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Suggestions for Fourth
Amendments to Patent Law In
the Context of Strict Protection

Cheng Yongshun

Ever since the 18th National Congress, China has
made a series of major decision-making deployments for
the implementation of intellectual property strategies so as
to promote “strict protection” in intellectual property field,
and protect various types of innovative subjects according
to law. After the 19th National Congress, Chinese leaders
have proposed to strengthen intellectual property protec-
tion on many important occasions so as to provide strict pro-
tection for intellectual property rights. The Chinese govern-
ment has promulgated more than 150 documents related to
strengthening intellectual property protection, which
showed China’ s determination to strengthen intellectual
property protection as strictly as possible.

On 18 October, 2017, President Xi Jinping highlighted
in the Report of the 19th National Congress that China will
“foster a culture of innovation, and strengthen the creation,
protection and implementation of intellectual property
rights.”

On 10 April, 2018, President Xi Jinping delivered a key-
note speech at the opening ceremony of the Boao Forum
for Asia Annual Conference 2018, indicating that “strength-
ening intellectual property protection is the most important
part of improving property rights protection and also the
greatest incentive to promote China’ s economic competi-
tiveness”.

On 28 August, 2018, when meeting with WIPO Director
General Francis Gurry, Premier Li Kegiang said “China will
adopt a stricter IPR protection system and further improve
relevant laws and regulations. Forced transfer of intellectual
property rights will be punished. Acts of infringing on intel-
lectual property rights will be severely punished.”

As far as the patent system is concerned, although the
international community and developed countries have con-
stantly accused Chinese companies and individuals of

squatting trademarks of luxury brands, stealing trade se-
crets, manufacturing and selling counterfeited goods, using
pirated software and works, voices concerning low level of
patent protection and weak protection in China are seldom
heard.

In response to a series of major decision-making de-
ployments and for echoing the call for strengthening intel-
lectual property protection of the whole society, the China
National Intellectual Property Administration (CNIPA) initiat-
ed the fourth amendment to the China’ s Patent Law. The
discussion with respect to the amendment has lasted for
about 10 years with an aim of promoting “strict protection”
and letting infringers pay a high price, coordinating relevant
departments for “large - scale protection”, boosting “fast
protection” for defending right quickly, and conferring
“equal protection” to various innovative entities according
to law.

The writer opines that from the perspective of strength-
ening innovation protection, attention shall be paid to the fol-
lowing aspects ' when amending the China’s Patent Law.

l. It is proposed to add provisions
related to “correction procedures after
the grant of a patent” so as to enable
right holders to initiatively amend the

claims in invalidation proceedings

The China’ s patent law imposes over - severe restric-
tions on patent holders. Applicants are only allowed to
amend the claims before the grant of patent. After the grant
or in invalidation proceedings, the patent holders are only
allowed to make narrowing amendments within the scope



of protection of a claim, rather than any other clarifying
amendments within the scope of protection of the descrip-
tion, even though it is an obvious mistake, error or loophole.
Nor are there any relief measures provided for patent hold-
ers. As a result, many patents have to be invalidated. In judi-
cial practice, no protection shall be provided for patents
having claims with an unclearly-described scope of protec-
tion, which goes against the spirit of strengthened and strict
patent protection. In practice, after realizing that patents
have unclear scope of protection after grant, some patent
holders have to invalidate their own patents so as to further
clarify the scope of protection of patents, which results in
waste of social resources.

In consideration of the fact that the overall quality of
patent documents drafted by innovative entities in China
can be improved, it is suggested by the innovative entities
that, with reference to application and examination practic-
es in foreign countries, a “correction procedure after the
grant of a patent” should be added to Article 39 of the Chi-
na’s Patent Law, stipulating that “where, starting from the
date of announcement of the grant of the patent right by the
Patent Administration Department under the State Council,
a patent holder finds the granted patent is defective, it or he
may request the Patent Reexamination Board (PRB) to
make corrections to the granted patent. The correction
made to the patent documents by the patent holder shall
neither broaden the scope of protection of the patent as
originally filed, nor extend beyond the scope of the patent
originally disclosed at the time of filing. The solution of the
new claim formed after the correction has no retroactive ef-
fect on others’ acts conducted before the correction.” This
amendment is conducive to improving the quality and stabil-
ity of patents granted to domestic entities in China, and
thereby enhancing the patent strength and international
competitiveness of innovative entities. The reasons are list-
ed as follows:

First of all, where a patent holder finds and is willing to
overcome a defect existing in a patent, there should be a
procedure established to provide the patent holder with the
opportunity to make amendments and improvement.

Second, the correction procedure enables the patent
holder to improve its or his patent fairly and squarely, which
is more rational than the current approach that the patent
holder can only make a request for invalidation of its or his
own patent by itself or himself or through a straw man, and
is forced to improve its or his patent through invalid pro-
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ceedings.

Third, the United States, Europe, and Japan all have
correction procedures after the grant of a patent. Patent
holders can overcome the defects in their patents through
those procedures, and prevent themselves from being at-
tacked due to the defects of patents in the invalidation pro-
ceedings initiated by third parties.

Encouraging invention - creations is the legislative ob-
jective of the patent law. Likewise, treating innovative
achievements and patent holders fairly shall also be embod-
ied in the provisions of the patent law. Ambiguous, defec-
tive and flawed claims should not be used as the grounds
for punishment if the right holders have made technical in-
novations; instead, they should be provided with opportuni-
ties to make corrections, which is expected to be the origi-
nal intent of legislation. The purpose of patent examination
and protection shall be “curing diseases and saving peo-
ple’ s lives”, rather than “throwing the baby out with the
bath water”, that is, as for a defective patent, the patent
holder shall be given the opportunity to make corrections so
that it or he can be provided with protection to an extent
that is consistent with the inventive contributions it or he has
made to the society. The relief opportunities should not be
deprived of just because of the defects or errors in the draft-
ing of patent documents, which will lead to the result that
the creative achievements contained therein cannot be put
under due protection.

II. It is proposed to add provisions
related to “partial designs”

The Patent Law Amendments (Draft) extends the term
of protection of designs as prescribed in Article 42 of the
China’ s Patent Law from ten years to fifteen years, with an
aim of satisfying relevant requirements for the term of pro-
tection of designs in the Hague Agreement Concerning the
International Registration of Industrial Designs that China re-
cently entered. Extension of the term of protection of design
patents alone, however, cannot solve the problems existing
in design protection in China. Nor can it achieve the pur-
pose of strengthening the design protection.

Statistics showed that the average life span of China’s
design patents is three to five years. A great majority of de-
sign patents has lapsed due to non-payment of fees, and
there are very few design patents that last for 10 years. Al-
though the Patent Law Amendments (Draft) extends the
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term of protection of designs to fifteen years, it has no signif-
icant impact on the strengthening of protection of design
patents under the current circumstances.

China has become a “patent application giant”, and
ranked top one in the list of the number of patent filings in
the world for more than ten years consecutively. The num-
ber of applications and granted design patents has in-
creased year by year. The rise in the number of existing de-
signs indicates the increase in the difficulty of design inno-
vations. It is really hard to create designs that are absolute-
ly unprecedented.

In view of the foregoing, many other countries, includ-
ing the United States and Japan, have set forth provisions
for protection of partial designs. China has also conducted
special researches and released special reports in this re-
gard during the third and fourth amendments to the China’
s Patent Law. Although there are no explicit provisions in
the patent law, cases related to protection of partial design
have occurred in judicial practice. As a matter of fact, pro-
viding protection to partial designs is more beneficial to the
protection of innovations and designs as compared with
providing no protection. Account shall be taken of incorpo-
rating relevant provisions concerning partial designs in the
context that the partial design protection system in foreign
countries has been adequately investigated and re-
searched and China intends to strengthen patent protection
and implement strict protection.

Those, who are against the incorporation of “partial de-
signs”, argue that China has too many junk patents, espe-
cially utility models and designs that are not required for
substantive examination. If “partial designs” are protected,
it will surely give rise to more junk designs. In fact, if the defi-
nition of “partial designs” and the true cause of the increase
in junk patents in China have been made clear, it will be un-
derstood that there is no causal relationship between the
protection of “partial designs” and the increase in junk de-
signs. What is more, they are totally irrelevant to each other.

[ll. It is proposed to add relevant
provisions related to “indirect
patent infringement”

It is proposed that Article 11 of the China’s Patent Law
should be added with a third paragraph, stipulating that
“where, without the permission of the patent holder, a party,
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clearly knowing that a relevant product is a raw material, in-
termediate product, component or equipment exclusively
used for implementing the technical solution of a patent in
suit, or a material, apparatus or special-purpose equipment
exclusively used for implementing a process of a patent in
suit, provides said exclusively - used product to others for
production and business purposes and the others commit
acts of patent infringement, or intentionally induce, instigate
or abet others to commit acts of patent infringement, it or he
shall bear civil liabilities.”

Article 11 of the current China’ s Patent Law stipulates
direct infringement, but not indirect infringement. During the
previous amendments, drafts and suggestions for incorpo-
rating indirect infringement have been proposed, but they
all went to nowhere due to some controversies. Neverthe-
less, in judicial practice, there were a few indirect infringe-
ment-related cases heard in courts all over China as early
as a dozen of years ago, such as the “magnetic mirror arc
circuit” case ?, the “novel weeding composition” case °, the
“Alpha Laval Corporate AB v. Hengli Co.” case *. At pres-
ent, the absence of indirect infringement in the patent law is
inconsistent with judicial demands and practical judgments.

During the third amendment to the China’s Patent Law,
three special research projects were established for “indi-
rect infringement” and three special reports were eventual-
ly completed. After adequate studies and argumentation,
the research groups which accomplished the three special
reports reached substantively the same conclusions, that
is, the “indirect infringement” system should be introduced,
and the provisions related to “indirect infringement” have
been drafted. The relevant provisions, however, were not
adopted into the law in the third amendments to the China’
s Patent Law in 2008. The CNIPA particularly made an ex-
planation in the Interpretation on the Draft Amendment of
the Patent Law of the PRC, stating that “about indirect in-
fringement — during the opinion solicitation process, many
foreign companies, and some domestic enterprises and ex-
perts and scholars proposed adding the provisions on indi-
rect infringement. Indirect infringement refers to the acts of
providing special components or apparatuses (which are
not patented) exclusively used for committing infringement
of a patent by the one who clearly knows that the others in-
tend to commit patent infringement. The incorporation of
provisions on prohibiting indirect infringement into the pat-
ent law essentially intends to expand the scope of protec-
tion to non-patented products which are, however, relevant



to patented technologies. Therefore, the issue related to in-
direct infringement has fallen within a sensitive grey area
between the interests of patentees and of the public inter-
est. If the formulation or application of relevant rules is
slightly inappropriate, it may impair the public’s right to use
the prior art freely. In consideration of the above factors and
the fact that the patent holder can seek for protection by as-
serting rights against direct infringers and hold them jointly
and severally liable according to the provisions on joint in-
fringement of the General Principles of the Civil Law of the
PRC, the CNIPA believes that it is not a right time to adopt
the provisions on indirect infringement into the patent law.”

The fourth amendment to the China’s Patent Law was
carried out a decade later after the third amendments to the

China’ s Patent Law. Things have been tremendously
changed compared to ten years ago. In particular, the num-
ber of software patents and business method patents has
sharply risen in China. The lack of clear provisions on indi-
rect infringement leads to chaos that “different judgments
are made for the same case” in judicial practice: some
courts determined “joint infringement” occurred, some con-
cluded “non-infringement” as neither constituent elements
of direct infringement nor the constituent elements of joint in-
fringement are satisfied, and some determined “indirect in-
fringement”. The inconsistency of judicial judgements is not
good for patent holders to exercise their own rights or to
protect their patents, and is disadvantageous to the protec-
tion of software patents, business method patents and busi-
ness model patents, let alone strict and strengthened pro-
tection.

The incorporation of the provisions concerning indirect
infringement is the embodiment of “implementing intellectu-
al property strategies and strengthening intellectual proper-
ty protection” at the legislative level. There are indeed ur-
gent needs for the protection of industrial innovations. In the
era of distributed network and cloud computing, as for the
methods for communication, use and processing and the
method patents for using the products on specific users, it
is really hard to provide effective protection for patents
owned by patent holders and stimulate innovations merely
by way of direct infringement remedies stipulated in the ex-
isting laws, which is not conducive to the realization of the
ambitious goal of building a strong intellectual property
country.

It should be noted that advantageous institutional at-
tempts for indirect infringement have been conducted in
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years-long judicial practice, and it is now the ripe time for in-
corporating indirect infringement into law. At first, the provi-
sions on abetting and assisting infringement were first seen
in Article 148 of the Opinions on Several Issues Concerning
the Implementation of the General Principles of the Civil
Law of the PRC (Trial) issued by the Supreme People’ s
Court (SPC). Similar provisions are seen in Article 9 of the
existing Tort Liability Law. As early as 2001, the Beijing
High People’s Court (BHPC) issued the Opinions on Sever-
al Issues Concerning Patent Infringement Determination
(Trial) (the 2001 Opinions), wherein Articles 73 to 80 explicit-
ly set forth the standards for determining “indirect infringe-
ment”, which was an advantageous attempt to officially
launch the system. In view that the concept “indirect in-
fringement” is groundless in such a higher-level law as the
Patent Law, the BHPC released the Guidelines for Patent In-
fringement Determination (2013) in September 2013, in
which the wording “indirect infringement” was deleted from
the 2001 Opinions. On 20 April, 2017, the BHPC released
the Guidelines for Patent Infringement Determination
(2017), wherein the contents related to indirect infringement
were remained in “Part V. () Acts of Joint Infringement”.
Moreover, foreign countries, such as the United States, Ja-
pan, Germany, and the United Kingdom, also have relevant
provisions on indirect infringement.

Therefore, the timing of incorporating indirect infringe-
ment into law is ripe from the perspective of institutional at-
tempts made by the SPC and local courts in judicial prac-
tice for many years and demonstrations of laws of major for-
eign countries.

IV. It is proposed to cancel the fixed
order of the methods for calculating
damages, and the right holders should
be entitled to choose the method for
calculating damages on their own

The Patent Law Amendments (Draft) proposes the fol-
lowing provision into Article 65 of the China’ s Patent Law:
“for willful patent infringement with serious circumstances,
the damages may be one to five times the current damag-
es”; meanwhile, the statutory damages are raised to no less
than RMB 100,000 and no more than RMB 5,000,000. Liter-
ally speaking, it seems that the amount of damages has
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been greatly increased, and the provision on punitive dam-
ages has been added so as to be more stringent on the is-
sue of damages. It is really worthy of discussion as to
whether such amendments can crack down on infringe-
ment and strengthen patent protection.

During the third amendment to the Trademark Law in
2013, the upper limit of the statutory damages was raised to
RMB 3,000,000. But in practice, the damages awarded by
the courts in trademark infringement cases are not appar-
ently higher than those prior to the amendments to the
Trademark Law. It can thus be seen that the increase in
damages merely by amending the provisions does not
solve the problem at all.

The patent law stipulates four methods for calculating
damages, namely, damages shall be calculated according
to the loss of the plaintiff, the profits gained by the defen-
dant, the multiplier of patent royalties and statutory damag-
es. In the meantime, pursuant to relevant provisions in the
patent law, the four methods for calculating damages are
applied in a fixed order, and when instituting an action, the
patent holder has to make its decision on which method
shall be used. Such provisions greatly limit the parties’
right to choose the method for calculating damages, affect
the calculation of damages on the part of patent holders,
and pose huge obstacles to patent holders’ relief-seeking.
As a matter of fact, in patent infringement lawsuits, select-
ing the methods for calculating damages in a fixed order is
not only unrealistic, but also infeasible. Nor will anyone do
so in that way. It is proved by the fact that statutory damage
calculation is applicable in a large number of patent in-
fringement cases.

As for how to truly increase the amount of damages for
the sake of strengthened and strict protection of patent
rights, it is suggested to cancel the current fixed order of
the methods for calculating damages caused by patent in-
fringement and allow patent holders to freely select the ap-
plicable method according to actual conditions when filing
lawsuits. Only when the amount of basic damages is in-
creased can the amount of punitive damages (if any) be
raised subsequently.

It shall also be noted that the provision proposed in the
Patent Law Amendments (Draft) is related to “willful infringe-
ment of patent rights”. In practice, there is no definition to
willful infringement. The term “willful” in the Civil Law or Tort
Liability Law may be summarized as hoping or doing noth-
ing to the occurrence of infringement with the clear knowl-
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edge of harmful results (infringement results). The essence
of the patent system is viewed as disclosure in exchange
for monopoly, that is, to encourage patent holders to dis-
close their patented technologies in exchange for granting
a monopoly for a certain period of time with the ultimate
goal of boosting social progresses and scientific and tech-
nological development. Any patented technical solution is
made through R&D and improvement on the basis of previ-
ous technical solutions and with the help of others’ achieve-
ments, which is unavoidable. If the disclosure of patented
technologies is regarded as the acquaintance with the pat-
ented technology by the whole society, the exploitation of
the patented technology or the R&D or improvement based
on the patented technology (which in most cases consti-
tutes equivalent infringement) will constitute willful infringe-
ment, which is apparently opposite to the legislative intent
of the patent system. Therefore, it is inappropriate to take
“willful” as a constituent element of patent infringement and
as the ground for determining the amount of damages.

Turning to trademarks, the trademark law does not pro-
tect the logo per se, but the goodwill conveyed by the trade-
mark. In order to prevent others from free-riding and taking
advantage of others’ goodwill, the trademark law requires
trademark applicants to avoid collision with existed trade-
marks in terms of trademark design, application and use.
The China’ s Trademark Law stipulates “where an infringer
maliciously infringes upon another party’ s exclusive right to
use a trademark and falls under serious circumstances, the
amount of damages may be determined as not less than
one time but not more than three times the amount that is
determined according to the aforesaid methods.” That pro-
vision takes into account the subjective state of mind of the
trademark infringer, which is in line with the practice of the
trademark law.

Accordingly, it is suggested that Article 65 of the Chi-
na’ s Patent Law should be amended as follows: “the
amount of damages for patent infringement shall be reason-
ably determined according to the patentee’s actual losses
caused by the infringement, the profits gained by the in-
fringer from infringement, and the multiplier of patent royal-
ties; and the patentee or any interested party may select
the method for calculating damages and provide corre-
sponding evidence. If it is hard to determine the actual loss-
es of the patentee, the profits acquired by the infringer or
the patent royalties, the people’s court may award the dam-
ages of no more than RMB 5,000,000 according to the type



of the patent right, and the nature and circumstances of the
infringing act.

The amount of damages shall cover the reasonable ex-
penses paid by the right holder for stopping the infringing
act.

Where the right holder has exhausted its efforts in dis-
charging the obligation of burden of proof, but the account
books and materials related to the infringing acts are mainly
controlled by the infringer, the people’s court may, for the
purpose of determining the amount of damages, order the
infringer to submit account books and materials related to
the infringing acts. Where the infringer fails to provide such
account books or materials or provides false account books
or materials, the people’s court may render a judgment on
the amount of damages in reference to the claims of the
right holder and the evidence furnished thereby.”

V. It is proposed to cancel the
provisions on “the principle of
good faith”

The Patent Law Amendments (Draft) newly proposes
that “applying for a patent and exercising a patent right
shall follow the principle of good faith”, which is suggested
to be deleted for the reasons as follows:

First, a patent right is different from a trademark right in
nature. A patent right intends to protect innovations and
achievements made through intelligent labor. When apply-
ing for patents, patent applicants are required to submit a
complete technical solution and pay an annual fee on a
yearly basis, that is, patent applicants have to pay consider-
able time, energy and financial resources (considerable
costs) to obtain and maintain the patent rights. In contrast,
the trademark right seemingly protects the logo per se, but
in fact the goodwill conveyed by the trademark. Only in the
use of the trademark can it exert its function to indicate the
source of goods or services. Patents and trademarks are
essentially different, so it is inappropriate to simply trans-
plant the principle of good faith in the civil law and the trade-
mark law into the patent law.

Second, since any patented technology is achieved as
a result of R&D and improvement of the prior art, it is really
difficult, in practice, to judge whether a patent applicant or
holder exercises the right to the patent dishonestly, which
renders the provision nonsense.
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Third, it can be understood that the above provision is
intended to solve the current problem that there exist a
large number of junk applications and patents. Yet it is fore-
seeable that said provision cannot solve the problem, but
poses a threat to right holders. Enterprises are, in essence,
profit-seeking. The root cause of the proliferation of junk pat-
ents lies in incorrect policy orientation, such as patent filing
appraisal, and tax incentives, rewards and bonuses for en-
terprises that satisfy certain requirements (which includes,
among other things, the ownership of a certain number of
patent filings). Hence, the fundamental solution to the issue
of junk patents is to correct policy orientation and guidance
SO as to encourage enterprises to create innovations in a
more scientific way. The provision requiring patent appli-
cants and holders to follow the principle of good faith can-
not solve the problem at all.

VI. The provision on “patent term
restoration” shall be improved

On 8 October, 2017, the General Office of the Central
Committee of the Communist Party of China and the Gener-
al Office of the State Council released “Opinions on Deep-
ening the Reform of the Evaluation and Approval Systems
and Encouraging Innovation on Drugs and Medical Devic-
es” (hereinafter referred to as the “Opinions”), wherein Part
[l “Promoting Pharmaceutical Innovation and Generic Drug
Development” clarifies that (17) Carrying out Pilot Trials for
Patent Term Restoration System. Some new drugs are se-
lected for trials, so as to compensate a duly patent term for
delayed marketing time caused by clinical experiments, as
well as drug review and approval procedures. The incorpo-
ration of the provision concerning extending the patent term
of drugs in the Patent Law Amendments (Draft) complies
with both the practical requirements for protection of phar-
maceutical patents and the provision concerning pharma-
ceutical patent protection in most countries. That provision
will provide great support and encouragement for the devel-
opment of R&D of innovative drugs.

However, according to the Patent Law Amendment
(Draft), pharmaceutical patents qualified for patent term res-
toration under Article 42.2 of the China’s Patent Law are on-
ly limited to “invention patents related to innovative drugs si-
multaneously applying for marketing within and out of the
territory of China”. Based on the provision, invention pat-
ents related to innovative drugs applying for marketing only



26 | PATENT |

within the territory of China are not eligible for patent term
restoration, which will definitely dampen the enthusiasm of
Chinese innovative pharmaceutical companies for innova-
tions, and be harmful to encourage the domestic innovative
companies to apply for marketing of innovative drugs do-
mestically, which will ultimately harm the interests of con-
sumers (patients).

In view of the above, it is suggested that the provision
should be amended as follows: “in order to make up for the
review and approval time required for the marketing of inno-
vative drugs, the State Council may decide to extend the
term of patents for invention of innovative drugs initially ap-
plying for marketing within the territory of China or simulta-
neously applying for marketing within and out of territory of
China. The extended term shall be no more than five years,
and the total effective patent term after the marketing of the
innovative drugs shall not exceed 14 years.” Such a provi-
sion will make sure that innovative drugs initially applying
for marketing within the territory of China are eligible for an
extended patent term. Due to different review and approval
requirements, speed and time limits at drug supervision
and administration authorities in various countries, judicial
interpretations or more specific rules stipulated by the drug
supervision and administration department in China are re-
quired to further specify the simultaneous marketing within
and out of the territory of China, namely, whether it refers to
simultaneous application, approval or marketing.

VII. It is proposed to add the provisions
regarding “artificial infringement” so
as to lay a foundation for the “patent

linkage system”

Protection of pharmaceutical patents involves four as-
pects: Bolar exception, patent term restoration, patent link-
age system and compulsory licensing. Among them, the
provisions on compulsory licensing have been adopted in
the China’s Patent Law at an early stage; Bolar exception
has been introduced into the current China’s Patent Law in
2008. The provision concerning the patent term restoration
has been added in the Patent Law Amendment (Draft) this
time. However, the provisions on the “patent linkage sys-
tem” are still missing.

The implementation of the “patent linkage system” is
premised on “the act of artificial infringement” in the China’
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s Patent Law. In view of the foregoing, it is suggested to in-
troduce a provision concerning “artificial infringement” into
Article 11 of the China’s Patent Law, i.e., Article 11.2 stipu-
lates that “where a generic drug applicant submits an appli-
cation for drug registration to the drug supervision and ad-
ministration authority, if the drug application contains a
drug involved in a valid pharmaceutical patent or pharma-
ceutical process patent, it is deemed as patent infringe-
ment”. It is also suggested to clarify the liabilities of infringe-
ment. Once artificial infringement is established, the infring-
er shall withdraw the application for drug registration; and if
the infringer does not withdraw the application, the provi-
sions of the Drug Administration Law shall be applied to
deal with this situation.

The reasons for making the proposed amendments are
listed as follows:

First, drugs are special as they are necessities for hu-
man beings to maintain their lives and dignity. For the sake
of drug accessibility, consideration shall be given to both
the promotion of new drug R&D and the decrease of drug
prices. Therefore, the protection of pharmaceutical patents
under the China’s Patent Law has gone through a process
from not providing protection to providing weak protection
and then to increasingly strengthening the protection. Ever
since 2006, China has released a series of policies as in-
centives for encouraging drug innovations and promoting
the development of the pharmaceutical industry. Currently,
there have been some essential elements of patent linkage
system in the China’s drug administration system. It is nec-
essary to introduce the relevant contents of the patent link-
age system into the China’ s Patent Law in an effort to im-
proving the patent linkage system on the basis of the cur-
rent system.

Second, on 8 October, 2017, the third part “Promoting
Drug Innovation and Generic Drug Development” of the
Opinions clarified: (16) Exploring the Establishment of Pat-
ent linkage System. The exploration on the establishment of
the linkage system between the drug review and approval
system and drug-related patents shall be carried out in or-
der to protect the legitimate rights and interests of patent
owners, reduce the risk of patent infringement of generics,
and encourage the development of generic industry. When
a drug applicant submits the application, it shall clarify the
relevant patent and the ownership thereof, and notify the rel-
evant patent holder within the statutory period. If there is a
dispute over the patent right, the parties may file a lawsuit



with the court, but the technical review on drug shall not be
stopped during the lawsuit. For drugs passing technical re-
view, the food and drug regulatory authority shall make de-
cisions on whether or not to approve the applications for
marketing based on the court’ s judgments, decisions, or
mediation agreements. If no effective judgment, decision or
mediation agreement is made when the statutory period ex-
pires, the food and drug regulatory authority may approve
the follow-on application. Without provisions concerning “ar-
tificial infringement” in the China’s Patent Law, the explora-
tion of the entire patent linkage system cannot be carried
out due to lack of legal support.

Third, on the basis of the Opinions, the National Medi-
cal Products Administration is engaged in making amend-
ments to the Drug Administration Law, which surely in-
cludes the introduction of the patent linkage system. In view
that the patent linkage system involves the functional linking
and coordination between the drug supervision and admin-
istration department and the patent administration depart-
ment, it is necessary to incorporate the corresponding part
of the patent linkage system into the patent law from the per-
spective of uniformity of legislation and law enforcement,
which lays the institutional foundation for the coordination
between the two departments in the future.

Fourth, judging from the more-than-thirty-year practical
effects of the patent linkage system, which is originated in
the United States, it has not only boosted the development
of innovative drugs but also greatly promoted the develop-
ment of generic drugs. Currently in China, generic compa-
nies are in the dominant position in the pharmaceutical in-
dustry. The incorporation of the relevant contents of the pat-
ent linkage system in the patent law to improve the con-
struction of related systems is conducive to enhancing the
innovative capabilities of both generic and innovative com-
panies, thereby strengthening the protection of drug pat-
ents and stimulating the development of the pharmaceuti-
cal industry.

As far as the anticipated effect is concerned, the incor-
poration of the relevant contents of the patent linkage sys-
tem is conducive to reducing the risk of the drug administra-
tion department as an infringing defendant, lowering the
number of lawsuits after the approved drugs enter into the
market, decreasing the impact of lawsuits and the loss suf-
fered by relevant enterprises, and beneficial for unifying the
relevant standards for pharmaceutical patent cases in the
invalidation proceedings.
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VIIl. Concerning Articles 41 and 46 of
the Patent Law, which clarify the
nature of patent invalidation cases and
empower the courts to determine the
patent validity

It is suggested that Article 41 of the China’ s Patent
Law should be added with a third paragraph, stipulating
that “after trial, the people’s court shall make a judgment to
maintain or partially maintain the patent, or remand the
case to the patent administrative department to re-make a
judgment.”

It is suggested that Article 46.2 of the China’ s Patent
Law should be amended as follows: “If the party is dissatis-
fied with the PRB’ s decision to invalidate or maintain the
patent right, it or he may file a lawsuit with the people’s court
within three months from the date of receipt of the notice,
and cite the other party in the invalidation proceedings as
the defendant, and the PRB may be cited as a third party.”

It is suggested that Article 46 of the China’ s Patent
Law should be added with a third paragraph, stipulating
that “after trial, the people’s court shall make a judgment to
declare the patent valid, partially valid, or invalid and re-
voked.”

The specific grounds for amendment are listed as fol-
lows:

According to the China’ s overall process for deepen-
ing of reform and opening up, the China’ s patent system
and judicial mechanism have undergone significant chang-
es. The establishment and operation of the IP Court of the
Supreme People’ s Court (SPC) and the local IP tribunals
are the best proof. The Chinese government approved of
the establishment of the IP Court of the SPC, which was a
major measure of the patent system to reduce the level of
dispute resolution, and also laid a solid foundation for end-
ing repeated litigation by the judicial final ruling. Therefore,
we should strive to use the optimal patent dispute resolution
mechanism to deal with the challenges brought about by in-
novative reforms and the scientific and technological revolu-
tion.

At present, the litigation procedure for patent invalida-
tion disputes in China is unscientific, and the invalidation
proceedings are so complicated that the trial of patent in-
fringement cases and that of patent invalidation cases are
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mutually affected each other. On the one hand, the nature
of the administrative litigation of patent invalidation disputes
is unscientific. In the patent invalidation cases, the confron-
tation between the invalidation requester and the respon-
dent is the one between both parties. In practice, patent in-
validation proceedings are generally treated as special pro-
cedures, and patent administrative review authorities are
not treated as litigation defendants. The PRB makes a judg-
ment by acting as the judge of disputes, which is not a uni-
lateral act of the administrative authority. The patent invali-
dation decision is obviously different from the typical admin-
istrative acts such as administrative punishment, and is al-
so different from the reexamination decision concerning
whether a patent right shall be granted. However, the litiga-
tion procedures for patent invalidation cases in China are
exactly the same as the administrative litigation proce-
dures. The PRB must appear as a defendant in every invali-
dation case, which leads to a huge waste of public resourc-
es and renders the position of the PRB awkward in litiga-
tion. If related cases cannot be settled, the people’s court
can do nothing but uphold or revoke the PRB’ s decision,
rather than directly deciding the validity of the patent, which
leads to many de facto tricky issues like repeated litigation,
redundant procedures and high cost of right safeguarding
in the link between patent reexamination procedures and
patent administrative litigation procedures, as well as civil
patent infringement lawsuits and administrative patent inval-
idation and litigation proceedings.

The reform achievements shall be ultimately implement-
ed in the form of law. In the existing patent invalidation sys-
tem, the defects in the linking process between administra-
tive review and litigation have existed for many years, and
those issues can only be solved in legislation, i.e. through
explicitly worded provisions of the patent law so as to avoid
“excessive flexibility” of law enforcement by administrative
and judicial authorities and “wrangling” therebetween as
seen in the past practice, so as to protect the legitimate
rights and interests and litigation rights of innovators and
relevant practitioners, and make sure disputes can be re-
solved fairly.

The patent invalidation proceedings are reformed in an
effort to achieve two basic objectives: one is to simplify re-
lief procedures and promote the substantive resolution of
disputes; and the other is to ensure the uniformity of law en-
forcement standards. ® On 1 January, 2019, the IP Court of
the SPC was officially unveiled to try all the second-instance
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invalidation cases and infringement cases in a centralized
manner, which will thereby realize the consistency of judg-
ments on patent validity at the highest judicial level. From
the perspective of legislative technologies, it shall be clari-
fied that the people’s court has the judicial power to modify
administrative acts or the PRB should re-make the decision
as substantively required by the judgment of the people’s
court, instead of simply stating “filing a case with the peo-
ple’s court” in the legislation. This is a consensus reached
on how to resolve the “repeated litigation” issue, i.e., Arti-
cles 41 and 46 in the Patent Law Amendment (Draft) shall
be slightly modified to clarify that the PRB may appear in
the patent invalidation lawsuit as a third party, rather than a
defendant, and judicial interpretation may be made to fur-
ther clarify the specific procedures thereof.

Of course, in the context of strengthened and strict pro-
tection of intellectual property rights, providing strength-
ened and strict protection for patent rights is not only a mat-
ter of legislation (i.e., law amendment), but also involves ju-
dicial interpretation, judicial practice, law enforcement, and
accurate understanding and application of relevant rules by
judges and law enforcers in individual cases. A good institu-
tional design is the basis for all the foregoing matters. For
the purpose of improving the patent system and implement-
ing the innovation - driven development strategy, we sug-
gest modifying relevant provisions of the Patent Law
Amendment (Draft) to truly confer strengthened and strict
protection to patent rights.

The author: Director of Beijing Intellectual Property Institute

' Reference shall be made to the Patent Law Amendment (Draft) on 23
December, 2018.

* The Civil Judgment No. Jinjingzhongzi 152/1993. The defendant did
not commit infringement directly, but manufactured and sold the key
components of the patented product without permission.

* The Civil Judgment No. Suminsanzhongzi 014/2005. The defendant
manufactured the key components of the patented product exclusively
used for producing a composition.

* The Civil Judgment No. Huerzhongminwu(zhi)chuzi 156/2005. The
defendent provided the mould exclusively used for manufacturing the
infringing product.

*> Luo Dongchuan. Modification and Improvement of Patent Invalida-
tion Proceedings. Retrieved from http://www.chinatrial.net.cn/news/

26204.html.



