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General Office of State Council Issued the Opinions
on Reforming and Improving the Policies for Supply,

Guarantee and Use of Generic Drugs

Recently, the General Office of State
Council issued the Opinions on Reforming
and Improving the Policies for Supply,
Guarantee and Use of Generic Drugs.
The Opinions pointed out that reforms to
improve the policies for supply, guarantee
and use of generic drugs are of great
significance to the people's safety in drug
use and the healthy development of the

pharmaceutical industry. It proposes to
promote the R&D of generic drugs, focus on
addressing the undersupply of high-quality
generic drugs, adhere to a problem-oriented
approach and improve the quality & efficacy
of generic drugs. The support policies shall
be improved to expedite the clinical use of
high-quality generic drugs.

(April 4, 2018)

Announcement of State Administration for Market
Regulation and National Drug Administration on
Effective Food and Drug Supervision during Institutional

Reform Issued

On April 10, 2018, State Administration for
Market Regulation (SAMR) and National
Drug Administration jointly issued the
Announcement on Effective Food and Drug
Supervision during Institutional Reform,

which reads as follows:

As per the Decision of the CPC Central
Committee on Deepening the Institutional
Reform of the Party and the State and
the Decision of the First Session of the
13th National People's Congress on the
Institutional Reform Plan of the State
Council, SAMR shall be established as an
institution directly under State Council;
National Drug Administration shall be
established and administered by SAMR,
while the former China Food and Drug
Administration (CFDA) shall be no longer
retained. The current institutional reform is
well under way.

During this period prior to the publication of
the “Three-Determinations (of posts, duties
and staffing)” Plan of SAMR and National
Drug Administration, the proceedings borne
by the former CFDA for supervision over
foods, drugs, medical devices, cosmetics,
health foods, infant formula milk powder,
and foods for special medical purposes
and the corresponding review & approval,
supervisory inspection, examination &
testing, auditing & law enforcement,
complaints & reports, and information
disclosure, etc., shall still be subject to the
original regulations. For the time being, all
types of approval letters, certificates, and
paperwork shall follow the original format,
with no abrupt changes in the official seals,
text formats, and handling procedures.
After the institutional reform is in place,
the related matters shall be announced

separately. (April 10, 2018)
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National Drug Administration Issued the Announcement
on 7 Varieties of Drugs (Third Batch) Accredited by
Quality & Efficacy Consistency Evaluation of Generic

Drugs Including Amoxicillin Capsule

On April 12, 2018, National Drug
Administration issued the Announcement
on 7 Varieties of Drugs (Third Batch)
Accredited by Quality & Efficacy
Consistency Evaluation of Generic

Drugs Including Amoxicillin Capsule.

Information for the package inserts,
enterprise research reports and
bioequivalence test data of the above
varieties can be found on the Website of

the Center for Drug Evaluation.
(April 12, 2018)

Announcement on Definition Results of the Attributes
of the Fifth Batch Drug-Device Combination Products
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Released

To guide applicants to apply properly, on
March 27, 2018, CFDA announced the
Definition Results of the Attributes of the

Medical Devices

Fifth Batch Drug-Device Combination

Products (Annex Omitted).
(March 27, 2018)

National Drug Administration Issued the Guidelines for
Technical Review of Oral Pantomography X-Ray Machine

Registration

To strengthen the supervision and
guidance over medical device registration,
and further improve the quality of
registration review, National Drug

Administration organized the formulation

of the Guidelines for Technical Review
of Oral Pantomography X-Ray Machine
Registration, which has been released on

April 16, 2018.
(April 16, 2018)

Guidelines for Technical Review of Rigid Optical

Endoscope (Invasive) Registration Released

To strengthen the supervision and guidance

over medical device registration, and
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further improve the quality of registration
review, CFDA organized the formulation
of the Guidelines for Technical Review
of Rigid Optical Endoscope (Invasive)
Registration, which has been released on
March 27, 2018. (March 27, 2018)
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Guidelines for Technical Review of Continuous Glucose

Monitoring System Registration Released

To strengthen the supervision and guidance
over medical device registration, and
further improve the quality of registration

review, CFDA organized the formulation

of the Guidelines for Technical Review of
Continuous Glucose Monitoring System
Registration, which has been released on

March 21, 2018.
(March 21, 2018)

Guidelines for Technical Review of Mycobacterium
Tuberculosis Specific Cellular Inmune Response Reagent

Registration Released

To strengthen the supervision and guidance
over medical device registration, and
further improve the quality of registration
review, CFDA organized the formulation

of the Guidelines for Technical Review

Annual Reports

of Mycobacterium Tuberculosis Specific
Cellular Immune Response Reagent
Registration, which has been released on

March 21, 2018.
(March 21, 2018)

Annual Report for National Adverse Drug Reaction

Monitoring (2017) Released

As per the Drug Administration Law of
the People's Republic of China and the
Provisions for Adverse Drug Reaction
Reporting and Monitoring, in order to
comprehensively reflect China's ADR
monitoring in 2017, the former CFDA
organized the National Center for ADR
Monitoring to perform a comprehensive
analysis and summary of the 1.429 million
copies of ADR/ADE Reports received by
the Center in 2017, as a fruition the Annual
Report for National Adverse Drug Reaction
Monitoring (2017) was published on April
10, 2018. which is excerpted as follows:

Overall Situation of Adverse Drug
Reaction/Event (ADR/ADE) Reporting

1. Annual ADR/ADE reporting in 2017

In 2017, the National ADR Monitoring
Network received a grand sum of 1.429
million copies of ADR/ADE Reports, with
a decrease of 0.1% from 2016. From 1999
to 2017, the National ADR Monitoring
Network received a total of 12.182 million

copies of ADR/ADE Reports.
2. New and serious ADR/ADE reporting

In 2017, the National ADR Monitoring
Network received 433,000 new and serious

ADR/ADE reports, up by 2.2% Year over
Year (YOY); accounting for 30.3% of the
total number of reports in 2017, which

marks an increase of 0.7 percentage points
from 2016. The steady growth of the
proportion of new and serious ADR/ADE
reports indicates a constant up-climbing of
the availability of ADR reports in China.
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Figure. Growth Trend of ADR/ADE Reports in China from 1999 to 2017

1600000

1400000

1200000

800000

600000

400000

200000

In 2017, the National ADR Monitoring
Network received 126,000 copies of serious
ADR/ADE reports, and the number of
serious reports accounted for 8.8% of the
total number of reports in the same period,
up by 1.6 percentage points YOY.

3. Average case report per million
population

As one of the important indicators to
measure the level of national ADR
monitoring, the average number of reports
per million people in China marked 1,068 in
2017, flat with that in the previous year.

4. ADR/ADE county reporting ratio

ADR/ADE county reporting ratio is an
important indicator for measuring the
balanced development and coverage of ADR
monitoring in China. In 2017, the percentage
of national ADR/ADE reports at the county
level was 98.0%, up by 0.3 percentage
points YOY.

5. Sources of ADR/ADE reports

Pharmaceutical manufacturers, distributors
and medical institutions constitute the
responsible units for ADR/ADE reporting.
As per source-specific statistics of ADR/
ADE reports in 2017, a lion's share of
88.0% came from medical institutions;
while a share of 9.9%, 1.8%, and 0.3%
came from pharmaceutical distributors,
manufacturers, individuals and other
sources, respectively. The situation is
basically the same as the source-specific
statistics of 2016.
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6. Reporter occupation

In occupation-specific statistics, the
composition of which being basically
identical with that in 2016, doctors
accounted for 56.8%, pharmacists accounted
for 23.7%, nurses accounted for 15.6%, and
other occupations accounted for 3.9%.

7. Patients involved in the ADR/ADE
reports

In the 2017 ADR/ADE reports, the
proportion of male patients and female
patients was close to 0.89:1, with men
slightly outnumbered by women, and this
gender distribution trend was basically the
same as that in 2016. Reports of pediatric
patients under 14 years of age accounted
for 9.9%, leveled with that in 2016; elderly
patients over the age of 65 accounted for
26.0%, which is higher than 2016.

8. Drug categories involved in ADR/ADE
reports

According to the statistics on the categories
of suspected drugs, chemical drugs
accounted for 82.8%, Chinese traditional
medicines accounted for 16.1%, and
biological products accounted for 1.1%, this
is basically the same as that in 2016.

As per the statistics of routes of
administration of drugs involved in
2017 ADR/ADE reports, 61.0% were
administered by intravenous injection,
3.7% by other injections, 32.0% by oral
administration, and 3.3% by other routes of
administration. Compared with 2016, the

FIFHME A A R RN/ B IR E43.37
£ BR20165FRK T22%, HEIF=EIRE
2L EHRE 241930.3%, R20165FE
Mm70 7 ETR., TINHATEEARIRK
N/EFRELLBIFEIEN, BERBEEASR
TRR R E T A Egin.

2017 £ E 2 A R R R MM R 2]
FEARARRN/EHIRE2OGH, =&
IREHE L RHARE 2 4A98.8%, 20164
BT LOANAED R,

3. §FEAAOESREER

HFEAAOLYRELELSHEERS
mARRN N TEKENERIERZ—.
2017 FESEHHAOELIRELE H1068
1, 520165FFF,

4. AR R /B B R R & L

HRTARRN/BHERIRELFIEE
EREHRIRRNENTESEARRE
ERENEEErz—. 2017TEEEARAT
RRN/EHFERIRELLF498.0%, %2016
FRKTOINERT =,

5. BB R R N/E R & RiR

BmETEAl. 2ESCWMETIIS
EARTRRNIRENTEEMN., REBIR
ERIBESE, 20176k B B AAMIRE &
88.0%, REAMAESUAIRE H9.9%,
kBAMEFDVIRE H1.8%, KBNA
REMBIRE H0.3%, 520165FRERIEHE
REAEE,

6. & AFR

AR E AR 51, B 556.8%, 251
£23.7%, 4 515.6%, HABER 53.9%,
52016 R & ANBR WAL B R EAEE.,

7. ARARRE/EHRESRES
155

WITEHRTIRRN/BHRES, B
LM BE L FIHEIR0.89:1, MRS T
B, MBI HHEBM016FEREAR—F, 14
ZRTILERBENRE H59.9%, 5201655
. 655N FEEBFENRE H26.0%, &
2016FEFFFHE.

8. AMARKRIN/ZEHHESTRA R
155

RS RENGIT, hEARAL
82.8%. HZHH16.1%. £YHIEEL1%, 5
2016 FEEAR—2,

BRBARGBHERGIT, 20174 &
TRERN/ZHRET, BHEHAH S
61.0%, HAFHLAEH3.7%. ORAHA S



ratio of intravenous injections increased by
1.3%.

9. Organs/systems damaged by ADRs/
ADEs

In the 2017 ADR/ADE reports, the top
five damaged organs/systems are: skin and
its appendages (27.6%); gastrointestinal
system damage (24.4%); systemic damage
(11.1%), neurological impairment (9.1%)
and cardiovascular system damage (4.1%).
The top 5 organs/systems damaged by
chemical drugs and TCMs are consistent
with the overall ranking, but the top 5
organs/systems damaged by biological

products are different with the overall
ranking: in proper order, skin and its
appendages (32.7%), systemic damage
(19.7%), immune dysfunctions and
infections (10.2%), gastrointestinal
damage (6.5%), and nervous system
damage (5.2%).

(April 13, 2018)

2017 Annual Statistical Report on Food and Drug

Supervision Released

On April 3, 2017, CFDA published the 2017
Annual Statistical Report on Food and Drug
Supervision, which is excerpted as follows:

Drug registration

As for new drug review and approval, in
2017, a total of 734 applications for clinical
trials of INDs have been approved, along
with 20 new drug certificates plus approval
numbers, 9 approval numbers; as well as
42 special applications for clinical trials
in accordance with new drug application
procedures.

For generic drugs, 251 clinical trial
applications and 224 production applications
have been approved.

For imported drugs, 316 applications for
clinical trials have been approved along with

93 applications for marketing.

In 2017, CFDA approved a total of 2,158
drug supplementary applications and
filed 546 applications. The food and
drug administrations of all provinces
(autonomous regions and municipalities)
of China approved a total of 4,251 drug
supplementary applications and filed 12,264
records.

In 2017, CFDA approved a total of 552
applications for production of packaging
materials and containers in direct
contact with drugs, 338 applications for
registration renewal, and 62 supplementary
applications.

Medical device registration

In 2017, China approved 5,993 and 867
initial registrations for domestic Class II and
Class IIT medical devices, respectively; 389
and 189 initial registrations for imported
(incl. from Hong Kong, Macao, and Taiwan)
Class II and Class III medical devices,
respectively; 7,193 and 1,616 registration
renewals for domestic Class II and Class
IIT medical devices, respectively; 1,655 and
1,631 registration renewals for imported
(incl. from Hong Kong, Macao, and Taiwan)
Class II and Class III medical devices,
respectively; 4,584 and 489 applications
for changes of licensed items for domestic
Class II and Class III medical devices,
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respectively; 555 and 591 applications for
changes of licensed items for imported (incl.
from Hong Kong, Macao, and Taiwan)
Class II and Class III medical devices,
respectively.

Registration of cosmetics

In 2017, a total of 2,537 applications for
initial registration, 979 for registration

renewal and 2,510 for registration change
of special-purpose cosmetics have been
approved; along with 12,683 applications
for initial filing, 3,163 for renewal and 1,300
for change of non-special-purpose imported
cosmetics.

Notes:

[1] The data in this report are sourced from
the Food and Drug Supervision and
Administration Statistical Reporting
System. Unless otherwise specified, the data
reporting period is from December 1, 2016 to
November 30, 2017.

[2

—

Medical device production licensing: an
enterprise producing both Class I and
Class III products are counted separately as
production enterprises of Class I devices and
those of Class III devices, and as one in the
total number of enterprises.

(April 2, 2018)

2017 Annual Report for Medical Device Registration

Released

On March 27, 2018, CFDA issued the
2017 Annual Report for Medical Device
Registration, which is excerpted as follows:

Medical device registration applications

In 2017, CFDA has, according to its
powers and duties, accepted a total of
6,834 applications for initial registration,
registration renewal, and registration
change of medical devices. Compared with
2016, the number of accepted registration
applications decreased by 23.4%.

Review & approval of medical device
registration

. 2013-2017 4t ETT SR tE B 5

In 2017, CFDA completed technical review
of a total of 8,579 medical device registration
applications, down by 8.1% compared to 2016.
Of these, 1,507 were for initial registration,
5,218 were for registration renewal, and 1,854
were for registration change.

In 2017, CFDA approved 8,923 applications
for initial registration, registration renewal
and registration change of medical devices.
Compared with 2016, the total number of
registration applications approved increased
by 3.1%.

In 2017, CFDA has rejected a total of 223
medical device registration applications, 331

Figure. Review & approval of medical device registration in 2013-2017
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of which were voluntarily withdrawn by the
enterprises.

Review & approval of innovative medical
devices and other products

In 2017, CFDA sought furtherance and
betterment of reviewing innovative medical
devices as per the Special Review &
Approval Procedure for Innovative Medical
Devices (Interim), and approved the
marketing for some of them.

In 2017, CFDA received a total of 273
applications for special review & approval

for innovative medical devices, completed
review of 323 applications (including those
in 2016), and determined that 63 products
entered the Special Review & Approval
Procedure for Innovative Medical Devices.
Twelve innovative products such as branch-
type aortic stent graft and delivery systems
were approved for marketing. Among them,
there were 4 active medical devices and
8 passive medical devices, outnumbering
those of 2016 by 2 products.

Notes: The statistics period of this report is from
January 1, 2017 to December 31, 2017.

(March 28, 2018)

2017 Drug Review Annual Report Released

On March 23, 2018, CFDA issued the 2017
Drug Review Annual Report. Among them,
the completion status of the review and
approval of drug registration applications is
as follows:

1. Approval of registration applications
for marketing of drugs

In 2017, CFDA approved 394 registration
applications for marketing of drugs (in
terms of drug approval numbers), which can
be segmented into 369 chemical drugs, 2
TCM ethnic medicines (hereinafter referred
to as TCMs), and 23 biological products;
278 domestic drugs and 116 imported
drugs; 28 new chemical drugs, 1 new
TCM, 10 biological products, 238 chemical
generic drugs, and 1 generic TCM in

terms of domestic drugs; 53 varieties were
included in the priority review & approval,
accounting for 13.5%.

2. Completion of review & approval in
2017

Pursuant to the CFDA’s Decision on
Adjusting the Administrative Review
and Approval Procedures for Some
Drugs (CFDA Order No. 31), based on
its original technical review function,
the Center for Drug Evaluation, CFDA
(hereinafter referred to as CDE) undertakes
three administrative review and approval
decision-making functions for drug clinical
trials, drug supplementary applications,
and import registration renewal. In
2017, CDE completed a total of 9,680
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registration applications (according to
the application number, the same below)
for review & approval, wherein 8,773 are
registration applications with technical
review, and 907 are direct administrative
review and approval (without technical
review, the same below). The number
of registration applications pending for
review has fallen from nearly 22,000
at the peak of September 2015 to 4,000
(excluding registration applications with
completed review awaiting for applicants'
supplementary information due to defects
in application dossiers). The review
& approval of TCMs, chemical drugs,
biological products and other varieties
of products basically met the statutory
deadlines, and the work objectives set by
Document No. 44 of the State Council
to solve the backlog of drug registration
applications, have been basically
completed. The changes in the number of
registration applications pending for review
in 2014-2017 are detailed in Figure 1.

Of the applications with completed review,
7,729 were registered for chemical drugs,
accounting for about 88% in all.

3. Completion of review for various types
of registration applications

CDE completed review for 908
applications for clinical trials of
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Figure 2. Completion of Registration
Review of Various Drugs in 2017
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Investigational New Drugs (INDs), 294
New Drug Applications (NDAs), 4,152
Abbreviated New Drug Applications
(ANDAs) for marketing. 744 IND
applications (involving 373 varieties) have
been approved, 143 NDAs (involving 76
varieties) and 273 ANDAs (involving 123
varieties) have passed the review and are
recommended for approval.

Notes: The number of varieties of chemical
drugs is based on the statistical analysis of active
ingredients, while the number of varieties of
TCMs and biological products are all reported
under the generic names of drugs.
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Figure 3. Completion of Review for Various
Types of Registration Applications in 2017
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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
# T+ Newsletter | JTA P SCE SH FRTI B 2% . 30 & SCEE,
o HL T it Newsletter [ U 15 5 5 9 sk http:/www.ccfdie.org

Servier (Tianjin) Pharmaceutical Co., Ltd.

TE4ERE (RiER) HIZBHRAH

Address:

6 Floor, West Building, World Financial Center, No.1, East 3rd
Ring Middle Road, Chaoyang District, 100020 Beijing, China
LR A X R=R K1 SIRERE R 0 F 1562

8% . 100020

Tel: 010-6561 0341
Fax: 010-6561 0348

Website: www.servier.com.cn




