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5. Limits on Continued Examination Filings and on the Number of Claims
Initially Examined

If any limit on the number of continued examination filings is imposed, Pfizer
submits that a rational compromise should permit the filing of at least three continuation
(including continuation-in-part) and/or voluntary divisional applications without showing
cause and the right to file unlimited RCE (request for continued examination) applications.
Since continuation applications generally represent an effort by applicants to move
prosecution forward, such as by submitting comparative test data to support non-
obviousness, allowing three continuation applications as of right should provide an adequate
opportunity for patent applicants to address the various issues that arise in the course of
prosecution. Further, many pharmaceutical patent applications encompass a genus of
therapeutically active compounds such that a single application often covers more than one
clinical candidate or therapeutic product. However, under the terms of 35 U.S.C §156, a
single patent can only be extended once, based on the clinical development and regulatory
review associated with a single therapeutic compound. Thus, if significant limits are placed
on continued examination filings, the ability of pharmaceutical firms to obtain the full benefit
of the Hatch-Waxman patent term restoration provisions for each clinical candidate would be
significantly impaired. Moreover, as outlined in PhRMA’s submission regarding the PTO’s
proposed rules, RCE practice generally moves prosecution to allowance without requiring
appeals or continuation applications, so limiting this area of continuation practice is
unnecessary. On balance, in view of the concerns outlined above, a rule that permits the
filing of at least three continuation and/or voluntary divisional applications without showing
cause and the right to file unlimited RCE (request for continued examination) applications
should meet the objectives of both the PTO and pharmaceutical innovators such as Pfizer.

Another alternative proposal may involve modifying the proposed rules such that
petitions to show cause in second and subsequent continuations would not be required where
such continuations are: (a) based on parent cases having allowed claims and applicants are
refiling to further consider contested claims; (b) based on involuntary divisional applications;
(c) based on continuation applications with an abandoned parent application and filed via the
PTO’s electronic filing system (“EFS”); and (d) any RCE application filed via the EFS.

Further, if any limit is imposed on the number of claims that are subject to initial
examination, as the PTO suggests in its proposed changes to 37 CFR §1.75, a rational
compromise would be a twenty (20) claim limit rather than the proposed ten claim limit
(before triggering the required Examination Support Document). Also, since Markush
practice is an essential aspect of pharmaceutical patent practice, any proposal that would
count each member of a Markush group as a single claim would likely lead to the filing of
several more applications by pharmaceutical firms to ensure that all aspects of
pharmaceutical innovation are appropriately patented.  Examiner searching in the
pharmaceutical area is a generally straightforward process, enabled by computer technology
and widely available databases. Rather than decrease efficiency by requiring individual
examination of multiple cases, considering a Markush claim as a single claim will maintain
efficiency in examination and prosecution. Therefore, in addition to offering a twenty claim
limit as a rational compromise, Pfizer also recommends that the PTO not pursue any proposal
that is likely to effectively eliminate or significantly limit claims written in Markush-type



format. If the PTO wishes to limit Markush practice in any way, Pfizer recommends that the
PTO consider the guidance provided by the PCT in the PCT International Search and
Preliminary Examination Guidelines, Part III, Chapter 10, as a point of reference regarding
appropriately structured Markush claims.

Finally, as pointed out in BIO’s submission regarding the PTO’s proposed rules, the
PTO’s current restriction practice will only exacerbate backlog issues if the PTO’s proposed
rules are adopted. Pfizer recommends that the PTO consider replacing its current restriction
practice with the unity of invention practice that is set forth by the PCT in the PCT
International Search and Preliminary Examination Guidelines, Part III, Chapter 10, and
adopting the illustrations and examples set forth in parts 10.11 through 10.59 of the
guidelines as a point of reference for patent applicants and Examiners as to the claim types
and groupings that satisfy the unity of invention principle.

Conclusion

Pfizer wishes to thank the PTO for this opportunity to comment on the agency’s
proposed rules. We understand the PTO’s challenges and hope to find a mutually agreeable
solution. Since the current proposals would likely have a significant impact on patent filings
in both the pharmaceutical and biotech areas, we have offered alternative proposals with a
goal of addressing the PTO’s concerns and, at the same time, preserving the opportunity to
obtain appropriate patent coverage for the innovative pharmaceutical therapies developed by
Pfizer. We encourage the PTO to consider our proposals and engage in additional notice and
comment proceedings that include public hearings, in order to ensure a fully transparent
process and encourage the broadest possible input from all affected stakeholders.

Sincerely,

A Qo Hookeh

Dr. Alan Hesketh BSc PhD CPA EPA
Vice President and General Patent Advisor
Intellectual Property

Pfizer Inc




