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National Medical Products Administration
No. 1 Beiluyuan Zhanlan Road

Xicheng District

Beijing, People’s Republic of China
100037

China National Intellectual Property
Administration

No. 6, Xitucheng Lu

Jimengiao Haidian District

Beijing, People’s Republic of China
100088

Via Email: swzpc@nmpa.gov.cn

Re: Measures for the Implementation of Early Resolution Mechanisms for
Drug Patent Disputes (Trial) (Draft for Solicitation of Comments)

Dear National Medical Products Administration and China National Intellectual
Property Administration:

The Intellectual Property Owners Association (IPO) appreciates the
opportunity to respond to the request for comments on the Measures for the
Implementation of Early Resolution Mechanisms for Drug Patent Disputes
(Trial)(Draft for Solicitation of Comments) (“Draft Measures™) published on 11
September 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. 1IPO
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 the objectives stated in the Draft Measures to protect the
legitimate rights and interests of drug patent holders, encourage new drug research
and promote the development of high-level generic drugs, and establish an early
resolution mechanism for drug patent disputes. We note that the Draft Measures
appear to be directed to certain provisions of the recent Phase One Economic and

1501 M Street, NW, Suite 1150 ® Washington, DC 20005

T: 202-507-4500 © F: 202-507-4501 o E: info@ipo.org ® W: www.ipo.org

Directors

Eric Aaronson

Pfizer Inc.

Brett Alten

Hewlett Packard Enterprise
Ron Antush

Nokia of America Corp.
Estelle Bakun

Exxon Mobil Corp.
Scott Barker

Micron Technology, Inc.
Thomas Beall

Corning Inc

Brian Bolam

Procter & Gamble Co
Gregory Brown

Ford Global Technologies LLC
Steven Caltrider

Eli Lilly and Co.

John Cheek

Tenneco Inc.

Cara Coburn

Roche, Inc.

Johanna Corbin
AbbVie

Robert DeBerardine
Johnson & Johnson
Buckmaster de Wolf
General Electric Co.
Anthony DiBartolomeo
SAP AG

Bradley Ditty
InterDigital Holdings, Inc.
Daniel Enebo

Cargill, Incorporated
Yen Florczak

3M Innovative Properties Inc.
Louis Foreman
Enventys

Scott M. Frank

AT&T

Darryl P. Frickey

Dow Chemical Co.
Isabella Fu

Microsoft Corp.

Gary C. Ganzi

Evoqua Water
Technologies LLC
Tanuja Garde
Raytheon Co.

Henry Hadad
Bristol-Myers Squibb Co.
Bill Harmon

Uber

Heath Hoglund

Dolby Laboratories
Thomas R. Kingsbury
Bridgestone Americas
Holding Co.

Laurie Kowalsky
Koninklijke Philips N.V.
William Krovatin
Merck & Co., Inc.
Michael C. Lee
Google Inc.

William Miller
General Mills, Inc
Kelsey Milman
Caterpillar Inc..
Jeffrey Myers

Apple Inc.

Ross Oehler

Johnson Matthey
KaRan Reed

BP America, Inc.

Paik Saber

Medstronic, Inc.
Matthew Sarboraria
Oracle Corp.

Manny Schecter

IBM, Corp.

Jessica Sinnott
DuPont

Thomas Smith
GlaxoSmithKline

John Stewart
Intellectual Ventures
Management, LLC
Gillian Thackray
Thermo Fisher Scientific
Joerg Thomaier
Bayer Intellectual Property GmbH
Mark Wadrzyk
Qualcomm, Inc.

Stuart Watt

Amgen, Inc..

Ariana Woods
Capital One

General Counsel

Jeffrey Kochian

Akin Gump Strauss Haver & Feld
LLP

Executive Director
Jessica K. Landacre


mailto:swzpc@nmpa.gov.cn

INTELLECTUAL PROPERTY OWNERS ASSOCIATION
25 October 2020

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 (“Effective Mechanism for Early Resolution of Patent Disputes”). IPO views
this invitation for comments as an important and useful 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 Measures.

General Comments

IPO recognizes the efforts undertaken in the Draft Measures to seek to provide a
mechanism for early resolution of patent disputes in the pharmaceutical arena. However,
please consider the following comments to the Draft Measures to ensure patent owners are
provided a fair and effective mechanism to resolve patent disputes with generic/follow-on
companies and we suggest a number of revisions to enable the Draft Measures to provide
meaningful protection for innovators’ patent rights.

IPO notes that the Draft Measures provide different treatment (e.g., patents that could
be listed under the stay provisions) for biologics compared to chemical (small molecule,
generally with <1000 Daltons) drugs. However, Article 1.11 of the Phase One Agreement
makes no such distinction between small molecules and biologics. IPO believes there should
not be a distinction in treatment between biologics and chemicals under the Draft Measures.

There is also an increasing need to introduce regulatory data protection in China,
especially given the 12-month market exclusivity proposed in Article 11 for the first generic
company to successfully challenge patent validity and obtain market approval. 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 innovator drug, we are
concerned that the Draft Measures provide inadequate protection to innovators who expend
significant resources in developing such data and undertake risks in the path towards drug
development and approval.

Below are some additional comments for your consideration regarding the text of the
Draft Measures that could significantly impact the rights of those involved.

Articles 3 and 4

IPO recommends combining Article 3 and 4, and registering the patent information
after receiving the drug marketing approval. After the drug application is approved, some
information (such as indications) may be different from the content at the time of submission.
It is recommended that the registration platform only register the relevant patent information
of the marketed drug to reduce administrative burden and avoid inconsistencies in the
information which may cause potential uncertainty for generic drug applicants in filing a patent
declaration. We also suggest increasing the time period from 30 days to 60 days to allow more
time, particularly for foreign entities. We therefore propose the following revisions:

Article 4 [Information Management] Within 60 days from the date of
receiving marketing approval, the Marketing Authorization Holder
(“MAH™) shall reqgister the drug name, relevant patent number,
patent type, patent status, patentee, MAH, expiration date of patent
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protection, correspondence address, contact person, contact
information and other contents by itself. The MAH shall be
responsible for the authenticity, accuracy and completeness of the
patent information submitted.

During-the-drugreviewperiod Any time after marketing approval, if the
apphicant-obtains-the additional patent right_is obtained, the MAH can

register the patent information on the Chinese listed drug patent
information registration platform within 36-60 days from the date of the
announcement of the grant of the patent right, and supplement it to the
national drug review agency submit patent information. When there is a
change in the registered drug patent information, the apphicant-erthe drug
marketing authorization holder shall register the change in the Chinese
listed drug patent information registration platform within 36-60 days after
the change takes effect.

In addition, IPO recommends adding a transition period for those innovative drugs
already on the market and for which the patents satisfy the provisions at the time the Measures
are enacted, so that the patentee or the market authorization/approval holder (“MAH”) may
submit the patent information within a set period of time of the enactment of these Measures.

Articles 5 and 12

Article 5 seems to apply to chemical drugs only. For biologics, Article 12 appears to
be limited to patents covering sequence listings. 1PO recommends applying broader protection
for chemical drugs and biologics, including pharmaceutical formulations, as shown in the
following revisions to Article 5:

Article 5 [Platform Registration Patent Type] When—a A _chemical or

biologic drug registration—apphecant—submits—a—drug—marketing
adthorization—apphication—t_MAH may register a patent for active

ingredient compounds, a patent for a pharmaceutical composition or
formulation containing an active ingredient, method of manufacturing of
the active ingredient compounds and a patent for medical uses on the
China Listed Drug Patent Information Registration Platform.

Alternatively (though less preferred as this would be redundant and less concise),
Article 12 can be expanded to include patents covering active biologics, pharmaceutical
composition or formulation containing biologics, method of manufacturing the active biologics
and pharmaceutical use in addition to sequence listings, as shown below:

Article 12 [Classification Processing] Applicants—for—marketing
registration-MAH of biological products and traditional Chinese medicines

shall register and declare relevant patent information in accordance with
Articles 2, 3, 4, 5, 6, and 7 of these Measures. Biological products can be
registered for patents covering active biologics, pharmaceutical
composition or formulation containing biologics, medical uses, method of
manufacturing the active biologics and sequence structure, and Chinese
medicines can be registered for patents for traditional Chinese medicine
composition, traditional Chinese medicine extracts, and medical uses.
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Articles 6 and 7

IPO is concerned that the Draft Measures do not create an effective system for notifying
patent and other rights holders of infringing generic drug applications. Rather, the system of
Patent Information Registration Platform for Listed Drugs in China (“PIRPAD”) that the Draft
Measures would create could cause confusion and additional disputes between generic drug
applicants, patent rights holders, and NMPA.

The Phase One Agreement states in Art. 1.11(a) 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.” (emphasis added in bold). The process
proposed in the Draft Measures makes it the responsibility of the patentee to monitor the
databases. Because the triggering event will be emanating from the generic drug applicants,
please consider that the generic drug applicants should notify the MAH (and certify that the
MAMH has been notified) upon making a declaration, in addition to the publication.

IPO suggests that the following mechanisms be adopted:

e Revise Article 6 to require applicants filing Generic Drug Applications with
declarations certifying Categories Il to 1V of Article 6 to notify patentees, licensees, or
holders of the marketing approval of the referenced product of such declarations at the
time of submission to NMPA.

e Revise Article 7 such that the 45-day window would start from the receipt of the
notification of the declarations pursuant to Article 6, as shown below. The 45-day
window may be sufficient time if the patentee is provided notice by the generic drug
applicant upon filing. However, it would not be sufficient for and would prejudice a
party who have to rely on their own monitoring of the register. The time window
should be extended if innovators are required to monitor the register.

“The patentee or any interested party who have objections to the patent
declaration(s) and the declaration basis may, within 45 days from the date
when the national drug evaluation institution makes public the
application for the drug marketing approval or_from receiving the
notification of declarations from the ANDA applicators, whichever is
later, file a lawsuit before People’s court or apply to the patent
administration department under the State Council for an administrative
ruling, regarding whether the relevant technical solutions of the drug
applied for market approval fall within the protection scope of the patent
rights.”

e Provide clarification on what the effect is if the patentee does not file a lawsuit. For
example, will this preclude the patentee from patent assertion at a later date? Will the
patentee be prevented from filing a lawsuit during the pendency of the application after
the 45-day window? Will this have an effect that the approval does not fall within the
protected scope of the patent right?
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Article 8

As explained above, we recommend that Article 8 be expanded to include biologics.
IPO suggests the following revisions to provide a more fair and effective mechanism for
innovator companies to resolve patent disputes with generic/follow-on companies:

e Increase the stay period from 9 months to 24 months to allow sufficient time to resolve
patent disputes including judicial review of administrative rulings, unless the case is
resolved prior to that time. The Phase One Agreement requires in Article 1.11(b) that
China provide “adequate time and opportunity for such a patent holder to seek, prior to
the marketing of an allegedly infringing product, available remedies.” While the 9-
month window may theoretically be enough for administrative rulings by CNIPA, in
practice most of the time it is not sufficient. Moreover, this window will generally not
be enough for judicial ruling or juridical review.

e Suspend the stay period in parallel if the related judicial (infringement) and/or
administrative (invalidation) proceeding is suspended.

Articles 9 and 10

As explained above, we recommend that Articles 9 and 10 be expanded to include
biologics.

With respect to Article 10, we recommend deleting paragraph (IV). According to
paragraph (IV), the drug approval application will proceed as normal if the court or
administration ruling is not issued. However, the MAH should not be penalized for delays by
the court, and thus it is important to increase the stay period from 9 months to 24 months.

Article 11

IPO seeks clarification as to whether Article 11 is limited to challenging patents based
on validity only, or also on the basis of an applicant’s non-infringement. IPO recommends
that it should be limited to the first challenger successfully invalidating the patent at issue.

Moreover, to ensure a fair mechanism for both innovators and generic/follow-on
companies, where there is no regulatory data protection in China, IPO suggests adding a
provision that no follow-on applications shall be filed within a period of at least 4 years from
marketing approval of the innovator drug. Alternatively, IPO recommends that China
implement fair and meaningful regulatory data provisions for the same time period.

IPO thanks the National Medical Products Administration and China National Intellectual
Property Administration 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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