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Food and Drug Admiristration See OMB Statement on Page 3,
PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 22253
For Each Patent That Claims a Drug Substance NAME OF APPLICANT/NDA HOLDER

(Active Ingredlient), Drug Product (Formulation and S:";grrz Bxenng.i Inc, { Schwarz Phama AG
Composition) and/or Method of Use (wholly-owned subsidiary of Schwarz Phamma AG)

The following is provided In accordance with Section 505(b) and (c) of the Federal Food, Drug, and Cosmetic Act.
TRADE NAME (OR PROPOSED TRADE NAME) ' :

ACTIVE INGREDIENT(S) STRENGTH(S)

LACOSAMIDE 50, 100, 150, 200, 250 & 300 mg fim-coated iablets
' DOSAGE FORM

Tablets’

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplemerit as fequired by 21 CFR 314.53 at the address provided in 21 CFR 314.53(d)(4). - - _— .
Within thirty (30) days after approval of an NDA or supplement, or within thirty (30) days of Issuance of a new patent, a new patent
declaration must be submitted pursuant to 21 CFR 314.53(c)(2)(i) with all of the required information based -on the approved NDA
or supplement, The information submitied inthe declaration form siibmitted upon or after approval will be the oy information relied
upon by FDA for listing a patent in the Orange Book. ~ - - :

For hand-written of typeliilter vérsioris (only) of this report: |f additional space is feiuired for iy narrplive arswer (i.e., one
that'doss ot require a *Yes" or "No" responsae), please attach-an additional. page referencing the question riumber. -~ - :

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

For each patent submitted for the pending NDA, amendment, or supplement referenced above, you must submit all the
information described below. If you are not submitting any patents for this pending NDA, amendment, or supplement,
complete above section and sections 5 and 6.

a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
U.S. Re-issue Patent # 38,551 07/06/2004 03/17/2017

d. Name of Patent Owner Address (of Patent Owner)
Research Cosporation Technologles, Inc. 101 North Wilmot Road - Suite 600 .

City/State

Tucson, AZ
ZIP Code FAX Number (If avallable)
85711
Telephone Number E-Mall Address (if available)
{520) 748-4400

o. Name of agent or representative who resides or maintains | Address {of agsnt or repressniaiive named i 1e)
a place of business within the United States authorized to
receive notice of patent ceriification. under section 505(b)(3)
and (j}(2)(B) of the Federal Food, Drug, and Cosmetic Act
and 21 CFR 314.52 and 314.95 (if patent owner or NDA | Cily/State
applicantholder does not reside or have a place of

business within the United Siates) ZIP Code B FAX Number (I’EV&’I&D’G)
(S .
Telephone Number E-Mall Address (if available)
1. 1s the patent referenced above a patent that has been submitied previously for the .
approved NDA or supplement referenced above? D Yes No
g. It the patent referenced above has been submitted proviously for listing, is the expiration
date a new expiration date? ’ E Yes u No
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For the patent referenced above, provlde the following infonnatlon on the drug subslanoe, drug product and/or method of
use that is the subieot ol !he pendlng NDA amendment, or supplement.

2.1 Does the patent claim the drug substance that ls the active ingredient in the drug pmduot
described in the pending NDA, amendment, or supplement? m Yes No

2.2 Does the patent claim a drug substance that is a different polymorph of the active
ingredient described in the pending NDA, amendment, or supploment? Yes No :

2.3 If the answer to question 2.2 is “Yes," do you certify that, as of the date of this declaration, you have test
data demonstrating that a drug product contalning the polymorph will perform the same as the drug )
product desciibed In the NDA? The type of test data required Is described at 21 CFR 314. 59(b) ' . E Yes No

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

The patent claims the form of the drug substance described in the pending application, among others, and is submittad for listing on that basis.
Accordingly, no further testing is required.

25 Does the patent ¢laim ohly a metabolite of the active Ingrédient pending th the NDA of siipplemasft?
(Complete the inforrhation in section’ 4 below if the patenl claimsa pendlng method 6f using the pendng :

drug product to administer the metabolite.) - .. . gYes A No N
2.6 Does the patent claim only an intermediate? - - ' '
o Eves ~  Hino
2.7 1f the patont reforenced in 2.1 Is a productby-process patent, s the product daimed In he T
patent novel? (An answer is required only if the patent is a product-by-process patent.) mYes |_4No

3.1 Does the patent clakm the drug product, as defined in 21 CFR 314.3, in the pending NDA, .
amendment, or supplement? Yes Line

3.2 Does the patent dlalm only an intermediate?

3 Yes 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 it the patentis a product-by-process patent.) D Yes D No H

Sponsors must submit the information in section 4 separately for each patent claim claiming a method of using the pending drug
product for which approval Is belng sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent clalm one or more methods of use for which approval is be!ng soughtin
the pending NDA, amendment, or supplement? Yes D No

4.2 Claim Number (as listed in the pateni) | Does the patent claim referenced in 4.2 clalm a pending method
of use for which approval is being sought In the pending NDA,

Claims 11-13 amendment, or supplement? Yes ino
4.2a If the answerto 4.21s Use: (Submit indication or method of use information asidentified specifically in the proposed labsling.)
*Yes,” identify with speci-

fichy the use with refer- Treatment of partial-onset seizures as adjunctive therapy in patients with epilepsy aged 16 years and okler in
accordance with proposed labeling, Inciuding for example the Indications and Usage, Dosage and Adminlstration,

ence to the proposed . N
fabeling for the drug and Clinical Trials sections.
product. Management of neuropathic pain assoclated with diabetic peripheral neuropathy and/or bm)

——— in accordance with proposed labeling, including for example the Indications and Usage, Dosage
ang Aoministrative, and Clinical Trials sections.

‘5- No Relwam Patonts

For this pending NDA, amendment, or supp!emem there are no relevant patents that claim the drug substanoe (active ingredient), .
drug product (formulation or composition) or mathod(s) of use, for which the applicant is sesking approval and with respect to Q Yes
which a claim of patent infringement could reasonably be asserted if a person not ficensed by the owner of the patent engaged In
the manufacture, use, or sale of the drug product.
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Is true and correct.

6.1 The indersigned declares that this Is an accurate aind complele submission of patent Informeition for the NDA,
amendment, or supplement pending under section 505 of the Federal Food, Drug, and Cosmetic Act. This time-
sensitlve patent information Is submitted pursuant to 21 CFR 314.53. | attest that | am familiar with 21 CFR 314.53 and
this submission complles with the requirements of the regulation. I verify under penalty of perjury that the foregoing

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

other Authorized Officlal) (Provide Information below)

6.2 Authorized Signature of NDA ApplicantHolder or Patent Owner (Attorney, Agent, Representative or Date Signed

7/ [o7

NOTE: Only an NDA applicantholder 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(cX4) and (d){4).

Check applicable box and provide information below.

E NDA Appli@pilﬂque_r_ . NDA Applmnt'slHoldef’s Attomey, Agent (Reprasantahve) or other
Amhorized Ofﬂelal S
m Patent Owner Q Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name
Alan Blumberg, Sr. Dlrector, , Regulatory Affairs, Schwarz Blosciences, Inc., {wholly-owned subsldiary of Schwarz Pharma AG)
Address . City/State
P.O. Box 110167 Research Triangle Park, NC
ZIP Gode T Telophone Namber
27708 (919) 767-2513
FAX Number (if available) E-Mail Address (i available)
(919) 767-3139 alan.blumberg @ucb-group.com

The public reporting burden for this collection of information has been cstimated to average 9 hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send
comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sp y wandap is not required to respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03)
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Department of Health and Human Services - - ~ Fom Approved: OMB No. 0910-0513
Food and Drug Administration -~~~ Expiration Date: 7/31/06 -

) ) ’ . See OMB Statement on Page 3. -
PATE_NT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT {22254
For Each Patent That Claims a Drug Substance NAME OF APPLICANT/NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Schwarz Blogciences, Inc.

Composition ) and/or Method of Use -] (wholly-owned subsidiary of Schwarz Pharma AG)

. The following Is provided In accordance with Section 505(b) and (c) of the Federal Food, Drug, and Cosmelic Act.
TRADE NAME (OR PROPOSED TRADE NAME)

ACTIVE INGREDIENT(S) ' STRENGTH(S)
LACOSAMIDE 10 mg/mL Injection
DOSAGE FORM .

Injection -

amendmient, or Supplement &5 required by 21 CFR 314.53 at the address provided in 21 CFR 31 4,53(d)(4).

Within thirty (30) days after approval of an NDA or supplement, or within thirly (30) days of issuance of a new patent, a new patent-
declaration must bg submitted pursuant to 21 CFR 314.53(c)(2)(ii) with all of the required information based on the approved NDA
or supplement, The information submitted inthe declaration form submittad upon or after 2pproval will be the only information relied
upon by FDA for listing a patent in the Orange Book. - : : :

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application;

For harid-wiitten or typéwriter versions (only) of this report:, If additional space is. required for éhi{-'ﬁaﬁatiyé answer (Le., one
that does ot require a *Yes® or *No* responie), please attach an additional page referericing the question fuimbes. " © -

FDA will not list patent information if you submit an incomplete patent declaratlon or the patent declaration indicates the
patent Is not ellglble for listing.

— ——

" For each patent submitited for the pending NDA, amendment, or supplement referenced above, you must submit all the
information described below. if you are not submitting any patents for this pending NDA, amendment, or supplement,
complete above section and sectlons 5 and 6. :

a. United States PatentNumbor b. Issue Date of Patent c. Expiration Date
U.S. Re-issue Patent # 38,551 ) 07/06/2004 03/17/2017

d. Name of Patent Owner Address.(of Patent Owner)

Research Corporation Technologies, inc. . 101 North Wilmot Road - Suite 600

City/State
Tucson, AZ

ZIP Code FAX Number (if available)
85711

Telophone Number E-Mail Address (i availabia)

(520) 748-4400

e. Name of agent or representative who resides or maintains | Address (of agent or representative named in 1.0.)
a place of business within the United States authorized to
receive notice of patent certification under section 505(b)(3)
and (j)(2)(B) of the Federal Food, Drug, and Cosmetic Act
and 21 CFR314.52 and 314.95 (if patent owner or NDA - | City/State
applicantholder does not reside or have a place of
business within the United States) ZIP Code

FAX Number (if available)
=
Telephone Number E-Mail Address (if avallable)
f. s the patent referenced above a patent that has been submitted previously for the
approved NDA or supplement referenced above? E Yes No
g. if the patent referenced above has been submitted previously for listing, is the explration
date a new expiration date? . m Yes g No
-FORM FDA 3542a (7/03) ' Page 1
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