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Disclaimer
These materials have been prepared solely for educational and entertainment
purposes to contribute to the understanding of U.S. intellectual property law. These
materials reflect only the personal views of the authors and are not individualized
legal advice. It is understood that each case is fact specific, and that the appropriate
solution in any case will vary. Therefore, these materials may or may not be relevant
to any particular situation. Thus, the authors and Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han Foreign Legal
Affairs Law Firm) cannot be bound either philosophically or as representatives of
their various present and future clients to the comments expressed in these
materials. The presentation of these materials does not establish any form of
attorney-client relationship with these authors or Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han Foreign Legal
Affairs Law Firm). While every attempt was made to ensure that these materials are
accurate, errors or omissions may be contained therein, for which any liability is
disclaimed.
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Importance of Patent Term Adjustment

Nature Biotechnology, 29(9):298-801 (Sept. 2011)
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Three Types of Patent Term Adjustment
35 U.S.C. § 154(b)(1)(A)-(C)

“A Guarantee / A Delay” – “Guarantee of prompt [PTO] 
responses”: 1 day of patent term extension for each day of delay 
due to the failure of the Patent and Trademark Office to meet 
specific deadlines in (i)-(iv) (“14-4-4-4”);

“B Guarantee / B Delay” – “Guarantee of no more than 3-year 
application pendency”:   1 day of patent term extension for each 
day beyond 3 years from filing until the patent issues (subject to 
certain exclusions); 

“C Guarantee / C Delay” – “Guarantee or adjustments for delays 
due to interferences, secrecy orders, and appeals”:  1 day for 
each day of the pendency of the proceeding, order, or review, but 
only for successful appeals.
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Example of A-Delay
Univ. of Mass. v. Kappos, 903 F.Supp.2d 77 (DDC, Nov. 9, 2012)

• First OA was a restriction requirement.
• PTO and UMass agreed there should be new restriction requirement.
• UMass argued that A-Delay is 688 days (PTA should include 223 days between 1st and 2nd

OA because the first OA was incorrect).

• District Court:  No.  
• A-delay clock stopped when first OA issued.
• No requirement that the first OA be correct; no intention to vacate first OA.
• A-delay = 465 days (days between 14-months (April 4, 2006) and first OA (July 13, 

2007). 

File 
application
Feb. 4, 2005

14-month
April 4, 2006

First Office 
Action

July 13, 2007

3 Years
Feb. 4, 2008

Second Office 
Action 

Feb. 21, 2008

A-Delay 223 days
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EXAMPLE OF B-DELAY
Mayo Clinic Found. v. Iancu, 309 F.Supp.3d 425 (E.D.Va. April 24, 2018), 

aff’d, 938 F.3d 1343 (Fed. Cir. 2019)

• PTO: PTA 604 days.
• 898 A-Delay + 0 B-Delay + 805 C-Delay – 294 applicant delay and 805 overlap of A and C Delays.
• No B-Delay because time from Sept. 14/11 to Nov. 3/14 = 1147. Subtracted from the total time of filing to 

issuance of 2169 days = 1022, which did not exceed 3 years (1095).
• Applicant: Should count B-Delay of 119 days (total PTA 723).

• RCE ended when interference was declared. 
• Time from termination of interference Apr 23/14 to Notice of Allowance Nov 3/14 should not have been 

excluded. 
• District court: Upheld PTO calculation.

• “Because prosecution was not closed and examination on the merits continued until November 3, 2014, the time 
from the end of the interference until November 3 is clearly “time consumed by continued examination of the 
application requested by the applicant” as defined by Novartis.”

Interference 
declared

Feb. 9, 2012

Interference 
terminated

April 23, 2014

OA
June 30, 2014

Notice of 
Allowance

Nov. 3, 2014

Patent issued
Mar. 17, 2015

File 
application

April 9, 2009

Final 
rejection

Oct. 14, 2010

RCE filed
Sept. 14, 

2011

Amended 
RCE

Dec. 1, 2011
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C-Delays
Delays Due To Interferences and Appeals

• C-Delays: §154(b)(1)(C), Issue of patent delayed due to 
interferences, secrecy orders, and appeals.
• Appellate review by PTAB or a federal court “in which 

the…review revers[ed] an adverse determination of 
patentability[.]”

• Old: accrues from date Notice of Appeal filed. 

• Now: accrues from date jurisdiction over the application 
passes to the Board until date of a final Board /court 
decision in favor of the applicant.

• Change applicable to any application in which a notice of allowance is 
issued after September 16, 2012, and any patent issuing thereon (and 
any timely reconsideration request after Sept. 16, 2012). 

• 37 C.F.R. 1.703(e)



11

•New starting point of “accrues from date jurisdiction over 
the application passes to the Board”

•Defined as when reply brief is filed or time to file has expired.

•Removes many months of PTA from C-Delay calculation.
• Though depending on circumstances, B-Delay may be accruing 

until the date jurisdiction passes to the Board. 

•Note, failure to file an Appeal Brief within 3 months from filing 
of Notice of Appeal will be deemed applicant delay.

C-Delays
Delays Due To Interferences and Appeals

11
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Appeal Cases

11/05/2007 05/04/201012/06/200611/05/2004

C Delay = 1246 days, but only get it if appeal successful.

Appeal decision
successful
(decision on at least 
one claim reversed)

Three 
Years 
from 
Filing

Filing 
Date

First 
appeal 
Filed

3-Year Deadline for 
PTO Action

Notes: 
• No possibility of B delay because filed appeal before 3-year clock.
• Days from PTA could be deducted for applicant delay if come under 

list of “no-no’s”  
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Appeal Cases

11/06/2007 05/04/201012/18/200811/05/2004

Proper B Delay = 408 days

PTO C Delay = 503 days

Appeal decision
successful 
(decision on at 
least one claim 
reversed)

Three 
Years + 1 
day from 
Filing

Filing 
Date

First 
appeal 
Filed

3-Year Deadline for 
PTO Action

Notes: 
• B-delay 408 + C-delay 503 (if appeal successful) = 911 days 
• If appeal unsuccessful, no C-delay, so PTA would be just B-delay of 408 days. 
• Days from PTA could be deducted for applicant delay if come under list of “no-no’s”  



Limitations on Patent Term Adjustment 
(§154(b)(2))

No overlap/double-counting.

No patent, the term of which has been disclaimed beyond a specified date 
, may be adjusted beyond the expiration date specified in the terminal 
disclaimer.

Applicant-caused delay will reduce adjustment.
― “failed to engage in reasonable efforts to conclude prosecution of the 

application.”
― Arqule, Inc. v. Kappos, No. 1:10-cv-01904 (D.D.C. June 22, 2011) 

(weekends/holidays no longer counted against applicant delay). 

Also USPTO list of “no-no’s” at 37 C.F.R. §1.704.
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• (c) Circumstances that constitute a failure of the applicant to engage in 
reasonable efforts to conclude processing or examination of an application 
also include the following circumstances, which will result in the following 
reduction of the period of adjustment set forth in §1.703 to the extent that 
the periods are not overlapping:

― (1) Suspension of action under § 1.103 at the applicant’s request, …;

― (2) Deferral of issuance of a patent under §1.314 …;

― (3)  Abandonment of the application or late payment of the issue fee…;

― (4) Failure to file a petition to withdraw the holding of abandonment or 
to revive an application within two months from the mailing date of a 
notice of abandonment…;

37 C.F.R. §1.704 
Subsection (c) Reduction of period of adjustment of patent term

15



― (5) Conversion of a provisional application under 35 U.S.C. 111(b) 
to a nonprovisional application under 35 U.S.C. 111(a) pursuant to  
35 U.S.C. 111(b)(5)…;

― (6) Submission of a preliminary amendment or other preliminary 
paper less than one month before the mailing of an Office action 
under 35 U.S.C. 132 or notice of allowance under 35 U.S.C. 151 
that requires the mailing of a supplemental Office action or 
notice of allowance…;

― (7) Submission of a reply having an omission (§1.135(c))…;

― (8) Submission of a supplemental reply or other paper, other than 
a supplemental reply or other paper expressly requested by the 
examiner, after a reply has been filed…;

37 C.F.R. §1.704 
Subsection (c) Reduction of period of adjustment of patent term (con’t)
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― (9) Submission of an amendment or other paper after a decision by the 
Patent Trial and Appeal Board, other than a decision designated as 
containing a new ground of rejection under § 41.50(b) of this title or 
statement under § 41.50(c) of this title, or a decision by a Federal court, 
less than one month before the mailing of an Office action under 35 
U.S.C. 132 or a notice of allowance under 35 U.S.C. 151 that requires the 
mailing of a supplemental Office action or supplemental notice of 
allowance, in which case the period of adjustment set forth in § 1.703 
shall be reduced by the number of days, if any, beginning on the day 
after the date of the decision by the Patent Trial and Appeal Board or by 
a Federal court and ending on date the amendment or other paper was 
filed; 

― (10)  Submission of an amendment under §1.312 or other paper , other 
than a request for continued examination in compliance with §1.114, 
after a notice of allowance has been given or mailed…;

37 C.F.R. §1.704 
Subsection (c) Reduction of period of adjustment of patent term (con’t)
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Subsection (C) Reduction: More from USPTO List of “no-no’s” at 
37 C.F.R. §1.704

― (11)  Failure to file an appeal brief in compliance with §41.37  of this chapter 
within three months from the date on which a notice of appeal to the Patent 
Trial and Appeal Board was filed under 35 U.S.C. 134  and §41.31  of this 
chapter……;

― (12)  Submission of a request for continued examination under 35 U.S.C. 
132(b) after any notice of allowance under 35 U.S.C. 151 has been mailed…;

― (13)  Failure to provide an application in condition for examination as defined 
in paragraph(f) of this section within eight months from either the date on 
which the application was filed under 35 U.S.C. 111(a) or the date of 
commencement of the national stage under 35 U.S.C. 371(b) or (f) in an 
international application…;

― (14) Further prosecution via a continuing application, in which case the 
period of adjustment set forth in § 1.703 shall not include any period that is 
prior to the actual filing date of the application that resulted in the patent.
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Subsection (d) 37 C.F.R. §1.704
• (d)(1)  A paper containing only an information disclosure statement in 

compliance with §§1.97 and 1.98 will not be considered a failure to engage 
in reasonable efforts to conclude prosecution …, and a request for continued 
examination in compliance with §1.114 with no submission other than an 
information disclosure statement in compliance with §§ 1.97 and 1.98 will 
not be considered a failure to engage in reasonable efforts to conclude 
prosecution (…, if the paper or request for continued examination is 
accompanied by a statement that each item of information contained in the 
information disclosure statement:
― (i) Was first cited in any communication from a patent office in a counterpart 

foreign or international application or from the Office, and this communication 
was not received by any individual designated in §1.56(c) more than thirty days 
prior to the filing of the information disclosure statement; or

― (ii) Is a communication that was issued by a patent office in a counterpart foreign 
or international application or by the Office, and this communication was not 
received by any individual designated in §1.56(c) more than thirty days prior to 
the filing of the information disclosure statement.

• (2) The thirty-day period set forth in paragraph (d)(1) of this section is not 
extendable.
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Subsections (e) and (f) of 37 C.F.R. §1.704
• (e)  The submission of a request under §1.705(c) for reinstatement of reduced 

patent term adjustment will not be considered a failure to engage in 
reasonable efforts to conclude prosecution (processing or examination) of the 
application ….

• (f)  An application filed under 35 U.S.C. 111(a) is in condition for examination 
when the application includes a specification, including at least one claim and 
an abstract …, and has papers in compliance with § 1.52, drawings …, any 
English translation …, a sequence listing …, the inventor’s oath or declaration 
or an application data sheet containing the information specified in § 1.63(b), 
the basic filing fee …, the search fee …, the examination …, any certified copy 
of the previously filed application required by § 1.57(a), and any application 
size fee required by the Office under § 1.16(s).  An international application is 
in condition for examination when [list of requirements]… An application shall 
be considered as having papers in compliance with § 1.52, drawings (if any) in 
compliance with § 1.84, and a sequence listing in compliance with § 1.821 
through § 1.825 (if applicable) for purposes of this paragraph on the filing date 
of the latest reply (if any) correcting the papers, drawings, or sequence listing 
that is prior to the date of mailing of either an action under 35 U.S.C. 132 or a 
notice of allowance under 35 U.S.C. 151, whichever occurs first.
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Para. (c)(12) applicable only to applications in which a request for 
continued examination under 35 U.S.C. 132(b) and 37 CFR 1.114 is filed on 
or after Mar. 10, 2015. For para. (c)(12) in effect for applications in which 
all requests for continued examination were filed prior to March 10, 2015, 
see §1.704 (2013-12-18 thru 2015-03-09). 

Paras. (c)(11), (c)(13), (c)(14) and (f) applicable only to patent 
applications filed under 35 U.S.C. 111 on or after December 18, 2013, and 
to international patent applications in which the national stage 
commenced under 35 U.S.C. 371 on or after December 18, 2013. For 
paras. (c)(11) and (c)(13) in effect for applications filed before (and 
international applications in which the national stage commenced before) 
December 18, 2013, and in which a notice of appeal was filed on or after 
Sept. 17, 2012, see § 1.704 (2012-09-17 thru 2013-12-17). For para. (c)(11) 
in effect for applications in which there was no notice of appeal filed on 
or after Sept. 17, 2012, see § 1.704 (pre-2012-09-17).

Applicable Dates of 37 C.F.R. §1.704 (con’t)
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Para. (e) applicable only to applications in which a notice of allowance 
was mailed on or after April 1, 2013. For para. (e) in effect for 
applications in which there was no notice of allowance mailed on or after 
April 1, 2013, see § 1.704 (pre-2013-03-31).

For paras. (c)(11) and (c)(13) in effect for applications filed before (and 
international applications in which the national stage commenced before) 
December 18, 2013, and in which a notice of appeal was filed on or after 
Sept. 17, 2012, see § 1.704 (2012-09-17 thru 2013-12-17). For para. (c)(11) 
in effect for applications in which there was no notice of appeal filed on 
or after Sept. 17, 2012, see § 1.704 (pre-2012-09-17)

Applicable Dates of 37 C.F.R. §1.704 (con’t)
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Calculating PTA

• 37 C.F.R. § 1.703(f): 

• PTA “will run from the expiration date of the patent[.]”

• Sum of the A Delay, B Delay, and C Delay, “to the extent that such 
periods are not overlapping, less the sum of the periods [for 
applicant delay].”

• Overlap is calculated by counting delays occurring on the same 
calendar days but only counting those days once.

• Wyeth v. Kappos, 591 F.3d 1364 (Fed. Cir. 2010)

• Before Wyeth, USPTO interpreted statute as only allowing greater of A-
delays or B-delays, not both.  Now, it is  A-delays plus B-delays, minus 
overlapping days.
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Calculating PTA: Add PTE

• 37 C.F.R. § 1.703(f): 
• Patent Term Extension (“PTE”) is in addition to 

PTA.  35 U.S.C. §156(a): “The term of a patent 
which claims a product, a method of using a 
product, or a method of manufacturing a product 
shall be extended in accordance with this section 
from the original expiration date of the patent, 
which shall include any patent term 
adjustment granted under section154(b)[.]
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RCE Cases
• USPTO Interpretation of 37 C.F.R. § 1.703(b)(1): 

• that any time consumed by an RCE is excluded from the B Delay 
determination, even if it occurs after the three-year window has closed; 
and 

• “time consumed by” an RCE extends until the issuance of the patent. 

• “patent term adjustment time should be calculated by determining the 
length of the time between application and patent issuance, then 
subtracting any continued examination time (and other time identified in 
(i), (ii), and (iii) of (b)(1)(B)) and determining the extent to which the 
result exceeds three years. Such a reading ensures that applicants recover 
for any ‘delay[s] due to the failure of the [PTO],’ without allowing the 
applicant to recover for ‘any time consumed by continued examination,’ as 
the statute requires.”

In Exelixis, Inc. v. Kappos, 550 Fed. Appx. 894 (Fed. Cir. 2014) and Novartis AG v. Kappos, 740 F.3d 593 (Fed. Cir. 
2014), patent owner argued USPTO improperly cuts off B Delay when an RCE is first filed after the PTO has failed to 
issue a patent within three years of the application’s filing date.
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• Exelixis, Inc. v. Kappos, 919 F.Supp.2d 689 (E.D. Va. Jan. 28, 
2013)(Exelixis II)
• Judge  Brinkema took a different view of the statutory language, and denied 

Exelixis’ motion to correct the PTO’s calculation of PTA.

But Wait a Minute!
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• Exelixis I at the Federal Circuit, Exelixis, Inc. v. Lee, 
2014 WL 128612 (Fed. Cir. 2014)

• Vacate and remand.

• "We address those two interpretations in our decision today in 
Novartis AG v. Lee, No. 13-1160 (Fed. Cir. Jan. 15, 2014). Based 
on the ruling in Novartis, we vacate the judgments as to patent 
term adjustment for the ’436 and ’622 patents in this case and 
remand for redetermination of the proper adjustments in 
accordance with Novartis.”

Jan. 15, 2014
The Federal Circuit
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• Novartis AG v. Lee, 740 F.3d 593 (Fed. Cir. 2014)

• PTA determination (reversed-in-part)

• “no adjustment time is available for any time in continued examination, 
even if the continued examination was initiated more than three calendar 
years after the application’s filing.”

• “the patent term adjustment time should be calculated by determining the 
length of the time between application and patent issuance, then 
subtracting any continued examination time (and other time identified in 
(i), (ii), and (iii) of (b)(1)(B)) and determining the extent to which the 
result exceeds three years. Such a reading ensures that applicants recover 
for any ‘delay[s] due to the failure of the [PTO],’ without allowing the 
applicant to recover for ‘any time consumed by continued examination,’ as 
the statute requires. Id. § 154(b)(1)(B)(i).”

Jan. 15, 2014
The Federal Circuit



29

• Novartis AG v. Lee (con’t)

• “...the correct interpretation of the statute is the PTO’s 
view that time spent in a continued examination does not 
deplete the PTO’s allotment of three years for application 
processing before a resulting patent has its term extended, 
no matter when the continued examination begins.”

Jan. 15, 2014
The Federal Circuit
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• Novartis AG v. Lee (con’t)

• “While we thus disagree with Novartis on its first § 154(b)(1)(B) 
issue, we agree with Novartis on its second § 154(b)(1)(B) issue. 
…We reject the PTO’s view that the time after allowance, until 
issuance, is ‘time consumed by continued examination’ and so is 
excluded from adjustments given to the patentee. Such time from 
allowance to issuance undisputedly would count toward the PTO’s 
three-year allotment in a case not involving a continued 
examination. There is no basis for distinguishing a continued 
examination case.”

• “In the present case, time after allowance was not time caused by 
the continued examination. Because the PTO applied the contrary 
view in calculating the patent term adjustment for the ’155, ’518, 
and ’631 patents, those calculations must be corrected.”

Affirmed Time After Allowance Until Issuance 
Should Be Counted
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• Where PTA did not include days between allowance and 
issuance, file request that the time from allowance to 
issue be included in B-delay.

• As pointed out by Susan J. Mack and Azy S. Kokabi, Sughrue Mion 
PLLC in IPLaw 360 article, “Calculating Patent Term Adjustment 
Post-Novartis” (Feb. 13, 2014): for patents issuing on or after 
Jan. 14, 2013, all applications for PTA must be filed within 
seven months of the issue date (two months from the grant of 
the patent plus an additional five months with payment of 
extension of time fees). 

• Novartis decision Jan. 15, 2014, so includes any patent issuing on 
or after June 15, 2013.

Time From Allowance To Issue…
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• Novartis AG v. Lee (con’t)

• 180-day clock applies to challenges of final PTA determinations.

• Novartis did not file suit within 180 days of denial of 
reconsideration, so Novartis’ claims for 15 patents untimely.

• General tolling rule applies; see Janssen Pharmaceutica, N.V. v. Rea, 
928 F.Supp.2d 102 (D.D.C. 2013) and Daiichi Sankyo Company, 
Limited v. Rea, 2013 WL 6234571 (D.D.C. Dec. 13, 2013), aff’d, 791 
F.3d 1373 (Fed. Cir. 2015), cert. denied, 2016 WL 1173128 (U.S. Mar. 
28, 2016).

Affirmed Tolling Decision
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• “Changes to Patent Term 
Adjustment in View of the 
Federal Circuit Decision in 
Novartis v. Lee.” 80 Fed. 
Reg. 1,346 (January 9, 
2015).  

Further Rule Changes in 2015
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Gilead Sciences, Inc. v. Lee, 778 F.3d 1341 (Fed. Cir. 2015) 

• Restriction requirement issued November 18, 2009
• Gilead responded on February 18, 2010 
• 57 days later, on April 16, 2010, Gilead filed a supplemental IDS

(before Office Action)

• USPTO assessed 57 days of Applicant Delay based on the time 
between Gilead’s reply to restriction requirement and its filing 
of a supplemental IDS. 
 actual prosecution delay is not required

• D. Ct.: Granted summary judgment in favor of USPTO. 

Federal Circuit PTA Decisions
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Gilead Sciences (cont’d) 

• Fed. Circuit: Affirmed.

• “this court finds that a reasonable interpretation 
of the statute is that Congress intended to 
sanction not only applicant conduct or behavior 
that results in actual delay, but also those having 
the potential to result in delay irrespective of 
whether such delay actually occurred.”

Federal Circuit PTA Decisions
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Mohsenzadeh v. Lee, 790 F.3d 1377 (Fed. Cir. 2015)

• First action (RR) by USPTO issued 1476 days after filing date (A-delay).
 Patent issued with PTA including the 1476 days A delay

• Later filed divisional applications issued without PTA.

• Patent Owner: 1476 days PTA should apply to on each application in 
family.

• USPTO refused.
 PTA afforded to a parent application does not extend to 
any continuing applications

Federal Circuit PTA Decisions
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Mohsenzadeh (cont’d)
• D. Ct.: Granted summary judgment to USPTO.

• Fed. Cir.: Affirmed.

• A patent is only entitled to PTA for delay in the prosecution of the 
application from which the patent directly issued, not the 
application from which it derived priority. 

• Section 154(b)(1)(A) “an application” limited to the original 
application.

• “The language of the provision of the patent term adjustment 
statute at issue ... clearly shows that Congress intended delay in 
the prosecution of an application to be restored to a single 
patent, the patent issuing directly from that application” 

Federal Circuit PTA Decisions
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A-DELAY

(a) The period of adjustment under § 1.702(a) is the sum of the following 
periods:

(1) The number of days, if any, in the period beginning on the day after 
the date that is fourteen months after 

the date on which the application was filed under 35 U.S.C. 111(a) or 
the date the national stage commenced under 35 U.S.C. 371(b) or (f) 
in an international application and 

ending on the date of mailing of either an action under 35 U.S.C. 
132, or a notice of allowance under 35 U.S.C. 151, whichever occurs 
first….
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A-DELAY:  Stopping the Clock

Pfizer v. Lee, 811 F.3d 466 (Fed. Cir. 2016)
• A Restriction Requirement was issued, but omitted 6 dependent claims

• 197 days later, the erroneous Restriction Requirement was withdrawn and 
replaced with a corrected version.

• USPTO did not award A Delay for those 197 days. 

• Patent Owner: A delay should be awarded; erroneous Restriction Requirement did not 
satisfy the notice requirement of § 132 and thus didn’t not stop accrual of A Delay.

• Fed. Cir.: Original Restriction Requirement stopped A Delay clock; satisfied 
statutory notice requirement.

• “initial restriction requirement sufficiently informed the applicants of the grounds for 
rejection and clearly defined the invention groups, such that the applicants could - and in 
fact did - determine into which group the omitted claims should be classified.” 
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A-DELAY:  Starting the Clock
Actelion Pharm, Ltd. v. Matal, 881 F.3d 1339 (Fed. Cir. 2018)

• Actelion filed their national stage application before the 30 month date, 
but did not check the box for an express request to begin national 
examination procedures, but included a statement soliciting early 
examination. 

• USPTO determined that the national stage did not commence until the 
next workday after the 30-month date that fell on a federal holiday.

• Held:  USPTO correctly calculated the A Delay

• Although use of the USPTO form is optional, and although checking 
the box is not the only way to make a request for early entry, 
Actelion’s statement was too generic and ambiguous to make its 
intentions clear.
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Applicant Delay: Supernus v. Lee

37 C.F.R. 1.704(c)(8):  a circumstance that constitutes a failure of the applicant to engage in 
reasonable efforts to conclude prosecution (processing or examination) of an application
includes: “Submission of a supplemental reply or other paper, other than a supplemental reply 
or other paper expressly requested by the examiner, after a reply has been filed, in which case 
the period of adjustment set forth in § 1.703 shall be reduced by the number of days, if any, 
beginning on the day after the date the initial reply was filed and ending on the date that the 
supplemental reply or other such paper was filed.” 
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CAFC Decision
• Fed. Circuit disagreed with D. Ct. and USPTO:  reversed and 

remanded. 

• “Supernus could not have undertaken any efforts to conclude 
prosecution of the ’100 application during the 546-day period between 
the filing of the RCE on February 22, 2011, and the EPO’s notification of 
the Sandoz Opposition on August 21, 2012.”

• Held:  “the USPTO may not count as applicant delay a period of time 
during which there was no action that the applicant could take to 
conclude prosecution of the patent. Doing so would exceed the time 
during which the applicant failed to engage in reasonable efforts.” 
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Post-Supernus USPTO PTA Rules
05/09/2019 https://federalregister.gov/d/2019-09600

A patentee who believes that the period of reduction provided for in 37 CFR 1.704(c)(8) (or any of 37 
CFR 1.704(c)) exceeds the period of time during which the patentee failed to engage in reasonable 
efforts to conclude prosecution of the application because there is no identifiable effort the patentee 
could have undertaken to conclude prosecution of the underlying application may raise the issue in a 
timely request for reconsideration of the patent term adjustment under 37 CFR 1.705(b). 

The request for reconsideration must provide any relevant information, including factual 
support, which is not recorded in the USPTO’s PALM system to show that there was no 
identifiable effort the patentee could have undertaken to conclude prosecution of the underlying 
application during a portion of the period provided for in 37 CFR 1.704(c)(8) (or any of the 
periods set forth in 37 CFR 1.704(c)).        

For example, in a situation analogous to Supernus, the request for reconsideration must include the 
facts concerning how and when each of the documents contained in the information disclosure 
statement at issue were first cited by the USPTO or a foreign patent authority in a related or 
counterpart application. 

https://federalregister.gov/d/2019-09600
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Post-Supernus Case

• Eurica Califorrniaa v. Vidal (Fed. Cir. Nov. 7, 2022) (non-precedential)
• U.S. Pat. 10,245,075
• Califorrniaa: PTO improperly deducted 51 days due to applicant delay.
• DC: Granted SJ in favor of PTO.
• FC: Affirmed.

• “Where the facts of Supernus and the present case differ, however, is that the applicant 
in Supernus had no feasible actions it could have taken to conclude prosecution between 
the filing of its [RCE] and the [EPO]’s Notice of Opposition. Here, Califorrniaa could have, 
at any time in the 51 days between the filing of his after-allowance amendment and the 
examiner’s acceptance of the proposal, withdrawn his after-allowance amendment, 
concluding prosecution. Therefore, unlike in Supernus, there was an “identifiable effort” 
in which Califorrniaa could have engaged to conclude prosecution. That the PTO later 
amended § 1.704(c)(10) to change the period of pendency does not affect our decision. 
Nor can the later-amended version somehow apply to calculation of PTA for the ’075 
patent. The effective date of the amendment to the regulation was July 16, 2020, after 
the issuance of the ’075 patent and calculation of its PTA.”

Dec. 11, 2018
Notice of Allowance

Jan. 7, 2019
Califorrniaa requested add’l

review

Jan. 10, 2019
New amendment

Feb. 26, 2019
Amendment accepted

April 2, 2019
Patent issued

51 days
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35 U.S.C. § 154(b)(1)(C) Guarantee of adjustments for delays due to 
derivation proceedings, secrecy orders, and appeals.—Subject to 
the limitations under paragraph (2), if the issue of an original patent 
is delayed due to—
… 
(iii) appellate review by the Patent Trial and Appeal Board or by a 
Federal court in a case in which the patent was [1] issued under a 
decision in the review [2] reversing an adverse determination of 
patentability,

the term of the patent shall be extended 1 day for each day of 
the pendency of the proceeding, order, or review, as the case may 
be.

Applicant Delay: Appellate Review
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Chudik v. Hirshfeld, 987 F.3d 1033 (Fed. Cir. 2021)

• During prosecution, after two rejections, Patent Owner filed a Request for 
Continued Examination under 35 U.S.C. § 132(b) instead of filing an appeal. 

• Patent issued 11 years later, after four notices of appeal (after which the Examiner 
reopened prosecution rather than filing an Answer). 

• Patent Owner petitioned for additional PTA due to delays incurred when his 
notices of appeal were pending.

• USPTO:  35 USC 154(b)(1)(iii) does not apply here because, in light of the 
examiner’s reopening of prosecution, (1) the Board’s jurisdiction over the appeals 
never attached and (2) there was no Board (or reviewing court) reversal. 

• EDVA: affirmed

Applicant Delay: Appellate Review
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• Federal Circuit: Affirmed – no additional PTA for C delays

• C-delay term adjustment cannot apply unless the Board or reviewing 
court assumes jurisdiction of an appeal and reverses the adverse 
patentability decision of at least one claim under review.
• Here, because the examiner reopened prosecution, no such decision 

was ever issued.

• Effect of filing the RCE:  PTA can be awarded pursuant to the ‘B’ delay 
may increase when the examiner reopens prosecution after a notice of 
appeal is filed. But B-delay does not apply to delays attributable to 
patentee’s decision to request continued examination.

Applicant Delay: Chudik (cont’d)
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Applicant Delay: Appellate Review 
Sawstop

Sawstop Holding LLC v. Vidal, No. 48 F.4th 1355 (Fed. Cir. 2022)

• ’476 patent, claim 11 
• rejected as obvious
• On appeal, Board upheld rejection but on different ground.
• On remand, claim amendments, RCE, and then allowance.

 No PTA for time spent on appeal
• claim was not “issued under a decision in the review reversing

an adverse determination of patentability”; only issued after 
further prosecution and amendment.

Fed. Circuit agreed.  
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Applicant Delay: Appellate Review 
Sawstop

Sawstop Holding LLC v. Vidal, No. 48 F.4th 1355 (Fed. Cir. 2022)

• ’796 patent, claim 1

• claim 1:  anticipation and provisional ODP rejections; claim 2: anticipation 
rejection.

• Appealed - Board affirmed both rejections of claim 1 but reversed rejection 
of claim 2. 

• Appealed only anticipation rejection of claim 1 to D. Ct., which was 
reversed.

• On remand, claim 1 still subject to ODP rejection.  Patent Owner filed RCE, 
claim amendments, eventually cancelled claim 1 prior to allowance

 C Delay PTA only for reversal of claim 2 rejection, not for appeal of claim 1. 

 Appeal did not “revers[e] an adverse determination of patentability”  

 claim was not “issued under a decision in the review”  
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Fed. Circ.: Affirmed D. Ct.’s grant of summary judgment in favor of USPTO.

• No clear error in district court’s judgment.

• Statute requires: appellate review by the Patent Trial and Appeal Board or by a 
Federal court in a case in which the patent was [1] issued under a decision in the 
review [2] reversing an adverse determination of patentability.

• ‘476 patent – claim still found unpatentable before and after appeal – just 
different grounds; appeal did not “reverse an adverse determination of 
patentability.”  It was never deemed patentable
• Also, claim that issued was not the same as the claim that under review.

• ‘796 patent – ODP rejection remained; no reversal of an adverse determination of 
patentability.

• “the singular reversal referenced in the statute is the determination of patentability of the 
claim under appellate review, not a basis for a rejection or number of rejections.”

• Also, claim that issued not the same as that under review. 

Applicant Delay: Appellate Review 
Sawstop (cont’d)
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Patent Term Adjustment – Example 1

A-Delay – 876 Non-overlapping USPTO delays 1652

B-Delay – 982 (818 + 164) Applicant Delays 616 (not shown)

C-Delay – 0 

876 + 982 – 206 = 1652 – 616 = 1036 days (2.8 years)

PTA lost post-RCE = 815 (2.2 years; from 8/21/07 to 11/15/09))(no PTA accrues after 
filing RCE)

File appl.
5-24-2002

14 month
7-25-2003

File RCE    
8-21-2007

Issues
4-28-2010

3 Years
5-25-2005

Non-Final  
12-16-2005

A-Delay
876 days B-Delay

818 days

Overlap 206 days no PTA accruing 
after filing RCE

Note: PTE , if any, is added to PTA.

Not. of 
Allow and 
paid issue fee
11-15-2009

B-Delay
164 days
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Patent Term Adjustment – Example 2

A Delay – 888 Non-overlapping USPTO delays  1788
B Delay – 474(443 +31) Applicant Delays 13 (not shown)
C Delay – 675 (appeal win)

888 + 474 + 675 – 218 = 1819 – 13 = 1806 days (4.9 years)

File Appl.
11-14-2002

14 month
1-15-2004

File RCE    
2-1-2007

Issues
2-9-2011

3 Years
11-15-2005

A-Delay
888 days B-Delay

443 days

Overlap 218 days

Non-Final  
6-20-2006

Notice of 
Appeal  
4-25-2008

Favorable
Appeal 
Decision  
9-29-2010

C-Delay
675 days

File Reply    
11-24-2008

cuts off 
B Delay

C-Delay accrues after 
Reply Brief filed

Note: PTE , if any, is added to PTA.

No C-Delay if 
appeal decision 

unfavorable.

Not. of Allow. 
12-9-2010

B-Delay
31days
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PATENT TERM ADJUSTMENT – EXAMPLE 3

A Delay – 838 Non-overlapping USPTO delays  2954
B Delay – 1413 Applicant Delays 205 (not shown)
C Delay – 871 (win) Total PTA Adjustments 2749

838 + 1413 + 871 – 168 = 2954 – 205 = 2749 days (7.5 years)
Because no RCE was filed, B-Delay accrued..

File Appl.
6-20-2001

14 month
8-21-2002

Issues
9-22-2010

3 Years
6-21-2004

A-Delays
838 days

B-Delays
1413 days

Non-Final  
11-24-2004

Notice of 
Appeal  
6-9-2007

Favorable 
Appeal 
Decision  
5-26-2010C-Delay

871 days

Notice of 
Appeal  
3-31-2006

Non-Final  
8-30-2006

Reply Brief  
1-5-2008

reopen prosecution; no decision in Appeal, so no C-Delay 
accrues, but no issuance so B-Delay clock is still ticking 

Jurisdiction 
passes to Board
Clock starts on 

C-Delay

Note: PTE , if any, is added to PTA.

Unfavorable appeal outcome means 
lose C-Delay

A-Delay and B-Delay overlap
156 days + 12 days = 168 days
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Procedure For Challenging PTA 
• 37 C.F.R. § 1.705(b)

• A request for reconsideration must be filed no later 
than two months from date of issuance.
• USPTO–determined-PTA is now provided “no later than 

date of issuance” of the patent (See §154(b)((3)(B)(i)).

• Under 35 U.S.C. § 154(b)(4)
• File district court action in E.D. Va. within 180 

days “after the date of the Director's decision on 
the applicant's request for reconsideration.”

*applicable only to patents granted on or after January 14, 2013.
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Patent Term Adjustment and AIA

• AIA SEC. 9:  A patentee’s challenge to the 
USPTO’s PTA calculation that is filed on or after 
September 16, 2011, must be filed with the U.S. 
district court for the Eastern District of Virginia 
(“ED VA”), instead of the U.S. district court for 
the District of Columbia (“D DC”).
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Tips For Trying To Maximize PTA

• Review USPTO’s PTA calculation and, if disagree, must act quickly 
to preserve rights. 

• After patent issues, request reconsideration in USPTO within 2 
months.

• If still disagree, file district court case within 180 days of issuance of 
reconsideration decision.

• Respond within 3 months of an action – don’t take extensions.

• 37 C.F.R. §1.704(b): >3 months is “failure to engage in reasonable 
efforts to conclude processing or examination” and will mean 
deduction from PTA.

• Respond right at end of 3 months??
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Tips For Trying To Maximize PTA

• Verbally communicate election; a written restriction 
requirement will stop the 14-month clock.

• File electronically.

• Try to file complete replies.
• Ask examiner if a problem can be corrected in the next reply or 

by an examiner’s amendment.

• Avoid Terminal Disclaimers and avoid disclaiming over a 
date certain.
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Tips For Trying To Maximize PTA

• Avoid RCE’s ?
• Be aggressive and consider arguing against or appealing final 

rejections rather than use RCE.
• Appeals?  Do your best to win on at least one claim on appeal.

• Once 3-year deadline has passed, consider paying the 
issue fee at the last possible moment to maximize B-
delay, but make sure the issue payment is not missed 
or late.
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Maximizing PTA:
Avoiding Pitfalls

• Avoid filing papers after allowance.
• Ask examiner to make corrections by examiner’s amendment.
• If a problem can be corrected by certificate of correction, wait and 

file after patent issues.
• But might be good idea to wait after notice of allowance to file an 

IDS before paying issue fee

• Consider filing a CIP rather than a continuation.
• First action for a CIP typically takes longer than for a continuation.

• Timely file Information Disclosure Statements (IDS)
• File an IDS before the first office action or with a reply.

• Not considered untimely if IDS is filed within 30 days of a 
communication from the USPTO or a foreign patent office with a 
certification under 37 C.F.R. § 1.704(d).
• Earlier rule only included foreign office communications.
• Certification under 37 CFR § 1.97(e)(1) does not prevent loss 

of PTA (within 3 months).
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Proposed Rule re PTA: Circumstances that will, or will not, be 
considered a failure of an applicant to engage in reasonable efforts 

to conclude prosecution (processing or examination) of an 
application and any resulting reduction of patent term adjustment

87 Fed. Reg. 41,267 (July 12, 2022) (Comment period ended Sept. 12, 2022)

I. Section 1.704 is amended by adding new paragraph (d)(3) to read as follows:

§ 1.704 Reduction of period of adjustment of patent term.* * * * *

(d) * * *

(3) The statement under paragraph (d)(1) of this section must be 
submitted on the Office form (PTO/SB/133) provided for such a patent term adjustment 
statement. Otherwise, the paper or request for continued examination will be treated as 
not accompanied by a statement under paragraph (d)(1) of this section. No changes to 
statements on this Office form may be made. The presentation to the Office (whether 
by signing, filing, submitting, or later advocating) of this form, whether by a 
practitioner or non-practitioner, constitutes a certification under § 11.18(b) of this 
chapter that the existing text and any certification statements on this form have not 
been altered.



61



62

Maximizing PTA:  
Avoiding Pitfalls

• File Appeals – if grounds exist and record supports.
• Establish necessary record early in prosecution to support 

appeal, and particularly to enhance chance of winning at least 
one claim on appeal.

• If examiner re-opens prosecution through an office action 
currently no C-Delay accrues.
• No favorable decision by the Board.
• A-Delay from the Appeal Brief filing until examiner issues an 

office action to re-open prosecution (any time over 4 months).
• But B-Delay, if available, inasmuch as no decision reached by 

Board.

• Watch the clock - e.g., extension for filing an Appeal Brief = 
applicant delay.
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Calculate Your Own PTA

• PTA as calculated by USPTO is 
issued no later than issue date.

• Check USPTO’s calculation of PTA 
to ensure that it is correct.
• Usually based on data found in 

“PAIR”- but not always accurate.

• Final PTA will be indicated on the 
face of the issued patent.
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What Should Corporate Counsel 
Be Doing? 

• Identify pending applications that cover inventions that are 
expected to retain value at end of patent term.

• Carefully analyze US PTO’s PTA calculation.
• Make sure correct under current law.

• Determine if law not being properly applied by US PTO.

• If disagree, must act quickly to preserve rights.
• After patent issues, request reconsideration in US PTO within 2 months 

and prepare to file district court case within 180 days of decision on 
request for reconsideration.
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Statutory Language

• 35 USC §154 (b)

(2) Limitations.—

(A) In general.— To the extent that periods of delay 
attributable to grounds specified in paragraph (1) overlap, 
the period of any adjustment granted under this subsection 
shall not exceed the actual number of days the issuance of 
the patent was delayed.

(B) Disclaimed term.— No patent the term of which has been 
disclaimed beyond a specified date may be adjusted under 
this section beyond the expiration date specified in the 
disclaimer.
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Replacement Terminal Disclaimer
Example 1: 

U.S. Application No. 10/883,042, now U.S. Patent No. 7,084,302

Terminal Disclaimer filed on Feb. 17, 2006, which includes the following language:
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Replacement Terminal Disclaimer Language
Example 2: 
U.S. Application No. 13/616,887, now U.S. Patent No. 8,980,881

Terminal Disclaimer filed on Oct. 30, 2014, which includes the following language 
(effective to avoid 35 U.S.C. §154(b)(2)(B)?):
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Further Proposed Language For
Replacement TD 

In the event that any patent issued from the 
subject application gets an extension of patent 
term by patent term adjustment, the owner does 
not disclaim the extension of the patent term 
based on the patent term adjustment, as the 
term of any patent granted on the instant 
application has not been disclaimed beyond a 
specific date.
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PATENT TERM EXTENSION

69
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35 U.S.C. § 156
 35 U.S.C. § 156  provides for patent term extensions for a 

patent that claims a product, a method of making a product, 
or a method of using a product that has been subject to 
premarket regulatory review before it is approved for 
commercial marketing in the United States. 

 Extension = ½ (testing phase) + approval phase - any time 
applicant did not act with due diligence

 Not to exceed 5 years from patent expiration, exclusive of any regulatory 
review period occurring before the patent issues §156(g)(6) or not to 
exceed 14 years from NDA approval § 156(c)(3), whichever comes first.
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Information Required in PTE Application
37 C.F.R. § 1.740(a)

1. Identify of the approved product;

2. Identity of the federal statute under which regulatory review occurred;

3. Identity of date on which approved product received permission for 
commercial marketing or use;

4. Identity of the active ingredient;

5. Indication that application is timely filed (within the permitted sixty-
day period that began on the date the product received permission 
under 21 U.S.C. 355(b));

6. Identity of the patent for which an extension is sought;

7. Copy of the patent;
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Information Required in PTE Application
37 C.F.R. § 1.740(a)(con’t)

8. Disclaimers, Certificates of Correction, receipts of maintenance fee 
payment or reexamination certificate;

9. Statement of patent claim coverage of approved product;

10.Statement of relevant dates and information pursuant to 35 U.S.C. 156(g) 
(NDAs);

11. Brief description of significant activities undertaken by marketing 
applicant during applicable regulatory review period and respective dates;

12.Statement of eligibility for extension;

13.Statement as to length of extension claimed and the determination of such 
extension;

14.Statement of acknowledgement of duty to disclose material information.
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Application For PTE
• Application for PTE must be filed by the patent 

owner or its agent.  

• Processing the application for PTE is joint 
responsibility of the USPTO and regulatory 
agency responsible for the premarket regulatory 
review.  
• No required time for response.
• Keep track and make inquiries as appropriate.
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PTE Eligibility
• Not precluded by terminal disclaimer

• Merck & Co., Inc. v. Hi-Tech Pharmacal Co., Inc., 482 F.3d 1317 (Fed. Cir. 
2007): “The terminal disclaimer is not ignored; the §156 patent term 
extension is calculated from the terminal disclaimer expiration date.  The 
objectives of two separate policies are fulfilled.”

• The original term of the patent must not have expired at the 
time the application for patent term extension is filed. 
• Keep the foot on the accelerator during regulatory review period. 

• The term of the patent must not have been previously 
extended under §156.
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PTE Eligibility (con’t)

• Only one patent may be extended for the 
same regulatory review period for any 
product. 

• For drug products containing a 
combination of active ingredients, it 
must be the first approval for at least 
one active ingredient.
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Term Extension:  
Protection In Extended Term

 Depends on type of patent claim.

 Approved product - rights in the PTE limited to any use approved for 
the product that occurred before the expiration of the term of the 
patent.  

 Method  of making approved product – rights in the PTE limited to 
the method of manufacturing as used to make the approved product.  

 Method of using approved product - rights in the PTE limited to any 
use claimed by the patent that has been approved for the  product  
before  the  expiration of the term of the patent.  
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How Delay In Patent Issuance 
Costs PTE

 How to lose some 900 days of patent term extension because of delayed issuance

 Scenario 1:

 Day 0 - Regulatory review starts 

 Day 1 – Patent issues

 Day 1000 – NDA filed

 Day 1500 – FDA approval

Patent gets about 999/2 of PTE for the regulatory 
review to NDA period and all 500 days for the 
regulatory period from NDA to FDA approval, 500 + 
500 = 1000 (subject to the 5/14 year caps)
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How Delay In Patent Issuance 
Costs PTE (con’t) 

 How to lose some 900 days of patent term extension because of delayed 
issuance: moral - if PTE is going to be important want patent to issue as soon 
as possible, such as by Track I prosecution.

 Scenario 2:
 Same facts but patent issues on Day 998
 Patent gets 2/2 of PTE for the regulatory review to NDA period and all 500 days for 

the regulatory period, from NDA to FDA approval, 1+500 = 501 (subject to the 5/14 
year caps). 

 Scenario 3:
 Same facts but patent issues on Day 1400
 Patent gets 0 of PTE for the regulatory review to NDA period , and only 100 days or 

so of PTE in the NDA approval time span, 0+100 = 100 (subject to the 5/14 year 
caps). 
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Hypothetical Example:
Patent Term Extension Timeline for U.S. 0,000,001

(broad drug substance)

Patent term (no PTA, no extension) : 20 years from PCT filing, almost 7 years from NDA approval date.
Patent term with 5 year extension: 25 years from PCT filing, almost 12 years from NDA approval date.
14 year cap: 24 years from patent grant, 14 years from NDA approval date.
5 year cap is earlier, BUT eat into PTE if grant is after 16 Jul 2004 (AIA Prioritized Track I Exam: from 
9/16/11 can accelerate issuance)

7979
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Hypothetical Example Showing LOSS in PTE from taking longer to get the patent
Patent Term Extension Timeline for U.S. 0,000,001

(broad drug substance)

This slides shows the actual calculations for the regulatory approval period

80

½ of 2355 
days 

(1177.5 = 
1178) all of days 

(605)

80
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Hypothetical Example:
Patent Term Extension Timeline for U.S. 0,000,002

(narrow drug substance covering approved product and bioequivalents)

Patent term (no PTA, no extension) :  almost 17 years from grant, some 8 + years from NDA approval date.
Patent term with 5 year extension: almost 22 years from grant, some 13 + years  from NDA approval date.
14 year cap: 22 years 5 mos. from patent grant, 14 years from NDA approval date.  5 year cap is earlier. 
Longer expiration than ‘001 A key: patent issued before  16 July 2004.  Issuing thereafter eats into PTE. 

8181
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Hypothetical Example Showing LOSS in PTE from taking longer to get the patent
Patent Term Extension Timeline for U.S. 0,000,002

(narrow drug substance covering approved product and bioequivalents)

This slides shows the actual calculations for the regulatory approval period

82

½ of  2355 
days (1177.5)

all of days 
(605)

82
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Hypothetical Example:
Patent Term Extension Timeline for U.S. 0,000,003

(polymorphic form of the drug substance)

Note that the continuation strategy cost some 2 years of PTE on perhaps the “most enforceable,” i.e. 
polymorphic form,of the patents ‘001, ‘002, and ‘003.
An earlier application in the family could have helped PTE.
Track I Prioritized Exam available beginning on 9/16/11 can help get patent earlier and maximize PTE.

‘003: a continuation in the ‘002 family, issued years later 
w/narrower but listable claims. -> less extension

8383
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Hypothetical Example Showing LOSS in PTE from taking longer to get the ‘003 
patent

Patent Term Extension Timeline for U.S. 0,000,003
(polymorphic form of  the drug substance)

This slides shows the actual calculations for the regulatory approval period

84

½ of  835 
days (417.5)

all of days 
(605)

84
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Hypothetical Example:
Patent Term Extension Timeline for U.S. 0,000,004

(method of use approved by FDA)

Note that continuation strategy ate into PTE.  But ‘004 may not have been the primo 
patent of the series because generic manufacturer might have been able to seek another 
indication and might have been able to skinny label. 

8585
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Hypothetical Example Showing LOSS in PTE from taking longer to get the patent
Patent Term Extension Timeline for U.S. 0,000,004

(method of use approved by FDA)

This slides shows the actual calculations for the regulatory approval period

86

½ of  1900 
days (950) all of days 

(605)

86



Sample PTE Timeline For The Future

87

1-1-15
Earliest 
effective 
non-prov. 
filing date

17-11-13
Approx. 
IND filing 
date

17-12-13
Approx. 
regulat. 
review 
start 
date

23-10-15
‘001 
patent 
grant 23-10-21

Approx. NDA 
Filing date

23-10-22
Approx. 
NDA 
Approval 
Date

23-10-26
Approx. 
Initial ANDA 
challenge 
date

23-10-27
Approx. NCE 
expiration date

1-1-35
original 
expiration of 
‘001 patent

23-10-
36

approx. 
NDA 

approval 
+ 14 
years

1-1-40
original 
expiration of 
‘001 patent 
+ 5 years

1-01-39
approx. 
expiration of 
extended 
‘001 patent

Assume Prioritized Exam was used for the ‘001; issued in a little over 9 months
‘001 extension approximately 1460 days; expires 1-01-39, as shown.
BUT subject to 14-year cap, 23-10-36, as shown which comes before 5-year cap! Why?
Filing after regulatory period began, patent issued quickly.  That later filing may have 
raised prior art risks.
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Sample PTE Timeline For The Future 
(NOT TO SCALE)
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1-1-10
Earliest 
effective 
non-prov. 
filing date

17-11-13
Approx. 
IND filing 
date

17-12-13
Approx. 
regulat. 
review 
start 
date

23-10-15
‘001 
patent 
grant 23-10-21

Approx. NDA 
Filing date

23-10-22
Approx. 
NDA 
Approval 
Date

23-10-26
Approx. 
Initial ANDA 
challenge 
date

23-10-27
Approx. NCE 
expiration date

1-1-30
original 
expiration of 
‘001 patent

23-10-
36

approx. 
NDA 

approval 
+ 14 
years

1-1-35
original 
expiration of 
‘001 patent 
+ 5 years

‘001 extension approximately 1460 days to ~1-1-34, not shown.
BUT does not even hit 5-year cap, 1-1-35, which comes before 14-year cap! Why?
Filed patent application before regulatory period began; patent did not issue quickly.
Depends on facts and circumstances
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Limited Time To Make 
Requests

 Deadline for filing application for PTE: non-extendible 60-day period 
from the date the product is approved for commercial marketing. 

 If the original term of the patent will expire before the product is 
approved for commercial marketing or use, application for interim 
PTE must be filed during the period beginning 6 months, and ending 
15 days before the term is due to expire.  
 Each subsequent application for interim extension must be filed during the 

period beginning sixty days before and ending thirty days before the 
expiration of the preceding interim extension.

 PTE available even where regulatory approval occurs after the 
expiration date of the original patent term.
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PTE Applies To Entire Patent?

• Federal Circuit arguably has been inconsistent, 
interpreting product to mean active ingredient for 
eligibility purposes, and active moiety for purposes of 
protection in the extended term (see the Pfizer case).
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ODP and PTE

• Issue: dealing with an ODP issue after the patent issues, and either 
before or after the PTE certificate issues, particularly where the 14 
year cap may be involved.

• It may be better to file a TD before the PTE calculation is made in 
order to maximize PTE. If PTE certificate issued before TD is filed, 
PTO has no authority to recalculate PTE based on an earlier patent 
expiration date (which may lead to loss of patent term if the extension 
was capped by 14 years).

• To partially address the above issue, the PTO has redrafted its 
certificate language so that it no longer makes reference to the 
original expiration date of the patent (recognizing that it may change 
as a result of a TD filed after the patent is granted.)



― Merck & Co. v. Hi-Tech Pharmacal Co., 482 F.3d 1317 
(Fed. Cir. 2007)

― PTE not foreclosed by TD. Calculate PTE from the TD expiration date.

― PTE applied AFTER TD.

― Distinguished PTA which has statutory language prohibiting PTA past TD.

Pre-Ezra ODP and PTE
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• Magna Elecs., Inc. v. TRW Auto. Holdings Corp., No. 1:12-cv-654 (W.D. 
Mich, Dec. 10, 2015)

― Optical system for controlling car high beam headlamps
― Both patents recite control systems, with variations in data processing techniques.

― Patents have same priority, term differed due to PTA
― ‘149 patent filed first and issued first; accrued PTA
― ‘786 (CON) filed later and issued later; no PTA.

• ODP used to override statutory grant of PTA under 35 U.S.C. §154.
• Case dismissed Feb. 5, 2016.

Pre-Ezra ODP and PTE
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• First issued ‘471 patent pre-URAA and entitled to 17-year patent term.  
• Second issued ‘444 patent post-URAA, term is 20 years from filing.
• Claims of both patents to generic TNF Abs; conceded not patentably distinct.
• DC granted summary judgment of invalidity of ‘471 patent for ODP in light of 

the ‘444 patent.
• Applied Gilead.

Pre-URAA and Post-URAA Patents
Janssen Biotech, Inc v. Celltrion Healthcare Co. Inc., 210 F.Supp.3d 278 
(D. Mass. Sept. 28, 2016)
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Pre-URAA and Post-URAA Patents
Janssen’s arguments in CAFC brief:
I. No gamesmanship: Janssen’s situation arose from a change in law (GATT) rather than 

gamesmanship (in Gilead, two separate chains of applications were filed having different 
priority dates).

II. The district court’s decision is at odds with Congress’s decision to maintain 17yr terms for pre-
GATT cases.

Appeal vacated on Jan. 23, 2018 as moot in view of companion Federal Circuit decision.

Gilead

Janssen



• “The parties dispute whether the ’781 qualifies as a double patenting reference because 
it expired before the ’353 patent.”

• “Under the particular circumstances, the oddity of using the ’781 patent as a reference 
patent to cut short the ’353 patent's (the first issued parent patent) term of exclusivity 
is rejected. This is not an instance of a patentee seeking to extend the patent term with 
‘sequential’ applications. The ’353 patent is not invalid for double patenting.”

• No ODP where patentee was not attempting to extend patent term.

Merck Sharp & Dohme Corp. v. Teva Pharms. USA, Inc., 
217 F.Supp.3d 782 (D. Del. Nov. 16, 2016)
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Novartis AG v. Ezra Ventures, 
909 F.3d 1367 (Fed. Cir. 2018)

compound 
fingolimod patent

method of using 
fingolimod

• Ezra filed ANDA related to Gilenya®.

• FC: “if a patent, under its pre-PTE expiration date, is valid under all other provisions 
of law, then it is entitled to the full term of its PTE.”

• No gamesmanship issue as in Gilead. “But for the § 156 PTE, the '229 patent would have expired 
before the '565 patent.3 So there is also no concern that Novartis, once its '229 patent issued, 
sought to subsequently “secur[e] a second, later expiring patent for the same invention” as in 
Abbvie[.]”

• “[A}greeing with Ezra would mean that a judge-made doctrine would cut off a statutorily-
authorized time extension. We decline to do so.”
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Novartis Pharms. Corp. v. Breckenridge Pharm. Inc., 
909 F.3d 1355 (Fed. Cir. 2018)

U.S. Pat. 5,665,772 
Claims directed to 
rapamycin.

U.S. Pat. 6,440,990 
(divisional of ‘772) 
Claims directed to 
derivative of 
rapamycin, everolimus, 
and include all 
limitations of various 
claims of the ‘772 
patent.

DC: ‘990 is a proper double-patenting reference for the ‘772 
patent and the ‘772 claims are invalid for ODP. 

FC: Reversed. A post-URAA patent that issues after and expires 
before a pre-URAA patent cannot qualify as a double 
patenting reference against the pre-URAA patent.



• Appealing PTAB reexaminations finding claims of four related patents 
with PTA invalid for ODP.

• Issues on appeal:
― 1. Whether PTA should be treated the same as PTE for ODP.
― 2. Whether ODP applies where PTA is the only reason for the later 

expiration over a related patent.
― 3. Whether ODP created a “substantial new question” for 

reexamination. 

In Re: Cellect, LLC
Appeal Nos. 2021-005046, 005258, 005302, 005303
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Related Proceedings

• District court litigation
― Cellect, LLC v. Samsung Electronics Co., Ltd. et al, 1-19-cv-00438 (DCO)

― Alleges infringement by Samsung tablets and smartphones.

― Filed after expiration of 2 asserted patents, less than 1 year before others expired

― Stayed pending reexaminations.

• Related IPRs by Samsung
― Samsung Electronics Co., Ltd. et al v. Cellect, LLC IPR2020-00568, 569, 571, 572, 565, 566, 567, 

562, 563, 564, 559, 560, 561, 472, 473, 474
― None instituted

• Third Party Reexaminations filed by Samsung.
― 90/014,453, 90/014,454, 90/014,455, 90/014,457

― Basis for current Federal Circuit appeal.
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Cellect’s Patents

U.S. Patent No. 6,982,742
•42. In a PDA having capability to transmit and receive 

data…, the improvement comprising:
•a video system integral with said PDA for receiving 

and transmitting video images and for viewing said 
images, said video system comprising:

•a camera module…;
•a transceiver radio module…; and
•a video view screen attached to said PDA...

U.S. Patent No. 6,424,369
•49. In a PDA having capability to transmit data 

between … , the improvement comprising:
•a video system integral with said PDA…:
•a camera module…; and
•a video view screen attached to said PDA.….

U.S. Patent No. 6,452,626
•1. In a wireless telephone for conducting wireless 

telephonic communications, the improvement 
comprising:

•a video system integral with said telephone …;
•a camera module…;
•a video monitor attached to said wireless phone….

U.S. Patent No. 7,002,621
•33. In a video telephone… , the improvement 

comprising:
•a camera module... including an image sensor housed 

therein and lying in a first plane… and a transceiver 
radio element communicating with said image sensor 
for wirelessly transmitting said pre-video signal.
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Cellect’s Patents and PTA
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District Courts on ODP and PTA

• “Gilead is indistinguishable from this case for purposes of deciding 
whether the doctrine can apply here.”

2014 Magna (W.D. Mich.):  PTA subject to ODP

• “[A]s in Ezra, ‘[t]his case does not raise the traditional concern with 
obviousness-type double patenting of a patent owner extending his 
exclusive rights….’

2021 Mitsubishi (D.N.J.):  PTA not subject to ODP

• “A difference in expiration dates between two patents that arises solely 
from a statutorily authorized time extension, such as a patent-term 
adjustment pursuant to 35 U.S.C. § 154(b) or a patent-term extension 
pursuant to 35 U.S.C. § 156, cannot be the basis for an application of 
ODP.

2021 Amgen (D.N.J.): PTA not subject to ODP



― “[D]ouble patenting should be considered after any PTA is applied.…” 

Cellect Reexaminations

 PTAB:  Patents with PTA invalid based on ODP over related 
family
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PTAB:  Because a TD is applied after PTA, so too ODP is applied after PTA

― [1] PTA only possible before TD because “the statute itself is clear that unlike a PTE under§ 156, a 
PTA under§ 154 shall not extend the term of a patent past the date of any terminal disclaimer”

― 35 USC § 154(b)(2)(B):  “No patent the term of which has been disclaimed beyond a specific 
date may be adjusted under this section beyond the expiration date specified in the 
disclaimer”

― [2] “[G]iven that terminal disclaimers arise almost exclusively to overcome obviousness-type double 
patenting, Congress expressly addressing terminal disclaimers in § 154 is tantamount to addressing 
obviousness-type double patenting.

― [3] “[W]e hold that the statutory rule for terminal disclaimers in § 154 is directly relevant to double 
patenting and we apply that same rule to double patenting as a logical extension.”

―  TD and ODP are necessarily after PTA

Cellect Reexaminations
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PTAB:  Because a TD is applied after PTA, so too ODP is applied after PTA

Cellect Reexaminations

20-year term Terminal 
Disclaimer

• ODP evaluated

PTE

• Added onto TD 
date

1) For PTE, apply ODP and TD first then extend term (Novartis)

20-year term PTA

• Added to original 
term

Terminal 
Disclaimer

• ODP evaluated

2) For PTA, adjust term first then apply TD and ODP (PTAB)
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PTAB:  Application of ODP after PTA is equitable

― “[T]he Federal Circuit is unambiguous [in Boehringer v. Barr, 592 F.3d 1340 (Fed. Cir. 2010)] 
that the inequity here is Appellant's enjoyment of a second patent's term beyond the 
expiration of the first patent.”

― “Appellant also never addresses preserving the public's right [addressed in Gilead] to make 
what is covered by the earlier patent after it expired.”

― “[I]nvalidating the challenged claims of a second patent (or third, fourth, and fifth patents in 
the case of the numerous related reexaminations here) does not take away Appellant's right 
to enforce its first patent.”

Cellect Reexaminations
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• PTAB Not Persuaded by Mitsubishi

― See earlier Magna district court decision, apply ODP to PTA.

― Mitsubishi discussion of §154 v. §156 limited to one footnote.

― Not clear that Mitsubishi considering the right facts. 

― In Mitsubishi, the challenged patent issued before the reference patent; opposite 
to the present case.

Cellect Reexaminations
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Cellect Appeal, No. 22-1100 (pending)

• Cellect Opening Brief
― PTA not “improper timewise extension” subject to ODP

― PTA should be treated like PTE per Novartis

― PTAB misconstrues §154 
― PTAB reading effectively precludes PTA for related patent
― Improper to equate TD with ODP

― PTAB using “a judicially created doctrine to eliminate Congress' compensation 
to patent owners for administrative delays that interfere with the 
foundational quid pro quo of patent law”

― Patents at issue do no implicate “unjust extension” addressed by ODP
― PTA is congressional guarantee of patent term
― No evidence of purposeful manipulation justifying ODP

― PTAB invalidation left Cellect no opportunity to cure
― Post-issuance, could not decline / dedicate PTA to preserve validity
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TDs and PTEs
• TDs can save patents from OTDP. 

• PTE is an important tool that can be used to 
maintain patent term, and can apply to a 
patent that is subject to a TD.

• The Novartis cases limit the Gilead decision 
by concluding that OTDP may not be used to 
eviscerate a PTE. 

• Carefully choose the patent for PTE to 
maximize patent coverage.
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Application For PTE
• Start planning early in the product approval cycle. 

Avoid last-minute rush.

• Consider filing early to permit US PTO to review the application 
and identify any potentially fatal errors before the 60-day 
deadline expires. 

• And whether or not such early review occurs, file by the non-
extendible 60-day period.

• Draft your PTE application as soon as FDA approval is obtained so 
you can see if you have any holes to fill. 
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Application For PTE
• Start planning early in the product approval cycle. 

Avoid last-minute rush.

• File PTE for all Orange Book-listable patents and later elect 
which patent will get the PTE.

• Hedge your bets against foreign litigation and AIA procedures of 
PGR and IPR.

• Hedge your bets against possible use of Supplemental 
Examination.

• Consider potential further development of approved product.
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Application For PTE
• Start planning early in the product approval cycle. 

Avoid last-minute rush.

• Close communication with Regulatory group.

• Make sure appropriate person leading PTE application is identified 
of approval as soon as possible.

• Alert to need for documents and FDA communication logs.



115

PTE Eligibility: Filing Request
Why Filing Early Can Save So Much Trouble!

 The Medicines Co. (“TMC”) and their blood-thinning drug, 
Angiomax® (patent without extension expired March 23, 
2010). 

 TMC received FDA approval on Friday, Dec. 15, 2000 6:17 
PM. 

 TMC filed its extension request on Feb. 14, 2001, which 
complied with the 60-day deadline if the technical date of 
FDA approval was Monday, Dec. 18, but is one day late if 
the date of FDA approval was Dec. 15.  
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PTE Eligibility: Filing Request
Why Filing Early Can Save So Much Trouble!

 USPTO used the Dec. 15 date, and rejected the PTE request. 

 In addition to suing the USPTO, TMC spent more than $13M on 
lobbying for relief.  

 On August 3, 2010, the district court granted TMC’s motion that the 
US PTO’s decision was “arbitrary and capricious.”  The Medicines 
Company v. Kappos, 731 F.Supp.2d 470 (ED. Va. Aug. 3, 2010):
 “Congress intended for the applicant to have sixty days. The PTO 

interpreted the statute in a manner that deprives an applicant the sixty 
days that Congress intended for them to receive. For the forgoing reasons, 
summary judgment should be awarded to the Plaintiff.”
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PTE Eligibility: Filing Request
Why Filing Early Can Save So Much Trouble!

 AIA amended 35 U.S.C. §156(d)(1) to include directions as 
to how days are to be counted (and extend the TMC 
patent no matter what happened further in the 
litigation). 

 AIA SEC. 37, 125 STAT. 341: ‘‘For purposes of determining the date on 
which a product receives permission under the second sentence of this 
paragraph, if such permission is transmitted after 4:30 P.M., Eastern Time, 
on a business day, or is transmitted on a day that is not a business day, the 
product shall be deemed to receive such permission on the next business 
day. For purposes of the preceding sentence, the term ‘business day’ 
means any Monday, Tuesday, Wednesday, Thursday, or Friday, excluding any 
legal holiday under section 6103 of title 5.’’
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PTE Eligibility: Filing Request
Why Filing Early Can Save So Much Trouble!

 Retroactive:
“The amendment made by subsection (a) shall 

apply to any application for extension of a patent 
term under section 156 of title 35, United States 
Code, that is pending on, that is filed after, or as to 
which a decision regarding the application is 
subject to judicial review on, the date of the 
enactment of this Act.”
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Third Party Has 180 Days After Publication Of Regulatory Review Period 
To Question Due Diligence Of PTE Applicant

Also note 21 CFR 60.24 - sets a 60 day period from the initial publication in the 
Federal Register for any person to request reconsideration of the regulatory 
review period determination (typically for issues other than due diligence)
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Request Interim Extension When 
Original Term Will Expire Before PTE Can Be Issued 



121

Changing Information In The 
Orange Book



Thank You! Contact Information:

Tom Irving: tom.irving@finnegan.com

Charles Van Horn: 
charles.vanhorn@finnegan.com

Jill MacAlpine: jill.macalpine@finnegan.com
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Sample Patent Term Extension Notice
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Sample Patent Term Extension Notice
• USPTO Explanation of the calculation:

• Patent granted Sept. 3, 2002
• NDA filed Jan. 31, 2003
• NDA approved Dec. 15, 2004
• PTE application Feb. 11, 2005
• Original expiration Jan. 16, 2012
• Term extension 760 days
• Extended term expiration Feb. 14, 2014 
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Sample Patent Term Extension Notice
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Sample Request For Reconsideration Of 
Patent Term Extension
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