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Collaboration S1E

> Legislation 3Z;%

15. Which legislation governs the collaboration of the pharmaceutical industry
with healthcare professionals? Do different rules apply regarding physicians
in the outpatient and inpatient sectors?
HATISETEBRMIARNSIERSRAMLEZE? N HSFUERRER
RIEIN, REERAARRRIHIN?

At present, China has no specific law governing the collaboration of the
pharmaceutical industry and healthcare professionals. However, the collaboration
should comply with, for example, anti-commercial bribery and drug advertising
restrictions incorporated in laws or regulations such as the Anti-Unfair
Competition Law of the People's Republic of China, the Code of Ethics for
Chinese Physicians, the Drug Administration Law of the People's Republic of
China and the Interim Administrative Measures for the Review of
Advertisements for Drugs, Medical Devices, Health Food and Formula Food for

Special Medical Purposes.

The same rules apply to physicians in the outpatient and inpatient sectors.
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XTI SRR EmERRIIRE X5,

Collaboration with healthcare professionals SEFERMIAREE

What are the main rules and principles applying to the collaboration of the

pharmaceutical industry with healthcare professionals?

ST SEFRBRMILARSEMERNEERNWHIFN2MA4?

According to the Drug Administration Law of the People's Republic of
China, it is forbidden for drug marketing authorisation holders (MAHs) (referring
to entities such as enterprises or drug development institutions that have obtained
drug registration certificates), drug manufacturers, drug distributors or medical
institutions to give or receive kickbacks or other improper benefits in the

purchase and sale of drugs.

Drug MAHs, manufacturers, distributors or agents must not grant goods or
other improper benefits in any name to the persons in charge of medical
institutions, drug procurement personnel, physicians, pharmacists and other
relevant personnel purchasing the drug. It is forbidden for the persons in charge
of medical institutions, drug procurement personnel, physicians, pharmacists and
other relevant personnel to accept any goods or other improper benefits in any

name from drug MAHs, manufacturers, distributors or agents.

In addition, the content of drug advertisements must be truthful, legal,
without false information and in line with the drug specifications sheet approved
by the drug regulatory authority. Drug advertisements must not contain assertions
or guarantees of effectiveness or the safety of the drug; and must not use the
name or image of state organs, scientific research entities, academic institutions,

industry associations, experts, scholars, physicians, pharmacists and patients, etc
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17.

for recommendation or certification. Drug advertisements must be reviewed and
approved by the market regulatory authority, and they will be allocated an
advertising approval number.

RiE (FEAREIESREERZE)  BUESR EHIFIRFEA (8
S mEMNE BRI EEARATITINSE) | AnErtll. R
SEWMETTEEARWESET. KWEZENEERMMAESFIE.

A EHFIFAA. AmErtll. AnIERWsHEREBARNS
LUMEEIR G FEREAmIETTIMRIREA. AmXBAR. El.
AMSFERARVYEEREMAESNmE. EIEETTHRREA. Bm
KUWAR., B, BFEFAERARUMHTRZAm EHIFaFaA.
AmErtll. BHrmtEhIEEREAL TS B ARESF)

2
Z

tesh, BRI ENABNIEESE. &%, MAREEEER TER
AmRBRENE, MESEERIIANE. Am/ SMERIBERTIM. &
EMRIMSEERILE MEABERTIR. BB, FAT. 1Tk
SHETR. FE. EIf. A, BESFHNRNEETLSRIEEE. .
Am/ SNBEIHZREEENEEE, BUS SEXS.

Collaboration with patient organisations S5EEHHLESIE

What are the main rules and principles applying to the collaboration of the

pharmaceutical industry with patient organisations?

HETI S EEBNASIERIS R EZHMUH RN ZEMTA?

Patient organisations in China currently cover a wide range of diseases,
including tumours, neurological diseases, blood diseases, rare diseases and others.
China has yet to develop rules and principles applying to the collaboration of the
pharmaceutical industry with patient organisations.
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> Common infringements FIWEXITH
18. What are the most common infringements committed by pharmaceutical

manufacturers regarding collaboration with healthcare professionals?

HmblERESETERMIARSIERRERINEETHARMLA?

The most common infringements committed by pharmaceutical
manufacturers regarding collaborations with healthcare professionals are
violations of anti-commercial bribery and drug advertising provisions of related

regulations.

If a drug MAH, a drug manufacturer, a drug distributor or agent grants
goods or other improper benefits to the persons in charge of medical institutions,
drug procurement personnel, physicians and pharmacists, etc, that purchase its
drugs, he or she will be subject to the confiscation of the illegal income and a fine
by the market regulatory authority; where the circumstances are serious, the
business licence of the drug MAH, the manufacturer or the distributor will be
revoked and, in addition, the drug approval documents, the drug production
licence and the drug distribution licence will also be revoked by the drug

regulatory authority.

Drug advertisements violating relevant regulations may be subject to
administrative penalties such as orders to stop advertising, fines or the revocation
of their business licence.
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> Collaboration on medical devices EfTSIE

19. Is the collaboration of manufacturers of medical devices with healthcare
professionals and patient organisations regulated as rigorously as
collaboration in the pharmaceuticals sector? What are the main differences?
EfrsamsliSE S ETERMIA RTIBEHRANSERSIEHEIZITILRY
BIF—H™E? EENXBIRHA?

Regarding the collaboration of manufacturers of medical devices with healthcare
professionals, there are no explicit restrictions on anti-commercial bribery similar to
those in the pharmaceutical sector. However, medical device manufacturers must
abide by the provisions on the advertising of medical devices in the Regulations on
the Supervision and Administration of Medical Devices. Medical device
advertisements should be truthful, legal and without false, exaggerated or misleading
content. The advertisements shall be reviewed and approved by the drug regulatory
authority where the manufacturer is located and granted advertising approval
documents. In addition, medical device manufacturers must not bribe healthcare
professionals to seek trading opportunities or competitive advantages, otherwise they

may risk being identified as engaging in unfair competition.

China has yet to establish rules and principles applying to the collaboration of

manufacturers of medical devices with patient organisations.
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Competition law =%

>

Authority enforcement %

20. Are infringements of competition law by healthcare providers pursued by

21.

national authorities? (Give details.)
ErEZRESREEEREFENITHEERIERIB/NER? (FH
i5%8B)

Yes. According to the Anti-Unfair Competition Law of the People's
Republic of China, if a business operator engages in unfair competition such as
commercial bribery, making false or misleading commercial publicity, issuing
false advertisements, infringing on trade secrets, or damaging competitors'
goodwill or a product’s reputation, then the supervisory inspection authority will
confiscate the illegal gains and impose a fine, which is generally between
100,000 to 3 million Chinese yuan. If the circumstances are serious, the business

licence will be revoked.

2. RE (FRARRIERAESRFE) , EEEFERIE
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Private enforcement FAAME
Is follow-on private antitrust litigation against healthcare providers
possible? (Give details.)

EEBURNETERIRSIREERERENFANRZNFA?  (FHR
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22,

BA)

Yes. According to the Anti-Unfair Competition Law of the People's
Republic of China, a business operator whose legitimate rights and interests are
damaged by unfair competition may file a lawsuit. In practice, there have been
civil lawsuits filed on the basis of the above provision.

By, RiE (PEARHNERAESRFE)  KEENGENG
REARIELRRFTIRER, JUBAREGREFL, ESLERPEEK
& LAl E R RS IR,

Anti-corruption and transparency REMFLEBE

What are the main anti-corruption and transparency rules applicable to

healthcare providers?

ERTFETERIRSIRHENETERBEWIIEEERURHA?

Competent authorities such as the Standing Committee of the National
People’s Congress, the General Office of the State Council, the National Health
Commission and the National Development and Reform Commission, as well as
relevant industry associations, have issued regulations and guidelines on anti-
corruption and the transparency of medical institutions and medical personnel,

which include but are not limited to:
» the Law on Practicing Doctors of the People's Republic of China;

+ the Guiding Opinions of the General Office of the State Council on

Promoting the Healthy Development of the Pharmaceutical Industry;

* the Opinions on Further Reforming and Improving Policies for Drug
Production, Circulation and Use;

* the Guiding Opinions on Strengthening the Prevention and Control of
Integrity Risks in Public Medical Institutions;

 the Circular of the General Office of the State Council on the Issuance of

Reform Plan for the Management of High-Value Medical Consumables;
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» the Circular on the Issuance of Specifications for Centralized

Procurement of Drugs by Medical Institutions;

* the Opinions on Further Regulating the Centralized Procurement of

Drugs by Medical Institutions;

 the Circular of the Ministry of Health on Further Deepening the Control

of Commercial Bribery in the Field of Pharmaceutical Purchase and Sale; and
* the Code of Ethics for Chinese Physicians.
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Pricing and reimbursement EFIIRE

> Price regulation {MMEEFI

23. To what extent is the market price of a medicinal product or medical device

governed by law or regulation?

S ETRMAIHIRINEES K2 E L2 A @ AMAILIR?

According to the Opinions on Management of Current Drug Price issued by
the National Healthcare Security Administration, except for narcotic drugs and
first-class psychotropic drugs, which are subject to a government-guided price, all
other drugs are priced by the distributors and the prices are market-adjusted. The
market prices of drugs, especially commonly used and basic drugs, have fallen

sharply because of the ‘two-invoice’ system and the ‘quantity purchase’ policy,
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24,

which generally apply to drug procurement in public hospitals, and profit margins

have radically decreased.

Compared with drugs, the prices of medical devices are less affected by
policies. However, pursuant to the Guiding Opinions on Promoting the Reform of
the Medical Security Fund Supervision System issued by the State Council, the
state will improve the market-led price formation mechanism for medical devices.
It is generally anticipated that the two-invoice system and quantity purchase
policy will also be implemented in the field of medical devices, and the prices of

medical devices will be greatly affected by them.

RIEERERE (KTHFSmAmNSEETEREWN) | FREREE
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Negotiations between manufacturers and providers Hh&RFI{ERETIRF

Must pharmaceutical and medical device manufacturers negotiate the prices
of their products with public healthcare providers?

HmAETT R ERY RS 2R EFERIES RSN HHE~ RNE
5?

The bidding and procurement process is mandatory for public medical
institutions to purchase drugs and medical devices. In this process, price
negotiations are generally involved. However, for private hospitals, this process is
not applicable.

AREFEAMETTWIRWER, ErssmiIvEiERr, mxXMg
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25.

26.

Reimbursement R

In which circumstances will the national health insurance system reimburse

the cost of medicines?

EHAERT, BRETFREHIESERIESmER?

Expenses for drugs can be reimbursed if the drugs purchased are included in
the National Drug Catalogue for Basic Medical Insurance, Work-related Injury
Insurance and Maternity Insurance, and at the same time the medical institution
providing the drugs or prescriptions is eligible for medical insurance coverage.
Currently, some regions are piloting the direct reimbursement of retail drugs on a
small scale. In addition, the cost of diagnosis and treatment items falling into the
Scope of Diagnosis and Treatment Items of National Basic Medical Insurance
and the cost of medical service facilities falling into the Scope of Medical Service

Facilities of Medical Insurance can also be reimbursed by medical insurance.

AMPBNAE (ExREFETRE. THREMESRIRARE
x®) , EHSRSESRLSNETTROMEEERERRE, FLE
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Price adjudication {f}1&&R

If applicable, what is the competent body for decisions regarding the pricing

and reimbursability of medicinal products?

EERANBERT, REEH~RENNTRIEENESNAIMA?

Except for narcotic drugs and first-class psychotropic drugs, the government
has abolished the practice of setting drug prices. For the time being, the highest
ex-factory prices and the highest retail prices for narcotic drugs and first-class

psychotropic drugs are still managed by the National Development and Reform
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Commission. At present, the prices of medicinal products are set by the market

against the background of two-invoice system and quantity purchase policy.

The National Healthcare Security Administration and the Ministry of Human
Resources and Social Security are the competent authorities for determining the
reimbursability of medicinal products.

PRAFEEZS Al — B MM, EXRCIERBUTHIENZ RN
8. M. S—XBEHARNENHERARIEELTRSH NS
REZTENEREE. BAl, EArnE RES" R HmEXRE HNERER
RIEHIZEREN. W, ERERB. ALEAREEDmAkEt
REEN,

11/ 11



	法 律 前 沿
	LexGTDT《生命科学 2021》中国篇（下篇）


