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Branch together with her entourage came 

to the SFDA to take part in the 2010 China-

Canada High-level Meeting. 

SFDA Deputy Commissioner Wu Zhen 

attended and chaired the meeting. Both 

parties made in-depth discussions on the 

2010—2013 China-Canada Regulatory 

Cooperation Action Plan, this being the 

supervision on drugs, medical devices and 

natural health products reaching agreements 

on the relevant cooperation programs. 

  (Nov. 26, 2010)

SFDA Commissioner Shao Mingli 

Stresses Crackdown on Manufacturing 

and Selling Counterfeit and Substandard 

Drugs   On November 23, SFDA held 

a videophone conference in Beijing to 

implement the program of combating 

infringement of intellectual property rights 

and manufacturing and selling counterfeit 

and shoddy goods.

S F D A C o m m i s s i o n e r  S h a o  M i n g l i 

stressed at the meeting that food and drug 

supervision departments 

at all levels should work 

SFDA Commissioner Shao Mingli 

Signs Cooperation Agreement with 

Tsinghua University   In the morning of 

December 2, Shao Mingli, Commissioner 

of SFDA signed a cooperation agreement 

with Gu Binglin, President of Tsinghua 

University. The two parties will focus 

on scientific supervision and expand 

cooperation in science & technology, 

talent and management. This is the 

f i r s t  t ime  tha t  SFDA ca r r i e s  ou t 

comprehensive strategic cooperation with 

a renowned university. 

On December 1~5, the two parties jointly 

organized an advanced training course on 

food and drug regulatory strategy. 

  (Dec. 7, 2010)

SFDA Deputy  Commiss ioner 

Wu Zhen meets Associate Assistant 

Deputy Minister of Health Canada 

Health Products and Food Branch   On 

November 25, 2010, Catherine MacLeod, 

Associate Assistant Deputy Minister of 

Health Canada Health Products 

a n d  F o o d 
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in close coordination with relevant 

departments in the next five months, 

carry out and implement the requirements 

of the special action.

Shao Mingli stressed that we should 

focus on combating publicizing and 

selling counterfeit medicines with the 

help of the Internet, carry out a special 

action on cracking down violations of 

intellectual property rights and making 

and selling counterfeit and shoddy 

goods, strengthen publicity, create an 

atmosphere, make the public understand 

laws and regulations related to drug 

administration and basic medication 

knowledge, and guide them to obtain 

drugs from legitimate channels to 

Shao Mingli required that food and drug 

supervision departments at all levels 

should take advantage of the ongoing 

drug safety campaign, crack down the 

illegal acts of manufacturing and selling 

counterfeit  and substandard drugs 

and disruption of drug production and 

operation order. (Nov. 24, 2010)
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SFDA Commissioner Shao Mingli Requires Promoting 
the Electronic Supervison of Essential Drugs Firmly and 
Unswervingly 

Supplementary Notice on Further Strengthening 
Electronic Supervision of Essential Drugs

2010 11 25–26

2011

2010 11 27

2010 194

2010 237

12 22

2010 194

2010 237

Exchange of Electronic Supervison of 
Essential Drugs Conference was held in 
Beijing on November 25~26, 2010. SFDA 
Commissioner Shao Mingli announced at 
the meeting that the push should to towards 
electronic supervison of all varieties of 
essential drugs forcefully, firmly and 
unswervingly to achieve the target stage 
laying a solid foundation for promoting the 
national essential drug system and ensure 
quality safety for essential medicines.

Shao stressed the implementation of 
electronic supervison is the basis for smooth 
implementation of essential drug systems. A 

the whole system and all the pharmaceutical 
production and operation enterprises all over 
China, provide important support for the 
future realization of the whole process of 
supervison essential drugs. It is particularly 
urgent that starting from 2011 being included 
into the electronic supervison will become 

Comprehensive planning for electronic 
supervision of all varieties of essential drugs 
has been made according to the Notice on 
Electronic Supervision of all Varieties of 
Essential Drugs (SFDA [2010] 194) and 
Notice on Implementation of Electronic 
Supervision of all Varieties of Essential 
Drugs (SFDA [2010] 237) 

SFDA issued another Supplementary Notice:

Strengthening Electronic Supervision of 
Essential Drugs on December 22, for further 
promoting the electronic supervision of all 
variety of essential drugs:

Notice on Electronic Supervision of all 
Varieties of Essential Drugs (SFDA [2010] 
194) and Notice on Implementation of 

a prerequisite for enterprises' participation 
in the procurement of essential drugs thus 

and supply of essential drugs, the interests 
of drug production and operation enterprises 
and the implementation of essential drug 
system. All departments must put the 
electronic supervison of essential drugs as 
the top priority of their current work status.

Participants at the conference included 
leaders of the food and drug administration 
of all provinces (autonomous regions and 
municipalities) and officials in charge of 
electronic supervison of drugs. (Nov. 27, 2010)

Electronic Supervision of all Varieties 
of Essential Drugs (SFDA [2010] 237) 
making comprehensive deployment on 
the electronic supervision of all varieties 
of essential drugs. In order to promote its 
in-depth implementation, solve problems 
existing through the implementation, a 
supplementary circular on the relevant 
matters is hereby given as follows: 

I. Enhancing electronic supervision of 
imported bid-winning essential drugs

All imported varieties of bid-winning 
essential drugs should be entered into 
the network and coded according to the 
requirements of documents of SFDA 
[2010] 194 and 237. For varieties that are 

CHINA-PHARM Exhibits of CHINA-PHARM 2010
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2010 194
2010 237

2011 3 31

2011 3 31

2011 12 31

2010
300 / /

2008 153

ERP

sub-packaged in China the sub-packaging 
manufacturers must print/paste the drug 
electronic supervision code with a unified 
logo in the smallest sales package before 
March 31, 2011.

Those drugs that are sub-packaged in 
the original producing areas, relevant 
enterprises shall print/paste the drug 
electronic supervision code with a unified 
logo in the larger package before March 
31, 2011 and print/paste the same on the 
smallest one before December 31, 2011. 
These companies affected by these new 
regulations should complete the task of 
network entry, coding, registration and 

Training of the imported manufacturers 
will be organized by SFDA. The annual 
service fee for 2010 digital certificate 
(Key fee: 300 RMB/key/manufacturer) 
of manufacturers will be paid by the 
administration of the province (autonomous 
region or municipality) where the enterprise 
is located. If any digital certificates are 
needed expenses shall be the onus and be 
borne by the manufacturer. Other related 
expenses incurred shall also be borne by the 
enterprises concerned.

II .  S tandardiz ing  management  o f 
printing/pasting electronic supervision 
codes on some Minimum packages

According to the requirements of the 
annex- - "Pr in t ing  S tandard  o f  Drug 
Supervision Code” the-- "Supplementary 
Notice on Related Problems Arising from 
Implementation of Electronic Supervision 

of Drugs (SFDA [2008]153)" states:--
If the size of the minimum package is too 
small or the bottles are specially shaped and 
under other special circumstances--where 
drug electronic supervision codes with 
unified logo cannot be printed/pasted the 
code may be printed on the larger package 
of the minimum one. If there are any such 
variances the manufacturers should apply to 
the provincial food and drug administration 
for its examination and approval. Thereafter 
they should be confirmed in the system 
applicable.

If the imported varieties of bid-winning 
essential  drugs that  are packaged in 
the original producing areas belong to 
circumstances prescribed in the preceding 

in China shall apply to the provincial food 
and drug administration for its examination 
and approval. Thereafter they should be 

III. Guiding drug electronic supervision 
and manufacturers on system integration 
transformation

System integration of manufacturers plays 
an important role in the smooth completion 
of varieties of electronic supervision. The 
provincial administrations should guide the 
enterprises in their jurisdiction to design 
their technical transformation programs 
according to their actual situations, scales, 
financial capacity and enterprise resource 
planning (ERP) system status, choose 
suitable and reliable system integrators, 
urge drug manufacturers to transform 
production lines and jointly debug and 
test with SFDA system platform so that 
electronic supervision of all varieties 
of essential drugs will be completed on 
schedule.

IV. Strengthening electronic supervision 
of the varieties of essential drugs added 
by the provinces

The network entry of the varieties of 
essential drugs added by the provinces 
shall be managed by the corresponding 
provincial administrations. The enterprises CHINA-PHARM Exhibits of CHINA-PHARM 2010
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SFDA Carries out Pilot Work of Drug Safety Responsibility 
System Evaluation

2011 10
2012

2010 12 21

To further establish and improve the drug 
safety responsibility system, SFDA recently 
issued "Guidance on Carrying out the 
Pilot Work of Drug Safety Responsibility 
System Evaluation ". It decided to carry 
out pilot work of drug safety responsibility 
eva lua t ion  in  ce r ta in  p laces  and  to 

regions and municipalities) to conduct the 
pilot work. 

The assessment will focus on recourses 
guarantees,  s t rengthening long-term 
s u p e r v i s o n  t o  s e t  u p  c o o r d i n a t i o n 
mechan i sms ,  improv ing  emergency 
management, strengthening publicity 
and  educa t ion ,  e tc .  P i lo t  work  was 
conducted based on the experience of 

other pilot work ended in October 2011, 
to implement the work in a larger scale in 
2012 and explore a long-term mechanism 
of strengthening drug safety.  So far, 
the  reference  index and assessment 
c r i t e r i a  fo r  t he  p i lo t  work  o f  d rug 
safety responsibility system have been 
developed, which will soon be issued 
to provinces (autonomous regions and 
municipalities) for their reference.

 (Dec. 21, 2010)

2010 12 28

should apply to the China Pharmaceutical 
Electronic Supervision Network for drug 
electronic supervision codes.

Unsuccessful tenders of essential drug 
manufacturers are encouraged to join China 
Pharmaceutical Electronic Supervision 
Network voluntarily.

The unsuccessful tenders of essential 
drug  manufac turers  tha t  jo in  China 
Pharmaceutical Electronic Supervision 
Network voluntarily will be managed 
b y  t h e i r  c o r r e s p o n d i n g  p r o v i n c i a l 
administrations. These enterprises should 
apply to China Pharmaceutical Electronic 
Supervision Network for drug electronic 
supervision codes.

Var ie t ies  tha t  have  jo ined  in  China
Pharmaceutical Electronic Supervision 

Network should be registered and written-off 

enterprises to ensure the normal operation of 
the network and the integrity and reliability 
of the data.

V. Further increasing the intensity of 
training and technical guidance

Information management departments 
of  provincia l  adminis t ra t ion should 
effect ively conduct  t raining of  drug 
electronic supervision on the production 
and wholesale companies and staff of drug 
regulatory agencies in their jurisdiction, 
make good use of technical advantages, 
c o o r d i n a t e  a n d  c o n d u c t  t e c h n i c a l 
services of electronic supervision in their 
jurisdiction. (December 28, 2010)

CHINA-PHARM Exhibits of CHINA-PHARM 2010
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SFDA Requires Further Enhancement of Supervision and 
Inspection to TCM Production

SFDA Revises Model Instructions of Levonorgestrel 
Tablets Non-prescription Drugs

2010 11 28

2010

GMP

2010

2011

2010 12 3

In order to strengthen the supervision to the 
production and distribution of traditional 
Chinese medicine (TCM) and guarantee 
the product quality the SFDA issued a 
notice specifying relevant requirements 
on further enhancement of the supervision 
and inspection to the TCM production on 
November 28, 2010.

The notice states that the food and drug 
adminis t ra t ions  a t  provincia l  levels 
should pay special  a t tent ion to  new 
problems aroused in the production and 
operation of TCM as well as production 
quality and safety risks. They should 
strengthen leadership, clarify regulatory 
responsibility and carry out supervison and 
inspection on TCM production quality-
-to eliminate safety risks, strengthen 
s u p e r v i s i o n  a n d  i n s p e c t i o n  o n  t h e 
purchase of crude drugs and herbal slices 
of TCM production enterprises within 
their jurisdiction. The inspection should 
be focused on procurement channels, 
relevant qualification certificates, supplier 
audit, quality test and quality archive in 
accordance with “Chinese Pharmacopoeia" 
(2010 Edition). They should strengthen 
supervision and inspection of GMP in 
TCM production to prevent adulteration. 
On-site inspection should be focused 
on administering conditions, medicines 

A c c o r d i n g  t o  t h e  r e s u l t s  o f  t h e 
adverse reactions assessment,  SFDA 
decided to revise model instructions 
o f  l e v o n o r g e s t r e l  t a b l e t s  n o n -
prescr ip t ion  drugs  to  cont ro l  r i sks . 
At the same time, it required that the 
food and drug regulatory authorit ies 

pre-treatment or extraction conditions, 
intermediate product quality control, batch 
production records, the extract yield, 
material balance of herbal slices and 
Chinese medicine extract in accordance 
with the "Chinese Pharmacopoeia" (2010 
version) and requirements of preparation 
product registration.

The notice requests that food and drug 
administration departments at all levels 
make consolidated supervision, combine 
the supervision of TCM with drug sampling 
and evaluation testing, strengthen on-
site supervision and inspection of Chinese 
medicine production and include inspection 
work into the annual work plan of 2011 drug 
safety supervision. SFDA will supervise 
and inspect traditional Chinese medicine 
production in due course of time.(Dec. 3, 2010)

o f  p r o v i n c e s  ( a u t o n o m o u s  r e g i o n s 
a n d  m u n i c i p a l i t i e s )  n o t i f y  d r u g 
manufacturers within their jurisdiction 
to amend the instructions and labels 
as soon as possible and timely notify 
t h e  a m e n d m e n t  t o  r e l a t e d  m e d i c a l 
institutions, pharmaceutical operation 

CHINA-PHARM Exhibits of CHINA-PHARM 2010
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11 16
34

2010 11 16

12 9

1
2

3

SFDA Reminds People of Increased Risk of 
Rhabdomyolysis Caused by Combination Use of 
Simvastatin and Amiodarone or High Dose of 
Simvastatin

Establishing and Regulating Essential Drug Procurement 
Mechanism of the Government-run Grass-root Health 
Institutions" 

On November 16, “ the 34th Adverse Drug 
Reaction Information Bulletin” issued 
by the National Adverse Drug Reaction 
Supervison Center said that foreign drug 
administrations found that combination use 
of simvastatin and amiodarone or high dose 
use of simvastatin may increase the risk of 
rhabdomyolysis. Considering that this risk 
also exists in China's clinical applications, 
and other serious adverse drug reactions of 
simvastatin can not be ignored the SFDA 
reminded the majority of medical staff, 

On December 9, the General Office of 
the State Council issued “Guidance on 
Establishing and Regulating Essential 
Drug Procurement Mechanism of the 
Governmen t - run  Grass - roo t  Hea l th 
Institutions". Provincial-level platforms 
will be responsible for the centralized 
procurement and delivery. The prices 
will be linked with the quantity. The 
principle of good quality and reasonable 
p r i ce  w i l l  be  fo l l owed .  Gras s - roo t 

pharmaceutical manufacturers and the 
public that combination of simvastatin and 
amiodarone or high doses of simvastatin 
may increase the risk of rhabdomyolysis.

(Nov. 16, 2010)

health facilities managers and medical 
representatives will participate in the 
development  of  procurement  p lans , 
bid evaluation, negotiations and other 
important aspects.

"The Guidance" clarif ies  the f if teen 
measures of establishing and regulating 
the procurement mechanism of essential 
drugs and five measures to guarantee its 
implementation. It also defines the time 
to implement it in various places. The 
implementation of the "Guidance" will 
bring about ten changes in the procurement 
mechanism of essential drugs.

1 The government will be the procuring 
entity.  

2. Manufacturing enterprises are the 
suppliers responsible for the product 
supply process.

enterpr ises  and other  uni ts .  Related 
drug manufacturers should also take 
t h e  i n i t i a t i v e  t o  t r a c k  t h e  c l i n i c a l 2010 12 02

application safety of such drugs, collect 
a d v e r s e  r e a c t i o n s  a n d  r e p o r t  t h e m 
timely, as required. (Dec. 2, 2010)

CHINA-PHARM Exhibits of CHINA-PHARM 2010
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11
26

2010 12 6

Private Hospitals will Enjoy Equal Treatment with Public 
Ones in Access.etc

On November  26,  to  encourage and 
guide social capital to develop medical 
health services, National Development 
and Reform Commission, Ministry of 
Health, Ministry of Finance, Ministry 
of Commerce and Ministry of Human 
Resources and Social Security jointly 
issued "Opinions on Further Encouraging 

and  Guid ing  the  Soc ia l  Capi ta l s  to 
Investing in Foundation of the Medical 
Organizations " “The Opinions” puts 
fo rward  tha t  p r iva te  hosp i t a l s  wi l l 
e n j o y  e q u a l  t r e a t m e n t  w i t h  p u b l i c 
medical institutions in access, practice, 
development and so on.

(Dec. 6, 2010)

4

5

6

7

8

30
9

10

2010 12 20

3. Different tender ways will be adopted 
depending on essential drugs. Separate 
pricing, selected bidding, shopping and 
designated production may be employed. 
Inter-provincial joint procurement is 
encouraged.

4. Two-envelope system is encouraged 
in tendering. That is a bidding format 
in which technological tenders will 
be assessed first and then the business 
tender.  

5. Prices will be linked with quantities. 
Enterprises  may make quotat ions 
according to  the quant i ty  get t ing 
exclusive rights to supply.  

6. T h e  s p e c i e s ,  d o s a g e  f o r m  a n d 
specification for tendering of essential 
drugs should be determined according 
to the standard ones. Before the standard 
dosage forms and specifications of 
essential medicines of the province are 
publicized, there should not be more than 
three dosage forms for a species and over 

principle.

7. The price should be based on the actual 
market purchase price and the price of 
retail pharmacies over the past three 
years. It should not exceed them, in 
principle.

8. The payment of essential drugs to 
procurement agencies designated by the 
government will be made in a unified 
manner. In principle, it will not take over 
30 days from the delivery and acceptance 
to payment.

9. Electronic supervison should be made 
on the whole variety of basic drugs, 
the  es tabl ishment  of  informat ion 
management including production, 
c i rcula t ion ,  inventory  and use  i s 
encouraged. Procurement information 
will be publicized and the rational 
use of grass-root health agencies will 
be supervised with the help of the 
information system;

10.“The Guidance” specifies that there 
should be a unified national market 
t o  a d d r e s s  t h e  p r o b l e m  o f  l o c a l 
protectionism during tenders.

(Dec. 20, 2010)

11 29
12 12

NDRC Reduced the Prices of Some Drugs on November 
29

On November 29, the National Development 
and Reform Commission (NDRC) issued a 
notice saying that the highest retail prices 
of some separate pricing drugs such as 
ceftriaxone will be reduced starting from 
December 12. The drugs involve seventeen 
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12 21

GLP
GCP

GMP

GCP

2010 12 23

Chen Yunlin, President of Association of 
Relations Across the Taiwan Strait (ARATS) 
and Chiang Pin-kung, Chairman of the 
Taiwan-based Strait Exchange Foundation 
( S E F ) ,  s i g n e d  H e a l t h  C o o p e r a t i o n 
Agreement across the Taiwan Strait in Taipei 
on Dec. 21, 2010. 

According to the agreement, the two parties 
will conduct extensive exchanges and 
cooperation in pharmaceuticals, including 
non-clinical detection, clinical testing, 
premarket review, production management, 
post marketing management, technical 
standards and inspection techniques.

In  the  aspec t  o f  qua l i ty  and  sa fe ty 
management, the two parties will set 
up cooperation mechanisms in Good 
Laboratory Practice (GLP), Good Clinical 
Practices (GCP), inspection of Good 

disposal and tracking of pharmaceutical 
adverse reactions and adverse events, 
inspection, exchange of information and 
sources tracking of false, inferior, forbidden 
and illegal pharmaceuticals.

T h e  t w o  p a r t i e s  w i l l  e s t a b l i s h  a 
c o o r d i n a t i o n  m e c h a n i s m  i n  m a j o r 
pharmaceutical security incidents across 
the strait. The specific measures include 
emergency  consul ta t ions ,  exchange 
of relevant information; take control 
measures to prevent the spread of events; 
provide facilities for on-site inspection; 
verify the release of information and 
inform each other; provide analysis of the 
causes and timely inform the results of 
the investigation and treatment; urge the 
responsible manufacturers and persons in 
charge to handle the disputes properly.

In the aspect of coordination of standards, 
the two parties will strengthen cooperation 

in the principle of recognized standards 
of pharmaceutical safety management 
ac t ive ly  promot ing  coord ina t ion  of 
b i l a t e r a l  t e c h n i c a l  s t a n d a r d s  a n d 

and effectiveness of pharmaceuticals. 
Based on the above the two sides will 
carry out cooperation in pharmaceutical 
t e s t i n g ,  e x a m i n a t i o n  a n d  a p p r o v a l 
(inspection and registration) as well as 
the production management standards 
inspection.

In the cooperation of clinical trials, the 
two parties will conduct exchanges and 
cooperation in rules and regulations of 
clinical trials, management of executive 
agencies and teams, interests guarantee 
of subjects, review mechanism of clinical 
trials plans and test results. Under the 

categories like antibiotics and cardiovascular 
drugs. The adjusted prices are lower than 
the current prices by 19% on average. It is 
expected to reduce the burden on people by 

nearly 2 billion yuan every year. The retail 
prices of some commonly used drugs will be 

(Nov. 30, 2010)

19% 20

2010 11 30

premise of complying with GCP standards, 
they will minimize duplication of trials 
thereby actively promote cross-strait clinical 
trials and pharmaceutical research and 
development cooperation.

For  the  purpose  o f  th i s  agreement , 
"pharmaceuticals" refer to drugs, medical 
equipment, health food and cosmetics. 
I t  does  no t  inc lude  Chinese  he rba l 
medicines. (Dec. 23, 2010)

Mainland and Taiwan Sign Health Agreement



Volume I 2011 9

Special Events
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12 23
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348

28
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The Inaugural Conference of the 
Tenth Chinese  Pharmacopoeia 
Commission and the 60th Anniversary 
Ceremony of Chinese Pharmacopoeia 
was held in Beijing 

The Inaugural Conference of the Tenth 
Chinese Pharmacopoeia Commission 
and the 60th Anniversary Ceremony 
of Chinese Pharmacopoeia was held in 
Beijing on December 23.

The Tenth Chinese Pharmacopoeia 
Commission has an executive board and 
23 professional committees consisting 
of 348 experts and scholars including 28 
academicians. The Committee invited 
NPC Vice Chairman Sang Guowei as 
honorary chairman, MOH Minister Chen 
Zhu as chairman of the committee, MOH 
Deputy Minister, SFDA Commissioner 
Shao Mingli as deputy chairman.

Chen Zhu mentioned at the meeting 
that raising pharmaceutical standards is 
a long-term strategic goal. Everything 
must be done to connect "Chinese 
Pharmacopoeia" properly.  Chinese 
Pharmacopoeia 2015 version should 

development" striving to achieve the 
target of enhancing both the level and 
number of entries, pay more attention 
to people's need of health, coordinating 
t h e  i n h e r i t a n c e  a n d  i n n o v a t i o n , 
combina t ion  o f  s c i ence ,  u se  and 
standards, implementing the strategy 
of "going out”. The 2015 version of 
"Chinese Pharmacopoeia" must cover 
national essential drugs, the medicine 
list of national basic medical insurance, 
industrial injury insurance and maternity 
insurance.

Shao Mingli said at the meeting that 
the main tasks of Pharmacopoeia in the 
coming period includes: advancing the 
national drug standards, accelerating 
the  process  of  implementa t ion  of 
action plans and criteria management 
standardization, promulgating "Drug 

Standards Regulations" as soon as possible, 
speeding up the reform on the formation 
mechanism of the national drug standards, 

insti tutes and drug manufacturers to 
participate in and undertake research work 
of standards, make use of the national drug 
standard evaluation to add good drugs 
and eliminate bad ones, accelerating the 
informatization of national drug standards 
management, establishing a national drug 
standard information platform, unifying 
and regulating national drug standard 
information, setting up a standard database 
and application network that will cover all 
the statutory drug criteria.

At the meeting Sang Guowei presented 
awards to former members and experts who 
have made outstanding contributions in 
various historical periods of the development 
of Chinese Pharmacopoeia. Chen Zhu 
granted letters of appointment to members 
of the Tenth Pharmacopoeia Commission.

It is very important for the meeting to 
be held during the crucial period when 
China is deepening its health care system 
reform comprehensively and implementing 
“Health China 2020.” It marks China's 
drug standards is entering a new stage of 
development significant for strengthening 
supervision and management of drugs, 
improving the work of drug standards, 
completing the compilation of Chinese 
Pharmacopoeia 2015 edition, protecting 
people's medication safety, and promoting 
the  heal thy development  of  China 's 
pharmaceutical industry. (Dec. 25, 2010)
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Special Brief

CAP

CAP
CAP

CAP

FDA
CAP

CAP
2010 11 CAP

33 17
15 2

17
CAP

CAP

2010 12 7

2009 OTC
275 300

240
2009 OTC

100

OTC
2007 2009

10.3% 9.2% 7.7%

Outline of the Conditions of World Self-Medication 

The Clinical Analysis Division of 
National Center for Safety Evaluation 
of Drugs obtains CAP Accreditation 

Recently, the Clinical Analysis Division 
of National Center for Safety Evaluation 
of Drugs which is  at tached to the 
National Institute for the Control of 
Pharmaceutical and Biological Products 
received the CAP Accreditation after 
passing the onsite inspection by the 
experts from College of American 
Pathologists (CAP).

CAP accreditation is an international 
certification created by College of 
American Pathologists. It is now the 
internationally accepted standard of 
international laboratories an important 
basis for reference in the United States 
FDA drug review. Obtaining CAP 
accreditation means that the laboratory 
has achieved world-class standard 
recognized by relevant international 
agencies.

In 2009, the OTC market in the Asia-
Pacific region reached $27.5 billion, 
second only to the $ 30 billion European 
market. North America, whose OTC 
market was over $24 billion, ranked the 
third.

China ' s  OTC market  in  2009 was 
approximately $10 billion surpassing 
Japan and ranked first in Asia-Pacific 

were Australia, India and South Korea.

Most laboratories that have received 
CAP Accreditation are in the U.S.A. 
As of November 2010, the number of
Asian laboratories having obtained CAP 
accreditation is as follows: 33 in Japan, 17 
in Singapore, 15 in China Mainland, two in 
Hong Kong and 17 in Taiwan. The Clinical 
Analysis Division of National Center for 
Safety Evaluation of Drugs is the only 
certified laboratory in China Mainland 
that is engaged in drug preclinical safety 
evaluation and research. 

The  fac t  tha t  the  Cl in ica l  Ana lys i s 
D i v i s i o n  o f  N a t i o n a l  C e n t e r  f o r 
S a f e t y  E v a l u a t i o n  o f  D r u g s  h a s 
received CAP cert i f icat ion provides 
an internationally recognized testing 
platform for Research and development 
o f  Ch ina ' s  i ndependen t  i nnova t i ve 
drugs and pharmaceutical Research and 
development outsourcing services and 
helps enterprises obtain a “pass" into 
the international market. (Dec. 7, 2010)

2010Medical Industry Keeps Growing at a High Rate in 2010

Special Focus

growth rate increased most rapidly from 
2007 to 2009 was India (10.3%) China 
(9.2%) and Indonesia (7.7%) while 
Malaysia, the Philippines and Hong Kong 
came fourth to sixth place. 

The growth rate of Japan, South Korea 
and Taiwan did not exceed 2.2% and 
came last.

II. China

With the constant improvement of the 
medical insurance system, self-medication 
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makes up a growing percentage of the 
drug consumption. China's OTC market 
grew from 1.9 billion RMB in 1990 to 
129.5 billion RMB in 2008. In 2009, it 
overtook Japan and became the world's 
second largest OTC market, second only 
to the US market. 

China adopted a system of classified 
management for prescription and non-
prescription drugs starting from January 1, 
2000.

The OTC market increasing by 11.5% in 
2007, 6.8% in 2008 and 7.7% in 2009. 

III. Japan

The proportion of Japanese medical costs 
in national income began to rise in 1990. 
This accounted for 5.9% in 1990, 7.2% 
in 1995, 8.1% in 2000, 9.1% in 2005 and 
remained 9.1% in 2007. Japanese national 
medical expenses in 2007 amounted to 
34.163 billion Yen.

In recent years Japan adopted five 
measures:  1, to promote the use of 
generic medicines; 2, to reduce prices 
of health insurance drugs; 3, to increase 
the proportion of patients' payment; 4, to 
encourage responsible self-medication; 
5, to strengthen the development of 
non-prescription drug market in order 
to enhance the development of the 
pharmaceutical industry.

Japan began its reform on retail drugs 
in June, 2009. The retail scale reached 
121.1 billion U.S. Dollars in 2009. Non-
prescription drugs sold in Japanese 
pharmacies fall into three categories. 
Consumers can only buy the second and 
third categories. The retail sales of the 
second and third categories amounted 
to 78.7 billion and 36.3 billion U.S. 
dollars and accounted for 65% and 30% 
respectively. While the retail sales of the 

U.S. Dollars making up 5% of the total 
retail sales.

The Japanese Ministry of Health, Labor 
and Welfare approved the change of seven 
pharmaceutical components into non-

prescription drugs in 2008, 8 in 2009 and 
2 in 2010.

IV. Australia

A u s t r a l i a ’s  T h e r a p e u t i c  G o o d s 
Administration (TGA) believes that non-
prescription drugs will continue to play 
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an important role in the health system 
thus specified a three-year restructuring 
plan from August 2009 to July 2012 
and developed detailed tasks and goals 
at different stages to adapt to new 
developments.

From 2000 to 2004, the Australian 
Government approved the conversion of 
14 prescription drugs into non-prescription 
ones but rejected 4 applications. From 
2005 to 2009, however, 10 applications 
were approved while 10 were rejected. 

Australian non-policy focus will shift to 
disease prevention. It will make better use 
of its limited medical resources to provide 
consumers with more choices: support 
the public for responsible self-medication 
by drugs and improve the health self-
management skills of the public, etc.

V. Southeast Asian Countries

The sale of OTC in Southeast Asian 
countries in 2007 was $4.3 billion. 
The top three were Indonesia ($1.4 
billion), Thailand ($900 million) and the 

Philippines ($ 800 million) followed by 
Malaysia, Singapore and Vietnam. 

In all Southeast Asian countries the first 
three products in market scale are Vitamin 
and nutritional supplement category, 

pain medication.

Vitamins and nutritional supplements 
category in Singapore, Malaysia and 
Thailand accounted for the largest 
proportion of their non-prescription drugs 
markets—73.4%, 60.2% and 57.9% 
respectively.

(Extracts from WSMI 8th Asia-Pacific Regional 
Conference, China Nonprescription Medicines 
Association)
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