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China National Intellectual Property Administration
Department of Treaty and Law

Examination Policy Division

No. 6, Xitucheng Lu

Jimengiao Haidian District

Beijing, People’s Republic of China

100088

Via Email: tiaofasi@cnipa.gov.cn

Re: “Draft Revised Patent Examination Guidelines (Draft for Solicitation of
Comments)” (3 August 2021)

Dear China National Intellectual Property Administration:

The Intellectual Property Owners Association (IPO) appreciates the opportunity
to respond to the request for comments on the Draft Revised Patent Examination
Guidelines (Draft for Solicitation of Comments) (‘“Draft Guidelines”) published on 3
August 2021.

IPO is an international trade association representing a “big tent” of diverse
companies, law firms, service providers and individuals in all industries and fields of
technology that own, or are interested in, intellectual property (IP) rights. IPO
membership includes over 125 companies and spans over 30 countries. [PO 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’s mission is to promote high quality and enforceable intellectual property
rights and predictable legal systems for all industries and technologies. Our vision is
that this will result in the global acceleration of innovation, creativity, and investment
necessary to improve lives.

IPO recognizes the importance of the objective of the Draft Guidelines to adapt
the guidelines to the newly-amended Patent Law and Implementing Regulations, and
thereby to improve the quality of patent applications filed at the China National
Intellectual Property Administration (CNIPA). PO hopes that our comments below will
be helpful during the process of finalizing the Draft Guidelines.

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

IPO appreciates that the Draft for solicitation of comments updates the current patent
examination guidelines of the China National Intellectual Property Administration (CNIPA)
and is based on the newly-amended patent law that went into effect June 1, 2021. We
especially welcome the increased attention being directed to both partial designs and GUI
designs and hope that our comments below will be helpful during the process of finalizing
the Draft.

Part 1, Chapter 1, Section 4.3

IPO applauds the allowance of the submission of colored figures. It is noted,
however, that the submission of colored figures is only allowed “when absolutely
necessary.” PO suggests making submission of colored figures allowable generally, which
could help facilitate understanding the invention better in most cases. I[PO therefore
proposes the following amendment:

The drawings in the specification should be drawn by a drawing tool
including a computer and be drawn in black ink, the lines should be uniform, clear,
sufficiently dark, without colors and alterations, and the use of engineering
blueprints is not allowed. The drawings generally are drawn with black ink, and

color drawings could be submitted when-absolutely-neeessary to clearly describe

the relevant technical content of the patent application.

IPO also asks for clarification whether, if colored figures are submitted and allowed
by CNIPA, if CNIPA would publish these figures in color.

Part 1, Chapter 1, Section 6.2.3

Sometimes when the applicant files a request for the addition of priority claim after
the priority period expires, although the priority period has expired, the application is still
within the time limit for filing a request for the restoration of right of priority (that is, within
the time limit specified in Rule 35 of the draft revised Implementing Regulations of the
Patent Law of China). In this case, the question is whether the applicant still needs to submit
another request for the restoration of the right of priority. How to deal with the above-
mentioned situation relates to whether the two systems of the restoration of right of priority
and the addition of priority claim can be applied without causing confusion in the
application.

IPO therefore recommends adding the following paragraph to the end of Section
6.2.3:

If the filing date of the prior application on which the applicant requests
for addition or correction as the basis of priority is more than 12 months but not
more than 14 months from the filing date of this application, the applicant shall
file a request for restoration of priority within the time limit specified in Rule 35
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of the Implementing Regulations of the Patent Law, and the examiner shall
conduct examination in accordance with the provisions in Section 6.2.6.2 of this

Chapter.

Part 1, Chapter 1, Section 6.3.3

It is good that “disclosures without loss of novelty” has been expanded to include
first disclosures at academic conferences or technical conferences held by international
organizations and recognized by CNIPA. However, it is not yet clear which international
academic conferences or technical conferences are the recognized conferences, and whether
there are geographical requirements for the venue of the conference. We recommend
making further clarifications on these aspects, and also including a list of recognized
international organizations as examples.

Part 1, Chapter 1, Section 7.9

Newly-added Section 7.9 targets applications with multiple invention filings and
simple combinations of features or elements. The concern with multiple patent applications
on the same invention is already dealt with under the Patent Law in the form of double
patenting rejections. With respect to “simple combination of different invention-creation
features or elements,” that is an issue of inventive step. Legitimate inventions often arise
out of combinations or substitution of elements in existing technology. So long as the
invention meets patentability standards including inventive step, this element should not be
the sole basis for deeming an invention to be an abnormal application.

Section 7.9 also lists circumstances which do not comply with the principle of good
faith. IPO notes that inventions are often incremental and build upon prior inventions.
Therefore, it is common for specifications to contain the same subject matter taken from
earlier patents and publications. Thus, the mere act of copying or piecing together content
from other sources should not be the basis for invalidating a patent. Rather, consistent with
the other examples (fabricating, forging) which are based on intent to deceive, IPO
recommends that “plagiarizing” and “cobbling together” be replaced instead with
“plagiarizing an invention.” In addition, IPO suggests that “or other irregularities” and “and
other abnormal behaviors” be deleted as they are vague and introduce substantial
uncertainty for applicants. The Fourth Amendment to the Patent Law is the first time where
behaviors violating “good faith” form a legal basis to reject an application or invalidate a
granted patent. As this concept will likely be new to many PRC applicants, what constitutes
“other abnormal behaviors” may not be obvious to applicants. Therefore, [IPO recommends
its deletion, or in the alternative, replacement with more specific examples, e.g., making
false statements to the patent office.

In addition, Section 7.9 deems an invention to be an abnormal patent filing if it is
“obviously inconsistent with the actual research and development capabilities and resource
conditions of the applicants or inventors.” PO is concerned that the actual R&D capabilities
of an entity or inventor are difficult to ascertain, and if the applicant has the burden to prove
this capability, applicants could be required to disclose proprietary and sensitive information
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regarding their operations and future plans. The spirit of innovation includes the potential
to generate concepts and inventions outside of an organization’s traditional business and
R&D scope, which should not be used to deem an invention an abnormal patent filing.
Therefore, IPO recommends deleting this language in its entirety.

Please see IPO’s proposed changes, shown below:

Principle of good faith shall be complied with in applying for patents. In
accordance with the provisions of Rule 11 of the Patent Law, making up, forging,
and plagiarizing_an_invention;—eobbling—together or—other—irregwlarities—in the
process of applying for patents amount to behaviors contrary to Article 20.1 of the
Patent Law.

In the preliminary examination, the examiner shall, under the provisions of
Chapter 1, Section 5 of Part I of the Guidelines, examine whether or not the
behaviors in the process of applying for patents are obviously contrary to the
principle of good faith. The behaviors obviously contrary to the principle of good

fazth znclude but are not lzmzted to: ﬁ-lmg—e%at—#w—smne—ﬂme—m%eeesswely

expe#mtmtal—dafa—oﬁeeﬁmfeal—eﬂ'eets—%copyzng, szmply replaczng, or maklng up
of the przor art or other szmzlar sztuatzons—&n;d—ﬁhngﬁatem—apphea&ons—whﬁe—ﬂw

weork. The examiner shall issue an Office Action, explaining the reason and notifying
the applicant to make observations within a specified time limit. Where the applicant
fails to make any response within the specified time limit, the examiner shall issue a
Notification that Application Deemed to be Withdrawn. Where the requirements are
still not met after the applicant makes observations, the examiner shall decide
Rejection.

Please see attachments B and C for earlier comments made by IPO on this subject matter.

Part 1, Chapter 3, Section 4.2.2

Shading (shadow) lines in drawings should be permitted. This would be consistent
with international practice and would make depiction and interpretation of a design clearer,
particularly for designs with curved or concave shapes.

IPO therefore proposes the following change to the draft:

The drawings shall be made in accordance with the provisions on normal
projection, width of lines, and section mark of the state standards of technical
drawing and mechanical drawing. Solid lines of even thickness shall be used to show
the shape of the design. Such lines as shadew-tines-and-dot-dash lines shall not be
used to show the shape of a design. Two parallel double-dotted lines or natural

Page 4
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gestures can be used to show the omitted part of a long and thin product. The
indicative lines may be used to show the section place and direction, enlarged parts,
and transparent parts without unnecessary lines and marks, such as central lines,
size lines. The drawings shall show the design clearly.

Part 1, Chapter 3, Section 4.2.4(3)

Section 4.2.4 provides for the issuance of a Notification to Make Rectification or an
Office Action to address certain defects in a design application. It also provides that dotted
lines may not be used to show the product, despite the provision in Sections 4.3 and 4.4.3
that a claimed partial design or a pattern can be indicated by dotted lines. IPO also believes
that the meaning of the term “indicative line” is unclear.

For the sake of clarity, and to resolve contradiction with Section 4.4.3, IPO suggests
that Subsection (3) be amended to state that the defects mentioned in this section refer to
the following:

(3) where, in the drawings of the design, there are a-shadow-line; indicative
line; dotted-line;central line, or dimension line, or-dot-dash-line; and so on
to show the product, where such lines are impermissible in_showing the
product, and where such lines whieh-shall be deleted or amended.

Part 1, Chapter 3, Section 4.5

This section requires that the “main use” of the graphical user interface (GUI) and
the product to which it applies be indicated in the application. However, the GUI and/or the
product may have multiple uses, and limiting the claim to the main use would be unduly
narrow.

IPO therefore proposes the following change:
The name of the design of the product shall comply with provisions in Section
4.1.1. of Chapter 3 of this Part, and that a design including a graphical user

interface shall indicate the main—use-uses of the graphical user interface and the
product to which the graphical user interface is applied.

Part 1, Chapter 3., Section 4.5.3

IPO seeks clarification of how the “views of variation states shall be annotated in
accordance with the sequence of the dynamic changing process.” Is this simply an
annotation of the sequence (e.g., first frame of the variation states)? Also, for animated
designs, IPO suggests that it be clarified that the period and content between the depicted
images should not be considered part of the claimed design.

IPO welcomes the amendment to this rule to allow submission of video files to
illustrate dynamic GUIs. However, IPO suggests it should be made clear that the video file
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does not define or limit the design, but is just being provided as an example for the
examiner’s reference.

Moreover, the rule does not specify the formats that the video files must use. We
propose amending this rule to: (1) make clear that the video files are just examples, and (2)
specify the file formats for videos that can be submitted, to promote consistency and
fairness, and reduce delay and inefficiencies:

Where the patent administration department under the State Council deems
necessary, it may require the applicant for a patent for design to submit video files,
[in the following formats: I showing the changing trend of the dynamic
graphical user interface. The video file does not define or limit the design, but is
only an example for the examiner’s reference.

Part 1, Chapter 3, Section 5.2

IPO appreciates the clarification of the requirements for an application to claim
priority to an earlier application. However, a priority application typically contains more
disclosures (for example descriptive text), than simply drawings. PO proposes that all parts
of a priority application should be considered when determining a right to priority.
Otherwise, this rule would seriously impair the ability of applicants to claim priority to the
entirety of the designs in the prior application. IPO therefore proposes broadening the scope
of subject matter priority by deleting “drawings” and adding additional text as shown below:

Where a patent application for design claims priority, the subject matter of
the previous application shall be the subject matter shown in the drawings-of-the
patent application for invention or for utility model, or the subject matter of the
patent application for design, including any figures or drawings included in the
priority document (e.g., canceled figures, appendix figures, etc.), as well as any
written description.

Part 1, Chapter 3, Section 5.2.1.1

We commend CNIPA for its amendment to the Draft regarding a claim to foreign
priority. More particularly, this amendment makes clear that a claim to foreign priority shall
be based on the previous application being “a patent application for invention or for utility
or for design.”

Part 1, Chapter 3, Section 5.2.1.2

For consistency with other jurisdictions, IPO proposes that the failure to make a
priority claim be curable within a specified period of time. We propose the following
changes:

Page 6
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Where any applicant claims the right of priority, he shall make a
declaration in the request when the patent application is filed. If the applicant fails
to do so, the claim to the right of priority shall be deemed not to have been made,
unless cured while the application is pending or within [specified time period]
after the filing date.

Part 1, Chapter 3, Section 7.4

Clauses 10 and 11 of this section conflict with the allowance of partial designs
provided elsewhere in these guidelines. Clause 10 is in conflict by excluding parts of a
product that cannot be partitioned; partial designs for such parts should be not be excluded
(for example, "carving of seat backrest," "tread of automobile tire," etc.).

Clause 11 of this section limits the scope of allowable designs by excluding partial
designs that are only a pattern or combination of color and pattern that are on the surface of
a product. No reason for this change is apparent, and it contradicts the recent expansion of
scope to include partial designs.

IPO thus proposes deleting clauses (10) and (11) as shown below:

According to Article 2, clause 4 of the Patent Law of China, the following
situations are ineligible for patent protection for design:

Part 1, Chapter 3, Section 8.1

IPO seeks clarification, in view of the inclusion of “substantially identical,” that this
section is not limited to “identical” designs, but also applies to “substantially identical”
designs. IPO also seeks clarification of what the legal standard is for determining
“substantially identical.”

Part 1, Chapter 3, Section 8.2

IPO seeks clarification of the legal standard for determining whether a design
“significantly differs” from another design. Further, IPO requests clarification on whether
multiple designs can be used to assess “combination of prior design features.”

IPO also seeks clarification whether the provision excerpted below means that there
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are abnormal circumstances under which the examiner can consider multiple designs:
Under normal circumstances, the examiner can compare only one prior design
obtained by him with the design claimed by the patent application to examine

whether the design patent application is obviously not in compliance with the
provisions of Article 23.2.

Part 1, Chapter 3, Section 9

In IPO’s view, two or more partial designs of the same product should be protectable
without any qualification (e.g., related in function or design). By the very fact that the
partial designs are in the same product, they are already related, and adding qualifications
to this creates an additional, wunnecessary requirement with  unclear
applications/interpretation.

IPO therefore proposes making the change shown below:

Two or more partial designs of the same product that are not connected can

be regarded asa deszgn—yﬁthﬁwe%kﬁeﬁkmﬁﬂe&onﬂ%des%%aﬂdﬁwweaﬁe

Part 1, Chapter 3, Section 9.2

As explained in the Guidelines, products which belong to the same class and are
customarily sold or used at the same time, and the designs of which have the same concept
of design, may be filed in one application. The parts sharing the same concept of design
bring value to whole products in the set. As a result, to protect the parts sharing the same
concept of design by utilizing the partial design system according to the amendments of the
Patent Law is an ideal filing strategy for applicants. Therefore, it is suggested to allow
applicants to protect partial designs for products in a set.

We propose deleting the newly-added language “Each design in products in a set
shall be the design for the whole product, and shall not be partial design of the product.”

Part 1, Chapter 3, Section 9.4.2 and Section 10.2

As the details of designs have been already shown in the drawings or pictures of an
application regardless of whether or not they are represented in solid lines or in dashed lines,
it is reasonable and fair for applicants to protect different parts depending on their needs at
the time. Second, divisional applications regarding inventions allow an applicant to redraft
the claims by combining different features into new protectable technical solutions based
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on a parent application. Comparably, it shall allow applicants of design applications to
combine different design components shown in parent applications into new protectable
designs and file in divisional applications, as long as the combination does not add new
matter.

As to amendments when responding to an Office Action, as long as the amendment
does not add new matter and is for responding to the Office Action, it shall be accepted.
This is the general rule for patent prosecution. It is not appropriate to reject an amendment
without examining whether or not the amendment is for responding to the Office Action.

Thus, we propose deleting the whole of section 9.4.2, which severely restricts the
possibility of filing divisional applications regarding valuable designs.

And we also propose deleting the added contents in Section 10.2 of:

However, for the following amendments, even if the amendment does not go
beyond the scope of the disclosure as shown in the initial drawings or photographs,
the amendment cannot be deemed to be made in response to the defects as indicated
in the Notification, and shall not be accepted.:

(1) modifying an overall design into a partial design;

(2) modifying a partial design to an overall design;

(3) modifying a partial design for a part of the overall product to a partial design
for another part of the same overall product.

If the amended document submitted by the applicant in reply to the
Notification falls within the above unacceptable circumstances, the examiner shall
issue a notification, notify the applicant that the amendment does not comply with
provisions of Rule 57.3, request the applicant to submit the amended document in
conformity with Rule 57.3 within a specified time limit. At the same time, it should
be pointed out that if the amended document submitted by the applicant still does
not comply with the provisions of Rule 57.3 or contains contents not in conformity
with provisions of Rule 57.3, the examiner shall continue to examine the document
submitted before the amendment is made, for example, to make a decision to grant
or to reject.

Alternatively, we propose the following changes:

Howeversfor For the following amendments, evenr if an amendment does not
go beyond the scope of the disclosure as shown in the initial drawings or
photographs and if the amendment is made in response to the defects as indicated
in the Notification, the amendment shall be accepted. Otherwise if the amendment
goes beyond the scope of the disclosure as shown in the initial drawings or
photographs or if the amendment is not in response to the defects as indicated in
the Notification, the amendment cannot be deemed to be made in response to the
defects as indicated in the Notification, and shall not be accepted.

Part 2, Chapter 1, Section 5
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For reasons of efficiency and fairness, opportunities should be given to the applicant
to state his opinions if the examiner believes that the principle of good faith is violated,
rather than rejecting the patent application without such opportunity being given.

IPO therefore recommends the following changes:

The principle of good faith requires applicants to uphold honesty and
abide by their promises, and must not harm the public interest or interests of
others when applying for a patent, and must not disrupt the normal order of
patent application and examination. If there is evidence or sufficient reason
to show that the applicant has the circumstances specified in Rule 11 of the
Implementing Regulations of the Patent Law in the process of applying for a
patent, the examiner shall issue an Office Action, explain his reasons, and
notify the applicant to state his opinion within the specified time limit. If
the applicant fails to reply within the specified time limit, the examiner
shall issue a_notice of deemed withdrawal; the examiner_shall decide
rejection if the applicant cannot overcome the defect of an obvious
violation of the principle of good faith the-application-shall notbe-granted
the patentright:

Part 2, Chapter 8. Section 6.1.2

New clause (4) adds violation of the principle of good faith as a reason for rejecting
a patent application. This clause parallels the language in the first paragraph of Part 1,
Chapter 1, Section 7.9. We proposed changes in that paragraph above. We propose making
corresponding changes in this section, namely:

(4) the applicant commits fabrication, forgery, or plagiarism of an_invention;

cobbling-together-or-other-irresularities in violation of the principle of good faith

in the patent application process;

Part 2, Chapter 9, general comment

After IPO’s comments dated 12/10/20 on previous draft amendments to the Patent
Examination Guidelines (attached as Attachment A), in regard to patentability of computer
programs, IPO continues to have reservations about the Patent Examination Guidelines
making seemingly substantive changes in the requirements for determining whether
applications contain appropriate subject matter for patent protection. Such determinations
are, in essence, policy positions, and IPO believes such substantive changes should only be
made if they are coherently reflective of higher-order changes to the laws or regulations,
such as the draft Implementing Regulations of the Patent Law of China (“Draft
Implementing Regulations™) published for comment on November 27, 2020. In particular,
we note that the Draft Implementing Regulations do not propose to reflect such substantive
changes and, thus, we do not believe they should occur in the draft Patent Amendment
Guidelines.
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IPO also respectfully notes again that the Draft Amendment diverges from patent
examination guidelines found in other jurisdictions such as Europe and the United States.
In Europe, the current approach to determine patent eligibility of computer programs is to
ascertain whether the claims have a “technical character,” such as when a technical problem
is solved by using technical means or a technical effect is achieved. By removing the
requirements for solving a technical problem or obtaining a technical effect, the Draft
Amendment deviates from the approach in Europe in this regard. In the United States, the
approach for computer programs revolves around determining whether the claim is
“directed to” an abstract idea and, if so, whether it recites “significantly more” such that it
does not monopolize the abstract idea. The Draft Amendment’s approach does include
consideration as to what the claim is “directed to” so long as it includes a “technical means.”
Providing for a more consistent and uniform approach to patent eligibility in China, Europe,
and the United States, particularly in the ever growing area of computer programs, would
be beneficial to all IP stakeholders.

Part 2, Chapter 9, Section 6.1.2

Since machine learning is becoming an emphasis for many industries, we suggest to
add the term “machine learning” explicitly to the provision below:

If the claimed solution involves machine learning, deep learning,
classification and clustering artificial intelligence, improvements in big data
computing, the computing algorithm and the internal structure of the computer
system having a specific technical relationship, can solve the technical problems of
how to improve hardware computing efficiency or execution efficiency, including
reduced data storage, reduced amount of data transmission, enhanced hardware
processing speed, etc., to obtain the technical effect of improving the internal
performance of the computer system that conforms to the laws of nature, the solution
defined by the claim belongs to the technical solution described in Article 2,
Paragraph 2 of the Implementing Rule of the Patent Law.

Part 5, Chapter 6, Section 2.3.1

IPO applauds this sensible change, which makes calculation of deadlines for
responding to notifications issued by the CNIPA easier and clearer.

On the other hand, the IPO notes that this change would significantly reduce the time
to handle re-examination notices issued by the Re-examination and Invalidation Department
(1 month to respond), and office actions subsequent to the first office action issued by the
Examination Division (2 months to respond). This reduction is particularly significant to
foreign applicants, who require additional time for translation. As such, IPO suggests that
if this change to remove the 15-days mail period for electronically transmitted notifications
is to be implemented, the time to respond to re-examination notices and office actions
subsequent to the first office action are increased to 3 months.

Alternatively, IPO suggests retaining the 15-days mail period for foreign applicants.
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Further, in our experience, when the notification or decision is served electronically,
the notification or decision does not always arrive at the server of the recipient in time.
Instead, there may be delays or system failures that prevent timely delivery. Hence, we
suggest amending this section as follows:

For notices and decisions served electrically, the date of issuance shall be the date
of service. For notices and decisions served electronically, if a party can provide evidence
to prove that the actual date of receipt is later than the presumed date of receipt, the actual
date of receipt shall be the date of service.

Part 5, Chapter 7, Section 8.3

Section 8.3 provides for a deferral of examination for invention-creations and design
applications. In general, IPO supports providing a procedure to an applicant to terminate
any deferral period if desired. Section 8.3 does allow the applicant to request withdrawal
of a request for deferred examination. If the request for withdrawal meets “related
requirements,” then the deferral period is terminated and the patent application is pended
for examination in order. It is not entirely clear what is meant by the “related requirements”
in order to grant the termination of a deferral period. PO suggests that further explanation
be added to make the nature of the “related requirements” clear.

In the amended guidelines, IPO notes that Section 8.3 has further been amended to
state as follows:

Where the same applicant applies for both utility model and invention for the
same invention-creation on the same day (here referring to the date of filing
only), the invention patent application corresponding to the utility model for
which a patent right has been granted shall be subject to deferred
examination, and the deferral period is generally 4 years.

It is not clear why the invention patent application would automatically be deferred for a
period of 4 years if both the invention patent application and a utility model are filed on the
same day and the utility model has been granted. The delay in examining the invention
patent application would potentially deprive a deserving patentee of an invention patent that
may be important in the development of their enterprise. It does not appear that an applicant
would be able to request that such a deferral period be terminated if the applicant desires to
have the earliest possible issuance of such an invention patent application. Specifically, the
relevant portion of Section 8.3 provides for a termination of a deferral period by filing a
request for withdrawal of a request for deferred examination. However, this appears to
apply only in cases where a request for deferred examination was filed, and not to situations
where deferred examination is imposed without a request for deferred examination.

IPO suggests that it is important to provide an applicant with an option to terminate
a deferral period in cases where the invention patent application and the utility model
directed to the same invention-creation are filed on the same day and the utility model has
been granted. To this end, IPO suggests that the last paragraph of Section 8.3 be amended
as follows:
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Where the same applicant applies for both utility model and invention for the
same invention-creation on the same day (here referring to the date of filing
only), the invention patent application corresponding to the utility model for
which a patent right has been granted shall be subject to deferred
examination, and the deferral period is generally 4 years. Before the
expiration of the deferral period imposed due to the filing of both a utility
model and invention for the same invention-creation on the same day, the
applicant may request that the deferral period be terminated. Where such
a request meets related requirements, the deferral period will be terminated
and the patent application will be pended for examination in order.

Part 5, Chapter 9, Section 2

IPO seeks clarification from the CNIPA on the following regarding the patent term
adjustment (PTA): (1) whether the PTA is calculated as follows: Any additional time after
4 years from patent application date and 3 years from date of requesting substantive
examination minus any time not classified as unreasonable delay during the patent
prosecution process in this Section 2, and (2) the “application date” is the date the term of a
patent is calculated from.

The TPO also proposes that the PTA is granted to a patentee automatically by the
CNIPA, for which a specific request is not required to be filed, and with payment of a fee.
This parallels the practice at the USPTO and would promote harmonization and efficiency
for applicants.

Part 5, Chapter 9, Section 2.1

We suggest CNIPA inform applicants in the notification of grant whether or not
PTA is available, as this would reduce the burden on applicants to take action to check
regarding whether or not their cases are qualified to request PTA.

The experience in the USPTO in changing from asking applicants to calculate and
request the PTA for qualified cases to the current practice of informing applicants of the
availability of PTA in specific cases tells us that it is technically possible to set up a formula
to calculate the days of possible PTA in advance by the patent office. Since, when CNIPA
determines whether or not to approve the PTA request by the patentee it will calculate the
PTA, it would be convenient for both CNIPA and the patentee, and promote harmonization
of practice, if CNIPA automatically ran the formula before issuing the notification of grant
and informed the applicant of the possibility of PTA.

We thus propose to add the following to the end of Part 2, Chapter 8, Section 6.2.2:

The notification of grant shall indicate whether or not PTA is available
and days of PTA.
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Part 5, Chapter 9, Section 2.2

IPO seeks clarification from the CNIPA on how the PTA term is calculated for a
particular case, ideally providing some representative examples for such calculations. IPO
also seeks clarification of how the official fee for requesting PTA would be charged and/or
calculated.

Part 5, Chapter 9, Section 2.2.1

IPO notes that Section 2.2.1 provides that the date of request for substantive
examination is interpreted as the date of issuance of a notification of the invention patent
application entering substantive examination. Since practically the issuance date could be
months after the applicant files the request for examination, this provision would delay the
date where one of the PTA periods starts to calculate, potentially reducing the number of
PTA days. Moreover, this interpretation is not in line with Article 42(2) of the Patent Law.

According to Article 42(2) of the Patent Law, “if a patent for invention is granted
after four years from the date of application and after three years from the date of the request
for substantive examination, the patent administration department under the State Council
shall accord the compensation of the duration of the patent right for the unreasonable delay
during the prosecution of the patent for invention, at the request of the patentee, except for
the unreasonable delay caused by the applicant.” The law sets the starting point of the three-
year period at the date of the request for substantive examination, which is sufficiently clear
and definite.

Furthermore, according to Article 1.12, Item 2(a) of the China-US Phase I
Agreement, “For purposes of this provision, an unreasonable delay shall at least include a
delay in the issuance of the patent of more than four years from the date of filing of the
application in China, or three years affer a request for examination of the application,
whichever is later”.

Further, TPO notes that Section 2.2.1 states that the delay caused by the following
situation is not part of unreasonable delay during patent prosecution: reexamination
procedure for patents granted with amendments to patent application documents in
accordance with Article 66 of the Implementing Rules of the Patent Law. Our
understanding is that the reexamination procedure mentioned in this section refers to a
circumstance in which the applicant amended the claims during the reexamination
procedure, but does not include the circumstance in which the applicant did not amend the
claims during the reexamination procedure. The logic here seemingly is that if the applicant,
in order to obtain a patent right, has amended the claims at the reexamination stage, then the
applicant shall be held responsible for the delay due to the patent reexamination procedure,
and therefore such a delay is not attributable to the Patent Office.

However, in practice, situations may arise in which the patentability assessment
from the substantive examination division is incomplete or incorrect so that the Applicant
appeals the decision from the substantive examination division to the patent reexamination
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division. Along with the patent reexamination division correcting the errors either in fact-
finding or the application of the law made by the substantive examination division, the
Applicant amends the claims to put the application in a better state for allowance. We
believe that in such a situation, delay due to the patent reexamination procedure shall not be
classified as not unreasonable delay. The reexamination procedure is a remedy provided to
the applicant where the applicant and the substantive examination division differ in their
patentability assessments. The reexamination procedure is a reasonable extension of the
substantive examination procedure in prosecuting a patent application. In consideration of
the above, we propose deleting “reexamination procedure for patents granted with
amendments to patent application documents in accordance with Article 66 of the
Implementing Rules of the Patent Law” from section 2.2.1.

In summary, we would recommend the following deletions from section 2.2.1:

The unreasonable delay in the patent grant process refers to the issuance
date of an invention patent minus the date of four years from the application
date and three years from the date of the request for substantive
examination. Delays caused by the following circumstances are not
unreasonable delays in the patent grant process: suspension procedures,
preservation measures, administrative litigation procedures;—end

‘‘‘‘‘‘‘‘‘

The date of filing of the patent here refers to the date of filing specified in
Article 28 of the Patent Law. For an international application, it refers to
the date of entering the Chinese national phase. For a divisional
application, it refers to the date of filing of the divisional application.

Part 5, Chapter 9, Sections 3.1 and 3.5

IPO applauds the sensible stipulation that the drug patent at issue should be in force
when applying for patent term extension (PTE) for drug patents, and should cover the drug.

IPO notes that if it was considered that the drug patent at issue does not cover the
drug, a notification would be issued that the PTE applicant could respond to. IPO seeks
clarification on the following regarding this notification: (1) whether this notification is to
be issued by an examiner of the Substantive Examination Division; (2) whether there is a
limit on the number of issuances of this notification; and (3) if the response to the
notification was ultimately rejected, whether this notification could be appealed, and to
which authority.
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IPO also proposes that multiple requests using different patents should be allowed,
but only one patent can be compensated, and therefore suggests the changes shown below
to Section 3.1:

The following conditions shall be met when requesting compensation for
drug patent term:

(5) If there are multiple patents related to one drug, enly-ene-patent-ecan—-be
requestedto-be-multiple requests to be compensated for drug patent term may be
made, but in the end only one patent will be compensated;

Part 5, Chapter 9, Section 3.2

IPO proposes that the requester can be either the patentee or the marketing
authorization holder (MAH). Alternatively, IPO proposes that in paragraph 3 when there
are multiple patentees, the patentee who is the MAH may be the representative.

IPO therefore proposes the changes shown below:

The request for compensation for drug patent term shall be made by the
patentee_or_by the MAH. If the patentee is inconsistent with the MAH, written
consent of the MAH shall be obtained.

Where the patentee requests compensation for drug patent term, he/she shall
make a request to CNIPA within three months from the date when the approval for
drug marketing is passed, and pay the corresponding fees. For a drug with
conditional marketing approval, the request shall be submitted to CNIPA within
three months from the date when the formal marketing approval is obtained, and the
compensation period shall be calculated on the date when the conditional marketing
approval is obtained.

Where the patent is co-owned by multiple patentees, the request for
compensation for drug patent term shall be handled by the representative, who may
be the MAH patentee. Where a patent agency has been entrusted, the request for
compensation for drug patent term shall be handled by the patent agency.

Part 5, Chapter 9, Section 3.3

Consistent with allowing multiple requests with different patents in Section 3.1(5)
as IPO proposes above, IPO proposes that the patentee must submit separate requests for
each patent. CNIPA might also consider applying escalating filing fees when more than
one request is filed for the same drug.

IPO therefore proposes the following changes:

The petitioner shall submit the following materials when making a request
for compensation for drug patent term, in_separate requests for each patent:
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Part 5, Chapter 9, Section 3.4

According to the National Medical Products Administration (NMPA) classification
system effective since 1 July 2020, while innovative drugs could obtain PTE, only

improved new drugs belonging to the following drug classifications are allowed to obtain
PTE:

a) Chemical drug
e 2.1 Chemical drugs that contain esterified known active ingredients, or salt
of known active ingredients
e 2.4 Chemical drugs for new indications that contain known active
ingredients.
b) Preventive biological drugs class 2.2, vaccine with strain improvement.
c) Therapeutic biological drugs class 2.2, for new indications of improved already
marketed products.
d) Chinese medicine class 2.3, for new indications of Chinese medicine.

It is unclear from the draft whether the above is an exclusive list, and therefore excludes the
following classes of drugs from obtaining PTE:

e Chemical drugs

e 2.1 Drugs that contain an optical isomer of known active ingredients
obtained by resolution or synthesis, or change in acid group, basic group, or
metallic element of known active ingredients of salt, or formation of other
non-covalent bond derivatives (e.g., complex, chelate or clathrate), and have
significant clinical advantages.

e 2.2 Drugs that contain known active ingredients with new dosage form
(including new drug delivery system), new formulation process or new route
of administration, and have significant clinical advantages.

e 2.3 New compound preparations that contain known active ingredients and
have significant clinical advantages.

e All biological drugs other than b) and c) above.

IPO seeks clarification on the above innovative drugs that could obtain PTE, that are
drugs that have not been marketed in China or overseas, including chemical drugs class 1,
innovative vaccines class 1, and innovative biological products class 1.

If the above restrictions exist for improved new drugs, IPO recommends removing
the above restrictions so that PTE is available to all drugs patents for improved new drugs.
Even for drugs that have been marketed overseas or in China with known dosage and
indications, there could be improvements over such known drugs for which patents could
be granted. IPO notes that there is no restriction on the type of drugs that could obtain PTE
in the Chinese Patent Law (2020) and the China-US Phase I Agreement (2020).
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Part 5, Chapter 10, Section 2.1

IPO applauds the change to allow even potential alleged infringers to obtain the
patentability evaluation report (the report) for utility models or design patents.

Section 2.1 provides that a patentee, an interested party, or a potential alleged
infringer may request the CNIPA to make an evaluation report of a patent. PO suggests
that the definition of a “potential alleged infringer” set forth in Section 2.1 be amended for
greater clarity. IPO also suggests clarifying that potential licensees may obtain the reports,
as potential licensees could also have a strong interest in the relevant utility model or design
patents.

IPO therefore proposes these amendments:
The potential alleged infringer refers to any entity or individual that may

currently be an_alleged infringer or may become an alleged infringer, including
potential licensees.

Part 5, Chapter 10, Section 2.2

IPO welcomes the expansion of allowed requests for an evaluation report of a patent
to include pending applications. However, we think the rule can be improved or clarified
to allow for a more thorough process for evaluating the patentability of a utility model or
design patent. For example, the request for an evaluation report for a pending patent should
be allowed to be made at times other than when handling registration procedures, including
other times while the patent is pending but no registration procedure is applicable at the
time. Also, the making of the request should be available to other interested parties, not just
the applicant. Finally, we would appreciate clarity on whether an evaluation report will
issue if the utility model/design patent application has not yet been granted.

IPO thus proposes the following changes to strengthen the evaluation report
procedure, to allow for better disposal of poor quality patents:

The request for an evaluation report of patent filed under the following
circumstances shall be deemed to have not been filed.:
(1) where the request is made on the utility model or design patent application that
has not been granted, except that the applicant interested party files the request for
the evaluation report of patent when-handlingregistration-procedures while the

patent is pending;

Part 5, Chapter 10, Section 2.3

IPO notes that section 2.3 stipulates that in order for a potential alleged infringer to
obtain the reports, a “lawyer’s letter” is required. IPO suggests further clarifying what kind
of “lawyer’s letter” would qualify (for example, a cease and desist letter from the patentee’s
lawyers, and/or a letter from the potential alleged infringer’s own lawyer).
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Part 5, Chapter 10, Section 6.2(2)

This clause gives the patentee the right to request corrections to a negative evaluation
report when the accused infringer requests the issuance of the evaluation report. We see no
reason why this right should not be expanded to interested parties, out of fairness.

IPO therefore proposes the following revision:

(2) Initiated by the Petitioner on his Request

Where the petitioner thinks that in the evaluation report of patent there is
any mistake that needs to be corrected, he may submit a request for correction
within two months from the date of receipt of the evaluation report of patent,
where the petitioner is not the patentee or the interested party, the patentee or the
interested party may submit a request for correction within the above-mentioned
time limit. If submitted after the expiration of the time limit, the request shall be
deemed to have not been submitted.

IPO thanks the China National Intellectual Property Administration for its
attention to [PO’s comments submitted herein, and welcomes further dialogue and
opportunity to provide additional comments. IPO has enclosed this letter as
translated herewith.

Sincerely,

N

Daniel J. Staudt
President

Attachments
A: 12/10/20 comments on Draft Amendments to the Patent Examination Guidelines
B: 1/11/21 comments on Draft Amendments to the Implementing Regulations of the
Patent Law
C: 6/5/21 comments on Draft Amendments to Several Stipulations Regarding Regulating
the Act of Applying for a Patent.



