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Greater China Healthcare and Life
Sciences Bulletin: Autumn 2011

Welcome to the Autumn edition of our
Greater China Healthcare and Life
Sciences (HCLS) bulletin.

In this edition, we focus on off-label drug
use and promotion, and provide a
comparative analysis of China's legal
regime with other jurisdictions in Europe
and the US. Off-label drug use is a
common practice in China and elsewhere
and it remains a thorny issue for
governments to regulate. In the US,
much of the discretion to prescribe is left
in the hands of the physician. In the EU,
the Member States tend to adopt a
similar approach with emphasis placed
on the right of a patient to give informed
consent to the off-label prescription of
drugs. China takes the more restrictive
approach of prohibiting both the off-label

prescription and promotion of drugs,
although enforcement has been
inconsistent. It is our understanding that
China's regulators are likely to review this
area of law in the coming years and look
to develop a more comprehensive and
nuanced approach to the off-label use of
drugs. In the meantime, international
pharmaceutical companies should ensure
their compliance programs in mainland
China take account of the more restrictive
nature of Chinese laws when engaging in
promotional activities here.

In addition to our lead article, we have
included two further legal updates on
Good Manufacturing Practice (GMP) for
pharmaceutical products and the Good
Supply Practice (GSP) standards.
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A Comparative Review of Off-Label
Pharmaceutical Use and Promotion in

Europe, the US and China

In general terms, the phrase 'off-label'
when applied to the use of drugs refers
to the application of a pharmaceutical
product outside the scope of use
approved by the applicable drug
administration authorities.” Off-label
variances in that scope often pertain to
its indication, patient group, dosage and
duration of treatment.

The primary reason for off-label use is to
address a deficit in effective approved
drugs. This occurs mainly due to the lag
in the discovery and development of
effective drugs and their approval for
authorised use by the relevant drug
authorities. Further, if a drug is
discovered to be effective in treating a
second indication, obtaining the approval
to treat that indication 'on-label' often
involves a second regulatory pathway
that that can be both lengthy and costly.

How widespread is the
practice?

Europe

Studies published in the past 10 years
have shown that off-label use in the
European Union (EU) of drugs is
widespread, in particular in pediatrics,
oncology, neurology, infectology and
geriatrics. For example, up to 90% of
treatment for infants in hospital intensive
care units is understood to be off-label.
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Further, the costs of drugs prescribed
off-label are often reimbursed by public
health insurance companies.

United States

As in Europe, off-label prescriptions are
reported to be significant, higher than
50% in some cases or some classes of
patients. It is common practice for
pharmaceutical companies to assess
whether a drug that has been approved
as safe and effective might also be
suitable for new indications or
applications. Indeed, such use can lead
to new approved indications and uses.
Economist Alexander Tabarrok showed
that the rate of off-label prescription in
the US is so high that most hospital
patients receive at least one drug off-
label.? Perhaps the most telling indicator
of off-label prevalence is the tremendous
amount of resources dedicated by both
federal and state agencies, regulators
and prosecutors in policing off-label use,
coupled with the head-line making
successes in prosecuting off-label cases.
Investigation of off-label promotions of
drugs remains a leading legal basis for
pharmaceutical prosecutions in the US.

China

While effectively prohibited, off-label drug
use is much more widespread in China
than the law allows. Only a very limited
number of surveys are known to have

In Europe, the equivalent of the drug label and insert sheet is the summary of the product characteristics

Assessing the FDA via the Anomaly of Off-label Drug Prescribing, The Independent Review: A Journal of

Political Economy, Volume 5 Number 1 Summer 2000, http://www.independent.org/pdf/tir/tir_05_1_tabarrok.

pdf

Key issues

How widespread is the practice

Sources of regulation — in what
circumstances is it permitted?

Responsibility for enforcement and
potential consequences for non-
compliance

Conclusion
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been conducted to ascertain activity
levels. Of those that have, two surveys
undertaken in pediatric hospital wards in
Beijing and Suzhou respectively show off-
label use of up to 22% of all medicines
prescribed.?

Sources of regulation - in
what circumstances is it
permitted?

Europe

Despite off-label pharmaceutical use
being common practice, there is very little
regulation on an EU-wide basis. For
example, there is no legal definition of off-
label use at EU level.

However, promoting the prescription of
a pharmaceutical product for a purpose
that has not been authorised is expressly
prohibited.*

Whether or not physicians are allowed to
prescribe pharmaceuticals on an off-label
basis depends on the laws of the
Member States. For example, in
Germany, physicians are permitted to
apply pharmaceuticals on an off-label
basis. In some cases they are even
required to apply pharmaceuticals off-
label in order to avoid malpractice claims
by patients.

Prior to any off-label treatment,
physicians must comprehensively inform
patients of the risks associated with use
of the drug, including that it lacks a
marketing authorization for the intended
use and that the risks associated with the
treatment are unknown and possible
difficulties may arise in connection with
the reimbursement of the treatment costs
by health insurance companies.

Provision of insufficient information on any
of these matters can entitle patients to
bring damages claims.

us

US laws and regulations do not directly
regulate the prescription of medicines by
physicians. Instead, physicians are
expected to use their medical judgment,
acting in the best interests of the patient,
in prescribing medications. Provided a
physician is well informed about the
product, and has a credible clinical
justification, they may prescribe any drug
product approved by the US Food and
Drug Administration (FDA), including for
off-label uses.

Drug manufacturers, on the other hand,
are prohibited from marketing or
promoting off-label uses of their products
to induce commercial sales. The legal
basis derives from legislation prohibiting
the “misbranding” of drugs. After the
FDA approves the product as safe and
effective for a specified use or indication,
any promotion by the manufacturer for
other uses which are not specified in an
FDA-approved label renders the product
misbranded.

Off-label cases are typically prosecuted
under the False Claims Act, which
prohibits the filing of false claims for
payment to the federal government.
Liability can arise if a pharmaceutical
company causes false claims to be
submitted to government healthcare
programs by promoting uses that are not
medically accepted indications, and
therefore not covered by those programs.

The legal framework does not prohibit the
exchange or dissemination of truthful and
non-misleading information about a
product’s unapproved uses in specific
circumstances. In 2009, the FDA
promulgated guidance on “good reprint
practices” for distribution of scientific
publications on off-label uses.®> The
guidance does not address all potentially
permissible ways companies can convey

information within the bounds of the law.
Moreover, tension remains in the law
between the government’s goal of
regulating off-label promotion and a
company’s constitutional right to free
speech afforded by the first amendment.
Some companies have successfully
argued that their activities of
disseminating truthful, non-misleading
information about off-label uses is
constitutionally permitted free speech.

China

The legal system in China places a
positive obligation on physicians to only
prescribe drugs in accordance with their
approved use. By law, the approved
drug label and insert sheet 'guides' the
appropriate use of the drug.® Further,
physicians must prescribe drugs “in
accordance with” the drug label and
insert sheet.” Whether either of these
terms prevents minor deviations from the
drug label and insert sheet is not clear. If
found to have violated these provisions,
physicians will be at risk of a formal
warning, suspension of their practice
certificate for between six months to one
year, or even the withdrawal of their
practice certificate. Comparable rules
also apply to pharmacists.

There have however been circumstances
in which off-label use in China has been
permitted. One such circumstance
occurred during the SARS outbreak in
2004 when certain forms of antibiotic
were permitted, even encouraged, by
authorities to be prescribed in excess of
their permitted dosages specified on the
approved product label and insert sheet.
In March 2010, 20 senior chief
pharmacists from 17 hospitals in
Guangdong province issued a statement
on off-label prescriptions. Many of the
recommendations in the statement are
similar to the principles already adopted
in some EU countries, but tend to be

8 ZHANG, Wei, 1112825 &% B 4 F 25 8998 Z 54 (Survey and Analysis of Outpatient Drug Use that Goes Beyond the Scope of Package Inserts), 1 E E Rz TN 545
#r20104E0248, Evaluation and Analysis of Drug-Use in Hospitals of China, 2nd Issue (2010) and WANG, Hai-ying, dtRAFE=ER/LEHTZRBIZBEBLEES SR
(Analysis of Outpatient Off-label Use in the Third Hospital of Peking University) H B B fx 3 Z51F4r 5 9 4720114028, Evaluation and Analysis of Drug-Use in Hospitals of

China, 2nd (2011).
Article 87, Directive 2001/83/EC.
http://www.fda.gov/oc/op/goodreprint.html
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Article 14, Measures on Administration of Prescriptions ( (477 &IBIn%) ).
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more specific than the requirements in
the US. &

Responsibility for
enforcement and potential
consequences for non-
compliance

Europe

Manufacturers who are found to have
illegally promoted off-label use of their
drugs face serious consequences in the
EU with such consequences dependent
on the national laws of the EU Member
States. In Germany, the healthcare
supervisory authorities might render
administrative fines of up to EUR 50,000
per case. However, the authorities have
rarely been active and even more rarely
rendered an administrative fine.

In saying that, there has been extensive
litigation in the EU between
pharmaceutical manufacturers illegally
promoting off-label use on the one hand
and their competitors, or consumer and
fair trade protection organizations on the
other hand. At present, the associated
risks for drug manufacturers are
comparatively low and do not normally
exceed more than a small fraction of the
costs of a given marketing campaign.

Product liability is considered a more
relevant area of concern for
pharmaceutical manufacturers illegally
promoting off-label use. EU product
liability law operates a strict liability regime
i.e. pharmaceutical manufacturer are
liable even without fault. The crucial
question in connection with product
liability and off-label use is whether the
off-label use could reasonably be
expected. The instructions for use, the
summary of product characteristics
(SmPCs), labelling, advertisements and
other information provided by a
pharmaceutical manufacturer are
important resources in that context.
Moreover, even tolerating an off-label use

8

can lead to a drug manufacturer incurring
liability under relevant product liability
laws.

us

Off-label cases are vigorously prosecuted
in the US. Pharmaceutical companies
have in numerous cases over the past
decade paid fines and fees to settle
criminal and civil cases of tens or
hundreds of millions of dollars, and in
some recent notable cases, more than a
billion dollars. Cases are brought by
numerous parties, most commonly the
US Department of Justice, the Office of
Inspector General of the US Department
of Health and Human Services, the
Attorney Generals of the individual states,
and the fraud control units of multiple
federal and state agencies. The FDA has
been particularly active, launching a
healthcare fraud prevention initiative
called HEAT in May 2009, as well as the
Bad Ad outreach program with the goal
of encouraging health care professionals
(HCPs) to recognize and report
suspected untruthful or misleading drug
promotion in May 2010.

These activities have together generated
many billions of dollars in fines and
settlements in recent years. The
government has been successful in
encouraging the participation of private
individuals (e.g., current or former
employees, competitors, HCPs) as whistle-
blowers in so-called "qui tam" actions,
where whistle-blowers are entitled to a
percentage of the recovery of the penalty
as a reward for exposing the off label
usage. In these cases, the whistle-blower is
entitled to receive significant payments,
frequently millions of dollars.

Prosecutors have in some cases sought
to impose individual accountability by
pursuing criminal cases against the
executives involved. In addition to facing
prison sentences, individual executives
and managers may be targeted under
provisions which lead to their exclusion

Zheng and Xu, The Journal of Managed Care Pharmacy, October 2010 http://www.amcp.org/data/jmcp/640.pdf

from participating in federal health care
programs or debarment from regulatory
activities before the FDA, effectively
preventing them from working in the
industry.

China

As described above, the "off-label"
prescription of drugs is not permitted in
China. Under the current Chinese
regulatory regime however, the promotion
of drugs off-label is not directly addressed
and a formal legal sanction or remedy
where a civil claim arises does not fit
easily under current pharmaceutical
regulatory, product liability, criminal or tort
law. Advertising drugs off-label is more
clearly prohibited, and any advertisement
of a drug must conform to its State Food
and Drug Administration approved
product label and insert sheet.?

Conclusion

Markedly different approaches to the
regulation of off-label drug use and
promotion exist in the world's largest
pharmaceutical markets. Despite the
commonplace nature of off-label use, the
legal regime on an EU-wide basis remains
underdeveloped compared with that of
many of the EU's Member States where
the concept of informed consent is
prevalent. While the United States
permits both off-label use and now, in
certain circumstances, its promotion, this
issue remains contentious and commonly
litigated as pharmaceutical companies
and the court systems adapt to an
evolving regulatory regime.
Notwithstanding the potential benefits of
regulating and supervising off-label drug
use, China has yet to introduce a
permissive regulatory regime. There are
signs, however, that the Chinese
authorities are reviewing the existing
regime with a view to introducing a more
comprehensive and nuanced approached
in the future.

®  Article 61, Drug Administration Law ( (Z5&%&H35£) ), Article 6 of the Standards for Drugs Advertisement Censorship and Publishing ( (Z5@ I~ &8 &E £ AR AE) ).

© Clifford Chance, October 2011
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Latest Edition of GMP Management
Measures for Pharmaceutical
Products Released

On 17 January 2011, the Ministry of
Health promulgated the Good
Manufacturing Practice for
Pharmaceutical Products (2010 version)
(2010 GMP)" , which raised the threshold
for the first time since 1999 for drug
manufacturers to qualify for Good
Manufacturing Practice (GMP)
certification.?

As the government body charged with
supervising and enforcing the standards
set out in the 2010 GMP, the State Food
and Drug Administration (SFDA) released
the Management Measures for Good
Manufacturing Practices (GMP)
Certification for Pharmaceutical Products
with effect from 2 August 2011 (2011
GMP Management Measures)®. The
2011 GMP Management Measures
supersede the Management Measures for
GMP Certification for Pharmaceutical
Products issued on 7 September 2005
(2005 GMP Certification Measures)* .

A summary of the key differences
between the 2011 GMP Management
Measures and the 2005 GMP
Management Measures is set out below:

B A new concept of the "Risk
Assessment Principle" has been
introduced. The SFDA now has the
ability to consider both the nature and
seriousness of the defects that it

T BREFEREEEMNT 20105F)

identifies in GMP certificate applicants,
the type of pharmaceutical products
appraised, and the effectiveness of
rectification measures the applicant
has taken, before determining whether
or not to grant GMP certification. This
principle allows the SFDA more
discretion during the GMP certification
process.

Expanded provisions for suspension/
revocation of the GMP certification.
The 2011 GMP Management
Measures provide that GMP
certificates shall be suspended where:
(a) workshop requirements fail to
comply with GMP standards; (b) a
manufacturer is ordered to cease
operation and rectify its non
compliance with other pharmaceutical
related laws; and (c) any other
circumstance which in the opinion of
the SFDA or its competent branch
requires a suspension of the GMP
certificate.

Specific timeline for GMP certification
process. The 2011 GMP
Management Measures provide a
more detailed timeline/procedure for
each step of the GMP certification
process, including in respect of
technical examinations, on-site
inspections and final determinations.

Good Manufacturing Practice for Pharmaceutical Products (1998 version), in ChineseZa g4

FREEEME (1998kF) promulgated in this instance by the SFDA on 18 June 1999

¢ HREFREFETINEEENE (20114)

5

BREFREEEIEINEERE (20055F)

Key issues

New rules for managing GMP
certification released

New supervision and enforcement
powers
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B Quality management system for the
drug certification authorities. For the
first time, the local drug certification
authorities will be subject to a quality
management system with the central
level SFDA responsible for evaluating
the local systems which are put in
place.

B Follow-up inspection. Each holder of
a GMP certificate will be subject to at
least one interim inspection by the
SFDA under the 2011 GMP
Management Measures during the
GMP certificate's 5-year effective
period.

Earlier this month the SFDA announced
that eight recently constructed Chinese
wholly domestic owned drug
manufacturing operators were the first to
be certified pursuant to the 2011 GMP
Management Measures.® In line with
government plans to ensure the
consolidation of a sector consisting of
around 5,000 domestic pharmaceutical
manufacturers, 90% of which are small to
medium sized enterprises, it is expected
that the supervision and enforcement
powers set out in the 2011 GMP
Management Measures will be put to
regular use to secure the transition of
existing manufacturer operations to the
standards set by the 2010 GMP.6

5 http://www.sda.gov.cn/WS01/CL0088/65396.html

The transition period established by the Notice of Implementing the Good Manufacturing Practice for Pharmaceutical Products (2010 version) (in Chinese &3k #4745 &
HEREEEMTE (20105F181T) BHLHE TIEAYEHE) to meet the 2010 GMP standards is: (i) 31 December 2013 for existing drug manufacturers producing blood
products, vaccines, injections and other sterile pharmaceutical products; and (b) 31 December 2015 for manufacturers of other pharmaceutical products.
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Amended Good Supply Practice (GSP)
Standards Set to Impact
Pharmaceutical Distribution Sector

On 1 August 2011, the State Food and
Drug Administration (SFDA) issued a
notice seeking public comments on the
Amended Good Supply Practices for
Pharmaceutical Products (Draft for
Comments) (Draft GSP Standards) (in
Chinese ZMAEREEEMNTE (FEKRE
%5)). Below we set out the key
features of the Draft GSP Standards and
consider their potential impact on the
pharmaceutical distribution industry in
China.

1. Introduction of New

Standards

Once implemented, the Draft GSP
Standards will replace the Good Supply
Practices for Pharmaceutical Products
issued on 30 April 2000 (in Chinese #&&
ZEREEEME). The Draft GSP
Standards propose a more
comprehensive and onerous set of
compliance standards on pharmaceutical
distributors.

The following are some of the key
features of the Draft GSP Standards:

e |nformation management systems.
For the first time, drug wholesalers are
required to establish comprehensive and
well-maintained information systems,
covering the entire distribution chain from
purchase to the ultimate sale of the
products

e Cold chain management, including
requirements on temperature control and

1

monitoring and observation equipment
during drug product transportation

e After-sales services requirements
including procedures on handling
complaints by customers and the recall
and withdrawal of drug products

e Record and documentation
management requirements, particularly in
respect of records obtained during the
purchase of drugs by pharmaceutical
distributors from other suppliers

e Higher standards in respect of staff,
particularly key management personnel

e Regular inspection of equipment
including temperature/humidity monitoring
devices, and cold storage transportation

e Detailed requirements on
transportation management, including
transportation vehicle standards

Industry commentators expect that the
Draft GSP Standards will include a
transition period for operators similar to
that provided for in the Administrative
Measures for Good Manufacturing
Practices Certification for Pharmaceutical
Products (in Chinese @A =REEIE
HISEINEEIEME) ), though details have
not yet been made available.

2. Industry Impact

The transfer of responsibility for
supervision of the drug distribution
regime from the SFDA to the Ministry of

QOutline of the Plans for the Development of the Pharmaceutical Distribution Sector from 2011 to 2015 (in

Chinese £EARFEITIAZRMRKINZE (2011-2015)). For further details, see our client briefing: MOFCOM:
Consolidating China's pharmaceutical distribution sector (July 2011)

Key issues

Introduction of New Standards

Industry Impact

Conclusion
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Commerce (MOFCOM") in 2009 acted to
accelerate the concentration of the
industry. In May 2011, the MOFCOM set
out the policy outline for the sector for the
next five years (Outline).” According to the
QOutline, the MOFCOM aims to cultivate
one to three large nationwide
pharmaceutical groups by the end of
2015, each with annual sales of over
RMB100 billion; and 20 regional
pharmaceutical companies with annual
sales level of over RMB10 billion.
Compared with the US pharmaceutical
distribution sector, market concentration
in the Chinese pharmaceutical market is
very low. In 2009, the aggregate revenue
of the three largest distributors, namely
Sinopharm, Shanghai Pharma and
Jointown Pharmaceutical, accounted only
for 20.9% of the total pharmaceutical
distribution market, whereas the three
largest US distributors (i.e.
AmerisourceBergen, McKesson and
Cardinal Health) accounted for 97% of
the US distribution market during the
same period.

It is no secret that the PRC central
government is seeking to encourage
consolidation in the pharmaceutical
distribution sector. Raising GSP
standards is an effective way to ensure
that some of the smaller operators are
incentivised to merge into larger
companies that possess the capital
necessary to bring operations in line with
the more stringent industry standards.

3. Conclusion

Sector consolidation is already well
underway with major drug distribution
companies having already embarked on
an aggressive strategy of acquiring small
to medium-sized drug distribution
operators. The release of the Draft GSP
Standards and their ultimate promulgation
provides further impetus to this strategy.

© Clifford Chance October 2011.
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State Food and Drug Administration
(SFDA)

ZO—%#+tB+—H - EXRERH
MEBEEERETER (REERBEEE
EhiE (EKERR ) EIAIEHM (
BZEFEER[2011]11918) (F2011488
1088, URREBFHEREXRIR

"SFDA Notice on Soliciting Public
Opinions Regarding the "Administrative
Measures on the Recall of Health
Products (Consultation Draft)", issued on
11 July 2011.

Deadline for submission :
10 August 2011.

ZO—%tB=+—H - ERERH
mEBEERXTIERERRE XITH
WAIETRES (BRAMARKL
[2011]13215 ) (B2011E981HiLHe
7

"SFDA Notice on Regulating the
Administrative Licensing Matters Relating
to Health Products”, promulgated on 21
July 2011 and effective as of 1
September 2011.

ZO—%/\BZH - BRERHAMAYK
BEERXTHE (ARETREEEM
SEIMEEEGEREM) (BRHl%
[2011]365%) (BA% < B#EMET)

"SFDA Notice on Issuing the
Administrative Measures for the
Recognition of the Good Manufacturing
Practice (GMP) for Pharmaceutical
Products " , promulgated on 2 August
2011 and effective as of the same date.

Z—O—#/\AZH - ERERHS

BEEERXTHAL (ARErRheEE
BT RIEERE T E T ERIB A

(E&7M5%[2011]13669) (H4#HZH
EHEIT)

"SFDA Notice on Issuing Interim
Provisions for Regulating the Examination
and Employment of Examiners of the
Goods Manufacturing Practice (GMP) for
Pharmaceutical Products ", promulgated
on 2 August 2011 and effective as of the
same date.

ZO—%#/\AZH - EREMAME
BEERBXTRGIRESMARERA
ELHIARBEM (ERHEE2011]
350%)

"SFDA Notice on Changing 48 Kinds of
Drugs (Including Injury Healing Ointments)
into Non-prescription Drugs",
promulgated on 2 August 2011.

ZO——HAA+RAE - BERERAGR
HEEERXTHAETHEMAREMFS
MITeiER GR1T) @XM (BRHE
i [2011]4255)

"SFDA Notice on Issuing a Working
Guide on the Supervision of
Malfunctioning Medical Devices (Trial
Implementation)”, promulgated on 16
September 2011.

ZO——FNAZ+ZH- XTIAFE
FREMABEEEBRREETHEMRE
BEBARTE ol O AR RRET AR 35 R 7T BRI
FNT B 4 AR 0B AN (E R 2
[2011]4295)

"SFDA Notice on the Accreditation of
Testing Qualifications for Cardiac
Defibrillators by the Tianjin Medical
Devices Supervision & Testing Center and
other Medical Devices", promulgated on
22 September 2011.

ZO—HABZ+=H - EREH
HREBEERRTEILEFHEFERLR
BECHT FTEm (B|ehlh
[2011]4325)

"SFDA Notice on Banning the
Manufacture and Sale of Clenbuterol
Hydrochloride Tablets", promulgated on
23 September 2011.

The General Office of the SFDA

ZO—#/N\BAZ+H - BERBRAR
BEEERMAEXRTERMMALS
GMPIEF BB (RZhlaH % [2011] 137
=) (FrREmAHzHEZERER)

"Notice of the General Office of the SFDA
on the Use of the New Version of
Pharmaceutical Products GMP
Certificate", promulgated on 20 August
2011 and effective as of the same date.

Department of Drug Safety &
Inspection of the SFDA

ZO—%#/\B—H - EREmRHARE
BEERARREMERRTIER (55
ZERESEHE) (EXRENE) BUE
DRYEE (BHMZE [2011]11065)
(F20115F8B31 HAMFIEME &%)
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http://www.sfda.gov.cn/WS01/CL0027/64584.html
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"Notice of the Department of Food Safety
Supervision of the SFDA on Soliciting
Public Opinions Regarding the '
Administration of the Good Supply
Practice (GSP) for Pharmaceutical
Products (Consultation Draft)' ", issued
on 1 August 2011.

Deadline for submission :
31 August 2011.

Department of Health Food &
Cosmetics Hygiene Supervision of
the SFDA

ZO—#/\A—H - ERXeRHRE
BEERRESRLIETEE T ETFEKR
(IREEERINEESERAE AR EXER
) BnE (BRAMRILE[2011]1322
=) (F2011FE8B31 HEMEE W& IH)

"Letter of the Department of Health Food
& Cosmetics Hygiene Supervision of the
SFDA on Soliciting Public Opinions
Regarding the '‘Proposal for Adjusting the
Functional Coverage of Health Products

(Consultation Draft)™", issued on 1 August
2011.

Deadline for submission :
31 August 2011.

ZO—%/\BZH - ERBRARK
BEEEREERLIRRBEE R XTIEX
T CHEBNPEMAEINBEIFM AL (EKE
i) SENME (RAMRKE
[2011]1325%) (f&E L F201148A31
Her/ki® )

"Letter of Department of Health Food &
Cosmetics Hygiene Supervision of the
SFDA for Soliciting Public Opinions on
Amending the 'Methods for Evaluating
the Auxiliary Function of Blood Sugar
Reduction (Consultation Draft)' ", issued
on 2 August 2011.

Deadline for submission :
31 August 2011.

Department of Policies, Laws and
Regulations of the SFDA

ZO—HARAZ=+<H - EREMRY
mEEEBEEBREMRAXT (BRfmh
REREHRDE (ERKERR ) 2F
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fERE DL RYE (RHNSEE[2011]635)
(F2011FE10H 25 HANEE N E LR IR)

"Department of Policies, laws and
Regulations under SFDA is Soliciting
Public Opinions on the '‘Measures for
Food and Drug Safety Responsibility
(Consultation Draft)", promulgated on 26
September 2011.

Deadline for submission :
25 October 2011.

State Council

—O—%tA—H - ESRXITEIL
EREEHEMNESEL (B%[2011]
235)

"Guiding Opinions of the State Council on
Establishing General Practitioner System”,
promulgated on 1 July 2011.

ZO—%NA+EtH - BSKRXTE
RPEZRBIAR “+ZR" RXIAE
M (E4[2011] 285)

"Notice of the State Council on Issuing
the 12th Five Year Plan for the
Development of China's Undertakings for
the Aged", promulgated on 17
September 2011.

The General Office of the State
Council

ZO—%+tBZH - BERHIATE
Fi#H—TmEs HEEMMIBRNIESE
N (EH%[20111315)

"Guiding Opinions of the General Office of
the State Council on Further
Strengthening the Construction of the
Rural Doctor Team", promulgated on 2
July 2011.

—O—%+tAAR - EZRILTE
RERYUEZMHAR DL X TIERILAE
ERETIENMGRSERMEN (Eh
%4[2011]132%)

"Notice of the General Office of the State
Council on Forwarding the Opinions of
NDRC, MOF and MOH Concerning the
Settlement of and Resolution of Issues
Relating to the Debts of Basic Medical

Healthcare Institutions”, forwarded on 5
July 2011.

The Legislative Affairs Office of the
State Council

ZO—#+tAZ+H -EEREHL
EXTAH (RABEEEH FEKRENR
B ) AFERERRBEMN (#£2011
F8HIHENRHEEN)

"Notice of the Legislative Affairs Office of
the State Council on Soliciting Public
Opinions Regarding the " Administrative
Regulations on Agricultural Pesticide
(Consultation Draft)", issued on 20 July
2011,

Deadline for submission : 31 August
2011,

Ministry of Health (MOH)

ZO—HtRAZ+H - IERXTE
R (DEBEBEEMEEENE (201145
EITRED ) B9 (RSB % [2011]63
S) (B&HZHERT)

"MOH Notice on the Administrative
Provisions on the Reporting of
Information on Hygienic Supervision
(2011 Amended Version)", promulgated
on 20 July 2011 and effective as of the
same date.

—O—%/)M\B - IEHAH (hEA
MDEENARIRE (2011) )

August 2011 - Report on Women and
Children’s Health Development in China
(2011) (Q&Ain Chinese - (HEFELT
ARVERIRE (2011) ) [@%)

ZO——%/\AZH - DEBETFAF
fEX GRAEEMISHRERERAE (EX
BAR) ) BENMES (ERKEHL
HEAZ: 2011%E985H )

"MOH Notice on Soliciting Public
Opinions Regarding the 'Administrative
Measures for the Clinical Applications of
Anti-infective Medicines' ", issued on 3
August 2011.

Deadline for submission :
5 September 2011.


http://www.sfda.gov.cn/WS01/CL0027/64433.html
http://www.sda.gov.cn/WS01/CL0780/64478.html
http://www.gov.cn/zwgk/2011-07/07/content_1901099.htm
http://www.gov.cn/zwgk/2011-09/23/content_1954782.htm
http://www.gov.cn/zwgk/2011-07/14/content_1906244.htm
http://www.gov.cn/zwgk/2011-07/12/content_1904798.htm
http://www.chinalaw.gov.cn/article/xwzx/tpxw/201107/20110700345296.shtml
http://www.nmwst.gov.cn/html/zwgk/zcfg/gjzc/yibanxingwenjian/201107/29-41041.html
http://www.moh.gov.cn/publicfiles/business/cmsresources/mohfybjysqwss/cmsrsdocument/doc12909.pdf
http://www.moh.gov.cn/publicfiles/business/htmlfiles/mohzcfgs/s10599/201108/52557.htm
http://www.sfda.gov.cn/WS01/CL0014/65695.html
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ZO—HABtH - IEE. AEBK
ER. MBEXTHL (ZEREMSE ¢
+=F” MR (2011-20154F) ) H9@EN
(BRI % [2011] 728)

"The 12th Five Year Plan for Countrywide
Plague Control and Prevention (2011-
2015)", jointly promulgated by MOH,
NDRC and MOF on 7 September 2011.
The General Office of the MOH

ZO—HABZH - BEHSALTE
FER (FRFEAESRE EBiITHR ) B
TLHIER (D4 [2011] 8308) (EM
YrEEEIE BN 201149H830H)

"Letter of the General Office of the MOH
on Soliciting Public Opinions Regarding
the Classification and Code of Diseases
(Amended Draft)", promulgated on 2
September 2011.

Deadline for submission :
30 September 2011.

National Development and Reform
Commission (NDRC)

ZO—H/N\AMmA - ERARAESE
AT RBHE. BATASLEMBERE
KEDHRMMBRAXREDANER (Rih
1% [2011]116705)

"NDRC Notice on Price Adjustment and
Relevant Issues Regarding Drugs Related to
Hormone, Endocrine, Nervous System and
others", promulgated on 4 August 2011.

ZO—&HNRZ+NH - BEREREHK
EE. BEREI AR TMRELZRE R
&R NI R S IR IE AN

"Notice on Implementation of the
Opinions on Accelerating the
Construction of Research and
Development Institutions of Private
Enterprises', jointly promulgated on 29
August 2011.

The National People's Congress of
the PRC (NPC)

ZO——&tAMmA - 2EARKERX
SESZERS (RUFEPNAHEER (B
) FXRERRA) BEREESUER
#: 20114£7RA31H

"NPC is Soliciting Public Opinions on
Explanations on Draft Amendments to
Laws on Prevention and Control of
Occupational Diseases", issued on 4 July
2011.

Deadline for submission : 31 July 2011.

Ministry of Human Resources and
Social Security (MOHRSS)

ZO—FtAMmMA- XTHEKWRE
EARSMRATEKRETREE KEAY
B (A& % [2011]1775)

"MOHRSS Notice on Relevant Issues
Concerning the Participation in the Basic
Medical Insurance by Employees Who are
Receiving Unemployment Insurance Funds",
promulgated on 4 July 2011.

Ministry of Environmental Protection (MOEP)

—O—#A<A=Z+MWmHE - xT4%HE
RIMERIPIRE (DVIRERE R HHS
ny MAEE$E515  (HJ 617-2011) (B
2011 EE10R 1 HE4T)

"Announcement No. 51 of MOEP on
Issuing the Standards of National
Environmental Protection — 'Guidelines for
Preparation of Corporate Environmental
Reports (HJ 617-2011)" ", promulgated
on 24 June 2011 and effective as of 1
October 2011.

Ministry of Agriculture (MOA) ,
Ministry of Industry and Information
Technology (MIIT), Ministry of
Environmental Protection (MOEP),
State Administration for Industry and
Commerce (SAIC) and General
Administration of Quality Supervision,
Inspection and Quarantine (GAQSIQ)
("Five authorities")

ZO—%&/R"A+EHERB - RFR. T
MEEWED. MERIPE - BRIET
BEELE. BERREBHEBERENESD
BREBIAHE-—SERASERAEE
A2 E 15865

"Announcement No. 1586 -
Administrative Measures on Further
Banning the Use of High-toxic
Pesticides", jointly promulgated by the
Five authorities on 15 June 2011.

Ministry of Science and Technology
(MOST)

ZO—HARAZ+HmAE - BEHK
MESEI5E (EERFRMEMIHRE
BigEENE) (20114881 BT

MOST Order No. 15 - "Measures for
Examining the Establishment of a High
Grade Micro-organism Laboratory",
promulgated on 24 June 2011 and
effective as of 1 August 2011.

Shanghai Food and Drug
Administration

ZO—%tHAZ+HA - LiEHEMA
RN EEERXTME—RETEME
R ERERIIARENESEN P
BMHE [2011] 5688)

"Guiding Opinion of Shanghai Food and
Drug Administration on On-the-Spot
Inspection on Registration Information of
Type | Medical Device Production
Enterprises”, promulgated on 25 July
2011,

ZO—®H/\AZH -LiETERARE
BEERXTH S EEREEZER
EIEREM CPRZARE[2011] 585
=)

1LY
m
=
=8

"Notice of the Shanghai Food and Drug
Administration on Further Regulating the
Quality Management of Operations
Relating to Medical-Use Oxygen",
promulgated on 2 August 2011.

ZO—%/\B+=H - LEHERE
mEBEEERXTLETHEERASRR
2REE (X)) TEMEHEEN GPRe?H
esai@[2011] 6202)

"Opinions on the Implementation of the
Creation and Establishment of Model
Counties (Regions) for National Drug
Safety in Shanghai", promulgated by
Shanghai Food and Drug Administration
on 12 August 2011.

ZO—#/NBZ+=H -LtEHER%H
mEBEERXT IR LETARESD
WIEZEMIAT SEREMIAREEE
HRYEE GPERZMZA%[2011] 6585)
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http://www.moh.gov.cn/publicfiles/business/htmlfiles/mohwsyjbgs/s3577/201109/53051.htm
http://www.moh.gov.cn/publicfiles/business/htmlfiles/mohbgt/s6694/201109/52905.htm
http://www.ndrc.gov.cn/zcfb/zcfbtz/2011tz/t20110805_427311.htm
http://www.ndrc.gov.cn/zcfb/zcfbtz/2011tz/t20110909_433483.htm
http://www.npc.gov.cn/npc/xinwen/lfgz/flca/2011-07/04/content_1662727.htm
http://www.gov.cn/zwgk/2011-07/04/content_1898931.htm
http://www.mep.gov.cn/gkml/hbb/bgg/201107/t20110706_214484.htm
http://www.miit.gov.cn/n11293472/n11293832/n11293907/n11368223/13922890.html
http://www.most.gov.cn/fggw/bmgz/201107/t20110727_88574.htm
http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2428/userobject1ai28811.html
http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2428/userobject1ai28867.html
http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2427/userobject1ai28979.html
http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2427/userobject1ai29017.html
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"Notice of Shanghai Food and Drug
Administration on Strengthening the
Administration and Supervision of Drug
Manufacturing Enterprises which Accept
the Entrustment by Overseas Drugs
Manufacturers for the Processing of
Drugs in Shanghai", promulgated on 23
August 2011.

ZO—H/N\BZ+WmAB -LtiEHEmE
mUEBEERXTHTRAEASRESCMHE
EEEMMNESR GPRAERER011]
6635)

"Reply Letter from Shanghai Food and
Drug Administration on the Issues
Regarding the Administration of
Warehouse Reserves of Drug
Commodities at City Levels", Issued on
24 August 2011.

ZO—H%NRAKH - LiBEHERAR
BEEE/HXTHEEATARESZER
WERRESE (ZhmA Rk & F0 s &
BAE) BB CPRZAEZAR[2011]
700S)

"Notice of Shanghai Food and Drug
Administration on Enhancing Shanghai
Drug Manufacturing Enterprises to
Thoroughly Implement the Administrative
Measures on the Report and Monitoring
of Adverse Drug Reactions",
promulgated on 6 September 2011.

Shanghai Municipal Health Bureau

ZO—%tA—H - LEHIXER*
FT% (EEHRRERSEIESER
E) BB GRPLEZE[2011]165)

"Notice of the Shanghai Municipal Health
Bureau on Issuing the ‘Proposal for
Implementation of Work Establishing High

Quality Hospitals in Shanghai Municipality'

" issued on 1 July 2011.

ZO—%+tHA+ZH - LtiEWIE
B, LETYMBEATH—SHELATE
I EFINAAEST IR S TN ST A RIE
GRI#NF[2011] 255) (BET4<ZHE
K17

"SMHB and SPB Joint Notice on Further

Regulating the Medical Services and
Price Behavior of Profit-making Medical

© Clifford Chance LLP, October 2011

Institutions in Shanghai”, jointly
promulgated on 12 July 2011 and
effective as of the same date.

—O—%#%tRA=+/\BH - LiBWIE
B EETRERABEERXTEA (X
FhnsREFfr RAESUERERIR R B S
METER) M@ CRILEM [2011]
0143)

"Several Opinions on Strengthening the
Administration of Pilot Project for
Standardization in the Medical and
Hygienic Sectors", jointly promulgated by
SMHB and SMBQTS on 28 July 2011.

—O—%/\BZH - tBEHTIERX
FEaAmsREImHOlGEMEIE T ERYiBE
GPIZEH[2011] 0765)

"SMHB Notice on Strengthening the
Administrative Work for the Registration
of Practicing Doctors", promulgated on 2
August 2011.

—O—%/\A+=H - Li5ETI%ER
XTFHAELETREEE AR IEZIIG
B GRIEE[2011] 0125)

"SMHB Notice on Commencement of
Training of Clinical Working Ability for
Family Doctors in Shanghai",
promulgated on 12 August 2011.

—O—%/\BZ+MmA - LiEHmIE
BXFHRLEETHREERETNEK
ErEM GRPTEZE[2011] 0135)

"SMHB Notice on Commencement of
the Inspection of Fixed New Rural
Cooperative Medical Care Institutions in
Shanghai", promulgated on 24 August
2011.

—O—%H/\R=+—H - LWL
BXRFmEAmEESF S hEARRLIT
HEBEBM CPEPRE2011] 0415)
(B&Hmz BT, A3RRE)

"SMHB Notice on Strengthening the
Administration of Traditional Chinese
Medicine Practitioners' Behavior in
Learning Western Medicine in Shanghai",
promulgated on 31 August 2011 and
effective as of the same date for five
years.

—O—&RA+=H - LETIER
KAFHELE (DEBRTHETERERE
BIREEEME 011EBITHD >HiE
) B@m (P IEE[2011] 0278)

"SMHB Notice on Forwarding 'MOH
Notice on the Administrative Provisions
on the Reporting of Hygiene Supervision

Information (2011 Amended Version)' ",
promulgated on 13 September 2011.

Shanghai Development and Reform
Commission (Price Bureau)

ZO—HtRZ=+NH - LiBHER
MUERRZ WINBE) XTAH (Lig
TARMBERZE (R17)) RIBH (
FEBMER[2011] 0075) (B=O——
FAR—BHERT)

"Notice of the Shanghai Development
and Reform Commission (Price Bureau)
on the Administrative Measures on Prices
of Drugs in Shanghai (Trial
Implementation)”, promulgated on 29 July
2011 and effective as of 1 September
2011.

ZO—%tRB=+AhH -LiEWAREM
BWEERE WNE) *(F4% (LBH
EfF NI RERBIREMNEE R E
GR1T) ) 89BN GPr&mun#[2011] 008
5) (20114981 B2 ERShE)

"Notice of the Shanghai Development and
Reform Commission (Price Bureau) on the
Administrative Measures for Drug
Concentration Price Bidding Procurement of
Medical Institutions in Shanghai (Trial
Implementation)", promulgated on 29 July
2011 and effective as of 1 September 2011.

ZO—&H/NB+AR - LtHEHYN

B, EEwIER. EEsmETFRRDS
EXTIABEATHENSSHE. AT
AP RIBERE X ARERSTEME
BEEN GPMEE [2011]0132) (BH2011
F9A1HEMIT

"Notice on Adjustment of the Highest
Retail Prices of Drugs Related to Certain
Hormone, Endocrine and Nervous
System Sold in Shanghai", jointly
promulgated by SPB, SMHB and SMMI
on 19 August 2011 and effective as of 1
September 2011.


http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2427/userobject1ai29023.html
http://www.shfda.gov.cn/gb/node2/node3/node4/node2425/node2427/userobject1ai29141.html
http://wsj.sh.gov.cn/website/b/63250.shtml
http://www.smhb.gov.cn/website/b/63488.shtml
http://wsj.sh.gov.cn/website/b/63700.shtml
http://wsj.sh.gov.cn/website/b/63698.shtml
http://wsj.sh.gov.cn/website/b/63841.shtml
http://wsj.sh.gov.cn/website/b/64034.shtml
http://www.smhb.gov.cn/website/b/64295.shtml
http://wsj.sh.gov.cn/website/b/64647.shtml
http://www.shanghai.gov.cn/shanghai/node2314/node2319/node12344/u26ai28309.html
http://www.shanghai.gov.cn/shanghai/node2314/node2319/node12344/u26ai28310.html
http://www.shdrc.gov.cn/main?main_colid=319&top_id=312&main_artid=19111

China Healthcare Group

Please contact us with any questions:

Shanghai

Emma Davies
Tel: +86 21 2320 2722

Emma leads the mainland China corporate practice of Clifford
Chance and the healthcare and life sciences group in Asia
Pacific. She is bilingual in Mandarin and English and has spent
over 15 years in Asia advising businesses on their investments
in China. In addition to advising on various cross-border
acquisitions and divestments for pharmaceutical and medical
device companies and clients, she has assisted clients in
executing collaborative agreements to co-commercialise
products, including co-promote and distribution agreements
between foreign life science companies in the China market.

Glen Ma
Tel: +86 21 2320 7217

Glen is a partner in Clifford Chance’s Shanghai office and
advises pharmaceutical and life science clients in a wide range
of commercial and corporate matters. Glen has acted for
pharmaceutical, nutritionals, animal health, OTC and CRO
businesses in assisting them to implement their China and
ex-China expansion and restructuring strategies. Glen qualified
in the PRC in 2000 and was admitted to the New York State
Bar in 2008.
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Ann Chen
Tel: +86 21 2320 7212

Ann practises intellectual property law with an emphasis on
global patent strategy. She counsels biotechnology,
pharmaceutical and other life sciences clients, helping them
obtain, protect and enforce their IP rights in China and abroad.
Ann is familiar with many technical areas including molecular
biology, cancer therapeutics, vaccines, gene therapy, transgenic
plants and animals, nutritional supplements, herbal extracts,
drug formulation and delivery, diagnostic kits, and medical
devices. She is admitted in New York and the US Patent and
Trademark Office.

Campbell Izzard
Tel: +86 21 2320 7235

Campbell is based in Clifford Chance’s Shanghai office and has
over nine years’ experience in corporate and commercial law
specialising in inbound M&A in the Chinese pharmaceutical and
life sciences sectors. Campbell’s recent transactions have
included greenfield joint ventures, acquisitions, divestments,
restructurings and marketing collaborations for a range of global
industry leaders. Campbell was admitted in New Zealand in
2002, New South Wales in 2005, and is fluent in Mandarin.
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China Healthcare Group

Please contact us with any questions:

Shanghai

Karen Xu
Tel: +86 21 2320 7288

Karen is an associate in the Shanghai office. Her practice
encompasses a broad range of transactions, including foreign
direct investment projects and cross-border mergers and
acquisitions in China. She is experienced in transactional and
regulatory compliance work for large pharmaceutical
manufacturers and medical devices companies.

Hong Kong

Ling Ho
Tel: +852 28263479

Ling is a partner in Clifford Chance's Hong Kong office, where
she heads the Intellectual Property group in Asia and acts as
Co-Head of Clifford Chance’s Litigation and Dispute Resolution
practice in China. Ling is admitted in both Hong Kong and
England and Wales. A key focus of Ling’s practice is
contentious and non-contentious intellectual property matters in
Asia Pacific as well as general dispute resolution in China
relating to the healthcare and life science industry.

Beijing

Ninette Dodoo
Tel: +86 10 6535 2256

Ninette is a counsel in Clifford Chance's Antitrust Group and
Head of Clifford Chance's Antitrust practice in China and the
Asia Pacific region. She has more than 10 years' experience in
advising major corporations on antitrust, foreign investment and
regulatory matters across a range of industries. She is a
member of Clifford Chance’s Healthcare and Life Sciences
group and is admitted in England and Wales, and Brussels.
She advised on the Pfizer/Wyeth merger in China.

Wendy Wysong
Tel: +852 2826 3460

Wendy is a foreign legal consultant/partner in the Litigation and
Dispute Resolution practice, working from both the Washington
D.C. and Hong Kong offices. Her practice focuses on
compliance and enforcement of international laws, including the
US Foreign Corrupt Practices Act. She advises multinational
corporations on their compliance programmes, as part of a
global compliance team spanning the Clifford Chance network,
to ensure compliance with all relevant jurisdictions’ laws. Her
work includes resolving complex licensing issues, internal
compliance investigations, and representation before
government agencies and in courts. Wendy counsels clients
based on her unique experience and insight as a former
prosecutor and regulator. She is the former Deputy Assistant
Secretary for Export Enforcement and Acting Assistant
Secretary at the Bureau of Industry and Security, US
Department of Commerce.
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