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Mr. Shen Chunyao

Chairman, Legislative Affairs Commission, Standing Committee of the National
People’s Congress of the People’s Republic of China

No. 1, Qianmen Street W

Xicheng District

Beijing 100805

People’s Republic of China

Via Courier

Re: The Patent Law of the People’s Republic of China (Draft Revision)
(July 3, 2020)

Dear Chairman Shen:

The Intellectual Property Owners Association (IPO) appreciates the
opportunity to respond to the request for comments on The Patent Law of the
People’s Republic of China (Draft Revision) (“Draft Revision™) published on 3
July 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 appreciates that the Draft Revision appears to reflect certain provisions
of the recent Phase One Economic and Trade Agreement between the United States
of America and the People’s Republic of China (“Phase One Agreement”). Indeed,
IPO views this invitation for comments as an important and useful implementation
of the two countries’ agreement to strengthen their cooperation regarding patent
protection, as memorialized in the Phase One Agreement. We welcome the
attention given to practical concerns regarding enforcement of patent rights and
development of effective remedies for infringement of those rights. By protecting
investments in innovation, patent law encourages parties to innovate. Fair and
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efficient mechanisms for resolving disputes relating to patent rights are important parts of
any effective patent regime.

We are pleased to see in this draft expanded protection for design patents to include
partial designs and extend the patent term to fifteen years. These changes provide greater
recognition for applicants’ work and investment in industrial designs, and further harmonize
China’s laws with other major jurisdictions, such as the United States, European Union,
Japan, and South Korea.

In our below comments, IPO emphasizes the importance of providing greater clarity
and more detailed provisions regarding patent term extension and patent linkage in the Draft
Revision. We wish to draw attention to the importance of the patent law’s recognition of the
significant investments made by pharmaceutical companies during the clinical development
phase of a drug which, as a result of the patent term, can be lost during regulatory review.

Moreover, currently there is no regulatory data protection in China. Without
regulatory data protection or provisions in the patent law specifying that no follow-on
applications shall be filed within a period of at least 4 years from marketing approval of the
new drug, IPO is concerned that the Draft Revision as it stands may be inadequate to protect
innovators who expend significant resources in developing such data and undertake risks in
the path towards drug development and approval.

The Draft Revision addresses rights to service inventions and inventor remuneration.
IPO believes that strengthening inventor rights and interests, and rewarding an employer’s
investment in innovation, are important to the patent system. In that regard, IPO
recommends that the Draft Provision make clear that employers and employees can reach
their own agreements defining appropriate inventor compensation, and expressly allow for
any form of compensation (such as a lump sum or cash bonus), that an employee and
employer agree on.

In regard to statutory damages and compensation for willful infringement, we
emphasize that the objective of compensatory damages is to fully compensate the patent
owner for their financial losses. It is critical that patent laws provide the means to guide the
courts in determining an appropriate amount to make the patent owner whole. Moreover,
because compensation for willful infringement is based on the amount of compensatory
damages, it is critical, especially for purposes of discouraging future infringement, that the
amount of compensatory damages awarded fully compensate the patentee’s loss.

The Draft Revision provides, in part, a greater role for the administrative authorities
to investigate, adjudicate liability, confiscate illegal earnings, impose damages and fines,
enjoin further activities and confiscate or destroy products associated with patent
infringement. We appreciate that the increased responsibilities, as proposed, may enhance
the speed and efficiency in the resolution of such infringement matters for the benefit of the
litigants. However, we respectfully note that in promoting use of and confidence in the
administrative agencies for patent dispute resolution, as compared with the people’s court,
such promotion and confidence requires the same degree of uniformity, predictability,
transparency, oversight, and procedural protections that are provided to the litigants through
judicial review.
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We hope that our detailed comments below will be helpful during the process of
finalizing the Draft Revision, as well as inform future developments in Chinese patent law.

Article 2

IPO welcomes the amendment to Article 2 that would enable protection for partial
designs. This change will increase harmonization with other major jurisdictions, such as
the United States, European Union, Japan, and South Korea. It will enhance the incentive
for innovation in graphical user interface (GUI) design by enabling protection for GUI
designs separate from the appearance of their display devices. This is increasingly
important in the modern world, where many GUI designs are developed independently and
used across a wide variety of devices. This change will also allow applicants in all areas of
industrial design to focus protection on significant aspects of their designs to better protect
the visual impressions of their innovations.

Article 6

Article 6 addresses the rights between employers and employees regarding
ownership of the invention and rights to apply for or dispose of the patent rights as a result
of employment service inventions. We recommend that, whether or not an employment
relationship exists, and whether or not an employer entity’s materials are used, that the
parties can exercise freedom to contract to determine the rights to an invention-creation, and
where there is a contract, that contract will prevail. In the absence of such a contract, then
the first and second paragraphs of Article 6 will apply, as shown below:

An invention made in carrying out tasks of an entity or made by taking
advantage of the material and technical means of the entity is a service
invention. The right of patent application of a service invention belongs to
the entity. After the patent is granted, the entity is the patentee.

For any non-service invention, the right of patent application belongs to the
inventor or designer. After the application is approved, the inventor or
designer shall be the patentee. The entity may dispose of the right of patent
application and the patent right of a service invention in accordance with
the law, and promote the implementation and application of the relevant
invention.

For an invention-creation made-by-taking-advantage-of-the-material-and

technical-means-ef-an-entity whether or not the inventor or designer is
employed by the entity, the right of patent application and the ownership of

the patent shall be determined by agreement between the entity and the
inventor or designer, if any.

Article 15 (original Article 16)

Under paragraph 1 of Article 15, once an employer entity has been granted a patent
right, the employer entity is mandated to pay the inventor (or creator or designer) of a service
invention-creation both a reward and, once the patented invention has been exploited, a
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reasonable remuneration based on the scope of the application and the economic benefits
yielded.

We recommend that the Article 15 obligations to the inventors be considered
satisfied by compliance with the employer entity’s service invention-creation reward and
remuneration policy, or by compliance with an agreement between the employer entity and
inventor (or creator or designer).

More particularly, IPO agrees that strengthening inventor rights and interests are
important to patent systems. We are concerned, however, with potential ambiguity
regarding treatment of employer-employee contracts in the proposed amendment. We
believe that the Draft Provision requires modification to make clear that employers and
employees can reach their own agreements defining an appropriate inventor compensation
or other reward for service invention-creations, and to expressly allow for any form of
compensation that an employee and employer agree on.

The market value of an invention is often unknown until years after a patent
application is filed, and based on the many differences among industries, employees and
employers benefit from being able to freely form their own agreements defining employee
compensation. For example, many employees prefer higher guaranteed salaries and
standardized rewards for service invention-creations, as opposed to variable performance-
based compensation tied to the unpredictable commercial success of a new
technology. Similarly, employers — particularly in high-tech, pharmaceutical, and other
industries where billions in investment are spent annually in research and development —
may be able to fairly recoup their large investments while also appropriately awarding
employee contributors based on the incremental value of their service invention-creations
as agreed to by the parties.

We also note that, as presently drafted, the employer entity’s obligation to
remunerate the inventor (or creator or designer) extends to situations where the patent rights
are granted to an assignee other than the employer entity. Such conditions seem
unreasonable, as well as create a potentially significant administrative burden for the
employer entity. We believe it is unreasonable to mandate that the employer entity to which
the inventor (or creator or designer) belongs pay a reward and remuneration after the
invention has been assigned. Often the employer entity may not be receiving any economic
benefits from the assignee’s exploitation. It is also an unfair ongoing administrative burden
placed on the employer entity to have to track the exploitation of the patent by the assignee.

Accordingly, we propose the following revisions to paragraph 1 of Article 15:

The entity that is granted a patent right shall award to the inventor, e
creator or_designer of a service invention-creation a reward and, upon
exploitation of the patented invention-creation, shall pay the inventor, ef
creator or_designer a reasonable remuneration based on the extent of
spreading and application and the economic benefits obtained by the entity
yielded. The obligation to award inventors, creators or designers a reward
and upon_exploitation _a reasonable remuneration shall be considered
fulfilled by compliance with the entity’s service invention-creation award
and remuneration policy or with the service invention-creation awards
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and remuneration agreement between the entity and inventor, creator or
designer.

Under paragraph 2 of Article 15, the State encourages the employer entity that is
granted a patent right to implement property incentives, such as equity, option, and dividend,
etc., to enable inventors or designers to reasonably share the profits brought by the
invention-creation.

We recommend deleting paragraph 2 of Article 15 in view of the above-noted
revisions to paragraph 1, and in order to avoid limiting the ways in which an employer entity
may meet its incentive obligations under Article 15.

In the alternative, and to the extent not already covered under an employer entity’s
service invention-creation reward and remuneration policy or agreement, we propose to
make clear that these are optional and not mandatory mechanisms, and further recommend
the following revisions to paragraph 2 of Article 15:

Although not mandatory, tFhe State encourages the entity that is granted

a patent right to implement preperty incentives, such as equity, option, and

dividend, cash bonus, etc. te-enable-inventors-or-designers-to-reasonably
I I o | he by the | . on

Article 20

In securing and exercising one’s patent rights, Article 20 speaks to the principle of
good faith. This article further mandates that one shall not abuse these patent rights by
harming the public interest or the legitimate rights and interests of others. Article 20 also
states that abusing ones’ patent rights to exclude or restrict competition, when constituting
a monopoly, shall be treated in accordance with the Anti-Monopoly Law (“AML”) of the
People’s Republic of China.

With respect to the requirement of good faith, this concept is stipulated in Article 7
of General Provisions of the Civil Law of the People’s Republic of China, which states that
“parties to civil legal relations shall conduct civil activities under the principle of good
faith....” However, the term “good faith” is not clearly defined. Similarly, we seek further
guidance as to what constitutes “public interest,” “public harm,” and “abuse of patent rights”
under Article 20. In this regard, it is respectfully urged that these terms be clarified through
linkage to clear legal concepts. Otherwise, these terms are too vague to constitute
sufficiently clear, specific, or administrable standards to guide courts or administrative
agencies, which can create significant uncertainty and impede the legitimate use of patents.
Without further clarification, this provision raises potential conflict with Article 30 of the
Agreement on Trade-Related Aspects of Intellectual Property Rights (“TRIPS”), which
provides that the exceptions to the exclusive rights conferred by a patent should not
unreasonably conflict with a normal exploitation of the patent and unreasonably prejudice
the legitimate interests of the patent owner, taking account of the legitimate interests of third
parties.

The second paragraph of this Article confirms the applicability of the Anti-
Monopoly Law on the acts of ““abusing patent rights to exclude or restrict competition, when

Page 5



INTELLECTUAL PROPERTY OWNERS ASSOCIATION
13 August 2020

constituting a monopoly.” With the inclusion of this second paragraph referencing the AML,
we believe the additional statement “and shall not abuse patent rights to harm the public
interests or the legitimate rights and interests of others” in the first paragraph is no longer
necessary and may create further confusion, and thus we recommend deleting it. IPO
therefore proposes the following revisions:

The application for patents-and-the-exercise-of-patent-rights-shall follow
the principle of good faith-and-shal-net-abuse-patent-rights-to-harm-the
blic | he loai] ol % ¢ othors.

Abusing patent rights to exclude or restrict competition, when constituting
a monopoly, shall be treated in accordance with the Anti-monopoly Law of
the People's Republic of China.

At the same time, IPO respectfully submits that a patent is the government’s grant
of an exclusive right in exchange for the public disclosure of an invention. The right to
exclude serves as an important incentive to promote innovation, and is the basis of the patent
system. Therefore, proper use of patent rights to exclude and restrict competition does not
constitute “abusing patent rights” under the AML.

Additionally, in order for a patent owner to better understand the metes and bounds
of its patent rights, it is respectfully urged that further guidance be provided as to a patent
owner’s safe harbors under Article 55 of the AML so that a more uniform, predictable and
transparent application of Article 55 of the AML can occur when such safe harbors are being
reviewed by the administrative agencies or the people’s courts.

Article 21

IPO applauds the Legislative Affairs Commission’s efforts to enhance the
transparency of the operation of the Patent Administration Department under the State
Council (“Patent Administration Department”). However, we believe that effort can and
should go further by expressly requiring in the Patent Law that decisions by the Patent
Administration Department (e.g., on patent validity) be published. Publication of decisions
will promote the uniform application of law, build confidence in the Patent Administration
Department by professionals and the public, and promote more effective advocacy by
educating professionals on the ways in which the Patent Administration Department reaches
its decisions. IPO therefore recommends that the second paragraph of this article be revised
as shown below:

The Patent Administration Department Under the State Council shall
strengthen the establishment of the public service system of patent
information, regularly publish its_decisions _and patent gazettes and
completely, accurately and timely announce the patent information to
provide the basic data of patent information and promote the patent
information spreading and utilization.
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Article 22

Avrticle 22 addresses, among other issues, what constitutes “existing art” (or prior
art). While this article is not being proposed for amendment, we recommend that the
language be clarified so that art known to the public “domestically or abroad” would
constitute existing art for purposes of determining patentability.

For the purposes of this Law, existing art means the art known to the public
domestically or and abroad before the date of application.

Article 42

With respect to design patent protection in the first paragraph of Article 42, IPO
commends the amendment to Article 42 that extends the term of a design patent to fifteen
years from the date of application. This change provides greater recognition for applicants’
work and investments in industrial designs, and in will bring the term into closer alignment
with the periods of protection offered in other major jurisdictions, such as the United States,
European Union, Japan, and South Korea.

With respect to patent term adjustment (“PTA”) provided in the second paragraph
of Article 42, we believe that the Draft Revision should clarify that CNIPA or another
designated department will receive and administer requests for PTA. In addition, we seek
more detailed guidance on the calculation method for PTA, and particularly would like
clarification on the determination of “unreasonable delays.”

With respect to patent term extension (“PTE”) provided in the third paragraph of
Avrticle 42, IPO recommends that the Draft Revision should clarify that the National Medical
Products Administration (“NMPA”) is responsible for assisting CNIPA in determining
patent term extensions. Specifically, NMPA should be tasked with determining the time
used for drug approval, including both the length of clinical trials and evaluation, and the
length of the marketing application review.

The Draft Revision appears to leave it to the discretion of the Patent Administrative
Department of the State Council (i.e., CNIPA) whether to grant PTE. IPO recommends that
Draft Revision should clarify that each PTE request will be granted upon request in
accordance with a specific and transparent PTE calculation formula, consistent with the
requirements of the Phase One Agreement.

The Draft Revision provides that “invention patents of new drugs” may be extended
by the State Council. In accordance with China’s commitments under the Phase One
Agreement, we interpret “invention patents” to include patents that cover the drug, an
approved method of using the drug, or a method of making the drug—and “new drug” to
include all new small molecule drugs and biologics that are supported by full safety and
efficacy data and have not yet been approved in China, regardless of its approval status
abroad. Therefore, we urge that the Drat Provision explicitly confirm the scope of patents
and products for which PTE is available.

To that end, we recommend the following:
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The State Council may shall make-a-decision-te extend the duration of

invention patents ef-innovative-pharmaceuticals- which-have been-approved
for-marketing-ir-China; covering a new pharmaceutical product approved
for_marketing in_China, its approved method of use, or a method of

making the product to make up the time used for drug clinical development
and approval, and the extension period shall not exceed five years and the
net effective duration of such innovative—pharmacedticals new
pharmaceutical product which have market launches shall not exceed
fourteen years

We further request clarification to the scope of patent term extensions, i.e., whether
the extension will be available for the first marketing approval of a given product, an active
ingredient, or an active moiety. More specificity regarding eligibility for PTE based on a
new salt of a known active ingredient, a new formulation or composition containing a known
active ingredient, or a new indication for a known active ingredient would be appreciated.

In addition, we recommend adding a transition period for those innovative drugs
already on the market and for which the invention patent satisfies the PTE provisions at the
time this Patent Law Amendment is enacted, so that the patentee may submit an application
for PTE within a set period of time (e.g., three months) of the enactment of the Patent Law.

Article 48

Article 48 within Chapter 6 (“Special License for the Exploitation of Patent”) states
that the “Patent Administration Department under the State Council and the Administrative
Authority for Patent Affairs under the local people’s government shall, together with the
relevant departments at the same level, take measures to strengthen the public service for
patent and promote the implementation and application of patent”. It is respectfully urged
that special care be taken under Chapter 6 to limit those instances where such measures are
taken through the imposition of a compulsory license so as to not lessen the incentives
accorded to inventors, creators, and designers who are investing time and effort toward the
advancement of the sciences and technology for the benefit of society.

Article 58

In reviewing Article 58, we note that reference is made to a subparagraph 2 of Article
48. Article 58 also addresses the compulsory license granted in accordance with the
provisions of Subparagraph 2 of Article 48 or Article 50. As amended, there is no
subparagraph 2 of Article 48. Also, Article 50 is directed to an open license and not a
compulsory license. We suggest appropriate amendments be made to Article 58 to correct
the foregoing.

Article 59

Avrticle 59 addresses an application for a compulsory license in accordance with
subparagraph 1 of Article 48 or Article 51. There is only one paragraph within Article
48. Also, Article 51 is directed to an open license and not a compulsory license. We suggest
that appropriate amendments be made to Article 59 to correct the foregoing.
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Article 66

The first paragraph of this Article is directed to reversal of the burden of proof in
cases relating to a patented process for making a new product, where the defendant shall
produce evidence showing that its process is different from the patented process. We
recommend clarification that such a showing by the defendant is to be provided to the
people’s court or the administrative authority adjudicating the patent matter. Moreover,
where the defendant’s evidence includes trade secrets, the court or the administrative entity
should take appropriate confidentiality measures to protect against public disclosure. Thus,
we recommend the following revision to the first paragraph:

Where any infringement dispute relates to a patent for invention for a
process for the manufacture of a new product, any entity or individual
manufacturing the identical product shall furnish proof to_the people’s
court or the administrative authority for patent affairs to show that the
process used in the manufacture of its or his product is different from the
patented process._Where the defendant’s evidence includes trade secrets,
the people’s court or administrative authority for patent affairs should
provide appropriate confidentiality measures to protect the information
from public disclosure.

The second paragraph of Article 66 addresses utility model patents and design
patents, which are granted without substantive examination. Compared to invention patents,
there is relatively more uncertainty about the validity of utility model patents and design
patents. In this regard, there is not a presumption of validity (as afforded to invention
patents), and the holder of a utility model or design patent should make a preliminary
showing based on the patent evaluation report provided by the Patent Administration
Department. Therefore, it is respectfully submitted that the people’s court or the
administrative authority shall require the party asserting the patent right based on a utility
model patent or design patent to furnish an evaluation report made by the Patent
Administration Department. IPO therefore proposes the following revision to the second
paragraph:

Where the dispute of patent infringement relates to a patent for utility model
or design, the people's court or the administrative authority for patent
affairs may-ask-shall require thepatentee—or-interested-part-the party
asserting the patent right to furnish an evaluation report of the patent right
made by the Patent Administration Department under the State Council
after conducting search, analysis and evaluation of the relevant utility
model or design as an evidence for trial and handling of the patent
infringement disputes. The patenteeaccused infringer or other interested

party er—accused—infringer—may also proactively submit the evaluation
report of the patent right.

Article 69

Article 69 of the Draft Revision expands the investigative authority of patent
administration and enforcement departments to include patent infringement cases beyond
patent passing-off cases. Unlike patent passing-off cases, where the investigation typically
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only involves the verification of patent ownership, patent infringement cases often involve
confidential technical and commercial information. We are concerned that giving patent
administration and enforcement departments broad authority to inspect the sites where the
alleged infringement act takes place and to review and copy relevant documents, without
providing appropriate safeguards for the protection of such confidential information, might
create a significant risk of disclosure of the confidential information. IPO respectfully
recommends that the following be added to Article 69:

Investigations by the administrative authority for patent affairs and the
administrative authority for patent enforcement should be conducted so as
to ensure that the confidentiality of technical and commercial information
is maintained.

Article 70

Article 70 addresses the handling of patent infringement disputes by the Patent
Administration Department under the State Council and the administrative department for
patent affairs under the local people’s government.

Under the first paragraph of Article 70, the Patent Administration Department may
handle patent infringement disputes that are of “nationwide significance”. We respectfully
request further guidance as to how nationwide significance is to be construed.

It is also respectfully submitted that enforcement of any judgment imposed by these
departments should await the outcome of the appeal process, including before the
judiciary. We believe that an amendment is necessary to ensure that administrative
enforcement is subject to judicial review. Accordingly, it is recommended that the following
paragraph be added to Article 70:

The patent administration department under the State Council and the
administrative department for patent affairs under the local people’s government
shall suspend and otherwise not enforce any judgment until and unless the appeal
process, including before the judiciary, has been exhausted by the parties.

Article 71

The amendments to Article 71 set a ceiling of RMB 5,000,000 for statutory damages,
specify a multiplier (up to five times) to be used in computing compensation for willful
infringement, and address how to determine the amount of compensatory damages.

Compensatory Damages as a Predicate for Punitive Damages

We express concern that Article 71 (Original Article 65) does not provide for
adequate compensatory damages. Although the current amendments have raised the
statutory damages to RMB 5,000,000, such a figure can still be substantially inadequate to
compensate patent owners in many cases.

Compensatory damages are intended to provide full compensation to the patent right
holder for their financial losses and other losses due to the act of infringement. If
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compensatory damages are not adequate to make a patent right holder whole, a patent will
not provide the proper incentives to invent and take risks to start a business or grow an
existing business. As a consequence, the patent system will be less likely to spur growth in
commercial activity that benefits society.

Compensation for willful infringement (i.e., punitive damages) is based on the
amount of compensatory damages awarded. If compensatory damages are inadequate, the
amount of punitive damages, which are awarded on a discretionary basis by the people’s
court, may also not serve the purpose for which they are imposed, namely, as punishment
for willful infringement. It is therefore critical, and especially for purposes of
discouraging future infringement, that the compensatory damages (i.e., not taking into
account the punitive damages) fully compensate the plaintiff for damages incurred arising
from the infringement.

Compensation for Willful Infringement (Punitive Damages)

Avrticle 71 has been amended so as to recite that for willful infringement and where
the circumstance is serious, the amount of compensation may be between one and five times
the amount of compensatory damages.

As mentioned above, a patent right holder needs to be awarded compensatory
damages that fully compensate for losses due to the infringing act. Where there is full
compensatory relief, however, IPO’s position is that punitive damages intended to punish
the infringer for willful infringement should not be more than three times the compensatory
damages, which is consistent with the standard in many other jurisdictions. Therefore, we
recommend the following revision:

For willful infringement and where the circumstance is serious, the amount
of compensation may be determined at an amount between one and five
three times the amount assessed in accordance with the above-mentioned
method.

Determining Willful Infringement

The term “willful infringement” is not defined in Article 71. As for determination
of whether “the circumstance is serious.” we note that the Supreme People’s Court issued a
draft Opinions of the Supreme People’s Court on Strengthening Punishment Intensity of
Acts Infringing Intellectual Property Rights (“Opinions,” published on 15 June 2020 for
comment) proposing to define in Article 15 elements where “the circumstance is serious”

regarding infringement. We look forward to receiving further guidance in the final Opinions.

At a minimum, we believe where a defendant acts in bad faith in infringing a patent,
such a situation constitutes “willful infringement and where the circumstance is serious” to
warrant the increase in damages under Article 71. It has been our experience that more
detailed guidance on “willful infringement” will be useful for courts and administrative
agencies to determine whether an act of infringement is “willful.” To this end, reference is
made to IPO’s letter of 2 February 2019 to the previous draft of the Patent Amendment, and
we recommend that, either in Article 71 of the Patent Laws or in subsequent regulations or
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interpretations, the following factors be enumerated for the court’s consideration in
determining willful infringement:

1. Whether the defendant acted in bad faith in its infringing activity;

2. Whether defendant acted consistently with the standards of behavior
for its industry;

3. Whether defendant intentionally copied a product of plaintiff that is

covered by the patent;

Whether defendant reasonably believed it did not infringe;

Whether defendant reasonably believed that the patent was invalid;

Whether defendant made a good-faith effort to avoid infringing the

patent by, for example, attempting to design around the patent;

Whether defendant tried to cover up its infringement; and

8. Whether defendant reasonably relied on an opinion of counsel that its
actions did not infringe the patent or the patent was invalid or
unenforceable.

ISR A

~

Accounting Books and Materials Relating to Infringement

Because of the importance of adequate compensatory relief, steps must be taken to
ensure that “accounting books and materials relating to infringement” are made available
by the infringer, and that guidance is provided as to the types of evidence the courts may
consider in determining compensatory damages.

To that end, we recommend that two discretionary instances of the term “may” in
Article 71 be amended to recite a mandatory “shall.” Specifically, we recommend that the
current language be amended as follows:

...the people's court may shall order the infringer to provide the accounting
books and materials relating to the infringement.

...the people's court may shall determine the amount of compensation by
reference to the claims of the right holder and the evidence as submitted...

The above two suggested changes reflect the fact that in order to determine how to
compensate a patent owner for infringement, it is often necessary to determine the profits
and sales of the infringer. Such an inquiry should not be discretionary, and making the
inquiry mandatory would ensure consistency in application among courts.

Furthermore, we suggest that, either in Article 71 of the Patent Law or in subsequent
regulations or interpretations, examples be provided of the types of evidence constituting
*accounting books and materials relating to infringement” that the defendant must provide.
Specifically, a list of examples may be enumerated such as: sales volumes, profit statements,
retail sales, profits made from sales, and other such evidence.

We also recommend setting forth examples of other evidence (e.g., submitted by the
patent owner) from which courts may determine the amount of compensation when “the
infringer fails to provide or provides false accounting books or materials” as set forth in
Article 71. Specifically, such examples may include information such as:
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Public statements of the infringer about sales or commercial activity,
Pricing of the infringer’s products in stores or other venues,

Market surveys,

Statements in regulatory submissions to government agencies,

Information made public through Initial Public Offerings (IPOs),

Receipts from Customers,

Retail sales information from third parties, and

Other such information probative of the size and scope of the infringing
activity.

Article 75

Avrticle 75 as amended includes additional provisions relating to patent linkage. As
a preliminary comment, IPO believes that patent linkage should be a separate and
independent Article instead of being listed under Article 75 which is directed to patent
infringement exemptions.

We recommend that, as with Article 42, the proposed patent linkage provisions be
clarified so as to apply to both small molecule and biological drug products, and that further
specificity be added as to the kinds of pharmaceutical drug patents that can be included in
the Approved Drugs Patent Registration Platform.

We further propose that applicants filing Abbreviated New Drug Applications
(ANDASs) be required to notify patentees, licensees, or holders of the marketing approval of
the referenced product and/or provide certifications or statements related to infringement,
and that there should be a provision allowing up to at least 45 days from the date when the
patentee (or another stakeholder) is notified to institute a litigation and/or administrative
action (instead of 30 days after the NMPA announces the submission of a marketing
authorization application made by a generic drug applicant).

In addition, this article should also explicitly clarify that NMPA may not approve a
pending marketing application that is the subject of a patent dispute resolution proceeding
for the first 24 months of the judicial or administrative proceeding. As drafted, it is unclear
whether suspension of regulatory review and approval process of the generic drug will
automatically apply while the patent litigation or administrative action is pending.
Furthermore, the draft is silent on whether the NMPA has discretion to grant the marketing
authorization approval to the generic applicant if the patent challenge case has been pending
for more than 9 months.

As mentioned earlier, currently there is no regulatory data protection in China.
Without regulatory data protection in the laws specifying that no follow-on applications
shall be filed within a period of at least 4 years from marketing approval of the new drug,
IPO is concerned that the Draft Revision may be inadequate to protect innovators who
expend significant resources in developing such data and undertake risks in the path towards
drug development and approval.
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We thank the Legislative Affairs Commission for its attention to IPO’s comments submitted
herein, and we welcome further dialogue and opportunity to provide additional comments.

We have enclosed this letter as translated herewith.

Sincerely,

J.

Daniel J. Staudt
President

Attachment



