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The Eleventh Conference of the Chinese Pharmacopoeia
Commission Executive Committee Held in Beijing

—Review and Approve the Draft of ChP 2020 Edition

Pursuant to the Charter of the Chinese
Pharmacopoeia Commission and the
compilation procedures of the Pharmacopoeia
of the People's Republic of China (hereinafter
referred to as ChP), on April 9, the 11th
Conference of the Chinese Pharmacopoeia
Commission (ChPC) Executive Committee
was held in Beijing for a briefing on ChPC's
compilation of the ChP 2020 Edition, as
well as the deliberation and approval of its
draft. Jiao Hong, NMPA Commissioner and
Chairperson of the 11th ChPC, and Zeng Yixin,
ChPC Deputy Chairman and Vice-minister
of the National Health Commission attended
the Conference and delivered speeches.
Chen Shifei, NMPA Deputy Commissioner
and ChPC Deputy Chairman, chaired the
Conference. Lan Fen, Secretary General of
ChPC, briefed to all executive committees on
the compilation of the ChP 2020 Edition.

ChP 2020 Edition has 319 new admissions,
3177 revisions, 10 exclusions (rejections),
4 combination adjustments, and a grand
sum of 5,911 monographs. Volume I-TCM
contains a total of 2711 monographs,
covering 117 new admissions and 452
revisions. Volume II-Chemicals contains 2712
monographs, covering 117 new admissions
and 2387 revisions. Volume III-Biologicals
contains 153 monographs, covering 20 new
admissions, 126 revisions; and 2 new General
Requirements for biological products and 4
General Monographs. Volume IV contains 361
General Technical Requirements, covering
38 General Requirements for preparations
(incl. 35 revisions), 281 detection methods
and other General Requirements (35 new
admissions, 51 revisions), and 42 guidelines
(12 new admissions, 12 revisions); and 335
monographs of medicinal excipients, including
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65 new admissions and 212 revisions.

Jiao Hong pointed out that ChP 2020
Edition is steadily advancing the inclusion
of pharmacopoeia monographs, which
further meets the needs of the National
Essential Drug List and basic medical
insurance catalog varieties. The national drug
standard system is becoming more and more
perfect, the level of drug standards has been
significantly improved, the requirements
for drug safety have been continuously
strengthened, and the guiding role of ChP
has become increasingly significant. The
promulgation and implementation of ChP
2020 will help to raise the overall level of
China's pharmaceutical standards, further
ensure the protection of drug safety for
the public, motivate the adjustment of the
pharmaceutical industry structure, and
facilitate China's pharmaceutical products
to go global, aiming at a leap from a big
country with numerous small pharmaceutical
enterprises to a big country with strong
pharmaceutical enterprises.

Jiao Hong emphasized that the national drug
standard is a mandatory provision made
by the state on drug quality indicators and
inspection methods to ensure drug quality,
and a legal technical requirement that must
be followed in drug production, distribution,
use and supervision. The newly revised
Drug Administration Law further aggrandizes
the legal role of the national drug standard.
It is necessary to continuously consolidate
the legal status of ChP, reinforce the drug
standard system and management capacity
building, comprehensively improve the
overall level of the national drug standard,
and effectively promulgate and implement the
new ChP, to ensure that it is well understood,

implemented and supervised. (April 13, 2020)
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NMPA and NHC Issued the Announcement on Good

Clinical Practice

To deepen the reform of the drug review
and approval system, encourage innovation,
and further promote the research and quality
improvement of drug clinical practice in
China, NMPA, in conjunction with NHC,
has organized the revision of the Good

Clinical Practice (GCP), which has been
released on April 26, 2020, and shall enter
into effect as from July 1, 2020.

(April 26, 2020)

NMPA Announcement on the Release of Revised Draft
of the Appendix (Biological Products) as Recorded in the
Good Manufacturing Practice for Drugs (Revised in 2010)

With the roll out of the Drug Administration
Law of the People ’s Republic of China
and the Vaccine Administration Law of
the People ’s Republic of China, NMPA
has, in the light of Article 310 of the Good
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Manufacturing Practice for Drugs (Revised
in 2010), revised the Appendix (Biological
Products) (as a supporting document for the
GMP), which has been released on April
26, 2020, and will come into force on July
1, 2020. Among them, in view of Article
59 of the Appendix, if an enterprise records
data with an information system of real
time data collection, given that information
construction requires a certain period, it
should meet the relevant requirements prior
to July 1, 2022. (April 26, 2020)

NMPA Announcement on Revising the Package Inserts
for Polyene Phosphatidylcholine Injection

To further protect drug safety for the
people, on May 7, 2020, NMPA issued an
Announcement with decisions made to
revise the [adverse reactions], [precautions]
and other Entries on the package inserts of
Polyene Phosphatidylcholine Injection.
(May 7, 2020)
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NMPA Announcement on Revising the Package Inserts
of Sodium Aescinate for Injection

To further ensure safe medication for the
public, on May 7, 2020, NMPA issued an
Announcement with decisions made to revise
the [adverse reactions], [precautions] and
other Entries on the package inserts of sodium

aescinate for injection. (May 7, 2020)

Medical devices

NMPA Issued 7 Guidances for Technical Review Including
the Guidance for Technical Review of the Registration of

Vertebroplasty Balloon Dilation Catheters

To strengthen the supervision and guidance
over medical device product registration and
further improve the quality of registration
review, NMPA has organized the formulation
of the Guidance for Technical Review of
the Registration of Vertebroplasty Balloon
Dilation Catheters, Guidance for Technical
Review of the Registration of Acrylic Bone
Cement for Artificial Joint Replacement,

Guidance for Technical Review of the
Registration of Metal Intramedullary Nail
System, Guidance for Technical Review
of the Registration of Vaseline Gauze,
Guidance for Technical Review of the
Registration of Hydrocolloid Dressings,
Guidance for Technical Review of the
Registration of Ovum Aspiration Needles
for Assisted Reproduction, and Guidance
for Technical Review of the Registration of
Spinal Implant Quality Control and Clinical
Evaluation, which have been released on
May 9, 2020. (May 7, 2020)

NMPA Issued the Notice on Strengthening the
Supervision and Inspection of Sterile and Implantable

Medical Devices

To further strengthen the supervision and
inspection over sterile and implantable
medical devices (including high-value
medical consumables), implement the
requirements of the Notice of the General
Office of the State Council on the Issuance
of the Reform Plan for Governance over
High-value Medical Consumables (State
Council General Office [2019] No. 37),
fully implement the corporate principal
responsibility and ensure the safety and
effectiveness of medical devices, taking
into account the arrangement for medical
device supervision in 2020, as well as the
prevention and control of the COVID-19

epidemic situation, on April 14, 2020,
NMPA issued the Notice on Strengthening
the Supervision and Inspection of Sterile
and Implantable Medical Devices, requiring
the Medical Products Administration
Departments of all provinces, autonomous
regions, municipalities directly under
the central government and the Xinjiang
Production and Construction Corps to
further strengthen the supervision and
inspection of sterile and implantable medical
devices (including high-value medical
consumables) . (April 14, 2020)
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NMPA Issued the Announcement on the Guidance for
Medical Device Registrants to Conduct Adverse Events

Monitoring

To implement the requirements of the
Provisions for the Monitoring and Re-
evaluation of Medical Device Adverse
Events (SAMR and NHC Order No. 1),
guide and regulate medical device registrants
and applicants for record filing (hereinafter
collectively referred to as registrants) to
perform adverse events monitoring, NMPA
has organized the formulation of and
released on April 10, 2020 the Guidance
for Medical Device Registrants to Conduct
Adverse Events Monitoring.

Annual Report

The Guidance for Monitoring Medical
Device Adverse Events (Interim) (CFDA
[2011] No. 425) issued by the former State
Food and Drug Administration shall be

repealed simultaneously.  (April 10, 2020)

Annual Report for National Adverse Drug Reaction

Monitoring (2019) Released

To fully reflect the status of China's adverse
drug reaction (ADR) monitoring in 2019,
improve the level of safe drug use, and
better ensure drug safety for the public, the
National Center for ADR Monitoring has
organized the compilation of the Annual
Report for National Adverse Drug Reaction
Monitoring (2019), which has been released
on April 10, 2020.

= Overall Situation of Adverse Drug
Reaction Monitoring

In 2019, in accordance with General Secretary
Xi Jinping’s Four Strictest requirements
for food and drugs, the monitoring and
evaluation of adverse drug reactions (ADR)
has been carried out steadily and orderly,
the corresponding laws and regulations have
been continuously improved, the monitoring
& evaluation system has gradually become
robust, the quantity and quality of case
reports saw an upward trend, risk control
measures have become more sophisticated,
and remarkable results have been achieved in
relevant fields, providing strong support for
drug administration.

First of all, the information system has been
improved to further lay a solid foundation
for monitoring and evaluation. The national

ADR monitoring network system has
been improved. The monitoring system
for drug Marketing Authorization Holders
(hereinafter referred to as MAHs) to
directly report ADRs has been officially in
operation, effectively promoting the MAH's
ADR monitoring. We continued to forge
closer ties with medical institutions and
explored new models for ADR monitoring.
At present, we have established outposts for
ADR monitoring in 189 Class-III medical
institutions. In 2019, 97.4% of county-level
regions across the country reported adverse
drug reactions / events (ADR / ADE). The
average number of reports per million
populations in China reached 1,130, which
laid a solid foundation for the in-depth
development of monitoring and evaluation.

Secondly, scientific evaluation is reinforced
to timely deal with risk warning signals.
We established and improved the working
mechanism of daily monitoring, weekly
summarization and quarterly analysis. At
the same time, we paid close attention to the
domestic and foreign regulatory dynamics
in close integration with our actual clinical
medication practice, and continuously
strengthened the analysis and evaluation
of the ADR report data. According to the
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evaluation outputs, we timely released
pharmacovigilance information. In 2019, we
issued the Announcement on the Cessation of
Production, Sale and Use of Furazolidone-
Containing Compound Preparations, as
well as 27 Announcements on the revision
of drug package inserts, and 12 volumes of
Pharmacovigilance Express. The functions of
the early warning management platform were
further optimized to realize early detection,
response, investigation, and disposal of early-
warning signals to ensure effective protection
of drug safety for the public.

Thirdly, the construction of standards is
strengthened, and the transformation and
implementation of ICH related guidance is
promoted. The Guidance for Clinical Safety
Literature Evaluation of Marketed Drugs
(Interim) and Guidance for Compiling
the Annual Pharmacovigilance Report by
Marketing Authorization Holders (Interim)
were issued to guide MAHs in monitoring,
reporting, analysis and evaluation. We
steadily promoted the transformation and
implementation of E2B (R3: Clinical Safety
Data Management - Data Elements for
Transmission of Individual Case Safety
Reports) of ICH (International Council for
Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use), and
released the Regional Implementation
Guidance for Individual Case Safety Reports
E2B(R3). We promoted the application of the
Medical Dictionary for Regulatory Activities
(MedDRA), carried out disease term mapping
research, strengthened the training for MAHs
and monitoring institutions, and provided
technical guarantee for full swing of ICH

related Guidance.

Fourthly, we actively promoted publicity
and guidance over ADRs to beef up
public awareness. The 7th China
Pharmacovigilance Conference was held to
promote academic exchange and experience
sharing in this field. We organized training
for ADR monitoring to guide MAHs to
implement their principal responsibility for
drug safety, and raise their awareness for
risk management. We've made full use of the
National Safe Medicine Monthly Platform,
as well as the Internet, TV, newspapers
and other media to actively disseminate
the knowledge of adverse drug reactions;
carried out various forms of activities such
as public open days and joint urban-rural
efforts, sparing no effort to increase public
awareness of ADRs.

= Status of ADR / ADE reporting
(I) Overview of reporting
1. The report of ADRs / ADEs in 2019

In 2019, the National ADR Monitoring
Network received 1.514 million copies
of ADR / ADE Report Form. From 1999
to 2019, the National ADR Monitoring
Network received an accumulative total
of 15.19 million copies of the ADR / ADE
Report Form (See Figure 1).

2. New and serious ADR/ADE reporting

In 2019, the National ADR Monitoring
Network received 477,000 new and serious
ADR/ADE reports, accounting for 31.5% of
the total number reported in the same period.

In 2019, the National ADR Monitoring
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Figure 1 1999 - 2019 growth trend of ADR/ADE reports in China
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Figure 2 New & serious ADR / ADE and serious ADR / ADE reports in 2004-2019
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Network received 156,000 reports of
serious adverse drug reactions / incidents,
and serious ADR/ADE reports accounted
for 10.3% of the total reports for the same
period (Figure 2).

3. Average case report per million population

The average number of reports per million
population constitutes one of the major
indicators to measure the level of a country's
ADR monitoring work. The average number
of reports per million population in China
marked 1,130 in 2019.

4. Proportion of ADR/ADE reports at
county level *

The ratio of ADR/ADE reports at county level
constitutes one of the important indicators
to measure the balanced development and
coverage of ADR monitoring in China. In
2019, 97.4% of county-level regions across
China reported ADRs/ADE:s.

5. Sources of ADR/ADE reports

MAHSs, pharmaceutical distributors and
medical institutions constitute the responsible
units for ADR / ADE reporting. As per
source-specific statistics of ADR/ADE reports
in 2019, a lion's share of 88.1% came from
medical institutions; while a share of 6.6%,
5.2%, and 0.1% came from pharmaceutical
distributors, MAHs, individuals and other
sources, respectively (Figure 3).

6. Occupations of reporters

In occupation-specific statistics, of all the
reporters, doctors accounted for 56.6%,

pharmacists accounted for 22.3%, nurses
accounted for 15.3%, and other occupations
accounted for 5.8%.

7. Patients involved in the ADR / ADE
reports

In the 2019 ADR/ADE reports, the ratio of
male to female patients was 0.86:1, with men
slightly outnumbered by women. Reports
of pediatric patients under 14 years of age
accounted for 10.2%; and reports of elderly
patients over 65 accounted for 29.1%.

8. Distribution of drug categories involved
in 2019 ADR/ADE reports

As per category-specific statistics of
suspected drugs, reports of chemical drugs,
TCM and bio-products accounted for 84.9%,
12.7% and 1.6%, respectively, while 0.8%
of the drugs are not classifiable.

As per the statistics of routes of
administration of drugs involved in 2019
ADR/ADE reports, 62.8% were administered
by injection, 32.5% by oral administration,
and 4.7% by other routes of administration.
Among injection administrations, intravenous
administration accounts for 92.5% and other
injection administrations account for 7.5%.

9. Systems damaged by ADRs / ADEs

Among the ADRs/ADESs reported in 2019, the
top 5 organ system damages are: skin and its
appendages damage; gastrointestinal damage;
systemic damage, neurological impairment
and cardiovascular system damage.

(April 10, 2020)
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Annual Report for National Medical Device Adverse

Event Monitoring (2019) Released

To fully reflect the monitoring of adverse
events in relation to China's medical devices
in 2019, the National Center for Adverse
Drug Reaction Monitoring has compiled
and released on April 26, 2020 the Annual
Report for National Medical Device Adverse
Event Monitoring (2019).

= Progress of medical device adverse
event monitoring

In 2019, China's medical device
adverse event monitoring continued to
adhere to the Four Strictest (Strictest
Standards, Regulation, Punishment,
and Accountability) requirements, and
implemented the Previsions for Monitoring
and Re-evaluating the Adverse Events of
Medical Devices (hereinafter referred to as
the Provisions). Taking the evaluation of
medical device risks as the main line, and
focusing on implementing the principal
responsibility of adverse event monitoring
by medical device registrants and applicants
for record filing (hereinafter collectively
referred to as registrants), we furthered
the system construction, continuously
developed the approaches for relevant
publicity and training, explored in depth
the monitoring and evaluation methods,
and comprehensively improved risk early
warning and disposal capabilities. New
progresses have been made in the monitoring
of medical device adverse events:

(I) Collection of medical device adverse
event reports

In 2019, the National Medical Device
Adverse Event Monitoring Information
System received more than 390,000 reports
of suspected medical device adverse events,
with an average number of 297 reports per
million population; 96.70% of districts and
counties across China reported medical
device adverse events, and the registered
users at the grassroots level of the system
topped 310,000, covering 19,662 medical
device registrants. Compared with 2018,
the number of medical device adverse
event reports nationwide has remained

stable, the number of registered users at the
grassroots level of the system has continued
to increase, and a smooth transition has been
achieved from the old to the new medical
device adverse event monitoring information
system.

(IT)Risk disposal of medical device adverse
events

In 2019, the risk signal evaluation &
disposal of medical device adverse events
has been carried out in depth. We've
strengthened the daily monitoring, early
warning analysis and quarterly summary
of national medical device adverse event
reports. Based on spotted risk conditions,
3 issues of Medical Device Adverse Event
Information Notification and 12 volumes
of Medical Device Pharmacovigilance
Expresses were released in 2019. The
intensive monitoring of medical device
adverse events continued to advance in
the 13th Five-Year Plan period, and each
undertaking unit actively reviewed the
previous work, sorted out product risks, and
ensured the orderliness of key monitoring.

(M Improvement of medical device
monitoring capabilities

In 2019, the National Center for ADR
Monitoring trained a total of more than
1,300 person-time for registrants, medical
institutions, and monitoring agencies. At the
same time, the Center provided teachers for
Workshops organized by drug regulatory
authorities at all levels on the Provisions and
relevant guidance to underscore the principal
responsibility of registrants and improve
the capacity level of monitoring personnel,
and the training results were substantial.
Furthermore, the Center actively followed
up IMDREF's (International Medical Device
Regulatory Agency Forum) work progress
on adverse event terminology & coding
and patient registration data evaluation.
It officially joined the national regulatory
authority reporting exchange mechanism to
further go global.
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= General situation of national medical
device adverse event reporting

(D) Overview of reporting in 2019

1. Number of Medical Device Adverse
Event Report. In 2019, the National
Medical Device Adverse Event Monitoring
Information System has received a total of
396,345 reports of suspected medical device
adverse events, a decrease of 2.61% YOY
(See Figure 1) .

E1 2015—2019F £ EF S ETH/MAREMH
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Figure 1 Number of Suspected Medical Device
Adverse Events Reported from 2015 to 2019 in

China
406974 396345
353240 376157
| I I
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2. Average number of reports per million
population

In 2019, the average number of suspicious
medical device adverse event reports per
million population in China was 297, a
decrease of 2.62% over the previous year
(Figure 2).

3. County-level coverage

In 2019, the county-level coverage rate

China Center for Food and Drug International Exchange (CCFDIE)

P E R R ME R R
Address:

REIERTEERARTIEAER2SHERFTUBESFHI1E1106E

3% . 100082

Tel: 010-8221 2866 Fax: 010-8221 2857
Email: ccfdie@ccfdie.org
Website: www.ccfdie.org

Room 1106, 11th Floor, Office Building B, Maples International Center, No.
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.

E2 2015—2019&£ESHAAOFHFEE
T A REHREHILER

Figure 2 Comparison of the number of
suspected medical device adverse events
reported per million people across China from
2015 t0 2019
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Figure 3 County-level coverage rate for
reporting of suspected medical device adverse
event from 2015 to 2019 in China
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for reporting of suspected medical device
adverse events in China was 96.70%, up by
0.80 percentage points YOY (Figure 3).

(I)  Number of registered grassroots users
nationwide

As of December 31, 2019, there were a
total of 318,986 grassroots user units (incl.
registrants, distributors and user units)
registered in the National Medical Device
Adverse Event Monitoring Information
System, covering 19,662 registrants
(6.16%); 178,295 distributors (55.89%); and
121,029 user units (37.94%).

In 2019, the total number of registered
grassroots users increased by 15.69%
over the previous year. Among them, the
registered grassroots users of registrants,
distributors and user units have increased
by 41.92%, 24.22% and 2.28% over 2017,
respectively. (April 26, 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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