA decided to revise the Entries of
[Indications] and [Contraindications] of the
package inserts of Bromocriptine Mesilate
Tablets. On May 8, 2019, the relevant
matters were announced as follows:

I. All manufacturers of Bromocriptine
Mesilate Tablets shall, in accordance with
the Provisions for Drug Registration and
the requirements for the said revision,
submit a supplementary application as
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such before June 29, 2019 to the state
drug administration for record filing.

Where the contents of revision involve
the drug label, the label shall be revised
along with all the others; the other
contents of the label and insert sheets
shall be consistent with those originally
approved. All the insert sheets and labels
of ex-factory drugs shall be changed
within 6 months after the record filing of
the supplementary application.
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The manufacturers of Bromocriptine
Mesilate Tablets should conduct in-depth
research on the occurrence mechanism
of new adverse reactions, take effective
measures to publicize the training on
drug use and safety issues, and notify
the drug distribution and end-user units
in an appropriate and timely manner if
the medication safety-related contents
are changed, to guide the physician and
pharmacist to use the medicine rationally.

II. The clinicians and pharmacists should
carefully read the revised contents of
the package inserts for Bromocriptine

Mesilate Tablets. Drug options should
be based on comprehensive benefit / risk
analysis as per the new revisions.

III. The patients should carefully read the
newly revised contents of the package
inserts before use, and strictly comply
with the medical orders.

NMPA issued the Guidelines for the Construction of
Drug Information Traceability System and the Encoding

Requirement for Drug Traceability Codes

To live up to the Opinions of the General
Office of the State Council on Accelerating
the Construction of Traceability System for
Important Products (State Council General
Office [2015] No. 95) and the NMPA's
Guiding Opinions on the Construction
of Drug Information Traceability System
(NMPA [2018] No. 35) and other documents,
and promote the construction of such

system, NMPA organized the compilation
of the two information standards of the
Guidelines for the Construction of Drug
Information Traceability System and the
Encoding Requirement for Drug Traceability
Codes, which have been released on April
26, 2019, and effective forthwith.

(April 28,2019)

NMPA Issued Announcement on Releasing M4: Common
Technical Document (CTD) for the Registration of Pharmaceuticals
for Human Use (CTD) Module 1 and its Chinese Translation ———

As per the relevant provisions of the former
CFDA's Announcement on Applying the
ICH Secondary Guidelines (No. 10 of 2018)
(hereinafter referred to as Announcement
No. 10 of 2018), NMPA organized the
formulation of and released on April
17, 2019 the Module 1: Administrative

\
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Information and Prescribing Information of
M4: Common Technical Document for the
Registration of Pharmaceuticals for Human
Use (hereinafter referred to as M4). As from
July 1, 2019, the applicant shall submit
dossiers in alignment with the Module 1.
Requirements for registration application of
drugs meeting conditions stipulated in the
Announcement No. 10 of 2018.

Meanwhile, a Chinese version of the full
text of the M4 Guidelines, the translation of
which being organized by NMPA, was also

released. (April 17,2019)
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NMPA Released the Announcement on Standardizing the Requirements
for Completing the Customs Clearance Form for Imported Drugs and
other Application Forms for Import and Export Documents for Drugs—

To further optimize the business environment
at the port and promote cross-border trade
facilitation, NMPA, in conjunction with
the General Administration of Customs, is
performing online verification of electronic
data covering the Customs Clearance Form
for Imported Drugs, the import and export
permit for narcotic drugs, psychotropic
substances, anabolic agents and peptide
hormones drugs, etc. In order to ensure
the accuracy and standard of data and
improve the efficiency of electronic customs
clearance, on April 2, 2019, NMPA released
the Announcement on Standardizing the
Requirements for Completing the Customs
Clearance Form for Imported Drugs and
other Application Forms for Import and
Export Documents for Drugs, with the
following specifications:

I. In the columns of the application form
for receiving unit, unit applying for
inspection, import unit, domestic export
unit, the enterprise must fill in the
18-digit unified social credit code (no
spaces) before the Chinese name of the
unit, which should be consistent with the
code contained in the business license and

other certificates. No or incorrect code
will affect the verification by the customs
information system after the product is
declared.

II The HS product code entered by the
enterprise in the application form shall
be a complete 10-digit number, and shall
not be filled with any other characters or
spaces, to avoid affecting the comparison
and verification by the information
system.

II1. Where the enterprise fills in the port city
or the border port of imported medicinal
materials in the application form's
columns of import port, port of entry,
or domestic export port, etc., the entries
shall be filled in accordance with the
Standard Name List of the Import Port
City(Border Port)of Drugs(Medicinal
Materials)(see annex)). In the application
form of the Customs Clearance Form for
Imported Drugs, if the specific port is
filled in, the name of the clearance zone
(custom district) of the port must be filled
in according to the Customs Clearance
Code Table published on the website of
the General Administration of Customs.

(April 2, 2019)

General Administration of Customs and NMPA Issued

the Announcement on Implementing Expanded Network
Verification of Three Types of Regulatory Certificates
Covering the Customs Clearance Certificate for Imported Drugs

On April 1, 2019, NMPA and the General
Administration of Customs issued an
Announcement on Implementing Expanded
Network Verification of Three Types of
Regulatory Certificates Covering the
Customs Clearance Certificate for Imported
Drugs, which reads as follows:

To further optimize the business
environment at the port and promote cross-

border trade facilitation, the General
Administration of Customs and NMPA
decided to fully implement, on the basis of
the former pilot program, online electronic
data verification on three types of
regulatory documents such as the Customs
Clearance Form for Imported Drugs. The
relevant matters are hereby announced as

follows:
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I. The promulgation of this Announcement
marks the immediate nationwide
implementation of network verification of
the electronic data of Customs Clearance
Form for Imported Drugs, Drug Import
Permit, and Drug Export Permit, and
electronic data of import and export
goods declarations.

II. The drug administration department shall
issue the above-mentioned documents as
per the provisions of relevant laws and
regulations, and transmit the electronic
data of the documents to the customs,
which shall conduct verification checks
in the customs clearance and handle
the import and export procedures as
required. Regarding the documents issued
before the implementation of network
verification, the holders of such paper
documents can handle the import and

Medical Devices

export procedures at the customs within
the validity period.

I.Customs declaration enterprises may
declare to the customs in a paperless
manner as per the provisions of the
paperless reform of customs clearance
operations. On account of the audit
requirements of the customs and drug
administration departments, or failures
of computer management systems and
network communications, etc., it can
be converted to paper declaration or

supplemented with paper documents.

IV.Enterprises can log in to China
International Trade Single Window to
check the electronic data transmission
status of the documents.

V. The China E-port Information Data
Center is the technical support department
for network verification. (April 1,2019)

NMPA Issued Guidelines for Technical Review of the
Registration and Clinical Evaluation of Centrifugal Blood

Component Separation Equipment

To strengthen the supervision and guidance
over the registration of medical device
products and further improve the quality of
registration review, NMPA has organized
the formulation of and released on May 15,

2019 the Guidelines for Technical Review of
the Registration and Clinical Evaluation of
Centrifugal Blood Component Separation
Equipment.

(May 15, 2019)
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NMPA Issued the Guidelines for Technical Review of
Service Life in the Registration of Active Medical Devices

To strengthen the supervision and organized the formulation of and released
guidance over the registration of medical on May 14, 2019 the Guidelines for
device products and further improve the  Technical Review of Service Life in the
quality of registration review, NMPA has  Registration of Active Medical Devices.
(May 14, 2019)
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NMPA Issued Three Guidelines for Technical Review of
the Registration of Dental Burs

To reinforce the supervision and guidance
over the registration of medical device
products and further improve the quality of
registration review, NMPA has organized
the formulation of and released on April
11, 2019 the Guidelines for Technical
Review of the Registration of Dental Burs,
the Guidelines for Technical Review of
the Registration of Disposable Dispensing

Syringes, and the Guidelines for Technical

Review of the Registration of Disposable
Skin Stapler (2019 Revised Edition).
(April 11, 2019)

NMPA issued the Announcement on Adjusting the
Examination and Approval Process for Clinical Trials of

Medical Devices

On April 1, 2019, NMPA issued the
Announcement on Adjusting the
Examination and Approval Process for
Clinical Trials of Medical Devices, which
reads as follows:

As per 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 (General Office [2017]
No. 42), to further optimize the examination
and approval procedures for clinical trials
for medical devices, NMPA has adjusted the
said procedures, and the relevant matters are
hereby announced as follows:

Before submitting the application for clinical
trial examination and approval, the applicant
may, according to the Announcement
on the Relevant Matters Concerning the
Communication of Medical Device Clinical
Trial Applications for Approval (CFDA

Announcement No. 184 of 2017) and Center
for Medical Device Evaluation. NMPA
(hereinafter referred to as the CMDE). Within
60 working days from the date of acceptance
and payment of the application for clinical
trial examination and approval, the applicants
can carry out clinical trials should they have
not received the opinions of CMDE (including
the notice of the expert consultation meeting
and the notice for supplementary information)
on the premise that their reserved contact
information and the mailing address are valid.
For the approval of the clinical trial, CMDE
shall announce the acceptance number, the
applicant's name and address, the name of
the investigational medical device, its model
specification, structure and composition on
its website, and inform the applicant via the
same website as well, while no longer issuing
paper-based approval document.

Other requirements for the approval of
medical device clinical trials shall be
implemented in accordance with the
Provisions for Medical Device Registration

and other relevant regulations.

This Approval Process shall be implemented
as of the date of promulgation.
(April 1,2019)

ExRAmEEEERLH
FREEITLEM I A
ERSRN

A hN5E B 57 /s A 7= T A TR A5
WS, #—PRSIMNEERE, BRY
mis B EERARFET CFRESIEMR
AREEIESEMY (XM EREA AT
sOEARERESENY (—RMEERE
RS REMBRATEIESRN (201951
17) Y . T2019F4F11B A .

(2019-04-11)

ERAmBEEEERLH
(R FIHEESTaamlhARix
WHEMtEFHIASE) ——

20194 1H, ERAREBEEREL
h CRFIREETSRIERARFHERFDN
AEY . ABWT.

ARMELRERRAORAT. ES
BT (TR E L E R E S s
mETHEWEIFHRLY (T3 (2017) 42
S) | = hAmKAEEHER XE
resmiE RIS BRIt AR AR, WEH
XEMAEMT

RIEAEREIRRIX S FHEBIER, o]
IARYE €< T 75 Bt A9 = Fr 28 4k I PRI 36 R
BABRAARENMNESY (EREMRE
i EEIE R EEE2017EE184S) EER
7B EEREr S AEEHO (Y
THERBERL) #HTEE. BlRKKEE
HEIEZIBHHFEZBRONTIERR, H
BAEMBERKARAR. MBEMUH KA TR
T, REEIRFFOER (BREETREES
BOBENFIF R ERLBA) 09, o AR IR
R, M FEEFREKIRXA, 85850
BZIBS RIFEAZHRIER. REAET
B BIR. B SR EHREMERTFH
IR ATE, FEEEERBISEEE HOM
IHEAIERIEA  AERRIE RIS .

HhkFETSRmln R R =R,
B (BTt mEREY FRINE
AT,

ReEHIEF B Az BT,

(2019-04-01)

Volume 1112019 5



Annual Report

NMPA Published the 2018 Annual Statistical Report on

Drug Administration

On May 9, 2019, NMPA issued the
2018 Annual Statistical Report on Drug
Administration, which is excerpted as follows:

I. Production and distribution licensing

(I) Drug production and distribution
licensing

1. Drug production licensing

As of the end of November 2018, China
has a total of 4,441 drug APIs and
preparation manufacturers.

2. Drug distribution licensing

As of the end of November 2018, China
has a total of 508,000 enterprises with
Drug Distribution Licenses, including
14,000 wholesalers; 5,671 retail chain
enterprises, 255,000 retail chain stores,
and 234,000 retail pharmacies.

(Il) Medical device production and
distribution licensing

1. Medical device production licensing

As of the end of November 2018, China
has a total of 17,000 medical device
manufacturers, of which there are 7,513,
9,189, and 1,997 manufacturers that can
produce Class I, Class II and Class III
Devices, respectively.

2. Medical device distribution licensing

As of the end of November 2018, China
has 511,000 distributors for Class II
and Class III medical devices, of which
292,000 distribute only Class II medical
device products, 67,000 distribute only
Class III products, and 152,000 distribute

Class II and Class III concurrently.
(IIT) Cosmetic production licensing

As of the end of November 2018,
China has a total of 4,664 cosmetic

manufacturers.

I1. Registration approvals
(I) Drug registration

In 2018, CNDA approved a total
of 312 applications for new drug
clinical trials, along with 25 new drug
production certificates plus approval
numbers, 10 approval numbers; as well
as 8 applications for clinical trials in
accordance with NDA procedures.

In 2018, CNDA approved a total of 58
applications for clinical trials of generic
drugs, and 464 applications for such
productions.

In 2018, CNDA approved a total of
154 applications for clinical trials of
imported drugs, and 90 applications for
marketing of imported drugs.

In 2018, CNDA approved a total of
1,862 supplementary applications.
Drug administration departments of
all provinces (autonomous regions and
municipalities) have approved a total of
3,276 drug supplementary applications,
and 12,648 applications for record filing.

(IT) Registration of medical devices

In 2018, China completed the record
filing for a total of 22,167 Class I
medical devices, and 1,885 imported
(incl. from Hong Kong, Macao and
Taiwan) Class I medical devices. China
approved initial registration for a total of
4,402 domestic Class II medical devices,
668 domestic Class III medical devices,
358 imported (incl. from Hong Kong,
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Macao and Taiwan) Class II medical
devices, and 235 imported (incl. from
Hong Kong, Macao and Taiwan) Class
IIT medical devices. China approved
registration renewals for 3,364 domestic
Class II medical devices, 505 domestic
Class III medical devices, 781 imported
(incl. from Hong Kong, Macao and
Taiwan) Class II medical devices, and
723 imported (incl. from Hong Kong,
Macao and Taiwan) Class III medical
devices. China approved alterations of
registration for 3,037 domestic Class
II medical devices, 526 domestic Class
III medical devices, 860 imported (incl.
from Hong Kong, Macao and Taiwan)
Class Il medical devices, and 862
imported (incl. from Hong Kong, Macao
and Taiwan) Class III medical devices.

(IIT) Registration of cosmetics

In 2018, China has approved a total

of 1,458 initial applications, 1,337
and 1,507
registration alterations for domestic

registration renewals,

special-purpose cosmetics; and

approved 16,624 initial record filings,
3,281 registration renewals, and 1,661
registration alterations for imported non-
special purpose cosmetics.

Note:

[1] The report data are sourced from the Drug
Administration Statistical Reporting System, with
data reporting period ranging from December 1,
2017 to November 30, 2018.

[2] For production licensing of medical devices: say,
an enterprise producing both Class I and Class
IIT products is counted separately as production
enterprise of Class I and Class III devices, and as
1 in total number of enterprises.

[3] For distribution licensing of medical devices:
say, an enterprise operating both Class II and
Class III devices is included in the respective
categories while counting.

(May 9, 2019)
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in 2018

In 2018, China's trade in traditional
Chinese medicine products achieved
substantial growth, with good
development momentum. According to
customs statistics, the total export-import
volume of TCM trade in China reached

China's TCM imports and exports grew hand in hand

5.768 billion U.S. dollars in 2018, up by
10.99% YOY. Among them, the export
value was 3.909 billion US dollars, up by
7.39% YOY; the import value was 1.859
billion US dollars, up by 19.38%.
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Figure 1. Tendency chart of China's TCM exports in 2018

E2. 2018 E 2y KB M O
Figure 2. Tendency chart of China's TCM imports in 2018
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Health Extracts Chinese patent TCM and Health
products medicine herbal slices products

(Excerpt from: China Pharmaceutical News, May 15, 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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