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13 December 2020

Hu Shihao, Chief Judge

Civil Adjudication Tribunal No. 3 (IPR Division)

The Supreme People’s Court of the People’s Republic of China
27 Dongjiaomin Alley

Dongcheng District

Beijing 100745

P.R.China

Via Email: patentlink@163.com

Re: The Supreme People’s Court Provisions on Several Issues Concerning
the Application of Law in the Trial of Patent Civil Cases Involving Drug
Marketing Review and Approval (Draft for Solicitation of Comments)

Dear Chief Judge Hu:

The Intellectual Property Owners Association (IPO) appreciates the
opportunity to respond to the request for comments on the Provisions on Several
Issues Concerning the Application of Law in the Trial of Patent Civil Cases
Involving Drug Marketing Review and Approval (Draft for Solicitation of
Comments) (“Draft Provisions”) published on 29 October 2020.

IPO is an international trade association representing companies and
individuals in all industries and fields of technology who own, or are interested
in, intellectual property rights. IPO’s membership includes 175 companies and
close to 12,000 individuals who are involved in the association either through
their companies or as inventor, author, law firm, or attorney members. IPO
membership spans over 30 countries.

IPO advocates for effective and affordable IP ownership rights and offers
a wide array of services, including supporting member interests relating to
legislative and international issues; analyzing current IP issues; providing
information and educational services; and disseminating information to the public
on the importance of IP rights.

IPO commends the Supreme People’s Court for its efforts in promoting
innovation. We are glad to see that the courts, the National Medical Products
Administration (“NMPA”), and the China National Intellectual Property
Administration (“CNIPA”) are all working on establishing the new patent linkage
system in China. We note that the Draft Provisions appear to be directed to certain
provisions of the Phase One Economic and Trade Agreement between the United
States of America and the People’s Republic of China (“Phase One Agreement”)
relating to mechanisms for early resolution of patent disputes, such as Article 1.11
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(“Effective Mechanism for Early Resolution of Patent Disputes™). IPO views this invitation
for comments as an important and useful aspect of implementation of the two countries’
agreement to strengthen their cooperation regarding intellectual property protection, as
memorialized in the Phase One Agreement. We hope that our comments below will be helpful
during the process of finalizing the Draft Provisions.

General Comments

As the patent linkage provisions are new for China, it is hoped that the Draft Provisions
will provide guidance on how the system will be implemented fairly and effectively in practice.
A fair and effective linkage system for China will not only need to balance the interests of
generics and innovators, but also will need consistency between the courts and the range of
concerned administrative agencies. Synchronous reforms to the relevant laws and regulations
are necessary to enable stakeholders to consider the proposed scheme fully and holistically.
Furthermore, rules and judicial interpretations such as the Draft Provisions should be
harmonized with higher level laws and regulations. As detailed below, IPO would like to
obtain clarifications and encourage consistency within and across the Draft Provisions and with
the recently enacted Fourth Amendment to the Patent Law and NMPA/CNIPA’s Draft
Measures for the Implementation of Early Resolution Mechanisms for Drug Patent Disputes
(“Draft Measures™) published on 11 September 2020.

First, IPO notes the absence of a time limit for the court to issue a decision in the Draft
Provisions. The current version of the NMPA/CNIPA’s Draft Measures has a 9-month time
limit for litigation to conclude, which the Draft Provisions do not. Failure to conclude the
litigation within 9 months allows the NMPA to end the moratorium on approval. Asthe NMPA
does not suspend evaluation during the moratorium, it is possible that the NMPA could issue
marketing approval before the litigation concludes. The NMPA will not revoke marketing
approval even if the Beijing IP Court rules against the generic manufacturer, rendering the
patent linkage litigation moot.

IPO would also like to get clarification on the types of actions that can be pursued under
Article 76 of the Patent Law. Several articles in the Draft Provisions seem to suggest that the
action established under Article 76 of the Patent Law to resolve a patent dispute before a
potentially infringing product enters the market may be distinct from a traditional infringement
action. It is unclear whether parties can pursue an infringement or declaration of non-
infringement action in court or before CNIPA, and an invalidity action before CNIPA, or
something else (a new quasi-infringement action and quasi-non-infringement action), which
can be brought either in court or before CNIPA. It is critical to provide clear guidance about
how patent disputes can be resolved early, and in which venues, to ensure an effective early
patent dispute resolution framework.

Finally, there are also two areas we are hoping that the SPC can pay special attention
to in its effort of coordinating with other government agencies to build a fair and effective
linkage system:

1. Article 76 of the Patent Law is directed to drug marketing applications. With the
current and foreseeable technology advancement, drugs are no longer limited to
small molecule chemical compounds. Effective medicines that are disease-curing
and life-saving can include biologics as well. Besides chemical compositions,
pharmaceutical composition or formulation, method of manufacturing of the active
ingredient, or specific medical use may also play an important role. Therefore, the
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patents underlying these drugs, which typically are the results of significant
research and development work, may not be limited to chemical compositions
either. Accordingly, any judicial interpretation of Article 76 of the Patent Law
should reflect such a broad coverage of drugs, regardless of how “drugs” may be
defined by other government agencies.

2. The courts should allow relevant parties reasonable time to gather evidence. The
Phase One Agreement in Art. 1.11(a) sets out that China shall provide “a system to
provide notice to a patent holder, licensee, or holder of marketing approval, that
such other person is seeking to market that product during the term of an applicable
patent claiming the approved product or its approved method of use.” However,
the process proposed in the current version of the NMPA/CNIPA’s Draft Measures
does not require a generic drug applicant to notify the Marketing Authorization
Holder when it makes a patent statement in its generic drug application. Rather,
the patentee or interested party opposing such a patent statement is given a 45-day
window from the date when NMPA makes the generic drug application public to
bring an action. Without notification, the patentee or interested party may have
very limited time to prepare for a litigation by the end of the 45-day window.
Accordingly, the courts should take the notification factor into account when
considering the sufficiency of the initial evidence.

Articles 2, 4, and 18

IPO is concerned about the narrow interpretation in Article 2 of the Draft Provisions of
“patents” in Article 76 of the Patent Law. Because this interpretation is directly based on
patents registered in the Patent Information Registration Platform for Listed Drugs in China
(“PIRPAD”), it relies solely on the appropriate definition and establishment of PIRPAD.

As explained above in General Comments, “drugs” as well as “patents” in Article 76
of the Patent Law should be interpreted broadly in order to reflect the current state of the art in
the pharmaceutical industry. While we would like to see a broad definition be clearly provided
by NMPA, the current version of the NMPA/CNIPA’s Draft Measures is unreasonably narrow
in terms of what type of patents can be registered in PIRPAD. IPO previously submitted
comments to NMPA/CNIPA regarding broadening the types of patents for registration.
However, in the case that PIRPAD does not cover all of the relevant patents, we would like to
see a proper judicial interpretation of the term “patents” to reflect the legislative intent of broad
coverage.

Specifically, we have noted that, in the previous version of the draft Patent Law,
Amended Patent Law (Draft for Second Review) (published by the National People’s Congress
on 3 July 2020), Article 75 was amended to include a paragraph relating to patent linkage. In
that version, the patents based on which action can be brought were limited to those registered
in PIRPAD. In the current Patent Law, as amended on 17 October 2020, however, that
limitation was eliminated. Article 76 of the Patent Law refers to “patent rights relevant to drug
application,” but does not mention PIRPAD at all. As such, it is clearly the legislative intent
not to limit the patents in Article 76 to those registered in PIRPAD. Accordingly, the courts
should not make such a limitation either.
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IPO suggests that Article 2 be revised to clarify that the term “drug” include both
chemical and biological products, and define a “patents right relevant to drug application” as
a patent that relates to an approved product (chemical or biological) that claims the approved
product’s active ingredient, pharmaceutical composition or formulation, method of
manufacturing of the active ingredient, or approved medical use.

We also suggest that Article 4 be deleted, and Article 18 be revised to apply to the cases
involving patents that are registered in PIRPAD.

Article 3

As explained above in General Comments, the courts should allow relevant parties
reasonable time to prepare for litigation, especially in the absence of notification. Article 3 of
the Draft Provisions requires preliminary evidence regarding whether the technical solution of
drug applied for registration falls within the protection scope of the relevant patent right to be
submitted at the time of filing a lawsuit. IPO suggests adding language to Article 3 to clarify
that the court should take into consideration when the relevant party received notification about
the generic drug application filing in evaluating the sufficiency of the preliminary evidence.

Article 7

For clarification purposes, we suggest deleting “generally” in the last phrase “the
people’s court generally shall not support.”

Article 8

The second part of Article 8 of the Draft Provisions provides that the people’s court
may confirm, at the request of the applicant for drug marketing authorization, that the technical
solution relevant to the drug for which registration is sought does not fall within the protective
scope of the relevant patent right, when the patent is found to be invalid by the State Council’s
patent administration department or the first-instance administrative judgement. It is unclear
on what basis the court would determine whether the technical solution falls within the
protective scope of the patent right. IPO suggests deleting this part of Article 3 or clarifying
the legal basis.

Article 9

The first paragraph of Article 9 of the Draft Provisions provides, among other things,
that the people’s court may confirm, at the request of the applicant for drug marketing
authorization, that the technical solution relevant to the drug applied for registration does not
fall within the protective scope of the relevant patent right, when an applicant asserts that there
exists a statutory circumstance that it is not considered as patent infringement. We believe that
the statutory circumstances that are not considered as patent infringement should fall under the
circumstances stipulated in Article 75 of the Patent Law. As this Draft Provision deals with
situations involving the initiation of litigation in Article 76 of the Patent Law, it is neither
necessary nor appropriate to further interpret Article 75. Therefore, we suggest deleting “or
asserts that there exists a statutory circumstance that it is not considered as patent infringement”
in the first paragraph.
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The second paragraph of Article 9 deals with the situation where the generic drug
applicant asserts that the relevant patent right obviously falls under the circumstance that it
should be declared invalid. Although this paragraph does not authorize the court to make a
judgment on validity of the patent, it suggests that the court can review the validity of the patent
based on the defense of the generic drug applicant. This could subject the patent to two parallel
track invalidity proceedings, putting the patentee at an unfair disadvantage. Therefore, we
suggest deleting this paragraph.

Article 12

IPO welcomes Article 12 of the Draft Provisions, as it recognizes the possibility that
partial infringement may affect the outcome of the generic drug application. To further clarify
the purpose of making separate determinations, we suggest adding “to help the State Council’s
drug regulation department make approval decisions accordingly.”

Article 13

Article 13 of the Draft Provisions is directed to the situation in which the relevant
technical solution of the drug application submitted by the applicant to the court is obviously
inconsistent with the technical materials submitted to the drug regulation department. It refers
to Article 111 of the Civil Procedure Law, which stipulates penalties such as fines and
detention or even criminal liabilities to parties with acts such as forging or destroying important
evidence. However, Article 111 does not address how obvious inconsistency would affect the
patent litigation itself. IPO suggests revising Article 13 to include language similar to that of
Article 25 of the SPC’s Provisions on Evidence in IP Civil Litigation, which provides that the
court may presume that the opposing party's claims about the matters involving the evidence
are established when a party submits false evidence without justifiable reasons.

Article 15

Acrticle 15 of the Draft Provisions provides that the patentee or an interested party can
bring a separate patent infringement suit if an effective judgement holding that the relevant
technical solutions of the drug applied for registration fall within the protective scope of the
relevant patent right is made after the market approval. IPO points out that, in this situation,
the patent linkage system would be meaningless without providing injunctive relief to the
patentee and interested party. As such, we suggest adding the following paragraph to Article
15:

Where a patentee or an interested party applies for injunctive relief in the
patent infringement action as mentioned in the first paragraph of this Article,
and using as evidence the aforementioned effective judgment holding that
the relevant technical solutions of the drug applied for registration fall
within the protective scope of the relevant patent right, requesting that the
applicant for drug marketing authorization be prohibited from committing
or about to commit an act of manufacturing, using, offering to sell, selling
or importing for the purposes of production and business within the valid
term of the relevant patent right, the people’s court shall support the

application.
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Article 17

Article 17 of the Draft Provisions appears to be related to the good faith requirement in
Avrticle 20 of the Patent Law, which prohibits abuse of patent rights to harm the public interests
or the legitimate rights and interests of others. IPO had previously submitted comments during
various stages of drafting of the Patent Law to request clarification and guidance as to what
constitutes “abuse of patent rights.” Similarly here, IPO respectfully asks the SPC for a
definition of “abuse of patent rights” through linkage to clear legal concepts. We are greatly
concerned that, without such a definition, Article 17 may impose excessive liability on a
patentee or interested parties that exercise the right of litigation and then potentially face
unforeseeable risks.

At the very least, IPO suggests it be clarified that all claims having not been supported
cannot by itself be the basis of a legal action for compensation for the damage or litigation fees.
For example, a party could lose a litigation due to limitation in time and access to the
information needed. A negative outcome in a litigation does not alone indicate a misuse of
patent right.

Therefore, we suggest deleting “or all claims have not been supported” from Article
17. We also suggesting deleting Article 17 entirely unless a clear definition is provided for
“abuse of patent rights.”

IPO thanks the Supreme People’s Court for this opportunity to comment, and welcomes further
dialogue and opportunity to provide additional comments. IPO attaches this letter as translated
herewith.

Sincerely,

3.

Daniel J. Staudt
President

Attachment
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