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NZIPA Submissions on Proposed Patent Term Extension Regulations

Introduction

The following submissions have been made on behalf of the New Zealand Institute of Patent Attorneys (“NZIPA”).

The NZIPA was incorporated in 1912 and represents most, although not quite all, patent attorneys registered under the New Zealand Patents Act 1953 that are resident and practicing in New Zealand.
Patent attorneys hold a unique position in New Zealand's innovation sector. The patent attorney profession continues to evolve and respond to the changing needs of the New Zealand and global environments. Patent attorneys provide real support to New Zealand's innovators through identification and enhancement of ideas, protection and commercialisation. That support is not limited to patent law, and covers a broad range of legal and commercial issues.
Comments / replies in relation to the questions in the consultation document follow.
Manner of making a request for extension of term

Question 1: Do you agree with the content of the proposed regulations regarding the manner in which a request for extension of term must be made? If not, why do you disagree?
We consider the issues around a request for an extension on the grounds of unreasonable delay in grant (delays by IPONZ) could be considered separately to a request for an extension on the grounds of unreasonable curtailment of the effective patent term (delays by Medsafe). We comment on each below.
Section 111N issues (related to both forms of extension)
Either type of request should include a statement confirming that there are no relevant proceedings before the court in respect of the patent OR a statement confirming, if there are relevant proceedings before the court in respect of the patent, that the leave of the court has been requested or obtained.
Proposed section 111N provides that the Commissioner must not make any decision under this subpart in relation to the patent without the leave of the court if relevant proceedings in relation to the patent are pending. 
As the timing of proceedings can be out of the control of the patentee, requiring leave to have actually been obtained from the court is unreasonable and may result in prescribed time limits being unable to be met.
We also observe that a Patentee will be able to make a request without notification if there are proceedings before the Commissioner for the revocation of the patent or in which the validity of the patent, or of a claim of the patent, is in dispute. 

Request for an extension on the grounds of unreasonable delay in grant (delays by IPONZ)

We agree that all of the information that the Commissioner requires to make a decision as to whether or not an extension of term on the grounds of unreasonable delay in grant can be requested is available to the Commissioner on the IPONZ database. 

However, we do not agree that all of the information that the Commissioner requires to make a decision as to whether or not an extension of term should be granted, or the length of the extension if granted, is necessarily available to the Commissioner on the IPONZ database. Whether or not an extension is granted and the length of that extension may be the subject of debate, particularly as there could be a difference of opinion as to whether time periods should be disregarded or not. There should therefore be an avenue to dispute that decision.

However, if the Commissioner has all the information needed to make the decision as to whether or not an extension of term on the grounds of unreasonable delay in grant can be requested and granted, is there actually a need for a Patentee to make a separate application for the extension? The Patentee and the public could simply be notified of the length of the extension that is proposed to be granted. The reasons for the length of the extension could be made available as well. Both could be challenged within a prescribed period. This approach would be similar to that of the USPTO. 

Request for an extension on the grounds of unreasonable curtailment of the effective patent term (delays by Medsafe)

We do not agree with Section 111D(2)(c) of the Bill that says the request for an extension must be accompanied by a certificate from the Regulator (i.e. Medsafe). 

We consider the extension request should also be able to be accompanied by (i) a notice from Medsafe confirming they have received a request for a certificate and (ii) a statement that the marketing approval that has been requested from Medsafe is the first marketing approval of a product containing the pharmaceutical substance per se or biologic in respect of which the term extension is requested. 
Delays in obtaining a certificate from Medsafe could mean that a patentee is unable to meet prescribed time limits. This is particularly so if there is a challenge to the content of the certificate by the Patentee or the public (if allowed). 
See also response to question 12 below.
Question 2: Should the applicant for extension of term for unreasonable curtailment be required to declare that the marketing approval referred to in the request is the first marketing approval for the pharmaceutical substance involved, or should this be contained in the declaration from Medsafe? Why?

We believe the statement that the marketing approval is the first marketing approval for a product that contains or consists of the pharmaceutical substance or biologic should be made by the applicant for the extension. This is the approach taken under the Australian system.
The certificate from Medsafe will need to be provided by a deadline. To expedite the process of issuing the certificate Medsafe should only be required to provide the minimum information possible. 

Further, the Commissioner cannot challenge the Medsafe certificate therefore it will not be able to be the subject of debate. We refer to multiple the Australian court cases and oppositions between Alphapharm Pty Ltd and H Lundbeck A/S (for example Lundbeck  A/S v Alphapharm Pty Ltd [2009] FCAFC 70, 81 IPR 228) in which the first marketing approval for LEXAPRO was at issue.

We assume that the “substance” to which the first marketing approval applies is as defined by Medsafe, rather than being the pharmaceutical substance per se or biologic referred to in the Bill.

Time limit for requesting extensions of term for unreasonable delays in patent grant (delay by IPONZ)

Question 3: Which of the three options discussed do you prefer? Why do you prefer this option?
· Option 1: the request for extension may be made any time up to the normal expiry date of the patent.

· Option 2: the request for extension may be made any time up to a period of years prior to the expiry date of the patent.

· Option 3: The request for extension must be made shortly after patent grant.

We believe the request for extension should be made shortly after grant (option 3).
All factors involved in the decision to allow an extension would be known at the time of grant. If there is any dispute about the circumstances around the extension (e.g. a dispute about whether time periods should be disregarded), useful evidence could be provided while the circumstances were still fresh in the mind of the relevant people. The longer the time after grant, the lower the chances of being able to provide useful and accurate evidence of the circumstances.

If there was no opportunity to challenge the decision about time periods to be disregarded (and therefore recollection issues would be irrelevant) we are still of the view that the request for extension should be made shortly after grant (option 3). This would allow certainty of patent term information for all parties.

The consultation document expresses concern that there could be unnecessary costs imposed on IPONZ in considering requests for extension of term that might not be used. We consider that this is an inherent cost of providing this extension of term option. As far as unnecessary expense incurred by a patent owner is concerned, that is a matter for the patent owner to consider at the time of making of the request.

Question 4: Options 2 and 3 require the setting of time limits for making requests for extension of term. If either of these options was adopted, what do you think the time limit should be?
The proposed time limits for Option 2 (5 or 6 years prior to the expiry date) would under normal circumstances be approximately 10 years after the events that allowed for the extension. As discussed above, we do not consider this option workable due to the delay factor. In addition, the public would only be aware of the actual patent expiry date late in the patent term. This has the potential to affect the ability of the public to know the impact of the patent on their business.

The proposed time limit for Option 3 is in the region of 6 months after grant of the patent. We consider this would be reasonable and provides third parties with earlier legal certainty around the expiry date of the patent.

Time limit for requesting extensions of term for unreasonable curtailment of the effective patent term (delays by Medsafe)

Question 5: Which of the three options discussed do you prefer? Why?
· Option 1: the request for extension may be made at any time up to the normal expiry date of the patent;

· Option 2: the request for extension of term must be made at any time up to several years prior to patent expiry.

· Option 3: the request for extension of term must be made at any time up to a short period after grant of the first marketing approval.

Option 3, where the request for extension must be made within a short period after the grant of marketing approval, is preferable to the other options for the reasons given in response to Question 3 above.

Question 6: Options 2 and 3 would impose time limits by which a request for extension must be made. If one of these options was adopted, what do you think the time limits should be? Why?

In relation to Option 3, the consultation document notes under the Australian system the patent owner must make the request no more than 6 months after the date the marketing approval is granted. However, we point out that under the Australian system a certificate from the Regulator is not required. The length of time to acquire the certificate is somewhat out of the control of the patent owner and could result in problems meeting time limits. If a certificate from Medsafe is required the deadline should be longer, for example 1 year, or at least be extendable. Alternatively, we suggest the applicant should not have to provide the certificate with the request, only proof that Medsafe has been asked to provide the certificate.
We also refer to the reasons for the time limits provided in response to Question 3 and 4 above in relation to the need for certainty and accurate evidence.

Extensions of the time limit for requesting extensions of term 

Question 7: Should the time limit for requesting extension of term for unreasonable curtailment be extendable? If so, what extension should be available? and 

Question 8: Under what circumstances should an extension be granted?

We believe there should be an extension available to request either form of extension in cases where there was intention to file a request but an error or omission has occurred. This is the case under the Australian system for extension of term of pharmaceutical patents. 

In the case of extensions of term for unreasonable curtailment of the patent term (delays by Medsafe), if Option 3 is adopted, and as discussed above, there would be a limited time to submit the request including the certificate from Medsafe. In these circumstances, we consider extensions should also be allowable where it can be shown the certificate has been requested from Medsafe (but not yet actually available). 

Disregarded Periods

Question 9: Which of the two options discussed do you prefer? Why?
· Option 1: No regulations

· Option 2: Specify the periods in regulations (preferred option)

We agree there would be benefit in a higher degree of certainty for patent owners and third parties around the periods of time that would be disregarded. However, we consider many of the periods listed in Appendix 1 to be open to potential debate. If a non-exhaustive list of periods to be disregarded is to be used, that list should only include periods that are clearly non-debatable. We have set out reasoning for this in our answers to Question 10 below.
While the greater certainty of Option 2 would appear to benefit patent owners, the proposed implementation of this approach appears to have the potential to result in significant disadvantages. If Option 2 is based on the proposals in Appendix 1, we consider Option 1 would be preferable.

Question 10: Considering the list of disregarded periods proposed in Appendix 1, are there any time periods on that list that you consider should not be disregarded? Why?

We question whether the following periods of time listed in Appendix 1 should be disregarded when considering the grant of an extension on the ground of unreasonable delay in granting the patent.

i. The interval between the date of issue of an examination report under s65 and the date of receipt of a substantive response to the examination report as defined in s67(6).

This period is not wholly attributable to the applicant or agent because it has come about through an objection being raised by an examiner. If no objections were raised, clearly no time would be required. In many cases an objection raised by an examiner is overcome by submissions, rather than requiring an amendment to the application. An appeal may also be needed to determine that an application should proceed without amendment. In such a case, an objection should not have been raised and the time for response should not count against the Patentee. 
While IPONZ takes a responsible and considered approach to the examination of patent applications, it is also possible that this could incentivise the issuing of incomplete examination reports as all response times are disregarded.
A decision to disregard response to examination report times should be challengeable.
ii. If the patent applicant has requested a postponement of acceptance under s75, the period between the making of the request and the date that is specified in the request.
A request for postponement of acceptance is often made at the time of filing an application. It is an option in the online filing form. The request is therefore usually in place while the application is waiting for examination and while examination is actually taking place. Therefore, for most of the time the postponement is in place it does not delay acceptance or grant of the application, since examination is still in progress. The only point at which a postponement of acceptance under s75 could be 
said to delay grant is when a notice issues indicating the application is otherwise in order for acceptance. 
A far more reasonable option would be to only disregard the period between a notice confirming the application is otherwise in order for acceptance and the withdrawal or lapse of the request for postponement. 
vii. If a decision is issued by the Commissioner following a hearing under s208 in respect of a patent application, and the decision indicates that the application will be accepted if amendments acceptable to the Commissioner are made, the interval between the issue of the Commissioner’s decision and the receipt of amendments acceptable to the Commissioner.

This can be a debateable point as amendments acceptable to the Commissioner may be those already offered by the applicant during examination, but which were not allowed by the examiner.

viii. If an assertion is filed under s90, any period of time between the issue of a request under Reg. 91(2) by the Commissioner for information from the person making the assertion, and the receipt of information from that person.

This can be a debateable point as it may be in the best interests of the person making the assertion to delay providing the information requested by the Commissioner.

ix. If the Commissioner re-examines a patent application under s94 of the Act, any periods of time between the issue of a report by the Commissioner under s97 and the receipt of a response from the patent applicant.

Refer our response to (i) above.

xi. If a patent application is abandoned under sections 35, 64 or 68, or is void under s71 or s51(1)(d), and an application to restore the application is made under s125:

a. the period of time between date on which the application was deemed abandoned or void, and the expiry of the period for giving notice of opposition under s127, where no opposition is filed;

b. if an opposition under s127 is filed, the period of time between the date the patent application was deemed to be abandoned or void, and the date of the hearing under s127(3); or

c. if an opposition under s127 is filed, but withdrawn before a hearing under s127(3) is held, the time period between the date of filing of the notice of opposition and the date the opposition is deemed to be withdrawn.
Option a and b would allow unreasonable delays in deciding if a case for restoration had been made out to be disregarded. In our view however, any time spent in restoring an abandoned or void application should not count toward extension of term. 

xii. If an opposition to an accepted application is filed under s92, the period of time between the date that is three months after the date of acceptance filed and the later of:
a. The date that opponent’s evidence in reply is filed under regulation 94(6); and

b. If the opponent does not file evidence in reply, the date that the applicant’s evidence is filed under regulation 94(5); and

c. The date that the opponent’s evidence is filed under regulation 94(4).

Simply between the date that a notice of opposition is filed and the date the Commissioner issues a notice that all matters are complete and the case is to be set down for a Hearing (if needed) should suffice.

xv. If, in proceedings before the Commissioner in relation to a patent application, the Commissioner halts proceedings under regulation 159 on the application of a party, the time period between the date on which proceedings were halted, and the date that they are recommenced.

Only if the patent applicant consents to, or requests, the halt in proceedings.

xvi. Where an appeal to a court is made in respect of a patent application by a person other than the Commissioner, the time period between the date on which the appeal is lodged and the date on which the final determination of the court is issued (this would include further appeals to the Court of Appeal and Supreme Court if they are made).
This depends on the appeal. For example, if there is a successful appeal to an examiner’s decision not to allow acceptance of an application, it may be reasonable for the time for the appeal(s) not to be disregarded.

Question 11 (the first Q11): Considering the list of disregarded periods proposed in Appendix 1, are there any periods that are not on the list, but that you consider should be there?

Time periods allowed after a Hearing decision issues to file an appeal, i.e. grant is held up for the appeal period even if there is no appeal.

Procedure for opposition to extension of term for unreasonable curtailment of the effective patent term

Question 11 (the second Q11): Of the possible opposition procedures discussed, which do you prefer? Why? and

Question 12: If you do not prefer either of the procedures discussed, what other procedures could be used?

The options given in the consultation document are:

(1) The procedures set out for oppositions under section 87 (opposition to amendment after acceptance) and section 92 (opposition to grant) of the Patents Act 2013; or

(2) The procedures set out for oppositions under section 120 (or section 123 – opposition to restoration of a lapsed patent) and section 127 (opposition to restoration of a void or abandoned patent application) of the Patents Act 2013.
We believe two sets of procedures for oppositions noted above have the same steps, but that the main differences are the time periods between steps.

We consider the procedure and timing of the opposition procedure should be aligned with the procedure to oppose the grant of a patent (Section 92 and Regulations 92-94). This would allow for time to obtain evidence from experts in the field of the invention, should this be required, for example around whether a product is covered by a claim or whether a claim is to a pharmaceutical per se. The procedure should be sufficiently flexible to ensure that the Commissioner has all relevant information available in order to make a decision. 

Time limit for filing a notice of opposition to an extension of term for unreasonable curtailment of the effective patent term

Question 13: What should the time limit be for filing a notice of opposition to an extension of term?
3 months. The time limits for filing a notice of opposition should be the same as for filing a section 92 opposition. While a review of prior art is not needed (as it is for s92) an analysis of claims and the product for the purposes of deciding if the product falls wholly within a relevant claim and also whether the claim relates to a pharmaceutical substance per se will be needed.

Question 14: Should the time limit for filing a notice of opposition to extension of term for unreasonable curtailment be extendable? If so, what extension should be available? Under what circumstances should an extension be granted?

The time limits for filing a notice of opposition should be extendable on the same basis that a section 92 notice of opposition is extendable.

Fees
Question 15: Do you think that such fee levels are reasonable? If not, should the fees be higher or lower than the estimates given? Why?
We consider the fees estimated are not unreasonable.

Other issues not presently covered by the proposed regulations

We consider there should also be the ability to oppose the grant of an extension for unreasonable delay in the granting of a patent (IPONZ delay). If the IPONZ position regarding the unreasonableness of any delay is not able to be challenged by the applicant and/or the public, the IPONZ position simply becomes an unchallengeable unilateral statement by IPONZ on its own process. This undermines the rationale for an extension of patent term on the basis of unreasonable delays in granting the patent.
We also consider there should be the option to question or for a third party to oppose the certificate issued by the Regulator (Medsafe). If the content of the Regulator’s certificate is not able to be challenged by the applicant and/or the public prior to submission to the Commissioner, the certificate could also become an unchallengeable unilateral statement from the Regulator on its own process. This again undermines the rationale for an extension of patent term if there has been an unreasonable curtailment of effective patent term as a result of the marketing approval process.

Conclusion

We trust these submissions are of assistance and are more than happy to answer any questions in relation to them or be contacted by officials should the need arise.

For any questions or any further information on the above submissions, please contact:  
The Secretary

NZIPA

P O Box 5116

Wellington

New Zealand

Email: secretary@nzipa.org.nz
Yours Sincerely
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of Patent Attorneys Inc

ePO Box 5116, Wellington 6145

@www.nzipa.org.nz




Chris Way

Councillor
