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Analysis on the Nature of Drug
Procurement by Hospitals
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Introduction

Drugs are special commodities that play an important
role in public health and even life safety. All countries set
stringent review and approval procedures for their market-
ing. Meanwhile, in China, drug procurement by hospitals,
which enables patients to get medications they need based
on the doctors’ prescriptions, is the most important chan-
nel for pharmaceutical sales.' Before the sale of approved
drugs within hospitals, drugs are required to go through a
series of procedures, such as application for entry into the
medical insurance drug catalogue, network bidding and
procurement tendering, all of which occur before the actual
drug procurement by hospitals (namely, the sale of drugs),
and surely before the purchase of drugs by patients. In the
light of relevant provisions of the patent law, patent exploita-
tion refers to the exclusive right to make, use, offer to sell,
sell or import a patent. In case the technical solution of a ge-
neric drug falls within the scope of protection of an innova-
tive drug, does the series of acts conducted by the generic
manufacturer for the purpose of sale of drugs within hospi-
tals constitute offering for sale or sale, which therefore re-
sults in patent infringement? This article is going to analyze
the nature and legal liabilities of such acts as application for
entry of generic drugs into the medical insurance drug cata-
logue, network bidding, procurement tendering and central-
ized volume - based procurement, from the perspective of
patent law and in combination with judicial practice over re-
cent years.

|. Whether the application for entry of a
generic drug into the medical
insurance drug catalogue constitutes
offering for sale

The first step a drug should take for the sale of drugs
as government-funded drugs within hospitals is to file an ap-
plication for the entry of those drugs into the medical insur-
ance drug catalogue with the National Healthcare Security
Administration (NHSA). Taking the provisions of the NHSA’ s
Working Plan for Adjusting the National Drug Catalogue for
Basic Medical Insurance, Work - Related Injury Insurance
and Maternity Insurance (2022) and related documents for
instance, innovative drugs, before their entry into the medi-
cal insurance catalogue, are required to go through five
stages including preparation, declaration, expert review, ne-
gotiation/bidding and announcement of results. In the ex-
pert review stage, review will be jointly conducted by ex-
perts in the fields of pharmacy, clinical science, pharmaco-
economics, medical insurance administration, work-related
injury, etc. in order to provide lists of recommended drugs
to be added directly, to be added through negotiation/bid-
ding, to be removed directly, and to be dealt with accord-
ing to contract renewal rules. Meanwhile, such aspects as
main specifications for negotiation, reference drugs and the
scope of medical insurance premium payment of the drugs
to be negotiated/bid, as well as general guide of the drug
catalogue, names and dosages of drugs, categories of
drugs (Class A and Class B), structure of catalogue classifi-
cation, and remarks will be demonstrated and determined. ?

Therefore, does the application for entry of a generic
drug into the medical insurance drug catalogue constitute
offering for sale or sale, thereby resulting in patent infringe-
ment?

The Guangzhou Intellectual Property Court issued the
Civil Judgment No. Yue73zhiminchu 1838/2020 in MSD
(China) Investment Co., Ltd. v. Guangdong HEC Pharma-
ceutical Co., Ltd., a dispute over patent infringement, hold-
ing that, on the one hand, the application for entry of a ge-
neric drug into the medical insurance drug catalogue
should not be deemed as an act of exploiting a patent as
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stipulated in Article 11 of the China’ s Patent Law. “Al-
though HEC’ s application for the entry of the accused drug
into the medical insurance drug catalogue with the NHSA
aims at bringing the drug into the medical insurance drug
catalogue for sale after review and approval, which is quali-
fied for production or business purpose; yet the act of appli-
cation for entry the generic drug into the medical insurance
drug catalogue with the NHSA by the authorized holder of
the said generic drug does not constitute an act of exploit-
ing the patent in suit. In addition, HEC’ s act of application
terminated automatically in the course of application and
HEC did not continue the application in the subsequent
stages, and the medical insurance drug catalogue (2020)
did not incorporate the accused product into the catalogue.
Hence, the act of application for entry the generic drug into
the medical insurance drug catalogue per se should not be
deemed as an infringing act of exploiting a patent as stipu-
lated by the patent law, «----- and therefore does not consti-
tute patent infringement.”

On the other hand, the application for entry the generic
drug into the medical insurance drug catalogue does not
constitute offering for sale. “Offering for sale refers to the
declaration of will to sell goods by means of e.g. advertise-
ment, shop window display or exhibition. Offering for sale is
a legal act, and the declaration of will is the essence of a le-
gal act. The declaration of will, as a concept in private law,
is an expression of will to establish, alter and terminate civil
rights and obligations for the purpose of achieving the ef-
fect of private law. The pursuit of the purpose of private law
is its ultimate goal, so offering for sale is a legal act per-
formed for the sake of pursuing the effect of private law.
The accused infringement involves the application with a
particular administrative authority, which is neither an act of
exhibition nor of display for selling goods. Although the ap-
plication of a pharmaceutical company for the entry of a ge-
neric drug into the medical insurance drug catalogue with
the administrative authority aims at production or business
purpose, the application is filed with the administrative au-
thority in charge of national medical insurance, and cannot
therefore be deemed as offering for sale-:---- Even though
the generic drug successfully goes through those proce-
dures set by the NHSA and enters into the medical insur-
ance drug catalogue after several rounds of selection, as
long as the pharmaceutical company does not take such
further actions as applying for network bidding for the sale
of the generic drug to the public, it is hard to concluded
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that such act as application for entry into the medical insur-
ance drug catalogue constitutes offering for sale under the
patent law.”

The court also indicated in the judgment that “the act
of HEC’ s application for entering the accused generic drug
into the medical insurance drug catalogue with the NHSA, i.
e., application for entering the generic drug, which has
been approved for manufacture, into the medical insurance
drug catalogue with an administrative authority, is in es-
sence an act of applying for an administrative license with a
national administrative authority.”® According to the NHSA’s
Interim Measures for Administration of Drugs for Basic Medi-
cal Insurance, only after NHSA’ s review and approval can
drugs be permitted to enter into the medical insurance drug
catalogue, and furtherly be brought into the scope of medi-
cal insurance and entitled to be paid by medical insurance
funds, which indicates the administrative license attribute of
the entry of drugs into the medical insurance drug cata-
logue to some extent. There is a view that in addition to the
administrative license attribute, the entry of drugs into the
medical insurance drug catalogue also has the private law
attribute. In the negotiation/bidding stage, when the NHSA,
on behalf of medical institutions, conducts negotiation with
pharmaceutical companies which files applications regard-
ing the procurement of drugs to be added to the catalogue,
it also has the identity as a counterparty to a contract. It is
therefore concluded that the above judgment may be wor-
thy of discussion since the above judgment concludes that
the application for entry into the medical insurance drug cat-
alogue does not constitute offering for sale without taking
account of the private law attribute of the medical insurance
drug catalogue and the “dual” identities of the NHSA, but
simply based on the grounds that the permission of entry in-
to the medical insurance drug catalogue is an administra-
tive license, the application is submitted with an administra-
tive authority, rather than pharmaceutical consumers, and
there is no declaration of will to sell products to unspecified
persons, and that only when a generic company further ap-
plies network bidding for the sale of generic drug online
can such an act constitute offering for sale. The application
for entry of a generic drug into the medical insurance drug
catalogue has the effect of declaring a will to sell drugs to
some extent, and thus may constitute offering for sale. *

The authors, however, hold that although the applica-
tion for entry of a generic drug into the medical insurance
drug catalogue has the effect of declaring a will to sell
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drugs, the entry of drugs into the medical insurance drug
catalogue should be regarded as a preparation for network
bidding. As a matter of fact, after an innovative drug is add-
ed to the medical insurance drug catalogue, a generic drug
simply needs to be proved to have the same active ingredi-
ents as the innovative drug. Once the medical insurance
code is generated, the generic drug will be able to be re-
corded into the medical insurance e-system and therefore
complete its entry into the medical insurance drug cata-
logue. A generic company is also entitled to decide wheth-
er to withdraw from the medical insurance drug catalogue
or not at its own discretion. As a relatively independent step
in the marketing of generic drugs, the act of application for
entry of a generic drug into the medical insurance drug cat-
alogue is somewhat different from such a typical act of offer-
ing for sale as invitation to offer for an unspecified majority
of people. At this stage after all, the NHSA merely negoti-
ates price rather than signs an agreement with companies
applying for bringing their generic drugs into the medical in-
surance drug catalogue. In fact, it is medical institutions (i.
e., hospitals) that actually sign an agreement with generic
companies. Therefore, the act of application for entry of a
generic drug into the medical insurance drug catalogue
should not be regarded as an act of offering for sale.

[I. Whether generic drug network
bidding constitutes offering for sale

1. What is “drug network bidding”?

There is no clear definition of drug network bidding. It
generally refers to “drug network bidding and procure-
ment”, which is a special act in the course of centralized
procurement of drugs. Drug companies bid within the price
limit range set by the bidding office on the online procure-
ment information platform. High-priced drugs are eliminat-
ed, and low - priced drugs are shortlisted on the basis of
price priority. Drug manufacturers sign a supply contract
with hospitals on the information platform.

Prior to 1993, hospitals independently purchased medi-
cines they needed. Such an opaque and undisclosed de-
centralized procurement model gave rise to quite a few
problems. In August 1999, the former State Council Office
for Restructuring the Economic System proposed the con-
cept of “centralized bidding and procurement of medi-
cines” for the first time in the Report on Issues Relating to
Centralized Bidding and Procurement of Medicines. In No-
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vember 2001, six ministries, including the former Ministry of
Health, jointly published the Work Practice of Medical Insti-
tutions Concerning Centralized Bidding and Procurement
of Drugs (Trial), marking the official and full-scale central-
ized bidding and procurement of medicines by state -
owned medical institutions at or above the county level na-
tionwide. In February 2015, the General Office of the State
Council released the Guidance Opinion on the Improve-
ment of the Centralized Drug Procurement Work of State -
Owned Hospitals, which is a milestone for the centralized
bidding and procurement of drugs at the provincial level. In
March 2018, the NHSA was founded for, among other
things, guiding the formulation of rules for centralized drug
procurement and the establishment of a centralized pro-
curement platform. However, drug network bidding, as a
part of the centralized drug procurement, is policy-oriented,
administrative and complicated. °

2. Whether generic drug network bidding constitutes of-
fering for sale

In practice, most patentees of innovative drugs will,
when generic companies applying for network bidding on
the procurement platforms, choose to bring a patent in-
fringement lawsuit with court or file a complaint with the pat-
ent administration department on the grounds that the appli-
cation constitutes offering for sale, seeking for cessation of
such an application. The judicial and administrative depart-
ments in China are inclined to determine such an act consti-
tutes offering for sale. For instance, in a dispute over patent
infringement between Jiangsu Hansoh Pharmaceutical Co.
and Jiangsu Sandoz Co., Sandoz asserted that Hansoh’ s
participation in the centralized drug procurement constitut-
ed offering for sale, but Hansoh insisted that it did not has
the declaration of will to sell the accused products to unspe-
cific medical institutions in Fujian Province. In the Civil Rul-
ing No. Zuigaofazhiminxiazhong 290/2020, the Supreme
People’s Court held that Hansoh’ s network bidding of the
accused product constituted a declaration of will to sell the
accused product to medical institutions in Fujian Province.
Given that the accused infringement occurred in Fuzhou,
Fujian Province, according to the relevant reply of the Su-
preme People’s Court that the civil intellectual property cas-
es at first instance which relate to patents and occur in Fuji-
an Province is under the jurisdiction of the Fuzhou Interme-
diate People’s Court, the court of first instance has the juris-
diction over the said case. In this case, the Supreme Peo-
ple’s Court refrained from commenting on the issue of of-
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fering for sale in its ruling, deeming that whether said act
constituted offering for sale under Article 11 of the Patent
Law should be determined by the court of first instance af-
ter substantive trial. However, the determination of jurisdic-
tion by the Supreme People’s Court actually showed its in-
clination to rule that the Hansoh’ s act of network bidding
constituted infringement, specifically offering for sale. °

There is a view that drug network bidding involves com-
plex factors in various aspects, so it is not appropriate to de-
termine any act relating to drug network bidding as offering
for sale in a simple and one-size-fits-all approach. For in-
stance, the declaration of qualification is a relatively inde-
pendent step in the course of drug network bidding. If it is
deemed as offering for sale, it means that generic compa-
nies cannot declare their qualification for bidding even on
the last day of the patent term, and can start to apply for net-
work bidding and subsequent steps such as bidding, ten-
dering and sale only when the patent term expires, which
will lead to an extension of the patent term in disguise. Fur-
thermore, if the drug network bidding is simply determined
as offering for sale, it will have a direct impact on drug avail-
ability. Therefore, a detailed legal analysis and demonstra-
tion on whether drug network bidding constitutes offering
for sale shall be conducted on the basis of China’s national
conditions and basic factual findings. ’

The authors opine that the aforesaid view is worthy of
discussion. The determination of offering for sale has also
undergone changes in China’s judicial practice. It is stipu-
lated in Article 24 of the Several Provisions of the Supreme
People’s Court on Issues Relating to Application of Law to
Adjudication of Cases of Patent Disputes promulgated in
2001 that “the offering for sale referred to in Articles 11 and
63 of the Patent Law means the declaration of will for sale
by way of advertisement, shop window display or exhibi-
tion.” With the development of society, Article 107 of the
Guidelines for Patent Infringement Determination (2017) is-
sued by the Beijing High People’ s Court and the Guide-
lines for Case Handling of Administrative Adjudication for
Patent Infringement Disputes published by the China Na-
tional Intellectual Property Administration in 2019 further
enumerate similar acts that occur “on the Internet” as com-
mon acts of offering for sale. Thus, the declaration of will on
the Internet to sell a product constitutes offering for sale
and thereby patent infringement once the product falls with-
in the scope of protection of other’ s patent. Network bid-
ding by generic companies on the centralized procurement
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platforms at the provincial level, indicating their possession
of the drugs, the price of drugs, as well as their declaration
of will to invite medical institutions to purchase their drugs,
is an act of invitation of offer. Generally speaking, state -
owned hospitals will make an option among drugs listed in
the catalogue on the procurement platform according to
their own needs, and eventually determine what drugs to
purchase after going through the relevant procurement pro-
cesses required, such as the evaluation of the Pharmaceuti-
cal Affairs Committee. That is to say, drug network bidding
on a procurement platform can be considered as the decla-
ration of will to sell drugs to unspecific medical institutions
planning to procure drugs on the procurement platform. Fur-
thermore, drugs participating in network bidding should be
those that have been approved of marketing, which com-
pletely meet the requirements for production and sale.
Hence, the act of drug network bidding constitutes offering
for sale in the sense of the patent law.

There is a view that network bidding involves intricate
steps, including, e.g., the declaration of qualification, re-
view and publicity, bidding and tendering, winning the bid,
procurement and delivery, after all of which drugs can final-
ly be sold to hospitals. Therefore, different steps of network
bidding should be distinguished. ® The authors think that on
the one hand, the steps of procurement and delivery are
acts of performing a contract after a hospital purchases
drugs and executes a contract. Those steps have actually
constituted act of sale, and do not fall within the scope of
network bidding. Network bidding, however, should be
treated as a whole, rather than be divided into different
steps respectively for determination, which is not in line with
the conventional practice relating to patent infringement de-
termination. On the other hand, various local governments
try to take measures to simplify and expedite the process of
network bidding so as to promote the drug availability,
which greatly accelerates the process of network bidding.
Innovative companies try every means to stop generic com-
panies from network bidding on the grounds that once net-
work bidding is done, numerous hospitals may sign pro-
curement contracts with the generic companies. The inno-
vative companies will then be put into a difficult situation to
deal with how to prevent the generic drugs from being sold
in numerous hospitals, which is hard to be achieved from
the aspect of neither the cost nor the effect. That is also why
the Agreement on Trade - Related Aspects of Intellectual
Property Rights (TRIPS) explicitly identifies the act of offer-
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ing for sale as patent infringement and requires for its ces-
sation, that is to say, the prohibition of the act of offering for
sale in the patent law is aimed to nip infringement in the
bud in an effort to prevent the issue of negative externalities
such as more loss on the part of patentees and further in-
crease in administrative and judicial costs caused by the
diffusion of infringing products. °

3. Whether the entry of generic drugs into the medical
insurance drug catalogue will affect the determination of net-
work bidding as offering for sale

In practice, whether the entry of generic drugs into the
medical insurance drug catalogue is not an essential condi-
tion for network bidding. In other words, not all drugs partici-
pating in network bidding are added to the medical insur-
ance drug catalogue. The excluded drugs if purchased by
hospitals will be sold as self-paid medicines and the cost
thereof shall be borne by the patients themselves. The drug
price is the major factor that affects the decision on whether
the drug will enter into the medical insurance drug cata-
logue, i.e., medical insurance negotiations are primarily ne-
gotiations about drug price from economic and clinical per-
spectives, and the price determined after negotiations is
usually lower than that on the international market. It can be
seen that the entry of generic drugs into the medical insur-
ance drug catalogue will not affect the determination of net-
work bidding as offering for sale.

lll. Whether the participation of generic
drugs in tendering and procurement
constitutes offering for sale

Offering for sale is the declaration of will to sell a patent-
ed product (including a product directly obtained by a pat-
ented process) or provide a patented process for a specific
or unspecific subject. In judicial precedents, offering for
sale is generally analyzed and determined on the basis of
whether a product is circulated on the market and whether
the product is sold by a dealer. Generally speaking, offer-
ing for sale occurs prior to actual sale and is aimed for actu-
al sale. In practice, actual sale may refer to direct expres-
sion of will to sell, such as sending a price list, participating
in an auction, or participating in tendering, or indirect ex-
pression of future sale, such as display in exhibitions, or
public demonstration.

As stated above, network bidding is actually an essen-
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tial step in drug bidding procurement and is in close associ-
ation with drug tendering and bidding. If the act of network
bidding indicates the will of generic companies to sell ge-
neric drugs in a region and constitutes offering for sale, the
participation in bidding procurement thereafter shall also
be determined as offering for sale.

In a dispute over patent infringement between Qilu
Pharmaceutical Co. and Beijing Sihuan Pharmaceutical
Co., the plaintiff at first instance, Sihuan, filed a lawsuit
against the defendant at first instance, Qilu, for the latter’s
participation in the centralized bidding procurement of
drugs within the jurisdiction of the court of first instance con-
stituted offering for sale, and Qilu raised an objection to the
jurisdiction, which was overruled by the court of first in-
stance. As being unsatisfied with the decision, Qilu ap-
pealed to the Inner Mongolia High Court, which issued the
Civil Ruling No. Neiminxiazhong 16/2016, holding that offer-
ing for sale means that a product complies with all the re-
quirements for circulation on the market, and a dealer gives
an explicit declaration of will to sell the product to the pub-
lic. In this case, the injection product in suit has obtained
the GMP certificate, and the approval number given by the
State Food and Drug Administration, which means the prod-
uct is qualified for marketing. In addition, Qilu’ s participa-
tion in Hohhot (the capital of Inner Mongolia Autonomous
Region) in the centralized bidding procurement of drugs for
Inner Mongolia Autonomous Region indicates its will to sell
the product in suit on Hohhot’ s market, and shall be
deemed as offering for sale in the sense of patent law. ™

The centralized bidding procurement of drugs refers to
the way of procurement that multiple medical institutions
procure the drugs they need in the form of tendering and
bidding through a centralized bidding procurement organi-
zation, which is to ensure the smooth implementation of the
basic medical insurance system for urban employees, regu-
late the drug procurement and sale of medical institutions
fundamentally, and alleviate the burden of medical expens-
es on the society. On 14 November 2018, the fifth session
of the Central Committee for Comprehensively Deepening
Reform deliberated and passed the Pilot Program of the
Centralized Procurement of Drugs Organized by the State,
which clarifies the overall idea of national institutions, alli-
ance procurement and platform operation. On 15 Novem-
ber 2018, with the approval of the Central Committee for
Comprehensively Deepening Reform, China organized the
pilot program for centralized drug procurement, which was
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carried out in 11 cities, including Beijing, Tianjin, Shanghai,
Chongging and Shenyang, Dalian, Xiamen, Guangzhou,
Shenzhen, Chengdu and Xi’ an (hereinafter referred to as
the “4+7 Cities”). The pilot cities assigned representatives
to form a Joint Procurement Office as the working organiza-
tion on behalf of public medical institutions in pilot cities to
carry out the centralized procurement of drugs. Daily work
and specific implementation of the pilot program was under-
taken by the Shanghai Pharmaceutical Centralized Bidding
Procurement Affairs Management Office. The Joint Procure-
ment Office published the Papers on Drug Centralized Pro-
curement in “4+7 Cities”, which indicates the volume for
procurement during the procurement of chemical drugs.
On 26 November 2019, the NHSA issued the Opinions on
Current Drug Price Control, which clarified the deepening
of the reform of the volume-based centralized drug procure-
ment system, adhered to the principle of “volume - based
procurement, volume-price linkage, and bidding-procure-
ment integration”, in order to promote the drug price to rea-
sonable level.

Offering for sale is a statutory and independent infringe-
ment, whose assumption of civil liabilities is not premised
on actual sale; however, where a sale agreement is
reached, it falls within the scope of sale, rather than offering
for sale. " Hence, if a generic drug falls within the scope of
protection of an innovative drug, all the acts of participation
of generic companies in tendering and bidding, including
centralized procurement and volume - based procurement,
constitute offering for sale. And if the generic company final-
ly executes any procurement contract, it constitutes sale.

IV. Legal liabilities for offering for sale

In China’ s judicial practice, the legal liabilities an in-
fringer should bear for his act of offering for sale have un-
dergone a transition from no compensation as there are no
damages caused by the act of offering for sale, to separate
compensation as the act of offering for sale may result in
reasonably presumed damages.

In the Strophanate case, regarding the defendant’s in-
fringing act of offering for sale on the 14" National Pesticide
Exchange Conference and Agricultural & Chemical Prod-
ucts Exhibition held at Shanghai World Expo Exhibition &
Convention Center, the Shanghai Intellectual Property Court
issued the Civil Judgment No. Huzhiminchuzi 213/2015, in
which the claim of the plaintiff (BASF Corporation) for in-
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fringement damages was dismissed and only reasonable
expenses for right protection was supported on the
grounds that “as for the amount of damages, since the act
of offering for sale performed by the defendant did not lead
to the decrease in the market share of the plaintiff’s patent-
ed product or cause any actual loss, the court did not sup-
port the plaintiff’ s claim for the compensation for economic
loss.” In a dispute over design patent infringement between
Beijing Huajiesheng Electromechanical Equipment Co.,
Ltd. and Shenzhen Dingsheng Door Control Technology
Co., Ltd., the Supreme People’ s Court issued the Civil
Judgment No. Zuigaofaminzai 8/2018, holding that “as for
the offering for sale performed by the respondent, the retrial
petitioner did not adduce evidence to prove that the act of
offering for sale had caused actual loss, or that the respon-
dent had gained profits from infringement. In comprehen-
sive consideration of the nature and characteristics of the
accused infringement, the court would not support Hua-
jiesheng’s claim for the compensation of economic loss. As
for reasonable expenses, the retrial petitioner did not pro-
vide sulfficient evidence to support its claim of RMB 20,000;
however, given that the retrial petitioner entrusted a lawyer
to participate in the lawsuit, the court supported the claim of
the retrial petitioner for reasonable expenses at its discre-
tion.”

In a dispute over infringement of a utility model patent
between Tsingtao Tsingke Heavy Industry Co., Ltd. and Ts-
ingtao Chenyuan Machinery Equipment Co., Ltd., the Su-
preme People’s Court held that “although the act of offer-
ing for sale is aimed for sale, it is a statutory and indepen-
dent infringement, and the assumption of civil liabilities
therefor is not premised on actual sale. Once offering for
sale occurs, as the offering price set by the accused infring-
er is usually lower than that of the patented product, it will
give a psychological suggestion to potential consumers,
which may affect the reasonable pricing of the patented
product, or make consumers give up purchasing the patent-
ed product and consider contacting the accused infringer,
which may give rise to purchase delay or even affect the
normal sale of the patented product. In addition, the act of
offering for sale of the accused infringer may have an ad-
verse impact on the advertising effect of the patented prod-
uct. It can be seen that offering for sale will cause harm to
the patentee. For instance, it may lead to price erosion, or
reduction or delay of business opportunities on the part of
the patentee, which are reasonably presumed results.



CHINA PATENTS & TRADEMARKS NO .4, 2022

Where there is a wrong, there is a remedy. Unless other-
wise specified in law, the remedy shall at least include the
assumption of two basic civil liabilities for infringement (ces-
sation of infringement and compensation for loss), rather
than one of them ------ Where it is difficult for the patentee to
adduce evidence to prove the specific loss suffered by him
due to the offering for sale, the amount of damages will be
determined on the basis of statutory damages.” In this
case, Chenyuan’s claim, i.e., it only has to compensate for
the reasonable expenses of the right holder for right protec-
tion in the event that the loss or profits resulting from the of-
fering for sale cannot be proved, is untenable. Where the in-
fringer only performs the act of offering for sale, the conse-
quences of infringement may be less severe than that of ac-
tual sale. Thus, when determining the civil liabilities, espe-
cially the amount of damages, that the accused infringer
should assume for offering for sale, the malice and details
of infringement reflected in the evidence on file should be
paid more attention to and a distinction should be made
based on the merits of the case. * A similar view can be
found in cases such as an appeal from a dispute over in-
fringement of a utility model patent between Dongguan
Lietu Silicone Technology Co., Ltd. and Shenzhen Kean Sili-
cone Product Co., Ltd. *®

The authors hold that offering for sale happens prior to
actual sale, and the actual loss caused to the patentee usu-
ally has not occurred yet. According to the principle of full
compensation for civil damages, although the patent law ex-
plicitly stipulates that the legal liabilities for patent infringe-
ment include the cessation of infringement and compensa-
tion for damages, since it is often hard to prove the actual
loss suffered by the patentee due to offering for sale, the
court generally will not order the infringer, who provides an
offering for sale, to assume the liability for compensation,
but will support the patentee’ s claim for compensation for
reasonable expenses. Nevertheless, in some disputes, if a
patentee can prove that the act of offering for sale has re-
sulted in actual loss, the infringer should compensate for
such loss. Detailed analysis and determination shall be
made on a case-by-case basis. What is worthy of discus-
sion is the view that the patent law does not exclude the ap-
plication of legal liabilities for damages to the act of “offer-
ing for sale” , and the infringer should be liable for compen-
sation once conducting the act of offering for sale, in which,
even if there is no actual loss caused, the provision of statu-
tory damages can be applied. However, in case of drugs,
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the specialty of drugs must be taken into consideration.
Once a generic company conducts network bidding and
participates in the bidding procurement, especially the vol-
ume-based procurement, it may cause irreparable loss to
the market share and price of the innovative drugs. Under
such circumstances, it is not improper to order the generic
company to compensate for the patentee’ s damages
based on the actual circumstances of the case.

V. To achieve the balance between
generic drugs and innovative drugs
and protection of the public interest,
attention should not be paid only to the
interests of generic companies

At present, when discussing drug - related policies,
some people place emphasis on the protection of the pub-
lic interest; even when discussing how to strike a balance
between generic drugs and innovative drugs, they actually
pay more attention to the protection of the interests of gener-
ic companies. Drugs affect the life and health of the public,
so drug-related policies have strong public attributes. How-
ever, the realization of drug availability requires more atten-
tion for the balance between generic drugs and innovative
drugs. Without innovative drugs, generic drugs can imitate
nothing. It is the interests of patients that are ultimately
harmed.

It should be noted that innovative drugs bear almost all
the risks in the whole process of marketing of generic
drugs. Regardless of the R&D investment on innovative
drugs, even after the innovative drugs have accomplished
the whole process of R&D and filed the application for the
approval of marketing, and eventually been approved for
marketing, the innovative drugs still play a role in clearing
obstacles for entry into the medical insurance drug cata-
logue and the networking bidding for generic drugs. As stat-
ed above, after an innovative drug is added to the medical
insurance drug catalogue through negotiations, a generic
drug simply needs to be proved to have the same active in-
gredients as the innovative drug. Once the medical insur-
ance code is generated, the generic drug will be able to be
recorded into the medical insurance e-system and there-
fore complete its entry into the medical insurance drug cata-
logue. During the bidding procurement, the generic drugs
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can keep the track of what is going on with innovative drugs
to accomplish the network bidding at all times. In fact, the
innovative company basically undertakes the time cost,
economic cost and uncertainty of the entire medical insur-
ance negotiation and drug biding procurement. Under such
circumstances, the innovative company surely hopes to oc-
cupy certain market share for drugs, in order to recover
R&D investment and gain profits.

Once the generic drug accomplishes network bidding,
it will enter into the bidding procurement stage, especially
the volume-based procurement stage, which may cause ir-
reparable loss to the innovative drug. On the one hand, not
all innovative companies would like to participate in the vol-
ume-based procurement in consideration of the cost bene-
fit. Once the generic drug successfully enters into the vol-
ume-based procurement stage, the established drug price
system of the innovative drug will be destroyed, and the
market share thereof will be extremely reduced. On the oth-
er hand, after the network bidding of the generic drug, the
unspecific majority of medical institutions are all potential
buyers, and the innovative company has to spend enor-
mous energy, time and money on right protection, the effect
of which is usually unsatisfying. That is why most innovative
companies try to prevent generic drugs at the network bid-
ding stage.

Drug availability involves laws, regulations and policies
of various departments. Thus, as far as the balance be-
tween innovative and generic drugs is concerned, attention
shall be paid to both industries. Patent system is in essence
a system for protecting innovations, which involves several
rules relating to drugs; however, it is improper to require all
the systems to take into account the interests of generic
companies and the public interest during the construction.
Only conferring full protection on innovative drugs is it pos-
sible to motivate innovative companies to research and de-
velop new drugs, based on which multiple systems and pol-
icies should work jointly so as to promote the development
of innovative and generic drugs, and eventually achieve
drug availability.
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