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Eleven Authorities Jointly Issued a Notice to Regulate the
Information Notification and Release of Food and Drug

Major lllegal and Criminal Cases

Recently, the Food Safety Commission
Office of the State Council, in conjunction
with the Publicity Department of the
Central Committee of the CPC, the
Ministry of Public Security, the Ministry
of Agriculture, the National Health and
Family Planning Commission, the General
Administration of Customs, the General
Administration of Quality Supervision,
Inspection and Quarantine, the China Food
and Drug Administration, the Cyberspace
Administration of China, the Supreme
People’s Court, and the Supreme People’s
Procuratorate, issued a Notice to raise
requirements for effective information
notification and release of food and drug
major illegal and criminal cases.

The Notice stated that it is necessary to
standardize the procedures for information
notification and release, publish the
authoritative information in a timely manner,
and take the initiative to respond to social
concerns over major illegal and criminal cases
involving specific population such as infants,
pregnant women, and other highly sensitive

products such as vaccines, blood products,
injections and dairy products, etc. Bureaus
of agriculture, quality supervision, food and
drug administrations and other food and drug
regulatory authorities, and public security
organs, procuratorial organs, anti-smuggling
departments of the customs shall establish an
information interoperability mechanism for
case investigation and handling, promptly
order to take such measures as remove
from shelves, seal-up, recall, destruction
of products to effectively control the safety
risks of products involved, and protect public
interests. Regulatory authorities should
support the supervision via public opinion in
the news media, whose report over food and
drug illegal and criminal cases should be true
to facts, rigorously expressed, and accurately
worded. Without verification, "poison",
"fatal", "carcinogenic" and similar words
should not be used. In the events of fabricated
clues and rumors that caused serious social
impact, the relevant personnel shall be held
legally liable as per the law.

(April 18,2017)

Notice of the General Office of CFDA on the Issuance of
the Guide for Filing of Health Foods (Interim)

As per relevant provisions of the Food
Safety Law of the People's Republic of
China and the Provisions for Health
Food Registration and Filing, CFDA has
formulated the Guide for Filing of Health

RUBliShediby,

Foods (Interim), which was promulgated
on May 2, 2017 and should be effective

thenceforwards.

(May 2, 2017)
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CFDA Issued the Provisions for Useable Excipients for
Health Foods Subject to Filing and Their Use (Interim)
and the Major Manufacturing Processes of Health Foods

Subject to Filing (Interim)

As per relevant provisions of the Food
Safety Law of the People's Republic of
China and the Provisions for Health
Food Registration and Filing, CFDA has
formulated the Provisions for Useable
Excipients for Health Foods Subject to
Filing and Their Use (Interim) and the
Major Manufacturing Processes of Health

Foods Subject to Filing (Interim), which
were issued on May 2, 2017.
The useable excipients and major
manufacturing processes of health foods
subject to filing should be subject to
adjustment and supplement, as appropriate,
based on health food registration approval.
(May 2,2017)
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Two National Standards for Food Safety Incl. the
National Food Safety Standard: Maximum Levels of
Mycotoxins in Foods (GB 2761-2017) Promulgated ——

As per the Food Safety Law of the People's
Republic of China and the Administrative
Measures for the National Food Safety
Standards, on April 20, 2017, CFDA
promulgated the National Food Safety
Standard: Maximum Levels of Mycotoxins
in Foods (GB 2761-2017), and the National

Food Safety Standard: Maximum Levels of
Contaminants in Foods (GB 2762-2017),
which have been examined and approved
by the National Food Safety Standard
Review Committee.

(April 20, 2017)
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Nine National Standards for Food Safety Incl. the
National Food Safety Standard: Determination of Lead in

Foods (GB 5009.12-2017) Promulgated

As per the Food Safety Law of the People's
Republic of China and the Administrative
Measures for the National Food Safety
Standards, on April 20, 2017, CFDA
promulgated 9 national standards for food
safety including the National Food Safety

Standard: Determination of Lead in Foods
(GB 5009.12-2017), which have been
examined and approved by the National
Food Safety Standard Review Committee.

(April 20, 2017)
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Medical Devices

Announcement of CFDA on Approving and Issuing
28 Medical Device Industry Standards Including the
Plasmapheresis Centrifuge Apparatus for Single Use ——

CFDA has examined and approved 28 Medical
Device Industry Standards including Y'Y/
T 0326-2017 Plasmapheresis Centrifuge
Apparatus for Single Use, which were issued
on May 5, 2017 and should be implemented as
of April 1, 2018. (May 5, 2017)
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Provisions for Medical Device Standards Promulgated

On April 27, 2017, CFDA issued the Provisions
for Medical Device Standards (CFDA Order
No. 33), which include General Provisions,
Responsibilities for the Management of
Standards, Development and Revision of
Standards, Implementation and Supervision

of Standards, and Supplementary Provisions,

with a total of 36 Articles in 5 Chapters, and
shall come into effect as from July 1, 2017.
The original Measures for Medical Device
Standards (Interim) (CFDA Order No. 31)
shall be repealed simultaneously.

(April 24,2017)
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The General Office of CFDA issued the Notice on
Working Rules for the Technical Committee on Medical

Device Classification of CFDA

To strengthen and regulate the work
management of the Technical Committee
on Medical Device Classification of CFDA,
CFDA has formulated the Working Rules for

Annual Report

the Technical Committee on Medical Device
Classification of CFDA, which was issued on
April 14,2017. (April 14, 2017)
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Annual Report for National Adverse Drug Reaction

Monitoring (2016) Released

On April 28, CFDA issued the 2016 Annual
Report for National Adverse Drug Reaction
Monitoring, which is divided into four parts
to introduce the overall progress of adverse
drug reaction (ADR) monitoring, the ADR
reporting status, the risk control measures,
and the five key issues of concern in 2016.
Among them, the adverse drug reaction/

event (ADR/ADE) reporting is as follows:

ADR/ADE reporting
(A) Overview of reporting
1. 2016 annual ADR/ADE reporting

In 2016, the National Adverse Drug
Reaction Monitoring Network has received
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a total of 1.43 million copies of ADR/ADE
Report Forms, up by 2.3% YOY. From
1999 to 2016, the National Adverse Drug

Reaction Monitoring Network has received

a total of nearly 10.75 million copies of

ADR/ADE Report Forms.
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Figure 1. 1999-2016 growth trend of ADR/ADE reports in China
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2. New and serious ADR/ADE reports

In 2016, the National Adverse Drug
Reaction Monitoring Network received
more than 0.423 million copies of new and
serious ADR/ADE reports, up by 7.4%
YOY; new and serious reports accounted

for 29.6% of the total number of reports in
2016, up by 1.4 percentage points YOY. The
proportion of new and serious ADR/ADE
reports continued to increase, indicating that
the overall availability of ADR reports in
China continues to rise.
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Figure 2. Proportions of new and serious ADR/ADE

reports and serious ADR/ADE reports in 2004-2016
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3. The average number of case reports per
million population

The number of cases reported per million
population is an important indicator to
measure the level of adverse drug monitoring
in a country. In 2016, the average number of
case reports per million population in China
was 1,068, up by 2.4% YOY.

4. Proportion of ADR/ADE county reports
Proportion of ADR/ADE county reports

is an important indicator to measure the
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balanced development and the coverage of
China's ADR monitoring in China. In 2016,
the proportion of ADR/ADE county reports
was 97.7% in 2016, up by 1.1 percentage
points YOY.

5. Source of ADR/ADE reports

Pharmaceutical manufacturers, distributors
and medical institutions constitute the
responsible units for ADR reporting. As per
the statistics of the sources of ADR/ADE
reports in 2016, a lion's share of 85.6%
came from medical institutions; while a
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share of 12.8%, 1.4%, and 0.2% came from
pharmaceutical distributors, manufacturers,
individuals and other sources, respectively.

6. Occupations of reporters

According to the statistics of reporters'
occupations, doctors' reports, pharmacists'
reports, nurses' reports and reports by others
accounted for 55.5%, 25.3%; 15.1%, and
4.1%, respectively, of the total reports. The
occupational structure of reporters in 2016 is
basically the same as that in 2015.
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Figure 4. Occupational structure of reporters
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7. Patients involved in the ADR/ADE
reports

As per the statistics of gender distribution of
patients involved, the male to female ratio
among patients is close to 0.89:1, women
slightly outnumber men, and the gender
distribution trend are basically the same as
that in 2015. In the 2016 ADR/ADE case
reports, reports on pediatric patients under
14 years old accounted for 9.9%, basically
leveled with those in 2015; reports on
the elderly over 65 years old accounted
for 23.5%, up by 2.0 percentage points
compared with those in 2015.
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Figure 5. Age-group distribution of 2016 ADR/
ADE reports
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8. Distribution of drug varieties involved in
ADR/ADE reports

According to variety-specific statistics of
suspected drugs, reports on chemical drugs,
TCMs and biological products (excluding
vaccines) accounted for 81.5%, 16.9% and
1.6%, respectively, which are basically the
same as those in 2015.

According to the statistics of routes
of administration of drugs involved in
2016 ADR/ADE reports, the intravenous
administration accounted for 59.7%;
other injections (such as: intramuscular
injection, and subcutaneous injection, etc.)
accounted for 3.4%; oral administration
accounted for 33.7%; and other
administration routes (such as: topical,
and patch, etc.) accounted for 3.2%.
Compared with that in 2015, the overall
distribution of routes of administration
saw no significant changes.
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Figure 6. Distribution of drug varieties involved in
2016 ADR/ADE reports
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9. Organ systems damaged by ADRs/ADEs

According to 2016 ADR/ADE reports, the
top three damages to organ systems are:
damage to skin and its appendages (27.6%);
gastrointestinal system damage (25.4%);
and systemic damage (10.9%). The top
three damages to systems by chemical
drugs and TCMs are consistent with the
overall sorting; but the top three damages
to systems by biological products, which
are, from high to low, damage to skin
and its appendages, systemic damage and
immune dysfunctions, are slightly different
with the overall sorting.
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10. Overall analysis of ADR/ADE reports

Overall ADR/ADE reports in 2016 show no
significant changes as compared to those in
2015.

In terms of the sources of ADR/ADE
reporting, the number of reports from
medical institutions accounted for 85.6%,
up by 3.4 percentage points YOY, doctors'
reports accounted for 55.5%, up by 1.5
percentage points YOY, indicating that the
medical institutions are still the mainstay for
ADR/ADE reporting. The number of reports

from the pharmaceutical manufacturers
basically leveled with that in the last year,
which is still low, indicating that there
is still much leeway for pharmaceutical
manufacturers to reinforce ADR monitoring;
they should further strengthen their
understanding of ADR monitoring and the
safety study of marketed drugs, establish
risk management system, enhance corporate
responsibility consciousness, and timely
prevent and control risks, to give full play
to their "principal responsibility for drug

safety". (April 28, 2017)
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Annual Report for National Medical Device Adverse

Event Monitoring (2016) Released

On May 10, 2017, CFDA issued the Annual
Report for National Medical Device Adverse
Event Monitoring (2016), which is excerpted
as follows:

I. Overview of national medical device
adverse event reporting

In 2016, the national medical device adverse
event monitoring saw a continued steady
development, the number of suspected
medical device adverse event reports topped
350,000 copies. Along with the continued
growth in the number of reports, the quality
of adverse event reporting also improved
significantly, which has provided a basis for
medical device post-marketing risk analysis
and assessment.

(A) Overview of national suspected medical
device adverse event reporting in 2016

1. The numbers of national suspected
adverse event reports in 2002-2016

In 2016, the National Center for ADR
Monitoring has received a total of 353,240
copies of Report Form for Suspected
Medical Device Adverse Events, up by
10.0% YOY (see Fig. 1-1). From January 1,
2002 to December 31, 2016, the National
Center for ADR Monitoring has received
a total of 1,675,299 copies of Report Form
for Suspected Medical Device Adverse
Events.

2. The number of suspected adverse event
reports on death & serious injury

In 2016, the National Center for ADR
Monitoring has received 52,331 suspected
adverse event reports on serious injury,
and 181 suspected adverse event reports
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Fig. 1-1 The numbers of national suspected medical device adverse event reports in 2011-2016
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on death, totaling 52,512 cases, up by
11.1% YOY (see Fig. 1-2). The number of
suspected adverse event reports on death and
serious injury in 2016 accounts for 14.9% of
the total, up by 0.2% YOY.

3. Average number of reports per million
population

In 2016, China's average number of reports
on suspected medical device adverse events
per million population was 264, up by 24
cases YOY (see Fig. 1-3).

(B) The number of registered grassroots
users
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Fig. 1-2 A comparison of the numbers of national suspected adverse event reports on death & serious

injury in 2011-2016
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Fig. 1-3 A comparison of national average numbers of reports per million population in 2011-2016
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As of December 31, 2016, in the national
medical device adverse event monitoring
system, there were a total of 231,872
registered grassroots users (including
medical device manufacturers, distributors
and user units). Among them, there were
10,534 medical device manufacturers,
115,622 distributors, and 105,716 user units,
accounting for 4.5%, 49.9% and 45.6%
of the total registered grassroots users,

respectively (see Fig. 1-4).

In 2016, the total number of registered
grassroots users (including medical device
manufacturers, distributors and user units)
increased by 16.8% YOY. Among them,
the numbers of registered medical device
manufacturers, distributors and user units
increased by 1.8%, 26.6% and 9.1% YOY,
respectively (see Fig. 1-5).
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Fig. 1-5 Comparison of classification of national registered grassroots users in 2015 and 2016
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Fig. 1-4 The situation of registered grassroots
users in the national medical device adverse
event monitoring system in 2016
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Special Focus

Performance of Key Economic Indicators of the
Pharmaceutical Industry in 2016

On April 20, 2017, the website of the
Ministry of Industry and Information
Technology published the Performance
of Key Economic Indicators of the
Pharmaceutical Industry in 2016, parts of
which are as follows:

I. The industrial added value

In 2016, the industrial added value of
above-scale pharmaceutical enterprises
increased by 10.6% YOY, and the growth
rate was up by 0.8 percentage points year
on year (YOY), higher than the national
industrial overall growth rate by 4.6
percentage points, ranking in the forefront
of the whole industry.

II. The main business income

In 2016, the main business income
of above-scale enterprises in the
pharmaceutical industry was 2.963586
trillion RMB, up by 9.92% YOY, the
growth rate was up by 0.90 percentage
points YOY, higher than the national
industrial overall growth rate by 5.02
percentage points.

II1. Total profit

In 2016, the above-scale enterprises in
the pharmaceutical industry realized a
total profit of 321.643 billion RMB, up by
15.57% YOY. The growth rate was up by
3.35 percentage points YOY, higher than
the national industrial overall growth rate
by 7.07 percentage points.

IV. Exports

In 2016, the above-scale enterprises in
the pharmaceutical industry achieved an
export delivery value of 194.88 billion
RMB, up by 7.26%, the growth rate was
up by 3.66 percentage points YOY. As
per the import and export data at customs,
exports of pharmaceutical products in
2016 amounted to 55.414 billion US
dollars, down by 1.82% YOY, the growth
rate fell by 4.52 percentage points YOY.

V. Investment in fixed assets

In 2016, the pharmaceutical industry has
realized the investment with a total of
629.9 billion RMB in fixed assets, up by
8.4% YOY.

(Source: MIIT website. April 20, 2017)
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