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Studies on Scope of Application
of Patent Linkage System

Ke Ke

Article 76 of the China’s Patent Law, which was imple-
mented on 1 June 2021, stipulates for the first time an early
resolution mechanism for drug patent disputes, which is re-
ferred to as “drug patent linkage” or “patent linkage” in
practice. In 2021, the competent authority has successively
promulgated the implementing measures and regulations in
relation to patent linkage, and launched the China’s Patent
Information Listing Platform for Marketed Drugs. This marks
the official entry of the China’s patent linkage system into
the practical operation stage after years-long calls and leg-
islative preparations. For more than two years ever since
the implementation of the patent linkage system, a number
of judicial judgments and administrative rulings in relation to
patent linkage have been published and some controver-
sies have occurred in practice.

In comparison with ordinary patent infringement judi-
cial litigation or administrative adjudication, patent linkage
should be consistent in terms of the substantive judging cri-
teria and be special in terms of the scope of application and
procedures. Judging from the published judicial judgments
and administrative rulings and discussions in the IP field
since the two-year implementation of patent linkage system,
the patent linkage system, as a new scheme, is still criti-
cized for unclear boundaries and controversial scope of ap-
plication.

This article intends to make preliminary studies and
summary about the scope of application of China’s patent
linkage system, including the scope of products and the
scope of patents which are subject to patent linkage, the
scope of patent statements that give rise to patent linkage
litigation or administrative adjudication, and the scope of tri-

als of patent linkage litigation or administrative adjudication.

1. Types of products which are
subject to patent linkage

The patent linkage as stipulated in Article 76 of the Chi-
na’s Patent Law is aimed to resolve disputes over “relevant
patent right associated with the pharmaceutical product ap-
plied for registration” “in the review and approval process
before the marketing of a pharmaceutical product”. Thus,
the products which are subject to patent linkage are phar-
maceutical products, i.e. drugs, under the review and ap-
proval for marketing.

Article 2.2 of the Drug Administration Law reads that
“drugs in this Law refer to substances used in the preven-
tion, treatment, and diagnosis of human diseases and in-
tended for the physiological regulation of the body’s func-
tions, for which indications or functions, dosage, and admin-
istration are stipulated, including traditional Chinese medi-
cines, chemical drugs and biological products.” Article
24 1 thereof stipulates that “drugs to be marketed in the ter-
ritory of the People’s Republic of China shall be subject to
approval by the drug regulatory department under the State
Council to obtain the drug approval license, except for Chi-
nese medicinal materials and prepared slices of Chinese
crude drugs which are not subject to review and approval
administration. The list of Chinese medicinal materials and
prepared slices of Chinese crude drugs subject to review
and approval shall be formulated by the drug regulatory de-
partment under the State Council jointly with the administra-
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tive department for traditional Chinese medicine under the
State Council.”

According to the above provisions, the China’s patent
linkage is applicable to chemical drugs, biological prod-
ucts, and traditional Chinese medicines that are subject to
review and approval administration. The drugs include
those used not only in disease prevention and treatment,
but also disease diagnosis. However, it should be noted
that in the light of Article 103 of the Regulations on the Su-
pervision and Administration of Medical Devices, in-vitro di-
agnostic reagents belong to medical devices, rather than
drugs as mentioned in the Pharmaceutical Administration
Law. Therefore, the in-vitro diagnostic reagents are not sub-
ject to the patent linkage system.

In addition, veterinary drugs are subject to the Regula-
tions on the Administration of Veterinary Drugs. The Ministry
of Agriculture and Rural Affairs is currently in charge of the
review and approval of veterinary drugs. The veterinary
drugs do not belong to drugs as mentioned in the Pharma-
ceutical Administration Law and therefore are not subject to
the patent linkage system.

As compared with the U. S. laws, the product types
which are subject to the patent linkage system in China are
different. According to 35 U.S. C. §271(e) (2), artificial in-
fringement applies to a human drug or veterinary drug re-
viewed and approved under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. Chapter 9) and a biological prod-
uct reviewed and approved under the Public Health Service
Act (42 U.S.C. Chapter 6A). The U.S. Food and Drug Admin-
istration has launched patent listing platforms respectively
for human drugs, veterinary drugs and biological products,
namely the Orange Book, Green Book and Purple Book. '
However, the artificial infringement by biological products is
different from that by other drugs. In the light of Section 351
(I) of the 42 U.S.C., the procedure for resolving disputes
over artificial infringement by biological products includes
the steps of: the notification of the biosimilar applicant, pat-
ent list provided by the reference product sponsor, patent
resolution negotiations, first-phase patent litigation, notice
of commercial marketing, second - phase patent litigation,
etc., which is often called the “patent dance”. This proce-
dure is a dispute resolution mechanism that is completely
different from the patent linkage system. Hence, the U.S.
patent linkage system is actually applicable to human
chemical drugs and veterinary drugs, whereas the China’s
patent linkage system is applicable to human chemical
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drugs, biological products and traditional Chinese medi-
cines, but not veterinary drugs.

Nevertheless, it should be noted that Article 12 of the
Implementing Measures for the Early Resolution Mecha-
nism for Drug Patent Disputes (Trial) (hereinafter referred to
as the Implementing Measures) that are currently in force in
China stipulates that biological products and traditional Chi-
nese medicines cannot enjoy the stay period or marketing
exclusivity for first follow-on applicants, whereas only chemi-
cal drugs can do so. Since the stay period and marketing
exclusivity for first follow-on applicants are the kernel of the
patent linkage system, it is doubtful whether the biological
products and traditional Chinese medicines can substantial-
ly benefit from the patent linkage system under the current
rules. In contrast, although the U.S. biological products are
not subject to the patent linkage procedure like chemical
drugs, they are subject to artificial infringement, and “pat-
ent dance”, another patent dispute resolution mechanism
during the review and approval stage. Furthermore, accord-
ing to Section 351(k)(7) of the 42 U.S.C., the reference prod-
uct (namely, the brand-name biological product) can enjoy
the benefits such as the 12-year exclusivity period, and ac-
cording to Section 351(k)(6) of the 42 U.S.C., the first inter-
changeable biosimilar biological product can also enjoy a
certain exclusivity period. It can be seen that the U.S. pro-
vides much stronger protection for biological products than
China. In recent years, the biopharmaceutical industry has
been booming in China, and traditional Chinese medicines
are also unique in China. If we intend to bring the innovation
incentivizing role of the patent system into full play and al-
low the patent linkage system to resolve patent disputes as
early as possible, the right holders of the biological prod-
ucts and traditional Chinese medicines must be allowed to
substantially benefit from the patent linkage system or other
early resolution mechanisms for patent disputes.

2. Types of drugs which are
subject to patent linkage

According to Articles 6 and 7 of the Implementing Mea-
sures, the submission of the patent statement is the prereq-
uisite for triggering patent linkage litigation or administrative
adjudication, and according to Articles 6 and 12 of the Im-
plementing Measures, the applicants for chemical generic
drugs, biosimilar drugs and traditional Chinese medicines
of the same name and prescription shall make the relevant
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patent statement.

According to the Requirements for Registration Classifi-
cation and Application Dossiers of Chemical Drugs and the
Guidelines for Acceptance and Review of Listed Chemical
Drugs, the generic drugs in chemical drugs include: ---
Class 3: drugs manufactured by domestic applicants by imi-
tating the brand-name drugs that have been marketed over-
seas but not yet in China; Class 4: drugs manufactured by
domestic applicants by imitating the brand-name drugs that
have been marketed in China; --- Class 5.2: generic drugs
that have been marketed overseas and are under applica-
tion for market launch in China. During the listing process of
these types of drugs, documents are required to be submit-
ted to prove that these drugs are consistent with reference
listed drugs in terms of quality and efficacy.

For Class 4 drugs, the reference listed drugs thereof
have been marketed in China, and are definitely subject to
the patent linkage system. But for Classes 3 and 5.2 drugs,
the reference listed drugs thereof have not been marketed
in China, patents in relation to the reference listed drugs are
not listed on the pharmaceutical patent listing platform, and
there are controversies over whether such reference listed
drugs are subject to the patent linkage system. Some peo-
ple think that Class 3 drug applications are not subject to
the patent linkage system except those which are actually
Class 4 drug applications but are mistakenly submitted as
Class 3 drugs. ?

In addition, for Class 1 chemical drugs (innovative
drugs which contain new compounds with clear structures
and pharmacological effects, and have clinical values),
Class 2 chemical drugs (improved new drugs which are op-
timized on the basis of the known active ingredients and
have better clinical performance before improvement) and
Class 5.1 chemical drugs (brand - name and improved
drugs which have been marketed overseas and are under
application for market launch in China), these drugs belong
to brand-name drugs, rather than generic drugs under the
current Chinese laws, and therefore are not subject to the
patent linkage system. No public controversies in this re-
gard have been seen in practice.

Reference can be made to the U.S. practice before dis-
cussing the above issues. Artificial infringement under 35 U.
S.C.§271(e)(2)(A) is directed to two types of drug applica-
tions, which are applications filed under Section 505(j) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.§355
(j)) and applications filed under Section 505(b)(2) thereof
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(21 U.S.C.§355(b)(2)). The former applications are abbrevi-
ated new drug applications (ANDAs), also called generic
drug applications in practice, and the latter applications are
new drug applications, the approval of which relied upon
the investigations and for which the applicant has not ob-
tained a right of reference or use from the person by or for
whom the investigations were conducted. They are also
called paper new drug applications (paper NDAs) in prac-
tice. The paper NDA under Section 505(b) (2) may differ
from reference listed drugs with respect to dose, dosage
form, route of administration, or, in the case of combination
products, active ingredient,® and judging from the ap-
proved drugs, paper NDAs may even be classified into
Class 1 (new molecular entities). * According to Sections
505(b)(2) and 505(c)(3) of the Federal Food, Drug, and Cos-
metic Act, the applicants of the paper NDAs are also re-
quired to submit patent certifications just like the applicants
of the ANDAs, and the paper NDAs are also subject to the
patent linkage system. It can be seen that the paper NDAs
in the U.S. practice are similar to the Class 2 improved new
drugs of the chemical drugs in China (of course, there are
dissimilarities therebetween) and subject to the U.S. patent
linkage system. It means that a great majority of studies in
China are incomplete or inaccurate as their discussions
about the U.S. patent linkage system are only confined to
the generic drugs, i.e. the ANDAs.

By way of comparison, it can be seen that the types of
drugs which are subject to the patent linkage system in the
U.S. are more than those in China. Article 76 of the China’s
Patent Law only stipulates that the patent linkage system is
aimed to resolve disputes over “relevant patent right associ-
ated with the pharmaceutical product applied for registra-
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tion” “in the review and approval process before the mar-
keting of a pharmaceutical product”, but does not require
the drug to be a generic drug. However, the Implementing
Measures limit the subjects applying for drug listing to ge-
neric drug applicants, and narrows down the scope of
drugs in comparison with that provided in the Patent Law.
From the perspective of the legislative purpose of the pat-
ent linkage system for early resolution of drug patent dis-
putes, such a limitation actually functions to postpone the
resolution of a considerable portion of disputes that would
have been resolved by means of patent linkage to a time af-
ter drug market launch, which increases the right safe-
guarding costs for brand -name companies, and the risks
for generic drug applicants. This may not be in line with the
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legislative purpose of the patent linkage system.

If the patent linkage system is aimed to resolve drug
patent disputes as much as possible prior to the launch of
drugs into the market, it is suggested that the scope of drug
types which are subject to the patent linkage system should
be expanded to cover not only Classes 3 and 5.2 chemical
drugs, but also Class 2 chemical drugs. These drugs more
or less rely on the clinical trial data of the reference listed
drugs, and it is reasonable to allow the reference listed
drugs (namely, brand-name drugs) to benefit from the pat-
ent linkage system. Furthermore, according to the Proce-
dure for Selection and Determination of Reference Listed
Drugs for Chemical Generic Drugs (No. 25/2019) released
by the China’ s National Medical Product Administration,
the reference listed drugs include non - imported brand -
name drugs, which indicates that the clinical trial data of the
brand - name drugs which have been marketed overseas
and not marketed in China can also be utilized for the mar-
ket launch of drugs in China. Therefore, allowing the appli-
cation of the patent linkage system to the Classes 3 and 5.2
drugs also sounds reasonable.

Of course, if such a change is made, the drug patent
listing and statement system also needs to be adjusted ac-
cordingly. The brand-name drugs which have been market-
ed overseas and not marketed in China cannot be listed as
Chinese patents under current practice. It is suggested to
allow the marketing authorization holders of drugs which
have been marketed overseas or the holders of Chinese
patents to list relevant patents on the drug patent informa-
tion listing platform to enable the patent statements for
these patents to be submitted and the subsequent proce-
dures to be conducted under the patent linkage system.
Meanwhile, applicants for Classes 2, 3 and 5.2 drugs
should be required to file patent statements while submit-
ting marketing applications.

Similarly, for biological products, it is suggested that
the application scope of the patent linkage system should
be expanded to improved biological products and those
which have been marketed overseas and not marketed in
China. For traditional Chinese medicines, it is suggested
that the application scope of the patent linkage system
should be expanded to improved new drugs.

3. Scope of patents which are
subject to patent linkage
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For patents that are subject to patent linkage and listed
on the China’s Patent Information Listing Platform for Mar-
keted Drugs, there are requirements in at least three as-
pects: (1) patent type, (2) correspondence between the
scope of patent protection and the drug, and (3) listing time-
line.

3.1 Patent type

Article 5 of the Implementing Measures reads that “the
marketing authorization holders of chemical medicine can
list patents claiming pharmaceutical active ingredient com-
pounds, pharmaceutical compositions containing the active
ingredient(s), and medical uses on the China’s Patent Infor-
mation Listing Platform for Marketed Drugs.” Article 12 of
the Implementing Measures reads that “for traditional Chi-
nese medicines, patents claiming Chinese medicine com-
positions, Chinese medicine extracts and medical uses can
be listed. For biological products, patents claiming the se-
quence structure of active ingredient(s) and medical uses
can be listed.” According to the Policy Interpretation of the
Implementing Measures for the Early Resolution Mecha-
nism for Drug Patent Disputes (Trial) (hereinafter referred to
as the Policy Interpretation), “specific drug patents that can
be listed in the China’s Patent Information Listing Platform
for Marketed Drugs -+ do not include patents on intermedi-
ates, metabolites, polymorphs, preparation methods, test-
ing methods, etc.”

In comparison with the U.S. practice, types of chemical
drug patents for which information must be submitted do
not include crystal form patents. According to 21 C.F.R.
§314.53(b) (1), patents for which information must be sub-
mitted consist of drug substance (active ingredient) pat-
ents, drug product (formulation and composition) patents,
and method-of-use patents, wherein polymorph patents are
definitely mentioned, and patents for which information
must not be submitted consist of process patents, patents
claiming packaging, patents claiming metabolites, and pat-
ents claiming intermediates. There is currently no official ex-
planation to why China excludes crystal form patents from
listable patents. According to the understanding of IP pro-
fessionals, it is likely because the innovation height of crys-
tal form patents can hardly be recognized and the crystal
form patents are at a high risk of being invalidated. ®

A resulting question is what kind of crystal form patents
(crystalline compound patents only, or crystalline composi-
tion patents and medical use patents) should be excluded
from the listable patents. In Meishi Biopharmaceutical Co.
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v. Shanghai Acebright Pharmaceuticals Co., Ltd., a patent
linkage dispute related to neratinib maleate tablets, the Chi-
na National Intellectual Property Administration (CNIPA)
held that claims relating to the medical use of the crystal
form belong to the “crystal form patents” that should be ex-
cluded according to the Policy Interpretation, and therefore
rejected the request for administrative adjudication as it
does not meet the requirements for acceptance. ® As inter-
preted by an informed examiner, the excluded “crystal form
patent” refers to the claimed technical solution which con-
tains the “crystal form” of a compound or is defined by an
expression that is unique to the “crystal form” of the com-
pound, and does not include the crystal claim which does
not define the “crystal form”.”

In Sichuan Guowei Pharmaceutical Co., Ltd. v. Astra-
Zeneca (Sweden) AB, a patent linkage dispute related to
dapagliflozin tablets, the Supreme People’s Court also held
a similar view. ® In the Ruling, the Supreme People’s Court
stated that from the perspective of literal interpretation,
“medical use patents” in Article 5 of the Implementing Mea-
sures shall be interpreted as medical use patents claiming
pharmaceutical active ingredient compounds and medical
use patents claiming pharmaceutical compositions contain-
ing the active ingredient(s); from the perspective of pur-
pose interpretation, the early resolution mechanism for drug
patent disputes is not the sole route to resolve drug patent
disputes and is currently in the trial stage, and the disputes
related to pharmaceutical active ingredients, which serve
as the key of drug R&D and production technologies,
should be solved with priority; and from the perspective of
historical interpretation, the competent administration au-
thority has taken into account the so-called crystal form pat-
ents when formulating the Implementing Measures and pur-
posefully excluded them from the scope of listable patents.
Therefore, compound patents that are further characterized
by the crystal structures such as lattice or other features on
the basis of the existing compounds defined by molecular
structures should not belong to “patents claiming pharma-
ceutical active ingredient compounds” as stipulated in Arti-
cle 5 of the Implementing Measures, and the medical use
claims thereof also do not belong to the medical use pat-
ents as stipulated in the Implementing Measures. Hence,
the Supreme People’s Court ruled to dismiss the plaintiff’s
action.

The author holds that under the current laws and regu-
lations, the interpretation provided in the above administra-
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tive and judicial rulings are reasonable to some extent. If the
“crystal form patents are literally interpreted as crystalline
compound patents and excluded from listing, but the crys-
talline composition patents and medical use patents are al-
lowed for listing, the above provisions will be in vain and not
consistent systematically. However, there are always contro-
versies over the innovation of crystal form patents. The his-
toric standards are inconsistent with current standards, and
substantive examination standards are different from invali-
dation standards in practice. There are also examples in the
pharmaceutical industry where drugs fail or succeed due to
crystal forms. ® If in the future, the innovation of the crystal
form patents is well recognized in practice in China, law re-
vision may be considered to incorporate the crystal form
patents into the scope of listable patents.

Similar to crystal form patents, controversies also exist
for listable patent types relating to biological products, that
is, how to interpret “patents claiming the sequence struc-
ture of active ingredient(s) and medical uses”? To be spe-
cific, do the “patents claiming the sequence structure of ac-
tive ingredient(s)” include patents claiming proteins or nu-
cleic acids defined by the sequence structure of active in-
gredient(s) only, or also include those directed to composi-
tions or constructs or microorganisms comprising proteins
or nucleic acids defined by the sequence structure of active
ingredient(s), or even related use patents? Do “medical use
patents” include all biological product medical use patents,
or patents claiming the medical use of the sequence struc-
ture of active ingredient(s) only? There have not been any
official answers to these questions yet. Nor have relevant
cases been found.

As for the former question, if reference is directly made
to the interpretation of the crystal form patents, the “patents
claiming the sequence structure of active ingredient(s)”
should be interpreted in a broad sense, including not only
patents claiming proteins or nucleic acids defined by the
sequence structure of active ingredient(s), but also compo-
sitions, constructs, and microorganism patents comprising
proteins or nucleic acids defined by the sequence structure
of active ingredient(s), as well as the use patents thereof. If
we prudently refer to the administrative and judicial rulings
instead of directly following the interpretation of the crystal
form patents and confine the function of the patent linkage
system to resolve key disputes, the “patents claiming the
sequence structure of active ingredient(s)” can also be in-
terpreted in a narrow sense in the current particular period,
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including patents claiming proteins or nucleic acids defined
by the sequence structure of active ingredient(s), but not
composition or construct or microorganism patents.

As for the latter question, if the “medical use patents”
are understood to encompass all biological product medi-
cal use patents and not limited to patents claiming the medi-
cal use of the sequence structure of active ingredient(s), it
almost makes no sense to confine listable biological prod-
uct patents to the “patents claiming the sequence structure
of active ingredient(s)” on the grounds that nearly all biolog-
ical products not defined by sequence structures can be
drafted as medical use patents. From the perspective of
system consistency, it may be more appropriate to interpret
the “medical use patents” as patents claiming the medical
use of the sequence structure of active ingredient(s). Of
course, due to policy reasons, it also sounds reasonable to
expand the scope of application of biological product pat-
ent linkage as board as possible and interpret the “medical
use patents” to be directed to the medical use of any bio-
logical product. In practice, a huge number of medical use
patents for biological products without defining any se-
qguence structure have been listed in the China’s Patent In-
formation Listing Platform for Marketed Drugs.

3.2 Correspondence between the scope of patent pro-
tection and the drug

Article 4.2 of the Implementing Measures reads that
“the patent right for medical use shall be consistent with the
indications or major functions recited in the instruction of the
drug products approved for marketing; and the scope of
protection of relevant patents shall cover the corresponding
technical solutions of the drugs approved for marketing”.

The “scope of protection of patent” shall include literal
scope and equivalent scope according to the current pat-
ent practice. For instance, Article 13 of the Several Provi-
sions of the Supreme People’s Court on the Application of
Law in Hearing Patent Disputes stipulates: “the provision
that ‘the scope of protection of the patent right for invention
or utility model shall be determined by the terms of the
claims, and the description and the appended drawings
may be used to interpret the claims’ as prescribed in Arti-
cle 59.1 of the China’s Patent Law means that the scope of
protection of the patent right shall be based on the scope
determined by all the technical features of the claims, as
well as by the features equivalent to those technical fea-
tures”. Regarding patent linkage, there may arise a ques-
tion as to whether the “scope of protection of relevant pat-
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ents” in the provision that “the scope of protection of rele-
vant patents shall cover the corresponding technical solu-
tions of the drugs approved for marketing” includes the liter-
al scope and the equivalent scope. For instance, the literal
scope of a patent claim does not cover marketed drugs, but
the equivalent scope thereof may cover marketed drugs. Is
such a patent allowed for listing? No related case has been
found yet. But from the literal meaning of the legal provision
and its original legislative intention for early resolution of
drug patent disputes, such patents should be allowed for
listing.

Here is another question. Where a patent does not cov-
er a brand-name drug neither literally nor under the doctrine
of equivalents, if a person manufactures, sells, offers to sell,
uses or imports a generic drug that is identical to the brand-
name drug for production and business purposes without
authorization, which may constitute contributory or induced
infringement of said patent, can such a patent be allowed
for listing”? Here is a case in practice. In Novartis AG v. Su-
zhou Thery Pharmaceutical Co., Ltd., a patent linkage dis-
pute related to nilotinib capsules, the patent in suit claims
the use of an active ingredient (nilotinib) in the preparation
of drugs for the treatment of diseases, wherein nilotinib and
a pharmaceutically acceptable carrier are dispersed in ap-
plesauce, and the brand-name drug in suit contains nilo-
tinib and a pharmaceutically acceptable carrier, but not ap-
plesauce. The instruction states that the medicine can be
mixed with applesauce before taking. The Beijing Intellectu-
al Property Court interpreted the claim in suit as that the pre-
pared drug includes three ingredients, namely, nilotinib, a
pharmaceutically acceptable carrier and applesauce, hold-
ing that the applesauce is not an ingredient of the brand-
name drug and therefore ruling to reject the lawsuit on the
grounds that the patent in suit does not cover the brand-
name drug in suit and should not be listed. ™

This article is not going to make any comments on the
claim construction in the above case. Based on the claim
construction of the patent in suit gave by the Beijing Intellec-
tual Property Court, the author deems that in the context of
China’s current legal provisions, the above ruling made by
the Beijing Intellectual Property Court is reasonable. The ex-
pression in China’ s relevant regulation is “whether the
scope of protection---covers:-- 7, which means only the
scope of protection of patent needs to be taken into ac-
count. Contributory infringement or induced infringement in-
volves the issues regarding infringement forms, rather than
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the scope of patent protection.

However, things may be different in this regard if refer-
ence is made to the U.S. legislation. Section 505(b)(1)(viii)
of the Federal Food, Drug, and Cosmetic Act stipulates that
“(such persons shall submit) (viii) the patent number and
expiration date of each patent for which a claim of patent in-
fringement could reasonably be asserted if a person not li-
censed by the owner of the patent engaged in the manufac-
ture, use, or sale of the drug, and that—

(I) claims the drug for which the applicant submitted
the application and is a drug substance (active ingredient)
patent or a drug product (formulation or composition) pat-
ent; or

(I1) claims a method of using such drug for which ap-
proval is sought or has been granted in the application.”

According to the above provision, patent listing is pre-
mised on that a claim of patent infringement could reason-
able be asserted and a drug or a method for using the
same is claimed. Since U.S. laws allow the protection of
medical use method patents, if the above-mentioned case
occurred in the U.S., there would be no controversy over
the ruling. But if China follows the legislation of the U.S., like
“a claim of patent infringement could reasonably be assert-
ed and a drug or a method for preparing the same is
claimed”, this may leave some room for listing of the above-
mentioned patents.

3.3 Listing time

Article 4.1 of the Implementing Measures reads that
“the marketing authorization holder shall, within 30 days af-
ter obtaining the Drug Listing Certificate, list the drug name

- relevant patent number --- In case of any change to the
relevant information, the marketing authorization holder
shall complete the updates within 30 days after such a
change takes effect.”

The question is what legal consequences may result
from listing after the expiration of the time limit? Will the rele-
vant right holder lose its right to file a lawsuit or request ad-
ministrative adjudication under the patent linkage sys-
tem? " There are currently no laws or regulations in this re-
gard.

The time limit for patent listing is also set forth in the U.
S. practice. According to 21 C.F.R.§314.53(d)(1), an appli-
cant must submit patent information before the NDA is filed,
and if a patent is issued after the NDA is filed with FDA but
before the NDA is approved, the applicant must, within 30
days of the date of issuance of the patent, submit the re-

CHINA PATENTS & TRADEMARKS NO.1, 2024

quired patent information. According to 21 C.F.R.§314.53(d)
(3), if a patent is issued after an NDA is approved, the appli-
cant must submit the required patent information within 30
days of the date of issuance of the patent. The consequenc-
es of untimely filing of patent information are also stipulated.
According to 21 C.F.R.§314.50(i)(4) and 21 C.F.R.§314.94
(a)(12)(vi)(B), if a patent on an NDA is filed after 30 days of
the date of issuance of the patent and the “paper NDA” ap-
plication under Section 505(b)(2) or the ANDA application
under Section 505(j) is submitted earlier than the submis-
sion of the patent information, the applicant is not required
to submit a patent certification; however, if the “paper
NDA” under Section 505(b)(2) or the ANDA under Section
505(j) is submitted later than the submission of the patent in-
formation, the applicant is still required to submit a patent
certification. In addition, according to 21C.F.R.§314.50(i)(6)
and 21 C.F.R.§314.94(a)(12)(viii), for untimely filed patent,
the applicant of the “paper NDA” under Section 505(b)(2)
or the ANDA under Section 505(j) can voluntarily submit a
patent certification or withdraw the patent certification. As
known from the U.S. precedents, in the case of untimely pat-
ent listing or even no patent listing at the time of filing a law-
suit, the court may still accept the lawsuit and make a judg-
ment on substantive issues. In Vanda Pharm., Inc. v. West-
Ward Pharm. Int’| Ltd., 887 F.3d 1117 (Fed. Cir. 2018), the
NDA was approved in 2009, the ANDA was submitted in
2013, the patent in suit was granted in November 2013, lat-
er than the filing date of the ANDA. The NDA holder filed a
lawsuit against the ANDA in June 2014. It was not until Janu-
ary 2015 that the patent in suit was listed in the Orange
Book. The ANDA applicant submitted a Paragraph IV certifi-
cation in May 2015. The United States Court of Appeals for
the Federal Court (CAFC) confirmed that the district court
has jurisdiction over the case and upheld the infringement
judgment made by the district court. Regarding jurisdiction,
the CAFC pointed out that “Vanda’s complaint alleged that
West-Ward infringed the ‘610 patent under 35 U.S.C. § 271
(e)(2)(A) by filing the ANDA:--Nothing more was required to
establish the district court’ s subject matter jurisdiction pur-
suant to 28 U.S.C. § 1338(a) -+ West-Ward had filed an AN-
DA and Vanda had sued it. The mere fact that West-Ward
had not submitted a Paragraph IV certification for the ‘610
patent until after Vanda filed suit does not establish that
there was not a justiciable controversy over which the court
could exercise jurisdiction.”

The author deems that untimely filed patents, in princi-
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ple, have no publicity effect on drug applications submitted
before listing and are not subject to the patent linkage (un-
less drug applicants voluntarily submit a patent certification
after patent listing and are willing to resolve disputes under
the patent linkage system); or otherwise, the time limit for
patent listing exists in name only, and generic drug appli-
cants cannot have a stable anticipation on future legal sta-
tus, which is not conducive to the operation of the patent
linkage system. In contrast, untimely filed patents have a
publicity effect on drug applications submitted after listing.
For the legislative purpose of early resolution of drug patent
disputes, applicants who submit drug applications after list-
ing should be required to submit patent statements and the
patent linkage should be applicable.

There exists a special situation in practice, that is,
where a patent is submitted for listing in due time, and a ge-
neric drug application is filed after the approval of the brand
-name drug and before the patent listing, '* shall the generic
drug applicant be required to submit a patent statement
and the patent linkage be applicable? The author holds that
under such circumstances, the generic drug applicant in-
tends to apply for the marketing of the generic drug based
on the research on the brand-name drug and willfully ap-
plies for the marketing of the generic drug after the approv-
al of the brand-name drug and before the patent listing, and
the marketing authorization holder of the brand-name drug
is not at fault. If the patent linkage does not apply under
such circumstances, it leaves a loophole in the system for
generic drug applicants, in such a way that the rights and
interests of the parties are obviously imbalanced, which
does not comply with the legislative purpose of the patent
linkage system. Therefore, the application of the patent link-
age should be allowed under such circumstances, and ge-
neric drug applicants are required to submit patent state-
ments for the listed patents.

4. Patent statement that triggers
patent linkage litigation or
administrative adjudication

According to Article 3 of the Provisions on Several Is-
sues Concerning the Application of Law in the Trial of Civil
Disputes over Drug-Related Patents Applied for Listing (No.
Fa Shi 13/2021) released by the Supreme People’s Court,
the conditions for accepting patent linkage lawsuits include
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that marketing authorization holders had made a Type 4
statement. In multiple published judgments or rulings of
cases accepted by the courts, the Type 4 statement based
on which lawsuits are filed includes Type 4.2 (generic drugs
do not fall within the scope of protection of relevant pat-
ents), ® Type 4.1 (relevant patents should be declared inval-
id), ™ or even Type 1 (no information on patents related to
brand-name drugs is presented in the China’s Patent Infor-
mation Listing Platform for Marketed Drugs) *® and Type 2
(patents related to brand-name drugs in the China’s Patent
Information Listing Platform for Marketed Drugs have termi-
nated or been declared invalid) ' made by the generic drug
applicants. Patentees deemed that the statements made by
the generic drug applicants were wrong and should be
changed to Type 4 statement. It indicates that the courts’
conditions for accepting patent linkage lawsuits are relative-
ly loose. As long as the generic drug applicants make Type
4 statement, or the patentees or interested parties deem
that the statements of the generic drug applicants are
wrong and should be changed to Type 4 statement though
Type 4 statement is not made by the generic drug appli-
cants, the courts will accept the cases at the filing stage
and conduct examination as to whether the statements are
wrong at the substantive trial stage.

According to Article 7 of the Administrative Adjudica-
tion Measures for Early Resolution Mechanism for Drug Pat-
ent Disputes released by the CNIPA, the applicant who re-
quests for administrative adjudication for a drug patent dis-
pute shall submit “the statement that the generic drug does
not fall within the scope of protection of relevant patents”,
namely, Type 4.2 statement. Literally speaking, Type 4.1
statement (relevant patents should be declared invalid)
seems to fail to trigger administration adjudication for pat-
ent linkage disputes. However, judging from the published
administrative rulings, there are also cases where the re-
quests for administrative adjudication have been filed and
accepted based on Type 4.1 statement. " Nevertheless, as
known from the published administrative adjudication docu-
ments, there are no accepted cases where the requests for
administrative adjudication were filed based on Type 1 or 2
statement. According to practical experience, the CNIPA
usually does not accept such cases at present, but only ac-
cepts the request for administrative adjudication filed where
the generic drug applicant revises Type 1 or 2 statement to
Type 4 statement.

In the U.S. practice, although, as known from the legal



72 | FEATURE ARTICLE |

provisions, only the Paragraph IV certification needs to be
notified to the patentee and triggers the patent linkage litiga-
tion, ' the condition for accepting patent linkage disputes is
not limited to the Paragraph IV certification according to
precedents. For instance, in AstraZeneca Pharmaceuticals
LP v. Apotex Corp, 669 F.3d 1370 (Fed. Cir. 2012), the
CAFC stated that “by enacting §271(e)(2), Congress thus
established a specialized new cause of action for patent in-
fringement. When patentees pursue this route, their claims
necessarily arise under an Act of Congress relating to pat-
ents. In short, ‘[o]nce Congress creates an act of infringe-
ment, jurisdiction in the district courts is proper under 28 U.
S.C. § 1338(a).” ‘- The requirements for jurisdiction in the
district courts are met once a patent owner alleges that an-
other’s filing of an ANDA infringes its patent under § 271(e)
(2), and this threshold jurisdictional determination does not
depend on the ultimate merits of the claims.”

5. Scope of trial of patent linkage
litigation or administrative adjudication

According to Article 76 of the China’s Patent Law, pat-
ent linkage litigation or administrative adjudication exam-
ines “whether the relevant technical solution falls within the
scope of protection of others’ drug patents”, which be-
longs to a special declaratory action and does not involve
any judgment on injunction or damages. In addition, as
compared with the infringement determination in ordinary in-
fringement litigation or administrative adjudication, the
scope of trial of patent linkage litigation or administrative ad-
judication also has certain characteristics.

5.1 Examination as to whether patent listing is correct

It is clearly stipulated in the U.S. law that for patent list-
ing errors, the applicant of a “paper NDA” submitted under
Section 505(b)(2) or an ANDA submitted under Section 505
(j) may assert a counterclaim to correct or delete the patent
information. "

Although there are no explicit provisions in this regard
in China’s laws and regulations, the cases cited in sections
3.1 and 3.2 herein show that the courts or administrative au-
thority may examine whether the relevant listed patents
should be listed during the substantive trial, and can rule to
dismiss the lawsuit or the request for administrative adjudi-
cation if incorrect listing is found. ® It means that in Chinese
practice, whether the patent listing by the marketing authori-
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zation holder of the brand-name drug is correct falls within
the scope of trial of patent linkage litigation or administrative
adjudication.

A related issue is whether patent listing is correct can
be examined ex officio or upon request by the party con-
cerned. In Daiichi Sankyo Company Limited v. Nanjing Hail-
ing Pharmaceutical Co., Ltd. under Yangtze River Pharma-
ceutical Group, a patent linkage dispute related to edoxa-
ban tosilate tablets, the CNIPA held that “no law requires
that whether a listed patent covers the technical solution of
the brand-name drug shall be examined ex officio in admin-
istrative adjudication procedures for drug patent disputes.
Where the generic drug applicant disputes such issue and
proves by evidence that the accuracy of patent listing is in-
deed doubtful, the collegial panel can examine this de-
fense.” ' According to the ruling, it seems that the CNIPA
holds that the correspondence between the patent and the
brand-name drug should be examined upon request, not ex
officio. The author deems that correct patent listing, includ-
ing correct status of a listed patent, the compliance of the
listed patent type with the law, correspondence between
the patent and the brand-name drug and the like, is the sub-
stantive requirement for a patent holder to file a patent link-
age lawsuit or request administrative adjudication. Incorrect
patent listing shall constitute a defense nullifying a right (re-
chtshindernde einrede), which renders the right substan-
tively nonexistent and shall be considered ex officio by the
courts or administrative authority. ® In contrast, untimely
patent listing cannot render the right substantively nonexis-
tent, and is a procedural defense available for the opposing
party and shall be examined by the courts or administrative
authority at the request of the party concerned.

5.2 Examination on whether patent statement is correct

As mentioned in the above section 4, China’ s courts
set relatively loose requirements for patent statements
made by the generic drug applicants at the filing stage, and
cases have been accepted except for Type 3 statement
(patents related to brand-name drugs are recorded in the
China’ s Patent Information Listing Platform for Marketed
Drugs, and generic drug applicants promise that the gener-
ic drug applied for will not be launched in the market until a
corresponding patent expires) that is nearly impossible to
trigger patent linkage disputes. This demonstrates that in
Chinese practice, whether patent statements are correct
may be examined during patent linkage litigation. At pres-
ent, the CNIPA has adopted more stringent standards for
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accepting patent statements, i.e., it only accepts the re-
quest for administrative adjudication filed on the basis of
Type 4 statement. Accordingly, the administrative adjudica-
tion usually does not involve the examination as to whether
a patent statement is correct.

Type 4.1 patent statement is that “relevant patents
should be declared invalid”. According to Chinese laws,
whether a patent should be declared invalid is examined in
invalidation proceedings and administrative proceedings,
and the validity of a patent should not be examined in civil
proceedings or administrative adjudication. Therefore, re-
garding Type 4.1 patent statement, there is no need to ex-
amine whether a patent should be declared invalid in patent
linkage litigation or administrative adjudication, but a judg-
ment or ruling on “whether the technical solution in relation
to a drug applied for listing falls within the scope of protec-
tion of others’ drug patents” shall be directly made. Further-
more, in Chinese practice, where a patent in suit is de-
clared invalid by the CNIPA, the court can rule to dismiss
the lawsuit and the CNIPA to dismiss the request for admin-
istrative adjudication irrespective of whether the party con-
cerned files an administrative lawsuit against the invalida-
tion decision. *

Regarding Type 1 statement (no information on patents
related to brand-name drugs is presented in the China’s
Patent Information Listing Platform for Marketed Drugs) or
Type 2 statement (patents related to brand-name drugs in
the China’s Patent Information Listing Platform for Marketed
Drugs have terminated or been declared invalid), the con-
tent thereof may be untrue and the truthiness thereof direct-
ly determines whether a patent linkage dispute exists legal-
ly, and the party who files a lawsuit will also claim that the
statement shall be changed to Type 4 statement (or other-
wise the party has no right to file a lawsuit or a request for
administrative adjudication), which must be examined by
the courts.

5.3 Determination of the accused technical solution

According to Article 76 of the China’s Patent Law, the
disputed technical solution is “the technical solution related
to the pharmaceutical product that is applied for registra-
tion”, rather than the technical solution of the commercially
available drug, and therefore will be determined only ac-
cording to the documentations used for marketing approval
in a patent linkage dispute. In the first published patent link-
age judicial case, Chugai Pharmaceutical Co., Ltd. v. Wen-
zhou Haihe Pharmaceutical Co., Ltd., the Supreme People’s

| FEATURE ARTICLE | 73

Court made the following clarification: “when judging wheth-
er the technical solution of the generic drug falls within the
scope of protection of the patent right, the declaration mate-
rial for marketing approval of the generic drug applicant
shall, in principle, be taken as the basis for comparison and
evaluation. If the technical solution actually implemented by
the generic drug applicant is inconsistent with the technical
solution applied for marketing approval, the generic drug
applicant has to take legal liability in accordance with the
relevant laws and regulations on drug supervision and man-
agement. If the patentee or an interested party deems that
the technical solution actually implemented by the generic
drug applicant constitutes infringement, he or it can file a
dispute over patent infringement separately. Therefore,
whether the technical solution actually implemented by the
generic drug applicant is identical with the declaration mate-
rial for marketing approval generally does not fall within the
scope of trial of a declaratory action on whether a technical
solution falls within the scope of protection of a patent.” *

Similarly, in the U.S. practice, in AstraZeneca Pharma-
ceuticals LP v. Apotex Corp, 669 F.3d 1370 (Fed. Cir.
2012), the CAFC decided that “regardless what may or may
not occur in the future, the infringement analysis under §271
(e)(2) is limited to whether the accused infringer’ s ANDA
seeks approval for activities that would constitute infringe-
ment of the asserted patents”.

A resulting procedural issue is who should bear the
burden of proving the accused technical solution? Since
the declaration materials for drugs applied for marketing ap-
proval are not publicly available, the patentee or interested
party has no access to the declaration materials submitted
by the generic drug applicant. Thus, the generic drug appli-
cant shall bear the burden of proof, or the declaration mate-
rials shall be retrieved by the courts or administrative au-
thority ex officio.

In this regard, according to Article 6 of the Implement-
ing Measures, if the generic drug applicant files a statement
that the generic drug does not fall within the scope of pro-
tection of a relevant patent, the basis for the statement shall
be provided, and “the basis for statement shall include the
claim chart between the technical solution of the generic
drug and the relevant claim of the relevant patent, as well
as the relevant technical materials”. Article 3 of the Provi-
sions on Several Issues Concerning the Application of Law
in the Trial of Civil Disputes over Drug-Related Patents Ap-
plied for Listing also stipulates that “the marketing approval
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applicant shall, within the time limit for filing the statement of
defense in the first instance, submit to the People’ s Court
the copy of necessary technical materials provided to the
national drug evaluation angecy for determining whether
the generic drug falls within the scope of protection of a rel-
evant patent”.

In the practice of administrative adjudication, in the se-
ries of cases concerning the patent linkage disputes related
to ruxolitinib phosphate tablets between Novartis Pharma
Switzerland AG and Nanjing Chia-Tai Tianging Pharmaceu-
tical Co., Ltd., the CNIPA decided that the technical solution
of the generic drug falls within the scope of protection of the
patent, holding that “in the administrative adjudication pro-
cedure under the early resolution mechanism for drug pat-
ent disputes, the generic drug applicant is responsible for
submitting the technical solution of the generic drug. If he
or it fails to submit the technical solution of the generic
drug within the time limit specified by the collegial panel,
he or it shall bear the legal consequences of failure to ad-
duce evidence.” ®

5.4 Scope of trial for patent infringement determination

According to the provisions of Article 76 of the China’s
Patent Law, patent linkage litigation or administrative adjudi-
cation examines “whether the technical solution related to
the pharmaceutical product that is applied for registration
falls within the protection scope of any pharmaceutical
product patent owned by others”, rather than artificial in-
fringement under 35 U.S.C. §271(e)(2) which reads “it shall
be an act of infringement to submit ---”. The two legislations
have both similarities and differences.

According to the Chinese legislation, “falling within the
scope of protection of a patent” includes falling within the lit-
eral scope and the equivalent scope of a patent. The first
published patent linkage judicial case as mentioned above
(Chugai Pharmaceutical Co., Ltd. v. Wenzhou Haihe Phar-
maceutical Co., Ltd., a patent linkage dispute) involves
equivalent infringement and limitations to equivalent in-
fringement such as the doctrine of estoppel and the dedica-
tion rule, for which the same judging criteria as those for or-
dinary infringement determination are applied. In the U.S.
practice, artificial infringement under 35 U.S.C. §271(e)(2)
also includes literal infringement and equivalent infringe-
ment. For instance, in Merck & Co., Inc. v. Mylan Pharma-
ceuticals, Inc., 190 F.3d 1335 (Fed. Cir. 1999), the court de-
nied the equivalent infringement based on the doctrine of
estoppel.
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According to the U.S. legislation, artificial infringement
under 35 U.S.C. §271(e) (2) may cover induced infringe-
ment and contributory infringement under 35 U.S.C. §271
(b) and (c). For instance, in Sanofi v. Watson Labs. Inc., 875
F.3d 636 (Fed. Cir. 2017), the CAFC addressed induced in-
fringement under 35 U.S.C. §271(b) and affirmed the dis-
trict court’ s finding of inducement. According to the Chi-
nese legislation, there is no definite answer to whether the
circumstances of falling within the scope of protection of a
patent include induced infringement and contributory in-
fringement. According to the literal interpretation, when
judging whether a technical solution falls within the scope of
protection of a patent, it is only necessary to define the
scope of protection of the patent (including the literal scope
and equivalent scope) and then determine whether the ac-
cused technical solution falls within the defined scope of
protection of the patent, whereas the infringement form is
not examined. According to the system interpretation, com-
pared with Article 65 of the China’s Patent Law stipulating
“the exploitation of a patent without the authorization of the
patentee, that is, the infringement of the patent right of the
patentee”, Article 76 thereof adopts a different expression, i.
e., “falling within the scope of protection of a patent”. Differ-
ent expressions generally should not be interpreted as the
same. So far, | have not seen any interpretation of Article 76
made by legislators, or found any relevant cases in prac-
tice. In my opinion, according to the current expression of
Article 76 of the China’ s Patent Law, “falling within the
scope of protection of a patent” should not be interpreted
as covering abetted infringement and contributory infringe-
ment. But for the sake of early resolution of drug patent dis-
putes through the patent linkage system, it seems more rea-
sonable to incorporate abetted infringement and contributo-
ry infringement into the patent linkage system, which re-
quires the revision of relevant expressions of Article 76 of
the China’s Patent Law.

5.5 Examination of reverse payment

In patent linkage litigation or administrative adjudica-
tion, the parties concerned may request to withdraw the law-
suit or request for administrative adjudication, possibly be-
cause of the settlement agreement reached between them.
A typical situation is that the brand-name drug patentee or
interested party offers certain benefits to a generic drug ap-
plicant, especially the one who may enjoy an exclusivity pe-
riod as the first follow-on applicant, in exchange for delayed
marketing of the generic drug or not challenging the pat-
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ents related to the brand-name drug, which is also called
“drug patent reverse payment” in practice. This may pro-
hibit or restrict competition, and require antitrust examina-
tion in patent linkage disputes.

In this regard, Article 17 of the Administrative Adjudica-
tion Measures for the Early Resolution Mechanism for Drug
Patent Disputes stipulates:

“Before the CNIPA makes an administrative ruling, the
requester may withdraw his request. If the requester with-
draws his request or his request is deemed to have been
withdrawn, the administrative adjudication procedure for
drug patent disputes shall be terminated.

Where the requester withdraws his request after the
conclusion of the administrative ruling has been an-
nounced, the effectiveness of the administrative ruling shall
not be affected.”

According to this provision, during the administrative
adjudication, the CNIPA usually does not examine the with-
drawal of the request for administrative adjudication, and
therefore does not examine “drug patent reverse payment”.
As seen in the issued administrative rulings, a large propor-
tion of cases were closed due to the withdrawal of the re-
quest for administrative adjudication by the requester. *

The Supreme People’ s Court does not set forth clear
provisions in this regard in the Provisions on Several Issues
Concerning the Application of Law in the Trial of Civil Dis-
putes over Drug-Related Patents Applied for Listing. How-
ever, in AstraZeneca AB v. Jiangsu Aosaikang Pharmaceuti-
cal Co., Ltd., a dispute over invention patent infringement,
the Supreme People’ s Court analyzed for the first time
whether a “drug patent reverse payment agreement” con-
stitutes a monopoly agreement under the antitrust law, hold-
ing that “the examination on the illegal monopoly that may
occur when a party concerned requests to withdraw the
lawsuit or appeals in a non-monopoly case is usually con-
fined to preliminary examination --- As for the judgment on
whether the ‘drug patent reverse payment agreement’ with
the purpose of preventing the validity of patent from being
challenged constitutes a monopoly agreement under the
antitrust law, the key is to decide whether such an agree-
ment will exclude or restrict competition in a relevant market
---The examination should focus on the likelihood of the
drug-related patent being declared invalid supposing the
generic drug applicant does not withdraw the request for in-
validation, and efforts shall be made to further analyze,
based thereon, whether and to what extent the relevant
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agreement can harm the competition in the relevant market
---In principle, if the patentee offers high compensation to
the generic drug applicant without justifiable reasons in or-
der to induce him or it to withdraw the request for invalida-
tion, it can be taken as an important factor to determine that
the patent is highly likely to be invalidated due to the re-
quest for invalidation submitted by the generic drug appli-
cant, and meanwhile it is usually necessary to predict the
examination result on the assumption that the generic drug
applicant doesn’t withdraw the request for invalidation.” #
This case involves an ordinary patent infringement dispute
after the marketing of the generic drug, rather than a patent
linkage dispute. Since the “drug patent reverse payment”
often occurs in patent linkage disputes, it is quite necessary
to hold discussions about the scope of examination of
“drug patent reverse payment” in patent linkage disputes.
Due to the subject matters of the article, no more discussion
is conducted on the specific examination criteria.

According to the opinion of the Supreme People’ s
Court in the above-mentioned case, the first thing to exam-
ine for the “drug patent reverse payment” is the likelihood
of successful patent invalidation, and then harm to competi-
tion will be examined based thereon. However, in practice,
people may have the following questions. First, does the
court have jurisdiction to examine the validity of a patent on
its own initiative? According to the Chinese laws, the validity
of a patent shall be determined by the CNIPA in the invalida-
tion decision. If the party concerned files an administrative
lawsuit, the court can examine whether the invalidation deci-
sion is legal in administrative proceedings, but the court
cannot take the initiative to declare the patent invalid in civil
proceedings. Second, how can the court examine the validi-
ty of the patent without the participation of the parties con-
cerned? Third, is the court’s finding of the validity of the pat-
ent legally binding? May the court’ s finding be in conflict
with the CNIPA’s invalidation decision?

In the U.S. practice, although the court has jurisdiction
to examine the validity of a patent in civil proceedings, the
validity of the patent is not the court’s priority in the exami-
nation on the “drug patent reverse payment”. For instance,
in FTC v. Actavis, Inc. et al., 133 S. Ct. 2223 (2013), a case
regarding “drug patent reverse payment”, the U.S. Su-
preme Court reversed the decision made by a lower court,
holding that “an antitrust action is likely to prove more feasi-
ble administratively than the Eleventh Circuit believed. The
Circuit’s holding does avoid the need to litigate the patent’s
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validity (and also, any question of infringement). But to do
so, it throws the baby out with the bath water --- It is normal-
ly not necessary to litigate patent validity to answer the anti-
trust question --- A large, unexplained reverse payment can
provide a workable surrogate for a patent’ s weakness, all
without forcing a court to conduct a detailed exploration of
the patent’s validity --- a court, by examining the size of the
payment, may well be able to assess its likely anticompeti-
tive effects along with its potential justifications without liti-
gating the validity of the patent.” According to the explana-
tion of some U.S. scholars, the core insight of Actavis is the
Actavis Inference: a large and otherwise unexplained pay-
ment, combined with delayed entry, supports a reasonable
inference of harm to consumers from lessened competition.
A trial court need not determine patent validity or infringe-
ment in order to assess the legality of the settlement. The
antitrust question depends upon the ex ante prospects in
patent litigation and not ex post litigation of the patent. Liti-
gating the patent is thus of limited probative value and not
dispositive regarding a potential antitrust violation. A subse-
quent finding of patent invalidity does not imply that there
was an antitrust violation. %

The author holds that in view of the current infringement
-validity dual track system in China and the court’ s difficul-
ties in examining patent validity on its own, the antitrust ex-
amination of the “drug patent reverse payment agreement”
should not take patent validity as the uppermost priority.

Another practical issue is that under the China’s laws,
how the court can obtain the settlement agreement in order
to examine the “drug patent reverse payment”? In practice,
the party concerned does not need to furnish the settlement
agreement when filing a request to withdraw a lawsuit. # In
the absence of definite legal provisions, it is impracticable
for the court to require the parties concerned to provide a
settlement agreement for every withdrawal request. In the U.
S. practice, the settlement agreement reached between an
NDA applicant and an ANDA applicant shall be reported to
the Assistant Attorney General for the Department of Jus-
tice’ s Antitrust Division and the Federal Trade Commission
(FTC) within ten working days from the date of execution of
the agreement, ® which renders the antitrust examination
feasible. If the issues concerning “drug patent reverse pay-
ment” occur more frequently and have a significant impact
in China in the future, it will be necessary to set forth as ap-
propriate a system for ascertaining settlement agreements
in patent linkage disputes by legislation.
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CNIPA and SAIP Extend PPH Pilot Program

The China National Intellectual Property Adminis-
tration (CNIPA) and the Saudi Authority for Intellectual
Property (SAIP) have jointly decided to extend their
Patent Prosecution Highway (PPH) pilot program for
an infinite period of time from 1 November 2023. The
established Guidance of CNIPA -SAIP PPH Request
remains controlling the pertinent requirements and
procedures governing applicants’ PPH requests.

PPH is a fast track linking patent examination du-
ties of different countries or regions, allowing patent
examination authorities to speed up patent examina-
tion by work sharing. Since the initiation of the first

PPH pilot program in November 2011, the CNIPA has
built PPH ties with patent examination authorities of
32 countries or regions.

The extension of the CNIPA-SAIP PPH pilot pro-
gram will continuously advance the two offices’ coop-
eration in patent examination, provide better services
to both Chinese and Saudi innovators and speed up
patent examination process.

Source: CNIPA



