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See OMB Statement on Page 3.

PATENT INFORMATION SUBMITTED UPON AND  bsessesn
AFTER APPROVAL OF AN NDA OR SUPPLEMENT | 2341

For Each Patent That Claims a Drug Substance NAME OF APPLICANT/NDA HOLDER
(Active Ingredient), Drug Product (Formulation or Novo Nordisk, Ine.
Composition) and/or Method of Use

The following is provided in accor&ance with Section 505(b) and (c) of the Federal Food, Drug, and Cosmetic Act.

TRADE NAME

Victoza
ACTIVETNGREDIENTS) STRENGTH(S)

Liraglutide 6.0 mg/ml

DOSAGE FORM APPROVAL DATE OF NDOA OR SUPPLEMENT
Subeutaneous injection January 25, 2010

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) within thirty (30) days after
approval of an NDA or supplement or within thirty (30) days of issuance of a patent as required by 21 CFR 314.53(c)(2)ii) at the
address provided in 21 CFR 314.53(d)(4). To expedite review of this patent declaration form, you may submit an additional copy of
this declaration form to the Center for Drug Evaluation and Research "Orange Book" staff.

For hand-written or typewriter versions of this report: If additional space is required for any narrative answer (i.e., one that does
not require a "Yes" or "No" response), please attach an additional page referencing the question number.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicates the patent
is not eligible for listing.

For each patent submitted for the approved NDA or supplement referenced above, you must submit all the information
described below. If you are not submitting any patents for this NDA or supplement, complete above section and sections §

and 6.
1. GENERAL
a. United States Patent Number TR b.issue Date of Patent ¢. Expirafion Date of Patent
8,114,833 February 14, 2012 August 13, 2025
d. Name of Patent Owner Addsnss (ol faint Owrr)
MNove Nordisk A/S Nove Alle
City/State
Bagsvaerd
ZIP Code FAX Number (if available)
DK-2880 DENMARK
‘Télephione Number "E-Mail Address (if avaiiable)
+45 4444 8888
e. Name of agant or iprasenistive who resides or main- Address (of agent or representative named in 1.e.)

TGiiE 5 Placs o bushagy withi theUnited States author-
ized to receive notice of patent certification under section

505(b)(3) and (j)(2)(B) of the Federal Food, Drug, and R
Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent | Cly/State
owner or NDA applicant/holder does not reside or have a

place of business within the United States) B Code EAX NUBST [iF avaiiabia)

“Telephone Number E-Mail Aadress (if available)

T i e palend Telorancen ahove 8 DALGHT TRAT A% Denn. SUDMRIES QEavDLAY Fof Ihe

approved NDA or supplement referenced above? [ Yes No
g. If the patent referenced above has been submitted previously for iisting, Is the expiration
date a new expiration date? [ Yes [ No
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For the patent referenced above, provide the following information on each patent that claims the drug substance, drug
product, or method of use that is the subject of the approved NDA or supplement. FDA will not list patent information if
you file an incomplete patent declaration or the patent declaration indicates the patent is not eligible for listing. FDA will
consider an incomplete patent declaration to be a declaration that does not include a response to all the questions
contained within each section below applicable to the patent referenced above.

2. Drug Substance (Active Ingredient)

2.1 Does the patent claim the drug substance that is the active ingredient in the drug product
described in the approved NDA or supplement? [ Yes K] No

2.2 Does the patent claim a drug substance that is a different polymorph of the active
ingredient described in the NDA? [J Yes X] No

2.3 If the answer to question 2.2 is "Yes," do you certify that, as of the date of this declaratlon you have test data
demonstrating that a drug product containing the polymorph will perform the same as the drug product
described in the NDA? The type of test data required is described at 21 CFR 314.53(b). ] Yes [] No

2.4 Specify the polymorphic form(s) claimed by the patent for which you have the test results described in 2.3.

2.5 Does the patent claim only a metabolite of the approved active ingredient? (Complete the information in
section 4 below if the patent claims an approved method of using the approved drug product to administer

the metabolite.) [] Yes X] No
2.6 Does the p: patent claim only an intermediate?
[ Yes X] No
2.7 If the patent referenced in 2.1 is a product-by-process patent, is the product claimed in the
patent novel? (An answer is required only if the patent is a product-by-process patent.) [ Yes [J No
FDA will not list the patent in the Orange Book as claiming the drug substance if:
® the answers to 2.1 and 2.2 are "Nog,"” or,
® the answer to 2.2 is "Yes" and the answer to 2.3 is "No," or,
® the answer to 2.3 is "Yes" and there is no response to 2.4, or,
® the answer to 2.5 or 2.6 is "Yes.”
° the answer to 2.7 is "No."
3. Drug Product (Composition/Formulation)
3.1 Does the patent claim the approved drug product as defined in 21 CFR 314.3?
K] Yes [ No
3.2 Does the patent claim only an intermediate?
[ Yes X] No
3.3 If the patent referenced in 3.1 is a product-by-process patent, is the product claimed in the
patent novel? (An answer is required only if the patent is a product-by-process patent.) [ Yes [ No

FDA will not list the patent in the Orange Book as claiming the drug product if:
® the answer to question 3.1 is "No,” or,

® the answer to question 3.2 Is "Yes," or,
® the answer to question 3.3 is "No.”

4. Mathod of Use

Sponsors must submit the information in section 4 for each approved method of using the approved drug product claimed by the patent.
For each approved method of use claimed by the patent, provide the following information:

4.1 Does the patent claim one or more approved methods of using the approved drug product?

[] Yes No
4.2 Patent Claim Number(s) (as listed in the patent) Does (Do) the patent claim(s) referenced in 4.2 claman
approved method of use of the approved drug product? [] Yes [ No
4.2a Ifthe answerto 4.2 is Use: (Submit :nd/'éét»lbﬁor method of use information as identified specifically in the approved labeling.)
"Yes," identify the use
with specific reference to
the approved labeling for
the drug product.
FORM FD3A 3548 (10/10} T i Page 2
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4.2b If the answerto 4.2 is Use: (Submit the description of the approved indication or method of use that you propose FDA mclude as
"Yes," also provide the the "Use Code" in the Orange Book, using no more than 240 total characters including spaces.)
information on the
indication or method of
use for the Orange Book
"Use Code" description.

H
FDA will not list the patent in the Orange Book as claiming the method of use if:

® the answer to question 4.1 or 4.2 is "No," or

® if the answer to 4.2 is "Yes" and the information requested in 4.2a and 4.2b is not provided in full.

For this NDA or supplement, there are no relevant patents that claim the approved drug substance (actlve

ingredient) or the approved drug product (formulation or composition) or approved method(s) of use with ] Yes
respect to 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.

6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA or
suppiement approved under section 505 of the Federal Food, Drug, and Cosmetic Act. This time-sensitive patent
information is submitted pursuant to 21 CFR 314.53. | attest that | 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.

Warning: A willfully and knowingly false statement is a criminal offense under 18 U.S.C. 1001.

6.2 Authorized Signature of NDA Applicant/Holder or Patent Owner (Atfomey, Agent, Representative or Date Signed
other Authorized Official) (Provide information below)

Digitally signed by Michelle Thompson on behalf of Anne Phillips, M.D.

Michelle Thompson on behalf o8 uiee thonsson onsonarof Aans P, M. cous.
i o=Novo Nordisk Inc., L y Affairs, ~y 17y -
Of Anne PI"“”'F)S M'D f)uarre 2012.03.13 10:02:15 -04'00" :‘113"201‘(

NOTE: Only an NDA apphcant/ho|der may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/ holder
is authorized to sign the declaration but may not submit it directly to FDA. 21 CFR 314.53(c)}(4) and {d}(4).

Check applicable box and provide information below.

[] NDA Applicant/Holder NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official
7] Patent Owner [[] Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
| 'Name
Anne Phillips, MD
|"Adaress City/State T
100 College Boad West Princeton, NJ
ZIP Code Telephone Number
08540 (609) 786-4306
FAX Nuimber (f slardsble) E-Mail Address (if available)
(609) 987-3916 aplp@novonordisk.com

The public reposting hurden for this colioosion of informstion has boen estimated o averape 5 houss per response, cluding the tims for reviewing ingiructions,
szavching existing data sourcss, gathoripg ared ratntaining the dara needed, and complering and reviewing the collection of information. Send cosmnents
regarding this burden sstitnate or any other aspect of this sollzction of informetion, including suggestions for reduging this burden 100

Pepartnent of Health and Hutman Services
Feod and Drug Adminisiration

Cifice of nlhm Infoumation Officer

1350 Piceard Drive, Room 400

Bockvilles, MD 20850

AR agency may not Corauct OF SpORsoy, and a person is ot reguived fo vespond o, 3 collection of
informarion unless it displays a currensly valid OME contro! munber,

FORM FDA 3542 (16/10) Page 3
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INFORMATION AND INSTRUCTIONS FOR FORM 3542

PATENT INFORMATION SUBMITTED UPON AND AFTER
APPROVAL OF AN NDA OR SUPPLEMENT

Genersl Information

* To submit patent information to the agency the appropriate
patent declaration form reust be used. Two forms are available
for patent submissions. The approval status of your New Drug
Application will determine which form you should use.

s

Form 3542a should be used when subwitting patent information
with original NIXA submissions, NDA amendments and NDA
supplements prior to approval,

@

Form 3542 should be used after NDA or supplement approval.
This form is to be submitted within 30 days after approval of an
appiication. This form should also be used 1o subtuit patent
information relating to an approved supplement under 21 CFR
314.53{d} to change the formulation, add a new indication or
other condition of use, change the strength, or fo make any other
patented change regarding the deug, drug product, or any
method of use. Form 3542 is also to be used for patents issued
afier drog approval. Patents issucd aficr drug approval are
required to be submitted within 30 days of patent issuance for
the patent to be considered "timely filed.”

2. Drug Substance {Active Ingredient)

Compicte all items in this section if the patent claims the drug
substance that is the subject of the approved NDA or supplement.

2.4} Narue the polymorphic form of the drug identified by the
patent,

2.5) A patent for a metabolite of the approved active ingredient
may not be listed. If the patent claims an approved method
of using the approved drag product to administer the
metabolite, the patent may be listed as a methiod of use
patent depending on the responses to section 4 of this form.

2.7y Answer this question only if the patent is a product-by-
process patent.
3. Brrug Product (Composition/Fermulation)

Complete all items in this section if the patent claims the drug
product that is the subiest of the approved NDBA or supplement.

3.3} An answer to this question is required only if the referenced

patent is a produci-by-process patent.

Only information from form 3542 will be used for Urange Book o
publication purposes. 4. Method of Use
Complete all itemns in this section if the patent claims one or more
methods of use of the drag product that is the subject of the
approved NDA or suppleraent.

° Forms should be submitted as described in 21 CFR 314.53.
Sending an additional copy of form 3542 to the Orange Book
Staff will expedite patent publication in the Orange Book. The
Orange Book Siaff address (as of April 20607) is: Orangs Book
Staff, Office of Generic Drugs OGD/HFD-618, 7300 Standish
Place, Bockville, MD 208535,

4.2} For each approved use of the drug claimed by the patent,
identify by number the claim(s} in the patent that claim the
approved use of the drug. An applicant may list together
multiple patent claim numbers and information for each
approved method of use, if applicable. However, each
approved method of use must be separately listed within
this seciton of the form.

® The receipt date is the date that the patent information is date
stamped in the central documest room. Patents are considered
listed on the date received.

4.2a) Specify the part of the approved drug labeling that is

* Additional copies of these forms may be downloaded from the ; :
claimed by the patent.

Internet at:  Atip:/www. fda.gov/opacom/morechoices/fdaforms/

Sdaforms.himl. 4.2b) The answer fo this guestion will be what FIDA uses 10 create
2 "use-code” for Crangs Book publication. The use code
designates a method of use patent that clains the approved
indication or use of a drug product. Fach approved use
clatmed by the patent should be separately identified in this
section and comtain adeguate information ic  assist
505(b)2) and ANDA applicants in determining whether a
Hsted method of use patent olaims 2 use for which the
565(b)(2) or ANDA applicant ie not secking approval, Use
a maximum of 240 characters for each "use code.”

First Section

Complete all items in this section.

1. General Section

Complete all items in this scction with reference 1o the patent
itself.

1¢} Include patent expiration date, including any Haich-Waxinan
patent extension abeady granted. Donot  include any
applicable pediatric exclusivity, The agency will include
pediatric exclusivities where applicable upon publication.

5. No Relevant Patents
Complete this section only if applicable.

1d} Include full address of patent owner. If patent owner resides

< R . . 6. Declarati rtificati
outside the U5, indicate the country in the zip code block, eclaration Certification

Complete all items in this section.

1e) Answer this question if appiicable. If patent owner and NDA
applicant/holder reside tn the United Siates, leave space
blank,

6.2} Authorized signature. Chesk one of the four boxes that best
describes the anthorized signature.

FORM FDA 3542 {10/10) ”” Page 4
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