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Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately 
so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.
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participation in this webinar by completing and submitting the Attendance 
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A link to the Attendance Affirmation/Evaluation will be in the thank you email 
that you will receive immediately following the program.
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Program Materials

If you have not printed the conference materials for this program, please 
complete the following steps:

• Click on the link to the PDF of the slides for today’s program, which is located 
to the right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the 
printer icon.

Recording our programs is not permitted. However, today's participants can 
order a recorded version of this event at a special attendee price. Please call 
Customer Service at 800-926-7926 or visit Strafford’s website 
at www.straffordpub.com.
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http://www.straffordpub.com/


Disclaimer

These materials have been prepared solely for educational and entertainment
purposes to contribute to the understanding of U.S. and European 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, Finnegan, Henderson, Farabow, Garrett & Dunner, LLP (including
Finnegan Europe LLP, and Fei Han Foreign Legal Affairs Law Firm), and MERCK
SHARP & DOHME 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) or MERCK SHARP & DOHME LLC. 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. The authors thank Stacy
Lewis for preparing these slides.
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Outline

I. Recent Orange Book developments 

A. Orange Book Transparency Act

B. FDA Guidance on Questions and Answers related to the Orange 
Book

C. Modernizing the Orange Book, particularly FDA's recent public 
docket for the receipt of public comments regarding the types of 
patent information published in the Orange Book and related 
issues, and responses by life science interested parties

II. Best practices for good faith Orange Book listing and resulting Hatch-
Waxman litigation
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Orange Book

Approved (Small Molecule) Drug Products

Patent Information

Exclusivity Information

FDA Website, https://www.fda.gov/Drugs/InformationOnDrugs/ucm129662.htm; 
21 U.S.C. § 355(j)(7)(A), (j)(12).
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Orange Book Transparency Act
(Pub. Law. 116-290, signed into law Jan. 5, 2021)

BEFORE: 21 U.S.C. § 355(b)(1) 
required submission of patent 
information for “any patent which 
claims the drug for which the 
applicant submitted the application or 
which claims a method of using such 
drug and with respect to which a 
claim of patent infringement could 
reasonably be asserted if a person not 
licensed by the owner engaged in the 
manufacture, use, or sale of the 
drug.”

8

“Patent information that is not the type of patent information required by 
subsection (b)(1)(A)(viii) shall not be submitted under this paragraph.’’ See 
amendment to 21 U.S.C. § 355(c)(2); this codifies the existing regulation 21 C.F.R. 
§ 314.53(b).

NOW: (b)(1)(A) … Such  persons  shall  
submit  to  the  Secretary  as  part  of  the  
application—

• (viii) the patent number and expiration date of 
each patent for which a claim of patent 
infringement could reasonably be asserted if a 
person not licensed by the owner of the patent 
engaged in the manufacture, use, or sale of the 
drug, and that—

― (I) claims the drug for which the applicant 
submitted the application and is a drug 
substance (active ingredient) patent or a 
drug product (formulation or composition) 
patent; or 

― (II) claims a method of using such drug for 
which approval is sought or has been granted 
in the application. 



Orange Book Transparency Act Provisions

9

Amending 
• 21 U.S.C. § 355(b)(1)(B)
• Patent issues after filing but before approval -> amend to include patent 

number and expiration date. 

Timing
• 21  U.S.C.  355(c)(2))
• Time periods for submitting patent information to FDA, depending on 

when the patent is granted.

NDA holders have obligation to submit relevant patent information for the 
Orange Book listing no later than 30 days after the date of approval or, if the 
patent has not yet been issued at the time of approval, no later than 30 days 
after the date of issuance of the patent. This codifies the existing regulations 21 
C.F.R. § 314.53(d)(1)-(3).



Orange Book Transparency Act: 
Delisting

• 21  U.S.C. 355(j)(7) 

• When claim canceled or invalidated, and NDA holder determines that the 
patent no longer meets the listing requirements.

• Within 14 days of cancellation or invalidation, request amendment or 
withdrawal.

• Secretary amend or remove except not before expiration of any 180-day 
exclusivity period that relies on the certification.

• Applies only with respect to cancellation or invalidation decisions issued on or 
after [Jan. 5, 2021]. 

10
See also A16 and A17 in Orange Book Q & A Guidance for Industry, July 2022.



Orange Book Transparency Act: 
Listing of  Exclusivities

21  U.S.C. 355(j)(7))(iv): FDA will now specify any exclusivity 
period that is applicable for each drug included on the list.
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Orange Book Transparency Act:
No Sanctions Specified

• No specified consequence for 
“late” listing or failing to list a 
patent, so consequences for failing 
to comply with the newly added 
requirements are governed by the 
currently existing regulations, 
statutes and case law.
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Recent Orange Book Developments:
Orange Book Questions and Answers

Guidance for Industry (Final, July 2022)

A. General Inquiries About the Content and Format of the Orange Book

B. Petitioned ANDAs

C. The Movement of Drug Products Between the Active and Discontinued 
Sections of the Orange Book

D. Patent Listings
1. Listing Patents

2. Patent Listing Disputes

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/orange-book-questions-and-answers-guidance-
industry 
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Timely Submission of  Form 3542
• Within 30 days after the date of approval of its NDA or 

supplement, must submit Form 3542 for each patent that 
claims the drug substance (active ingredient), drug 
product (formulation and composition), or approved 
method of use.”

― If patent issues after approval, must submit not later 
than 30 days after date of issuance. 

• If any errors, must submit acceptable form within 15 
days of FDA notification. 

― 21 C.F.R. § 314.53(c)(2)(ii)

• If not within 30 days, FDA will list the patent, but patent 
certifications . . . will be governed by the provisions 
regarding untimely filed patent information.”

― 21 C.F.R. § 314.53(d)(3)
― And possible forfeiture of the benefits of Hatch-

Waxman litigation, including 30-month stay of generic 
drug approval. 
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Timely Filing of  Amendment to Description 
of  Approved Method of  Use

Within 30 days of (ONLY!):

(1) patent issuance, 

(2) approval of a corresponding 
change to the drug product 
labeling, or 

(3) a decision by the PTO or court 
that is specific to the patent and 
alters the construction of a 
method-of-use claim(s) of the 
patent.

21 CFR 314.94(a)(12)(vi) and 21 CFR 314.50(i)(4)
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Guidance: Remove Original Patent Once 
Patent Reissued

NDA holder required to request removal of original patent from 
the Orange Book once a patent is reissued. 

Original patent will remain listed in the Orange Book until FDA 
determines that no first applicant is eligible for 180-day 
exclusivity based on a paragraph IV certification to that patent or 
after the 180-day exclusivity period of a first applicant based on 
that patent has expired or has been extinguished or relinquished.

16

21 CFR 314.53(f)(2)(i).
81 Fed.Reg. 69,580 (Oct. 6, 2016), referencing 37 CFR 1.178(a).

21 CFR 314.53(f)(2)(i).
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FDA: Listing of  Patent 
Information in the 

Orange Book; 
Establishment of  a 

Public Docket; Request 
for Comments

June 1, 2020

Report to Congress: 
The Listing of  

Patent Information 
in the Orange Book

Dec. 2021



Types of  Questions Posed for Comment

• Full text of comments at https://www.regulations.gov/document/FDA-2020-N-1127-
0001/comment; https://www.regulations.gov/document/FDA-2020-N-1127-0019/comment; and 
https://www.regulations.gov/document/FDA-2020-N-1127-0024/comment

18

General (what types of 
patents should be 

listed? Issues related 
to listing)

Need to clarify 
regulatory definition of 

“drug patent” or 
“dosage form”? 

Eligibility for OB listing 
of method of use 

patents using a device 
constituent part

REMS requirements 
and listing

Eligibility for OB listing 
of digital applications 



Report to Congress: 
The Listing of  Patent Information in the Orange Book

Dec. 2021

19

GAO Report to 
Congress not later 
than Jan. 5, 2023, 

will also be 
considered

FDA will create 
multidisciplinary 
working group, 
study need for 
more clarity, 
consider the 
comments

FDA received 24 
comments

Not out yet 
(Feb. 7, 
2023)



To List or Not to List
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How to List

• Form 3542a
― With original 

unapproved NDA, 
amendment, or 
supplement.

• Form 3542
― Within 30 days after 

approval or patent 
issuance, if patent 
issues after approval.
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Benefits of  Listing Patent Information

22

Notice 
of 

patent 
rights

Triggers 
certifica-

tion 
require-

ment

ANDA or 
505(b)(2) 
applicant 

must certify 
as to each 

patent listed 
for the 

drug/use for 
which 

applicant 
seeks 

approval 

Even if 
accuracy or 
relevance 
of listed 
patent 

information 
is disputed

Notice to 
patent 
owner 

and NDA 
holder 

within 20 
days 
from 

ANDA 
“receipt”



Effect of  Orange Book Listing
On Standing To Appeal from PTAB

Amerigen Pharm. Ltd. v. UCB Pharma GmBH, 
913 F.3d 1076 (Fed. Cir. 2019)

Consumer Watchdog v. Wis. Alumni Research 
Found., 753 F.3d 1258 (Fed. Cir. 2014)

23

Generic 
manufacturer

Non-profit 
organization 

IPR Petitioner



What Not to List

24

Methods of Making
Metabolites
Intermediates
Packaging?



Devices?  Packaging?
• Does the submitted patent claim the 

finished dosage form of the approved drug 
product?

• See FDA 68 Fed. Reg. 36,676, 36,680 (June 
18, 2003): “Patents must not be submitted 
for bottles or containers and other 
packaging, as these are not ‘dosage 
forms.’’’

• But see IPO Submission suggestion, 
https://www.finnegan.com/en/insights/bl
ogs/ip-fda-blog/modernization-of-the-
orange-book.html: “listable as long as a 
patent claim is reasonably related to an 
approved drug substance, drug product, or 
method of use.” 

• Current list of dosage forms of approved 
drug products (current to Dec. 2022), 
https://www.fda.gov/media/71523/download

25

https://www.fda.gov/media/71523/download


FLOVENT® – Packaging or Product?

U.S. 9,861,771
• Currently listed in the 

Orange Book for 
Flovent HFA ®

26



Improper Listing
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Possible Consequences 
of  Improperly Listing Patent Information

• Counterclaims in district court litigation for an order to correct or 
delete patent information ;

― 21 U.S.C. § 355(c)(3)(D) (for 505(b)(2)); § 355(j)(5)(C) (for ANDAs).
― See Novo Nordisk A/S v. Caraco Pharm. Labs., Ltd., 688 F.3d 766, 768-69 (Fed. 

Cir. 2012) affirming injunction requiring correction of Novo’s use code”.
― Damages are not available (21 U.S.C. § 355(c)(3)(D)(iii)).

• Listing dispute filed with the FDA;
― 21 C.F.R. § 314.53(f)(1):

― If any person disputes the accuracy or relevance of patent information submitted to the 
Agency … that person must first notify the Agency in a written or electronic communication 
titled “314.53(f) Patent Listing Dispute.” (See 21 C.F.R. § 314.50(i)(5) (for 505(b)(2) 
applicants); id. § 314.94(a)(12)(vii) (for ANDAs).

• Allegations of antitrust;

• Penalties for perjury.

28

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/orange-book-questions-and-answers-
guidance-industry (July 2022)



Improper Listing

• Antitrust action based in part on 
allegations of improper listing of six 
patents in the Orange Book.

• DC: Dismissed complaint.
― Listing was reasonable, not “objectively 

baseless” given “ambiguities in the FDA’s 
listing requirements.”

Cesar Castillo, Inc. v. Sanofi-Aventis U.S., LLC (In re Lantus Direct Purchaser Antitrust Litig.), 950 F.3d 1 (Ct. App. 1st Cir., Feb. 13, 2020).

29

• 1st Cir.: Vacated and remanded.
• Sanofi improperly submitted a patent for listing in the Orange Book.

• Claims all directed to drive mechanism, not drug product or any method of 
using it. 



Improper Listing (cont’d)
• Antitrust action based in part on allegations of improper listing in Orange Book.

Cesar Castillo, Inc. v. Sanofi-Aventis U.S., LLC (In re Lantus Direct Purchaser Antitrust Litig.), 950 F.3d 1 (Ct. App. 1st Cir., Feb. 13, 2020).

30

To make out a violation of section 2 of the Sherman Act, a plaintiff must 
demonstrate, "(1) that the defendant possesses 'monopoly power in the relevant 
market,' and (2) that the defendant has acquired or maintained that power by 
improper means." Town of Concord v. Bos. Edison Co., 915 F.2d 17, 21 (1st Cir. 
1990) (quoting United States v. Grinnell Corp., 384 U.S. 563, 570, 86 S. Ct. 1698, 
16 L. Ed. 2d 778 (1966)).
- parties and Court assumed (1)
- analysis turned on (2) - whether submitting the patent for listing in 

the Orange Book, was an "improper means" of maintaining monopoly power.

- Defense to antitrust liability: where the defendant's action was taken as part 
of a good faith, reasonable attempt to comply with a regulatory scheme.

Remand to consider whether challenged conduct was both reasonable and in 
good faith

https://advance.lexis.com/document/?pdmfid=1000516&crid=1b7a6bf9-314b-4b87-a9d7-f0c2c09bdf9f&pddocfullpath=%2Fshared%2Fdocument%2Fcases%2Furn%3AcontentItem%3A5Y6H-KHX1-FCSB-S2GG-00000-00&pdcomponentid=6385&ecomp=tmhdk&prid=6880a145-66d1-4302-9dd2-4acd1002b4d7
https://advance.lexis.com/document/?pdmfid=1000516&crid=1b7a6bf9-314b-4b87-a9d7-f0c2c09bdf9f&pddocfullpath=%2Fshared%2Fdocument%2Fcases%2Furn%3AcontentItem%3A5Y6H-KHX1-FCSB-S2GG-00000-00&pdcomponentid=6385&ecomp=tmhdk&prid=6880a145-66d1-4302-9dd2-4acd1002b4d7
https://advance.lexis.com/document/?pdmfid=1000516&crid=1b7a6bf9-314b-4b87-a9d7-f0c2c09bdf9f&pddocfullpath=%2Fshared%2Fdocument%2Fcases%2Furn%3AcontentItem%3A5Y6H-KHX1-FCSB-S2GG-00000-00&pdcomponentid=6385&ecomp=tmhdk&prid=6880a145-66d1-4302-9dd2-4acd1002b4d7
https://advance.lexis.com/document/?pdmfid=1000516&crid=1b7a6bf9-314b-4b87-a9d7-f0c2c09bdf9f&pddocfullpath=%2Fshared%2Fdocument%2Fcases%2Furn%3AcontentItem%3A5Y6H-KHX1-FCSB-S2GG-00000-00&pdcomponentid=6385&ecomp=tmhdk&prid=6880a145-66d1-4302-9dd2-4acd1002b4d7


What About REMS Patents?

• USPTO Request for Comments in “Listing of Patent Information in the 
Orange Book; Establishment of a Public Docket” (“FDA-2020-N1127”), 
published June 1, 2020 asked questions concerning the listing of REMS 
patents. 

• November 2022 FDA requested comments on Joint USPTO-FDA 
Collaboration Initiatives, including what policy considerations should 
the USPTO and the FDA explore in relation to REMS patents. 87 Fed. 
Reg. 67,022 (Nov. 7, 2022). 
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Ordered to De-List Within 14 Days

• Jazz Pharmaceuticals v. Avadel CNS Pharmaceuticals, 
No. 1:21-cv-00691 
• U.S. Pat. 8,731,963 which is listed in the Orange Book 

and covers Jazz’s product Xyrem®. 
• Jazz sued Avadel for patent infringement.
• Avadel counterclaimed to de-list patent.

― Listed patents cover distribution of drug, not drug 
or method of use. 

― Avadel certified Jazz’s patent not implicated by 
ANDA.

• Jazz requested 30 days. 
• Judge: No; Avadel is not an ANDA applicant so must 

de-list in 14 days.
• Jazz appealed, and the Federal Circuit granted a stay 

of the delisting order, pending appeal (No. 23-1186, 
Dec. 14, 2022)

• Federal Trade Commission filed an amicus brief in 
support of Avadel, arguing that “REMS distribution 
patents as a category do not meet the requirements 
for Orange Book listing.” 

32



Judicial Interpretation of  Listing Requirement

• United Food & Com. Workers Local 1776 v. 
Takeda Pharm. Co., 11 F.4th 118 (Ct. App. 2nd

Cir. Aug. 25, 2021)

1999 and 2002
sNDA’s Takeda described 
combination patents as 

“claiming” the drug 
ACTOS®.

Listed in OB as MOT 
patents.

Jan. 17, 2011
Takeda’s patent for 

pioglitazone hydrochloride 
expired 

Feb. 2013
Generic competition began

June 2016
Takeda’s combination 

patents (piolitazone + other
active ingredient) expired 

• 2nd Cir: “under the ‘Listing Requirement’ of 21 U.S.C. § 355(b)(1), a combination patent 
does not ‘claim’ any of its component substances past their individual patent expiration 
dates.”

• “The “proper certification for the hopeful ACTOS generics would have been under section 
viii[.]”

Improper
listing
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Patent Listing Disputes
• Patent listing dispute of accuracy or relevance of information submitted or 

omission of required information

• Governed by 21 C.F.R. 314.53(f)

A.  Filing Patent Listing Dispute

― Any person can file

― Title:  “314.53(f) Patent Listing Dispute”

― Include statement of dispute describing specific grounds for 
disagreement regarding accuracy or relevance of patent information
 sent to NDA holder

• If dispute pertains to an approved method of using drug product, 
statement must be only a narrative description of interpretation 
of patent scope. Max 250 words

― Send to CDR or email to Orange Book staff
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Patent Listing Disputes (cont’d)
B.  NDA Holder Receives Statement from Patent Listing Dispute

― within 30 days of the date sent by Agency must
(1) confirm correctness of the patent information and include the 
following signed verification: 

The undersigned declares that this is an accurate and complete submission of patent information for the NDA, 
amendment, or supplement approved under section 505 of the Federal Food, Drug, and Cosmetic Act. This 
time-sensitive patent information or response to a request under 21 CFR 314.53(f)(1) is submitted pursuant to 
21 CFR 314.53. I attest that I am familiar with 21 CFR 314.53 and this submission complies with the 
requirements of the regulation. I verify under penalty of perjury that the foregoing is true and correct.

or (2) withdraw or amend the patent information; and 

― If dispute pertains to an approved method of using drug product, then 
also provide a narrative description of interpretation of the patent 
scope patent that explains why the existing or amended "Use Code" 
describes only the specific approved method of use claimed by the 
patent for which a claim of patent infringement could reasonably be 
asserted if a person not licensed by the owner of the patent engaged 
in the manufacture, use, or sale of the drug product (max. 250 words) 
 sent to NDA holder



• Drug Product: Paliperidone palmitate
― Antipsychotic, indicated for schizophrenia in adults and for schizoaffective 

disorder in adults as monotherapy and as an adjunct to mood stabilizers or 
antidepressants.

• Orange Book Listed Patent: U.S. Patent No. 9,439,906 
― Claim 1:  A dosing regimen for administering paliperidone palmitate to a 

psychiatric patient in need of treatment for schizophrenia/schizoaffective 
disorder comprising 

administering intramuscularly in the deltoid of a patient 
a first loading dose of a sustained release formulation on the first 
day of treatment, and 
a second loading dose of a sustained release formulation on the 6th

to 10th day of treatment, 
then administering a maintenance dose after the second loading dose.

Listing Dispute:  Example

36



Listing Dispute:  Example

Old Use Code New Use Code

U-543: Treatment of Schizophrenia U-2757: Dosing regimen for the 
treatment of schizophrenia in adults 
by administering two loading doses of 
paliperidone palmitate followed by 
maintenance dose(s)

U-1901: Treatment of Schizoaffective 
Disorder as a Monotherapy and as an 
adjunct to mood stabilizers or 
antidepressants 

U-2758: Dosing regimen for the 
treatment of schizoaffective disorder 
in adults as a monotherapy and as an 
adjunct to mood stabilizers or 
antidepressants by administering two 
loading doses of paliperidone 
palmitate followed by maintenance 
dose(s) 
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56 Disputes Involving 112 Listed Patents
Pending 

1
2%

Patent Listing Updated
27

48%

No Orange Book Changes
28

50%

https://www.fda.gov/media/105080/download, current through Jan. 13, 2023.
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Listing and Hatch-Waxman Litigation
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Types of Patent Certifications

• ANDA and 505(b)(2) 
applicants must 
certify one of the 
following with 
respect to each 
listed patent.

See 21 U.S.C. § 355(b)(2)(A) (for 505(b)(2));
id. § 355(j)(2)(A)(vii)(I)-(IV) (for ANDAs)

I Patent information not filed

II Patent expired

III Date patent will expire

IV Patent invalid/not infringed

40



P-IV Certification and 
Exclusivity

• First ANDA/505(b)(2) applicant(s) who files a paragraph IV certification 
may be entitled to 180 days of market exclusivity.

• Subject to forfeiture provisions

― Failure to market within a certain time

― Withdrawal of application

― Amendment of certification

― Failure to obtain tentative approval within 30 months

― Improper agreement in violation of antitrust laws

― Expiration of all patents

41



P-IV Certification and 
Hatch-Waxman Litigation

• If the ANDA/505(b)(2) applicant made a paragraph IV 
certification, 

• ANDA approval shall be made effective immediately

• unless, before the expiration of 45 days after the 
date on which the notice is received, an action is 
brought for infringement of the patent.

42



30-Month Stay
“If such [Hatch-Waxman patent infringement] action is brought before 
the expiration of such [45] days, the approval shall be made effective 
upon the expiration of the thirty-month period beginning on the date of 
the receipt of the notice….”

21 U.S.C. § 355(j)(5)(B)(iii)

43



Hatch-Waxman Litigation

NDA 
holder 

lists 
patent

ANDA 
applicant 
files P-IV

FDA 
accepts 
ANDA

(20 days)
ANDA 

Applicant 
sends P-
IV notice

(45 days) 
NDA 

holder 
files suit 
to trigger 
30-month 

stay

Applicant 
files 

answer

Fact 
discovery

Expert 
discovery

Trial and 
decision

Appeal

35 U.S.C. § 271(e): “It shall be an act of infringement to submit [an ANDA or 505(b)(2)] 
for a drug claimed in a patent or the use of which is claimed in a patent,… if the purpose 
of such submission is to obtain approval… to engage in the commercial manufacture, use, 
or sale of a drug… before the expiration of such patent.”

44

If a patent owner or NDA holder does not file suit within 45 
days, then the ANDA or 505(b)(2) applicant may bring a 
declaratory judgement claim. 21 U.S.C. § 355 (c)(3)(D)(i)



Timing Considerations For
Patent Listing and ANDA/505(b)(2) Certifications

45

NDA
Approve

Listing < 30 day ANDA filing Certification 
required 30 Month stay

Listing > 30 days ANDA filing Certification 
required 30 Month stay

ANDA filing

Listing < 30 day Certification 
required

NO 
30 Month stay

Listing > 30 days Certification 
NOT required

NO 
30 Month stay

See 21 C.F.R. § 314.107(b)(2); 21 C.F.R. § 314.94(a)(12)(vi)(A) and (B)



The “Skinny viii” Option

• An ANDA filer can omit, or “carve out,” a patented 
indication from its labeling

―NDA approved for indications (A, B, C)

―A and B indications covered by OB listed patents 

―ANDA can limit label to C.

• 21 U.S.C. § 355(j)(2)(A)(viii) 

― In lieu of a paragraph IV certification, ANDA 
applicant certify that it is not seeking approval for 
an OB patented indication.

46



Para. iv/505(b)(2)

• In re Entresto (Sacubitril/Valsartan) Patent Litigation, C.A. No. 20-2930-RGA 
C.A. No. 21-1330-RGA (D. Del Sept. 27, 2022)

• Sued for infringement. 
• Defendants filed declaratory judgment counterclaims.
• Plaintiff filed motion to dismiss. 
• DC: Granted.

• “There is an ‘actual controversy’ in declaratory judgment actions under 35 U.S.C. § 271(e)(5) because, 
once an ANDA applicant files a Paragraph IV certification, they ‘remain[] under the threat of an 
infringement suit [once] the 45-day statutory window’ passes. … An ANDA applicant that submits a 
Section viii statement does not create an ‘actual controversy’ because there is no cause of action. … 
Thus, an ANDA applicant that submits a Section viii statement for a patent does not face the imminent 
threat and actual controversy of an infringement action under 35 U.S.C. § 271(e)(2) for that patent.”

ANDA 
applications 

filed

Patents listed in 
OB

Supplement 
ANDAs with 
Section viii 
statements
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Patent Term Extension is Statutory

 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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Patent Term Extension – Calculation

PTE = RRP - PGRRP - DD - ½ (TP - PGTP)
• RRP: regulatory review period (RRP) for the approved product;
• PGRRP: period after patent issued
• DD: period applicant did not act with due diligence
• TP:  testing phase
• PGTP: days in TP that were on or before the patent issued
- Max 14 years of total exclusivity; max of 5 years extension

3/25/2012 9/17/2031

3/1/2013 2/14/2023

3/1/2013 10/1/2021

Patent issue date Patent exp. date

IND effective

BLA/NDA filed

BLA/NDA aproved

Patent + PTE

9/16/2036

3637
days

3136
days

2069
days

Jan-12 Jan-14 Jan-16 Jan-18 Jan-20 Jan-22 Jan-24 Jan-26 Jan-28 Jan-30 Jan-32 Jan-34 Jan-36 Jan-38

Patent Term Extension Dates

RRP

TP
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Patent Term Extension – Extends the Patent

• Genetics Institute, LLC v. Novartis Vaccines and Diagnostics, Inc., 687 F. Supp. 
2d 486, 497 (D. Del. 2010), appeal dismissed, 403 Fed. Appx. 512 (Fed. Cir. 
2010), aff'd, 655 F.3d 1291 (Fed. Cir. 2011) 
― Genetics sued Novartis under § 291 to determine priority of invention.
― Orig. expiration date Sept. 19, 2006; with PTE, Feb. 28, 2010.
― Novartis: any claims that do not cover the product submitted for FDA review (ReFacto® ) are 

not subject to PTE. 
― In PTE application Genetics identified only claims 9 and 10 as relating ReFacto®, so claims 1 and 5 expired on 

September 19, 2006.

― DC: PTE applied to the patent as a whole; granted Novartis' motion to dismiss, holding that 
there was no interference in fact as to any of the allegedly interfering claims.

― FC: Aff’d. 
― “We, like the district court … reject Novartis's assertion that a patent term extension under § 156 

applies on a claim-by-claim basis. The plain language of § 156 refutes Novartis's argument.
― PTE applied to the patent as a whole.
― “in light of the plain language of § 156, and absent any indication that Congress intended that the 

extension should apply only to particular claims, we decline to adopt Novartis's arguments.”
― Cong Record: ‘all provisions of the patent law apply to the patent during the period of extension.’ H.R. 

Rep. 98-857(I) (Leg. Hist. June 21, 1984). 
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Patent Term Extension –
Covers Active + Salts and Esters

• Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir. 1990)
― Glaxo claimed cefuroxime axetil and its salts.

― Ester of cefuroxime, an acid.
― FDA approval for CEFTIN (oral), with active ingredient cefuroxime axetil. 
― PTO denied PTE application.

― Previous marketing of ZINACEF and KEFUROX (cefuroxime salts).
― “product” means an active ingredient or its salts or esters.
― After administration CEFTIN becomes same active substance as in ZINACEF and 

KEFUROX. 
― DC: granted summary judgment to Glaxo that PTE application satisfied requirements of 

§156. 
― FC: Aff’d. 

― ZINACEF and KEFUROX are neither salts nor esters of cefuroxime axetil.
― Statutory language unambiguous and have plain and ordinary meaning. 
― “We conclude that section 156(f)(2)'s terms, ‘active ingredient of a new drug … 

including any salt or ester of the active Congress qualified its express authorization to 
the Commissioner to determine whether patents are eligible for extension, see 35 
U.S.C. § 156(e)(1) (Supp. V 1987) by providing an explicit and precise definition of 
"product" in section 156(f)(2), using well-established scientific terms.”
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Patent Term Extension -
But Not Necessarily the Active Moiety

• Biogen Int'l GmbH v. Banner Life Scis. LLC, 956 F.3d 1351 (Fed. Cir. 2020)
― Biogen holds the NDA for the active ingredient dimethyl fumarate ("DMF") (the dimethyl ester of 

fumaric acid)
― Tecfidera® 

― a twice-daily pill indicated "for the treatment of patients with relapsing forms of multiple sclerosis" 
― DMF is the dimethyl ester of fumaric acid, and is the approved product. 

― Upon administration to a patient, one of DMF's methyl ester groups is readily metabolized to 
become monomethyl fumarate ("MMF") before the compound reaches its pharmacological site of 
action.

― Claim 1. A method of treating multiple sclerosis comprising administering, to a patient in need of 
treatment for multiple sclerosis, an amount of a pharmaceutical preparation effective for treating 
multiple sclerosis, the pharmaceutical preparation comprising:
― at least one excipient or at least one carrier or at least one combination thereof; and
― dimethyl fumarate, methyl hydrogen fumarate, or a combination thereof.

― Both the dimethyl ester and monomethyl ester forms are covered by this claim, monomethyl 
ester being an alternative way to describe the claimed methyl hydrogen fumarate. 
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Patent Term Extension -
But Not Necessarily the Active Moiety

• Biogen (con’)

― Banner § 505(b)(2) application to market a twice-daily MMF pill. 
― Relied on the clinical data Biogen submitted to the FDA in its Tecfidera® NDA to 

satisfy the safety and efficacy requirements.
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Patent Term Extension -
But Not Necessarily the Active Moiety

• Biogen (con’t)

― Biogen: Yes. Since DMF and MMF share an active moiety (MMF), Banner's 
proposed MMF product infringes the patent even as extended.
― § 156(f) encompasses a deesterified form of an approved product.
― The ‘later applicant's patentably indistinct drug product … relies on the patentee's 

clinical data.’ 

― DC: No; Banner did not infringe.
― Although the PTE applied to the patent overall, it did not apply to the specific 

accused product where the patentee asserted a claim covering a method of 
treatment; the FDA only approved the treatment with the use of DMF and the 
accused infringer was using MMF.

― FC: Affirmed. 
― “the scope of a patent term extension under 35 U.S.C. § 156 only includes the 

active ingredient of an approved product, or an ester or salt of that active 
ingredient, and the product at issue does not fall within one of those categories[.]”
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Patent Term Extension -
But Not Necessarily the Active Moiety

• Biogen (con’t)
― FC: 

― “it would make little sense for an extension—whether for a product patent or a method of treatment 
patent—to apply to a different product for which the NDA holder was never subjected to a regulatory 
review period,” 

― § 156(f)(2)(A) defines ‘product’ as ‘the active ingredient of … a new drug … including any salt or ester 
of the active ingredient.’ 

― The extended portion of Biogen's patent does not encompass its MMF product.

― “‘Active ingredient’ is a term of art, defined by the FDA as ‘any component that is intended to furnish 
pharmacological activity or other direct effect,’ 21 C.F.R. § 210.3(b)(7), and it ‘must be present in the 
drug product when administered.’ Hoechst-Roussel Pharm., Inc. v. Lehman, 109 F.3d 756, 759 n.3 (Fed. 
Cir. 1997)…. The active ingredient of a given drug product is defined by what is approved and is 
specified on the drug's label. See 21 U.S.C. § 352(e)(1)(A)(ii); 21 C.F.R. § 201.100(b)(4). MMF is not the 
approved product, nor is it specified as the active ingredient on the Tecfidera® label. Esters are 
included in the statutory definition of what can be extended, but MMF is the de-esterified form of DMF, 
not an ester of DMF. Thus, it is not the same product under § 156(f) and does not fall within the scope 
of the ‘001 patent's term extension under § 156(b)(2).” 
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Patent Term Extension -
But Not Necessarily the Active Moiety

• Biogen (con’t)
― FC: 

― This case is not Glaxo (ester) nor Pfizer (salt). 

― “Biogen's assertion that Pfizer endorsed an ‘active moiety’ interpretation of § 156(f) 
finds little support in our opinion…. All these precedents, and now this case, rest on the 
same holding: the term ‘product,’ defined in § 156(f) as the ‘active ingredient … 
including any salt or ester of the active ingredient,’ has a plain and ordinary meaning 
that is not coextensive with ‘active moiety.’ It encompasses the active ingredient that 
exists in the product as administered and as approved—as specified by the FDA and 
designated on the product's label—or changes to that active ingredient which serve only 
to make it a salt or an ester. It does not encompass a metabolite of the active 
ingredient or its deesterified form.

― No DOE.
― “The approved product here is DMF, not MMF. To infringe a patent claim extended 

under § 156, an accused product or process must meet, either literally or through 
equivalence, each individual element of the claim. But such a product or process 
cannot logically infringe an extended patent claim under equivalence if it is 
statutorily not included in the extension under § 156. That would make judge-
made law prevail over statute.”
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Consistent with Older Caselaw 

• Merck & Co., Inc. v. Kessler, 80 F.3d 1543, 1547 (Fed. Cir. 1996) 
― "[T]he restoration period of the patent does not extend to all products 

protected by the patent but only to the product on which the extension 
was based."
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POLLING QUESTION

If the drug product contains Compound X, can 
you list the patent covering Salt A of X?

Yes or no?
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POLLING QUESTION

If the drug product contains Salt A of Compound 
X, can you list a patent covering Salt B of 

Compound X?

Yes or no?
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POLLING QUESTION

If the drug product contains Salt A of 
Compound X, can you list a patent covering 

Compound X?

Yes or No?
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POLLING QUESTION

If the drug product contains Compound X 
monohydrate, can you list the patent covering 

Compound X?

Yes or No?

61



POLLING QUESTION

If the drug product contains Compound X 
ethanol solvate, can you list the patent covering 

Compound X ethyl acetate solvate?

Yes or No?
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POLLING QUESTION

If the drug product contains Polymorph Form A, can 
you list a patent for Polymorph B if you have data 

showing it behaves the same way as Polymorph A in 
the drug product, on a DOE theory? The reg says you 

can submit patent info only on the Polymorph 
contained in the drug product.

Yes or No?
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Thank You

Adriana Burgy

adriana.burgy@finnegan.com

Mark Feldstein, Ph.D.

mark.feldstein@finnegan.com 

Jill MacAlpine, Ph.D. 

jill.macalpine@finnegan.com

Tom Irving

tom.irving@finnegan.com
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