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State Intellectual Property Office
6 Xitucheng Rd.
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Comments of PhRMA, EFPIA, IFPMA, INTERPAT and JPMA
on the Draft Patent Examination Guidelines
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Dear Sir or Madam:
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The Pharmaceutical Research and Manufacturers of America (PhRMA), the European
Federation of Pharmaceutical Industries and Associations (EFPIA), the International Federation
of Pharmaceutical Manufacturers and Associations (IFPMA), INTERPAT and the Japan
Pharmaceutical Manufacturers Association (JPMA) (collectively “the Associations”) are pleased
to submit these comments to the State Intellectual Property Office (“*SIPO”) on the draft Patent
Examination Guidelines (“Draft Guidelines™).
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The shared mission of the Associations is to support public policies that encourage the
discovery and development of innovative medicines for patients around the world. Many of our
member companies operate globally and have substantial research, development, and
manufacturing operations in China. We wish to continue to partner with SIPO on these and



other efforts in order to support China’s sustainable and innovation-driven pharmaceutical and
biotechnology industry development goals.

Prox LR a2 SCRF B FE Sl v e 5 1 BB IR IR IT R BT PEZ5 W0 22 Je A s O
PATVFZ R A F R E s, HAE T EIA KENRRAEF LS. BAIA B IX
SERHAR TAF B ESFRBUR G, DASCR P E R HRFEEVER . CAEET IR sl i) i 25 A0
R R F AR

We remain very grateful for these and other opportunities to comment on these critical
administrative efforts and to offer international expertise and guidance.
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l. General Comments
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The Associations would like to express support for certain provisions in the Draft
Guidelines. We are particularly encouraged to see the revisions related to data supplementation,
which encourage the development of innovative medicines. We also support other amendments
in the Draft Guidelines, including measures that can aid in protecting patent rights. We
appreciate that SIPO has taken international experience into account when drafting these
revisions, and we encourage it to do so as it further develops them.
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I1. Data Supplementation
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We applaud SIPO for the amendment to Section 3.5 to require examiners to “examine the
post-filing experimental data submitted by the applicant.” This amendment appears to be
intended to implement China’s commitment, made during the U.S.-China Joint Commission on
Commerce and Trade in December 2013, to permit patent applicants to file additional data after
the application filing date. This amendment will permit timely filing of applications but also
allow applicants to submit additional information consistent with the drug development process.
We believe it to be a critical reform to meet China’s goal of encouraging drug innovation.
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The Associations view the amendment to Section 3.5 as an important step toward
implementing a clear and consistent standard that permits biopharmaceutical manufacturers to
submit additional data to confirm that the invention is novel, useful and contains an inventive
step. The submission of supplemental data will also support and confirm statements that have
already been disclosed in the patent application. We assume that by requiring the examiner to
examine supplemental experimental data, this new provision will be implemented in such a way
that the supplemental data can be relied upon to successfully respond to an examiner’s rejection
and to expand on the disclosure provided in the patent application.
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Most importantly, this reform can encourage the development of life saving medicines in
China for which it may not be possible to provide further evidence of the demonstrated benefit
until later in the development process. Without the ability to secure patents on innovative
medicines, drug manufacturers would not have the incentives necessary to undertake the multi-
year, multi-billion dollar investment required to develop new medicines.
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The foregoing notwithstanding, we have two concerns with the data supplementation
amendment as currently proposed. First, the amendment to Section 3.5 would make the data
supplementation approach applicable only to “Sufficiency of Disclosure of Chemical Inventions.”
We believe the same approach should be taken to the examination of other patentability issues,
such as inventive step, and therefore should be incorporated into Section 6, Chapter 10 of Part 11
as well.
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Second, we are concerned that certain language in the proposed amendment may be
interpreted too narrowly by SIPO examiners, resulting in less patent incentives for new
medicines in China and thereby harming Chinese patients. Specifically, the amendment permits
data supplementation only where “the technical effect to be proved by the supplemented
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experimental data shall be one which can be derived by a person skilled in the art from the
disclosure of the patent application.” If this is interpreted so as to require the application to
already disclose or demonstrate the precise technical effect to be proven by the offered
supplemental data, the result would be that supplemental data is rarely accepted. This result can
be avoided by incorporating more detailed guidance in the Guidelines to make it explicit that the
requirements are in line with those commonly used in other countries. For example, the
European Patentability Examination Guidelines (Section 11) provide that supplemental data will
be accepted if it proves effects that “are implied by or at least related to the technical problem
initially suggested in the originally filed application.”*
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In implementing this provision, we urge SIPO to keep these considerations, goals and
benefits in mind and provide additional guidance consistent with them.
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Available at
http://documents.epo.org/projects/babylon/eponet.nsf/0/0791474853510FFFC125805A004C957
1/$File/guidelines_for_examination_part_g_en.pdf.
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1/$File/guidelines_for_examination_part_g_en.pdf.



1. Conclusion
g

The Associations are grateful for this opportunity to submit comments, and look forward
to working with SIPO not only on the Draft Guidelines but also on other legislative and
enforcement efforts that are central to the establishment of an effective framework for patenting
inventions and enforcing those patent rights. We support provisions that provide greater
certainty and protection to patent rights. Should you have any questions about these or other
comments, please reach out to Chris Moore (cmoore@phrma.org) or Jennifer Osika
(Josika@phrma.orq).
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Sincerely,
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