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SECTION 13. PATENT DECLARATION

The undersigned declares that the following patents cover the product,
formulation, composition, and/or method of use of IONSYS. This product is the
subject of this application for which approval is being sought.

| PATENTNO. | TYPE | EXPIRATION | PATENT OWNER |
5,232,438 Drug Product and 10/03/2008 ALZA Corporation
Method of Use
5,445,606 Drug Product 11/12/2013 ALZA Corporation
5,697,896 Drug Product 12/16/2014 ALZA Corporation
5,843,014 Drug Product and 12/01/2015 ALZA Corporation
Method of Use
5,879,322 Method of Use 03/09/2016 ALZA Corporation
6,035,234 Method of Use 06/02/2015 ALZA Corporation
6,039,977 Method of Use 12/09/2017 ALZA Corporation
6,090,095 Method of Use 12/08/2014 ALZA Corporation
6,169,920 Drug Product and 01/02/2018 ALZA Corporation
Method of Use
6,171,294 Method of Use 06/05/2015 ALZA Corporation
6,181,963 Drug Product and 11/02/2019 ALZA Corporation
Method of Use
6,195,582 Drug Product 01/28/2019 ALZA Corporation
6,216,033 Drug Product 06/05/2015 ALZA Corporation
6,317,629 Drug Product 06/02/2012 ALZA Corporation
6,425,892 Method of Use 06/05/2015 ALZA Corporation
6,842,640 Drug Product 06/02/2015 ALZA Corporation
6,881,208 Method of Use 04/19/2022 ALZA Corporation
ALZA Corporation
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PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 21338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCl1 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. Unitéd States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
5,232,438 03 August 1993 03 October 2008
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, Califorma
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314,52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes IE No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? D Yes D 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 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 [Ino

2.4 Spedify 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes [:] No

2.6 Does the patent claim only an intermediate?

D Yes D No

2.7 |f 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.) D Yes [:‘ No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? & Yes D No

3.2 Does the patent claim only an intermediate?

D 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 if the patent is a product-by-process patent.) [] Yes D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

41 Does the patent claim ane or more methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
13 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ PR . I . .
ficity the use with refer- IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

fabeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |E Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁ;’s'thgi':gywmmr;gc" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending methed
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? EI Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs'th'gi':gyw‘i':';hr;z?c'" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
18 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No
4.2a If the answer to 4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁj'thlgir::afyw‘i,\t,hltr;esfzic‘- IONSYST™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? & Yes D No

4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method

20 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No

4.2a if the answer to 4.21is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzi?;'thlgirgywmr; ;’;f_c" JIONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
Jabeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 3
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
21 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁj'thfi';ifywmr:;zic" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system prioviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),

drug product (formulation or composition) or methad(s) of use, for which the applicant is seeking approval and with 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 D Yes
the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 4
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

. P | Al /1@. 1, 200§

=
NOTE: Only an N%Iican‘ﬂhol r may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the depfaration but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and provide information below.

D NDA Applicant/Holder E NDA Appiicant's/Holder's Attomey, Agent (Representative) or other
Authorized Official
D Patent Owner I__J Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

The public reporting burden for this coliection of information has been estimated to average 9 hours per responsc, 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 (o:

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is not required lo respond 10, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 5
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | >;.333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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 thity (30) days of issuance of a new patent, a new patent
declaration must be 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 in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
5,445,606 29 August 1995 11 December 2011
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes No
g. If the patent referenced above has been submitted previously for fisting, is the expiration
date a new expiration date? [:] Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D 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 supplement? L—_] Yes I:] No

2.3 i 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 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). D Yes D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) l:] Yes [] No
2.6 Does the patent claim only an intermediate?
D Yes [:] 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.) D Yes [:] No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? @ Yes D No

[_—_] Yes IZ No

3.2 Does the patent claim only an intermediate?

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

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

41 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? ‘ D Yes |___| No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes I___] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-
ficity the use with refer-
ence to the proposed
tabeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 2
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6. Declaration Certification

is true and correct.

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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.

6.2 Authorized Signature of NDA Applicant/Holder or Patent Owner (Attomey, Agent, Representative or
other Authorized Official) (Provide Information below)

C o 2&;3«’4@

Date Signed

fov 1, 2005

holder is authorized t&stgn th

NOTE: Only %n/NDlggagmfantlhold /hray submit this declaration directly to the FDA. A patent owner who is not the NDA appiicant/
arpfion

but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and provide }r{formation below.

[} NDA Applicant/Holder

Authorized Official

E NDA Applicant's/Holder's Attorney, Agent (Representative) or other

D Patent Owner

I:I Patent Owner's Attorney, Agent (Representative) or Other Authorized

Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code Telephone Number
94043 650-564-2024

FAX Number (if available)
650-564-2195

E-Mail Address (if available)
anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated to average 9 hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and complcting and reviewing the collcction of information. Send
comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden 10:

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is nol required to respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03)

Page 3
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE DA NNBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;3338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCl patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
5,697,896 16 December 1997 16 December 2014
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.}
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 Federail Food, Drug, and

Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o ZIP Gode FAX Number (if available)

Telephone Number E£-Mail Address (if avaifable)

f. Is the palent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. if the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? [:] Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? [:I Yes D 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 supplement? D Yes D 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 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). [ ves [ ne

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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?

D Yes ':I 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 praduct-by-process patent.) D Yes I:] No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA, i
amendment, or supplement? & Yes D No

3.2 Does the patent claim only an intermediate?

[ ves 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.) D Yes L__] No

4A. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? l:l Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or suppiement? [:I Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 2
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Aftorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

[P fos. 1, 2005

NOTE: Only an NDA applicar}ﬂ'ﬁ?)ﬁ?r"n{ submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the declaratioff but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and provide information below.

D NDA Applicant/Holder & NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

The public reporting burden for this collection of information has been estimated to average Y hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and revicwing 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 sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number.
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT 21-338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentany! HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
5,843,014 01 December 1998 01 December 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 Actand 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o= ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? L__] Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? |:| Yes D 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 supplement? E] Yes D 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 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). D Yes D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes |:] No
2.6 Does the patent claim only an intermediate?
D Yes D 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 D No
3. Drug Product {(Composition/Formulation)
3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? El Yes [:I No
3.2 Does the patent claim only an intermediate?
D Yes [Z 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 D No

4A. Method of Use

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 being sought. For each method of use claim referenced, praovide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes |:| No

4,2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method

1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes |:| No

4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzietj'thlgiggyw\i,mr:;?re-c“ IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 35423 (7/03) Page 2
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4B. Method of Use

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

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes l:| No
4.2 Patent Claim Number (as flisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes E] No
4.2a if the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved fabeling.)
%Zﬁs-:h'gir;gyw‘i’;’f: ;ch" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes |:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? ) @ Yes l:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
;ZSS'l;]Ei';gi’lv‘i"t’gr;;‘:C" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system prvoviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? lZ] Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzs‘thlgiggfywmhr esfzcrau— IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? Iz Yes [:] No

4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method

5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? K’ Yes l:] No

4.2a {f the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁz;at;"thgir;gyw‘i’:ﬂ;‘:c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IE Yes [:l No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes D No
4.2a Ifthe answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ S . — . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
8 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs'th‘gi’;gyw".’:ﬂ;rﬁc“ TONSYS™ (fentanyl HCI patient-activated transdermal system) is a patieni-controlled iontophoretic
enc)ela to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E] Yes [:] No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁziet;'thgir::afywmu:;‘:-m- IONSYS™ (fentanyl HCI patient-activated transdermal system) is 2 patient-controlled iontophoretic
ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or §0
labeling for the drug on-demand doses, whichever comes first.

product.

4l. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No

4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method

10 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No

4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁ;'th'gi';gyw‘i"t’ghr;gf_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.
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4J. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
11 of use for which approval is being sought in the pending NDA,
amendment, or supplement? EI Yes [:l No
4.2a [f the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;izgs't.;'\igir:ei:leY:::hr :fz?_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)(; to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4K. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
12 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes,"identify with speci- | [ONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr-oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4L. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
13 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;zﬁ;‘f':higi';ifyw‘i’:m;z&d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentany!, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4M. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? E Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:] No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ rt gt . — . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlied iontophoretic

ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.
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4N. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? |Z Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
15 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs'ﬂ:gi':":yw‘i’::r:;‘:_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc{; to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

40. Method of Use

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 being sought. For each method of use ciaim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [E Yes |:, No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes [:| No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-

; X IONSYS™ (fentanyl HC] patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer- y p y . p p
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Atforney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

(/ > ﬁ?wam Mv 1, 2005~

holder is authorized to sign the declaration’but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

NOTE: Only an N'Dﬁpplléaﬂm\/der may/ébmit this deciaration directly to the FDA. A patent owner who is not the NDA applicant/

Check applicable box and provide information below.

D NDA Applicant/Holder E NDA Applicant’s/Holder's Attomey, Agent (Representative) or other
Autharized Official
D Patent Owner D Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

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

Rockvilte, MD 20857

An agency may not conduct or sponsor, and a person is not required 1o respond (o, a collection of
information unless it displays a currently valid OMB conirol number.

The public reporting burden for this collection of information has been estimated to averagc 9 hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and complcting and reviewing the collection of information. Send
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Department of Health and Human Services Form Approved: OMB No. 0910-0513

.. . Expiration Date: 07/31/06
Food and Drug Administration See OMB Statement on Page 3.

PATENT INFORMATION SUBMITTED WITH THE T
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 21333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or suppiement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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 § and 6.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
5,879,322 09 March 1999 09 March 2016
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

e ZIP Caode FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? l:] Yes @ No
g. if the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? L__| Yes E] 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 supplement? D Yes D No

2.3 If the answer to question 2.2is "Yes," do you certify that, as of the date of this declaration, 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). [:I Yes E] 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 active ingredient pending in the NDA or supplement?
(Compilete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) l:] Yes D No

2.6 Does the patent claim only an intermediate?

D Yes [:] 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.) [:l Yes D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? D Yes D No

3.2 Does the patent claim only an intermediate?
[ ves D No

3.3 Ifthe 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.) D Yes [:I No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [E Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- : ™.
ficity the use with refer- To dispose of a used IONSYS™;

ence to the proposed 1) Pull the red tab to separate the b.ot.tom hou.sing_ from the_ top hou§ing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.
FORM FDA 3542a (7/03) Page 2
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4B8. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 ciaim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? XI Yes D No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;Zﬁ;';‘i:igifywn’mesfﬁ_d' To dispose of a used [IONSYS™:
ence to the proposed 1) Pull the red tab to separate the bottom hou§ing from the. top hou'sing. . o
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes |:] No
4.2 Patent Claim Number (as listed in the palent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;”nzi‘i&tugigifyw\i'::\”:(:fzfd- To dispose of a used [ONSYS™:
enc)tla o the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:] No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer {0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

fuz ﬁs't':gi';ifyw‘i”t’:]“:;zf_d' To dispose of a used IONSYS™:
enc)é fo the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4E. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Ciaim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁ\; ﬁs'tuhgigifyw‘i':ghr;gid' To dispose of a used IONSYST™:
enc)é to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? x Yes D No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;Yﬁs';gi';ifyw‘i“t’;:r;;‘;‘id' To dispose of a used IONSYS™™;
eﬁci; to the proposed 1) Pull the red tab to separate the bottom housing from the top housing,
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? El Yes D No
4.2a Ifthe answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ; ™.
ficity the use with refer- To dispose of a used IONSYS™:;

ence to the proposed 1) Pull the red tab to separate the b.otrtom hou;ing from lhe' top h0u§ing. . o
tabeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
8 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ; ™.
ficity the use with refer. To dispose of a used [ONSYS™:

ence to the proposed 1) Pull the 1ed tab to separate the hoﬁom housing from the top housing. o
labeling for the drug 2) Fold the bottom hydrogel-containing housing in haif with the sticky side facing in.
product.

4}, Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? |E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IE Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci- | T4 qishase of a used IONSYST™:
ficity the use with refer-

ence to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.
FORM FDA 3542a (7/03) Page 4

PSC Media Arts (3013 4431090 EF



4J. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
10 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

]:Y.‘:S';liginifyw‘i’:gt;;‘;‘:_‘:i' To dispose of a used IONSYS™:
;ﬁ'c)é to ch proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4K. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as /isted in the patent) Does the patent claim referenced in 4.2 claim a pending method
12 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes |:| No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;.Yﬁs';\igir;tgyw‘;::?: ;zf_d' To dispose of a used IONSYS™:
ezc)é to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4L. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
13 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- . ™.
ficity the use with refer- To dispose of a used IONSYS™:

ence to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.

4M. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? |Z Yes E] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- | 1, dispose of a used IONSYS™:
ficity the use with refer-

ence to the proposed 1) Pull the red tab to separate the b.ot.‘tom hou;ing from the top housing.
tabeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.
FORM FDA 3542a (7/03) Page 5
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4N. Method of Use

Sponsars 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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
15 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IE Yes I:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

'r;zﬁS-;‘gi';ngm ;gf_ci' To dispose of a used IONSYS™:
enc)elz to the proposed 1) Pull the red tab to separate the bottom housing from the top housing. ' o
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

40. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E] Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;E?S';]iger;gyw‘ﬁ’m ;Z?_Ci' To dispose of a used IONSYS™:
enga to nl:e proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4P. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
17 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes |:| No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁZ ;s't"higiggyw‘iﬂtgﬁfi_ To dispose of a used IONSYST™:
ence to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.

product.

4Q. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
18 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- | T dispose of a used IONSYS™:

ficity the use with refer- . .
enc)é to the proposed 1) Pull the red tab to separate the bottom housing from the top housing.

labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.
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4R. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
19 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:] No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- : ™.
ficity the use with refer- To dispose of a used IONSYS™:

ence to the proposed 1) Pull the red tab to separate the b.ot.tom housing from the top housing. o
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side facing in.
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),

drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes
the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 7
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or
other Authorized Official) (Prqy_ide Information below)

Date Signed

Uow. 1, 2005~

NOTE: Only an NDA applicant/hold
holder is authorized to sign the declarati

—7

er may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and {d)(4).

Check applicable box and provide information below.

[J NDA Applicant/Holder

@ NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official

D Patent Owner

D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number
94043 650-564-2024

FAX Number (if available)
650-564-2195

E-Mail Address (if available)
anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated lo average 9 hours per response, including the time for reviewing
instructions, scarching cxisting data sources, gathering and maintaining the data necded, and completing and reviewing the collection of information. Send
comments regarding this burden estimate or any other aspect of this collection of in formation, 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 sponsor, and a person is not required to respond 1o, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 8
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Form Approved: OMB No. 0910-0513

Department of Health and Human Services Expiration Date: 07/31/06

Food and Drug Administration

See OMB Statement on Page 3.

PATENT INFORMATION SUBMITTED WITH THE DA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;;.333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HC] patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Back.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
6,035,234 07 March 2000 02 June 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicantholder does not reside or have a
place of business within the United States)

ad ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D 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 supplement? l:l Yes E] No

2.3 |f 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 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 D 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 active ingredient pending in the NDA or supplement?
{Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?

D Yes D 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.) D Yes D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? [:l Yes D No

3.2 Does the patent claim only an intermediate?

L__| Yes D 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.) [:I Yes D No

4A. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZI Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes," identify with speci- | 1oNgyS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
8 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes [1No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
fiz ﬁ;’s'th':i';tgyw"."t’;:':;‘;?_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr-oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 3

P5C Mcdia Anis {3013 443-1090  ET



6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. 1 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 Appiicant/Holder or Patent Owner (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

_C omny e m 1, 205~

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

Check applicable box and provide information below.

L__] NDA Applicant/Holder NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner I:] Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZiP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

The public reporting burden for this collection of information has becn estimated 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
comimients 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 sponsor, and a person is not required 10 respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 4
PSC Media Arts (3011443.1090 EF
D



Department of Health and Human Services Form Approved: OMB No. 0910-0513
P Food and Drug Administration Se fé%rg"gg gﬁg;?gﬁ?ggge 3
PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;.33
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,039,977 21 March 2000 09 December 2017
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if avaifable)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains ~ Address (of agent or representative named in 1.e.)
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 Federai Food, Drug, and i
Cosmelic Act and 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

e ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. s the patent referenced above a patent that has been submitted previously for the

approved NDA or suppiement referenced above? [:| Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? |:| Yes & No
FORM FDA 3542a (7/03) Page 1

PSC Media Ans (301)443-1090  EF



For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? l:] Yes D 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 supplement? [:I Yes D 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 containing the polymorph wili 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 l_—_] 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes [:] No
2.6 Does the patent claim only an intermediate?
D Yes D 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.) D Yes D No

3. Drug Product {Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? D Yes D No

3.2 Does the patent claim only an intermediate?

[ Yes [(Ino

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.) D Yes [:] No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes [:] No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes |:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci- ™ ot ot . — . .
ficity the use with refer- IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZI Yes L__] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs':h'gi’;tgyw".’::r:;‘;fc" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes [_—_] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? EI Yes E] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs' thfi’:é'zfyw‘i':h'ﬂ:;‘;‘:c" IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
enc)t; to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IX Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval Is being sought in the pending NDA,
amendment, or supplement? @ Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁissythlgir;tgyw\int,rlwﬂl ;Z?_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)ele to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No

4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method

5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No

4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzgj'm':i’;tgywm:’: ;Zf_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 3
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? x Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes [:I No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-

ficity the use with refor. IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc}é to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),

drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with respect to

which a claim of patent infringement could reascnably be asserted if a person not licensed by the owner of the patent engaged in D Yes
the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 4
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or Date Signed

other Authorized Offigial) (Provide Information below)
M v. 1, 20085

holder is authorized to sign eclaration but may not submit it directly to FDA. 21 CFR 314.53(c){(4) and (d)(4).

NOTE: Only an NDA applié;?;{holder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
e d

Check applicable box and provide information below.

D NDA Applicant/Holder @ NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official

|:| Patent Owner EI Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimaled 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 Tishers Lane

Rockvitle, MD 20857

An agency may not conduct or sponsor, and a person is not required fo respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 5
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT |;.338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCl 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,090,095 18 July 2000 08 December 2014
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder 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 available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? [:] Yes @ No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes |Z No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? [:| 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 supplement? D Yes D No

2.3 If the answer to question 2.2 is "Yes," do you certify that, as of the date of this deciaration, 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 GFR 314.53(b). [7] 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 active ingredient pending in the NDA or supplement?
(Compilete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes [:I No

2.6 Does the patent claim only an intermediate?

[:I Yes [:I No

2.7 If the patent referenced in 2.1 is a product-by-process patent, is the product ciaimed in the
patent novel? {An answer is required only if the patent is a product-by-process patent.) D Yes [:] No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? [:l Yes D No

[ ves I no

3.2 Does the patent claim only an intermediate?

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.) D Yes [:] No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁZ?t;thlgi’:g)\l;v::r:;fgfc' TONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes |:| No
4.2a |f the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;‘gﬁ;‘thgi’;gfyw‘l”t’#hr ;2?_"“ IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approvat is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes |:| No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;Zﬁsv:higi’;tgyw"_"t'::rl‘_;zf_ci' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)(/e to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes D No
4.2 Patent Claim Number (as flisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;?;'t'::i';ifywmt:;‘éf_d' IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes |:| No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;zﬁ;ls';‘igi';fyw‘;{:r:;giCi' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
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4F. Method of Use

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 being sought For each method of use claitm referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approvai is being sought in the pending NDA,
amendment, or supplément? Yes [:I No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzlf;’j'm'gi';gfyw‘i’t”h";;‘:f_c" IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-

ficity the Use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
10 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a if the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁj'm'giggfyw"f‘t"hmr;zic" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that ciaim the drug substance (active ingredient),

drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes
the manufacture, use, or sale of the drug product.
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

-~ “ ?
e s v- 1, «00
. — & )}w ov- 4 5-

holder is authorized to sign the declaration but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d){4).

NOTE: Only an NDA applicant/hﬁd may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/

Check applicable box and provide information below.

D NDA Applicant/Holder E NDA Applicant's/Holder's Attorney, Agent (Representative) or other
- Authorized Official
D Patent Owner [:l Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated to average 9 hours per response, including the time for reviewing
instructions, scarching existing data sources, gathering and maintaining the data needed, and complcting 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 sponsor, and a person is not required 10 respond to, a collection of
information unless it displays a currently valid OMB control number.
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Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT

For Each Patent That Claims a Drug Substance
(Active Ingredient), Drug Product (Formulation and
Composition) and/or Method of Use

Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

NDA NUMBER
21-338

NAME OF APPLICANT / NDA HOLDER
Alza Corporation

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HC1 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

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,
amendment, or supplement as required 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)ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied

For hand-written or typewriter versions (only) 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.

patent is not eligible for listing.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicates the ‘

complete above section and sections 5 and 6.

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,

1. GENERAL
a. United States Patent Number b. issue Date of Patent c. Expiration Date of Patent
6,169,920 02 January 2001 02 January 2018
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1600 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195

Telephone Number

650-564-5000

E-Mail Address (if available)

a place of business within the United States authorized to
receive notice of patent certification under section

e. Name of agent or representative who resides or maintains ~ Address (of agent or representative named in 1.e.)

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 City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o ZIP Code

FAX Number (if available)

Telephone Number

E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? E] Yes E No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes E No

FORM FDA 3542a (7/03)
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? D Yes D 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 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). [ ves [Ino

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

2.5 Does the patent claim only a metabolite of the active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes [:] No

2.6 Does the patent claim only an intermediate?

D Yes D 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 D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? XI Yes [:] No

3.2 Does the patent claim only an intermediate?

[:] Yes E No

3.3 Ifthe 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.) D Yes I:] No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
29 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IXI Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- T™ U . . . .
ficity the Use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.
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4B. Method of Use

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 being sought For each method of use clalm referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
30 of use for which approval is being sought in the pending NDA,
amendment, or supplement? X ves Cno
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
;ﬁ;%ﬁi’;ﬁfywm‘mr;’;fc" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlied iontophoretic
ence to the proposed transdermal system pr-oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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 being sought For each -method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
31 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ o . - . ,
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4D. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
33 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzie;'m':i';gfyw‘i’:gt:;gfc" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system prvoviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes [:] No

4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method

34 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No

4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁ\é;;'th'gi';tgyw‘{:#':;‘;?c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence 1o the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:] No
4.2 Patent Ciaim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
35 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes |:] No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;‘égj":higi';ifyw‘ﬂr:;gf_d' JIONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes ]:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
36 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved fabeling.)

ﬂiﬁ;tr:giggyw‘ft’m esz?d- IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [Z Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
43 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci- | [oNSYST™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
fabeling for the drug on-demand doses, whichever comes first.
product.

4]. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes |:| No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
58 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes [:] No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- | [ONgY ST (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Prowde lnformatlon below)

,a\,) NAALL /V:I:I 1, 005

NOTE: Only an NDA appllcant!ho may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the decla t ion but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and provide information below.

D NDA Applicant/Hoider & NDA Applicant’s/Holder’s Attorney, Agent (Representative) or other
Authorized Official

I:l Patent Owner [:] Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated 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 sponsor, and a person is not required (o respond to, a collection of
information unless it displays a currently valid OMB control number.
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE OANOIEER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;.333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HC] patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii} with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
6,171,294 09 January 2001 05 June 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E£-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains ~ Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

s ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. Ifthe patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? I:| Yes D 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 supplement? I:] Yes D 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 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). E] Yes D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) l:] Yes L__I No

D Yes D No

2.6 Does the patent claim only an intermediate?

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.) D Yes D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? I:] Yes D No

D Yes D No

3.2 Does the patent claim only an intermediate?

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 D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? X Yes [:| No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁzﬁsthgiggfywﬂt: :’f‘;?_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc{e to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product,
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4B. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? X] Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes l:] No
4.2a |f the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;‘éﬁs{h‘gi’;ifym‘,':hm:;gf_d‘ IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é o the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z Yes I:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁ\c(:ﬁ;/sthlgir;gywnﬁ': (;Zf_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval is being sought in the pending NDA,
) amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;z%s';:i';ifyw‘i':::':;‘;?fi' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use
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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? |Z Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁ\gﬁ;thfiggyw\rt’m ;Zf_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
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4F. Method of Use |

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes ]:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes I:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁz?t;thgiggfywmﬂ ;2?‘3" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes |:| No
4.2a If the answer 0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ ot . — . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4H. Method of Use

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 being sought. For each method of use ciaim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [Z Yes D No
4.2 Patent Claim Number (as flisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
g of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes I:| No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ ot ti . N . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IE Yes [:l No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- | [ONSYST™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer- : ’

ence to the proposed transdermal systern providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

Ci)’@“\' aaend bv. 1, 2005~

| Y
NOTE: Only an NDA applica\nﬂ‘(?ér may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the dg laration 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
|:] Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

The public reporting burden for this collection of information has been estimaled to average 9 hours per response, including the ume for reviewing
instructions, searching exisling data sources, gathering and maintaining the data nceded, and completing and reviewing the colicction 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 sponsor, and a person is not required 10 respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 5
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 21.338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Méthod of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,181,963 30 January 2001 02 November 2019
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

I ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. lIs the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes @ No
g. if the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes @ No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? D 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 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). D Yes D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

D Yes I:] No

2.6 Does the patent claim only an intermediate?

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.) D Yes D No

3. Drug Product (Composition/Formutation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? E Yes D No

D Yes & No

3.2 Does the patent claim only an intermediate?

3.3 Ifthe 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-pracess patent.) D Yes D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? & Yes EI No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
15 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;zg;';hgi';ifywn’m;zs_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemi_c delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

FORM FDA 3542a (7/03) Page 2

PSC Media Aris (301)443-1090  EF

53



4B. Method of Use

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 being sought. For each method of use clalm referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes D No
4.2a if the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," idenlify with speci- | [ONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
17 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.23 If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci- | |GNSYS™ (fentanyl HCI patient-activated transdermal system) is a paticnt-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4D. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
18 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes [:] No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes," identify with speci- | 1ONSYST™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled jontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4E. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a2 pending method
19 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes I:I No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

Yes," identify with speci- | 1oNSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.
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4F. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
20 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;zﬁs':higir;fyw‘;&": :‘fzfd' IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
y transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or §0

ence to the proposed Y pr g sy y y P g p

labeling for the drug on-demand doses, whichever comes first.

product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

41 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? ! @ Yes [:] No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
21 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;lzﬁ;v:higi’;ifyw‘i"t’gr:;‘:_‘j‘ IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system prpviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
22 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;\éﬁs’;ﬁji‘;fyw\m ;‘;‘:Ci' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enci; to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

41. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or mare methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
23 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IE Yes D No
4.2a ifthe answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬂz ijthlgi;g}\,umhr esf’;f_d' JONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.
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4J. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? @ Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
24 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes [:| No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved /abeling.)

"Yes," identify with speci- | joNgy g™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4K. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No 1
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
25 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z Yes I:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes,” identify with speci- | JONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

4l.. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
26 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes |:] No
4.2a lf the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes.' identify with speci- | 13N gYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The inactive ingredients in the IONSYS™ hydrogels consist of cetylpyridinium chloride, USP.

5. No Relevant Patents

For this pending NDA, amendment, or supptement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 5
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Attorney, Agent, Representative or Date Signed
other Authorized Offi czal) (Provide Information below)

yso Aty /V;/ ft} 2005

NOTE: Only an NDA a y submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the decla ion 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 lz NDA Applicant's/Holder’s Attorney, Agent (Representative) or other
Authorized Official

|:| Patent Owner [___] Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated 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 ol 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 sponsor, and a person is not required to respond 1o, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 6
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;.333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application, .
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. issue Date of Patent c. Expiration Date of Patent
6,195,582 27 February 2001 28 January 2019
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if availabie)
94043 650-564-2195
Tetephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 Federa! Food, Drug, and -
Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

O ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes @ No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes x No

FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? |:| 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 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). D Yes D 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 metabalite of the active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No
2.6 Does the patent claim only an intermediate?
D Yes [___| No
2.7 |f 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 [:] No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? IZl Yes D No

D Yes @ No

3.2 Does the patent claim only an intermediate?

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.) l:] Yes [:] No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent ciaim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? D Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes l:] No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 2
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Aftomney, Agent, Representative or Date Signed
other Authorized Official) (Provide lnformation below)

8]
Ay @, ' y /VOV. 1 Qod{-
/( J'_ . ‘

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

Check applicable box and provide information below.

D NDA Applicant/Holder & NDA Applicant's/Holder’s Attorney, Agent (Representative) or other
Authorized Official
|:| Patent Owner |:| Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@corus.jnj.com

The public reporting burden for this collection of information has been estimated 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 sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 3
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rtment o Ith and Human Services Form Approved: OMB No. 0810-0513
o4 and Drug Adminisation o Falon Dale: 0751105
PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;i.338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Qrange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,216,033 .10 April 2001 05 June 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. s the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. If the patent referenced above has been submitted previousty for listing, is the expiration
date a new expiration date? |___l Yes @ No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? |:| Yes D 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 supplement? l:] Yes E] 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 containing the polymorph will perform the same as the drug product

described in the NDA? The type of test dala required is described at 21 CFR 314.53(b). [ ves [INo

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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?

|:| Yes [:] 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.) EI Yes [:I No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? @ Yes D No

3.2 Does the patent claim only an intermediate?

D Yes [E No

3.3 Ifthe 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.) E] Yes D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? D Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes D No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

“Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 2
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 | amn familiar with 21 CFR 314.53 and
this submission complies with the requirements of the regulation. | 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

~. !"
f&/a /wa'u..w /Uou. { 4005

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

Check applicable box and provide information below.

D NDA Applicant/Holder & NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner E] Patent Owner’s Attormey, Agent (Representative) or Other Authorized
Official
Name

Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated to average 9 hours per response, including thc time for reviewing
instructions, scarching 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 sponsor, and a person is not required to respond Lo, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 3
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to ith and Human Services Form Approvgd: OMB No. 0910-0513
o and Drug Administiation o Sl Dt 07306
PATENT INFORMATION SUBMITTED WITH THE oA NUVBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ,;.338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM

fentanyl HCl patient-activated transdermal system

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,
amendment, or supplement as required 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)(ii} with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied

For hand-written or typewriter versions (only) 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.

patent is not eligible for listing.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicates the

complete above section and sections 5 and 6.

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,

1. GENERAL

a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
6,317,629 13 November 2001 02 June 2012
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZiP Code FAX Number (if available) .
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains
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 CFR 314.52 and 314.95 (if patent
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

o

Address (of agent or representative named in 1.e.)

City/State
ZIP Code FAX Number (if available)
Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes @ No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? [:l Yes @ No

FORM FDA 3542a (7/03)
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? [:I Yes D 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 supplement? I:I Yes D No

2.3 If the answer to question 2.2 is "Yes," do you certify that, as of the date of this deciaration, 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). D Yes D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No
2.6 Does the patent claim only an intermediate?
D Yes E] 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.) D Yes [:I No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? @ Yes D No

3.2 Does the patent claim only an intermediate?

D 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 if the patent is a product-by-process patent.) D Yes D No

4A. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? } D Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes E] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product {formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 2
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Atforney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

Cf/Jé/& ==\) )NEM—W /‘é; 1, Q005

NOTE: Only an NDA app%tlhome/r ay submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign the declarafion but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and provide information below.

D NDA Applicant/Holder & NDA Applicant's/Holder’'s Attomey, Agent (Representative) or other
Authorized Official

D Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated 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 cstimate or any other aspect of this collection of information, including suggestions [or reducing this burden to:

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is not required lo respond 1o, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 3
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 25.333
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCI 40 micrograms per activation

DOSAGE FORM
fentanyl HCl patient-activated transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 additiona! 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,425,892 30 July 2002 05 June 2015
d. Name of Patent Qwner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 050-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.¢.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

O ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes @ No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes I:] 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 supplement? [:I Yes D 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 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). [ ves CINo

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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) [__—I Yes D No

2.6 Does the patent claim only an intermediate?

D Yes D 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.) D Yes D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? [:] Yes D No

3.2 Does the patent claim only an intermediate?

D Yes [:l 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.) D Yes D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

_Yes,' identify with speci- | }ONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr_oviding systemmic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? x Yes l:] No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ Cant_acti . I . .
ficity the use with refer- IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methads of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z| Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs'mlgir;t;fywmt:;Z?.Cl— IONSYS™ (fentanyl HCl patient-activated transdermal system) is a patient-controlled iontophoretic
enc)e; to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? [z Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved fabeling.)
ﬁzft;'thlgir;gywmr;;gim- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4E. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes |:] No

4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method

5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No

4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁ\c/ﬁ;'th'gigtgyw\i’::t:esfzs-d- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

FORM FDA 3542a (7/03) Page 3
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4F. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:] No
4.2a lf the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- T™ P . — . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as /isted in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? X Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬂziet‘;'thlgir;t:afyw:\'h{#r:esf?-m- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system prioviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes l:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
8 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IZ Yes D No
4.2a if the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬂzﬁs ’thlgigifyw\;tvst:;z‘ra—cl- IONSYS™ (fentanyl HC] patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

4|. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [Z Yes [_—_l No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes E] No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁiﬁ;‘thlgir;?efywm:r;;?:-a_ IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) Page 4
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6. Declaration Certification

is true and correct.

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

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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

Gy e

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

ov. 1, NS

NOTE: Only an NDA applicantleder 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 31 4.53(c)(4) and (d){4).

Check applicable box and provide information below.

[:l NDA Applicant/Holder

Authorized Official

& NDA Applicant's/Holder's Attorney, Agent (Representative) or other

I:] Patent Owner

|:| Patent Owner's Attorney, Agent (Representative) or Other Authorized

Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code Telephone Number
94043 650-564-2024

FAX Number (if available)
650-564-2195

E-Mail Address (if available)
anwaneri(@corus.jnj.com

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lanc

Rockville, MD 20857

An agency may not conduct or sponsor, and a person Is not required to respond to, a collection of
information unless it displays a currently valid OMB control number.

The public reporting burden for this collection of information has been estimated 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:

FORM FDA 3542a (7/03)
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT |21.338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HC] 40 micrograms per activation

DOSAGE FORM
fentany! HCl patient-activated transdermal system

This patent declaration form is required to be submitied to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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, @ new patent
declaration must be 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 in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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.

complete above section and sections § and 6.

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,

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
6,842,640 11 January 2005 02 June 2015 ;
d. Name of Patent Owner Address (of Patent Owner) ;
Alza Corporation 1900 Charleston Road !
City/State
Mountain View, California
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

i ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. s the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? [:] Yes @ No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? |:] Yes D 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 supplement? [___] Yes |:| No

2.3 lIfthe answer to question 2.2is "Yes," do you certify that, as of the date of this declaration, 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). [:I 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 active ingredient pending in the NDA or supplement?
(Compiete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?

D Yes [:] 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 [:] No

3. Drug Product (Composition/Formulation)

3.1 Does the patent ciaim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? @ Yes D No

I:] Yes @ No

3.2 Does the patent claim only an intermediate?

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.) D Yes D No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? D Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes [:] No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) _ Page 2
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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)

/t :§>»a~.« A/ov 7, 200§

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

Check applicable box and provide information below.

I:] NDA Applicant/Holder E NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official

[:l Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if availabie)
650-564-2195 anwaneri@corus.jnj.com

The public reporting burden for this collection of information has been estimated to average 9 hours per response, inciuding the timc 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 sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 3
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | ;.33
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation

Composition) and/or Method of Use

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)

IONSYS
ACTIVE INGREDIENT(S) STRENGTH(S)
fentanyl HCl 40 micrograms per activation

DOSAGE FORM
fentanyl HCI patient-activated transdermal system

This patent declaration form is required to be submitited to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent ¢. Expiration Date of Patent
6,881,208 19 April 2005 19 April 2022
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, California
ZIP Code FAX Number (if available}
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains ~ Address (of agent or representative named in 1.e.)
a place of business within the United States authorized to
receive nofice of patent certification under section
505(b)(3) and (j}(2)(B) of the Federai Food, Drug, and -
Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

e ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes @ No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes l:l 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 supplement? l:] Yes EI No

2.3 Iifthe 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 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). [ ves [Ino

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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No
2.6 Does the patent claim only an intermediate?
[:] Yes D No
2.7 ifthe 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.) D Yes D No

3. Drug Product (Composition/Formulation)

3.1 Does the patent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? D Yes l__—] No

[:I Yes D No

3.2 Does the patent claim only an intermediate?

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.) [:I Yes [:I No

4A. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes [:] No
4.2 Patent Claim Number (as /isted in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? !E Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;Lﬁs';;‘i:i';ifyw“qmjzf_d' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc’é to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeting for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ js fentanyl. IONSYS™ contains. .. equivalent to ~— mg of
fentanyl... IONSYS™ is designed to deliver a 40 g dose of fentanyl...

FORM FDA 3542a (7/03) Page 2
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4B. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:] No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

_Yes," identify with speci- | yONSYST™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence 1o the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to ~ ng of

fentanyl... JONSYS™ is designed to deliver a 40 pg dose of fentanyl. ..

4C. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent ciaim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or suppiement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:l No
4.2a If the answer o 4.2 is Use: (Submit indication or methed of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ S . I . .
ficity the use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.

The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent tc —-mg of

fentanyl. .. IONSYS™ is designed to deliver a 40 pg dose of fentanyl. ..

4D. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [Z] Yes [:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim' a pending method
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Iz Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ it . — . .
ficity the use with refer- IONSYS™ (fentanyl HC! patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system prnoviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to — ng of

fentanyl... IONSYS™ is designed to deliver a 40 pig dose of fentanyl. ..
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4E. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IE Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
5 of use for which approval is being sought in the pending NDA,
amendment, or supplement? 3 @ Yes E] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzﬁs'thgi';zf"w".’::r;;gfc" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)cle to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in JONSYS™ is fentanyl. IONSYS™ contains... equivalent to < .ng of

fentanyl... IONSYS™ is designed to deliver a 40 [ig dose of fentanyl. ..
4F. Method of Use -

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 being sought. For each method of use claim referenced, provide the following information;

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E] Yes D No
4.2a Ilf the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁZﬁs'm'gir;gywmt:;g?_C" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc}(le fo the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to — mg of
fentanyl... IONSYS™ is designed to deliver a 40 ug dose of fentanyl. ..

4G. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? Xl Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? ., @ Yes D No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes” identify with speci- | 1QNSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to —.ag of
fentanyl... IONSYS™ is designed to deliver a 40 plg dose of fentanyl. ..
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4H. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? x Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
9 of use for which approval is being sought in the pending NDA,
amendment, or supplement? - @ Yes |:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;E‘iﬂ::i’;gm:ﬂ;g‘fd' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to ~ mg of
fentanyl... IONSYS™ is designed to deliver a 40 pg dose of fentanyl...

4l. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
10 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a {f the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

;Zﬁs';}igir;ifyw‘i'g:r:;gffi' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
encﬁ to the proposed transdermal system pr‘oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent to ™ .ng of
fentanyl... IONSYS™ is designed to deliver a 40 pg dose of fentanyl. ..

4J. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
11 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z Yes E] No
4.2a If the answer to0 4.2 is Use: (Subrmit indication or method of use information as identified specifically in the approved labeling.)

-Yes," identify with speci- | joNgy g™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.
product.

The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains... equivalent tc — .ng of
fentanyl... IONSYS™ s designed to deliver a 40 ptg dose of fentanyl...
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4K. Method of Use

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 being sought For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes [:] No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
12 of use for which approval is being sought in the pending NDA,
amendment, or supplement? - !Z Yes D No
4.2a if the answer tc 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ™ o g . — 1 . .
ficity the Use with refer- IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent to .—mg of

fentanyl... JONSYS™ is designed to deliver a 40 ug dose of fentanyl...

4L. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
13 of use for which approval is being soughtin-the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁziet;'th':i';lfyw‘%":;‘:_c" TONSYS™ (fentany} HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product,
The active ingredient in IONSYS™ js fentanyl. IONSYS™ contains. .. equivalent to — mg of
fentanyl... IONSYS™ is designed to deliver a 40 g dose of fentanyl. ..

4M. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? |Z Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? . El Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁZ?t;'thgir;tclef};v‘iTr:r: :'fzs_c" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr_oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.
product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent to ~.mg of
fentanyl... IONSYS™ is designed to deliver a 40 ug dose of fentanyl...
FORM FDA 3542a (7/03) Page 6
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4N. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
15 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁziet;'thgir;zfyw:\'m': ;2‘:_0" IONSYS™ (fentanyl HCl patient-activated transdermil system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr'oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalentto ~ ng of
fentanyl... IONSYS™ is designed to deliver a 40 pg dose of fentanyl...

40. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? & Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? IX Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzi‘:;'m'gi';fyw}’:g': ;2?_‘3" IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ence to the proposed transdermal system pr.oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in [IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent to « mg of
fentanyl. .. JONSYS™ is designed to deliver a 40 uig dose of fentanyl...

4P. Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
18 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes [:l No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-

; ; IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic

ficity the use with refer- .y . . . .

ence to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80

labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent to — mg of
fentanyl... IONSYS™ is designed to deliver a 40 pg dose of fentanyl. ..
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4Q. Method of Use

product for which approval is being sought. For each method of use claim referenced, provide the following information:

Sponsors must submit the information in section 4 separately for each patent claim claiming a method of using the pending drug

4.1 Does the patent ciaim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
19 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes |:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ﬁzgs:hgi':g)\:vm\ﬂ: ;‘:}Ci' IONSYS™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
enc)é to the proposed transdermal system providing systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product.
The active ingredient in IONSYS™ is fentanyl. IONSYST™ contains... equivalent to _ ng of

fentanyl... IONSYS™ is designed to deliver a 40 g dose of fentanyl...

4R. Method of Use

product for which approval is being sought. For each method of use claim referenced, provide the following information:

Sponsors must submit the information in section 4 separately for each patent claim claiming a method of using the pending drug

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? !z Yes [:I No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
20 of use for which approval is being sought in the pending NDA,
amendment, or supplement? o XI Yes [:] No
4.2a If the answer 10 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

-Yes," identify with speci- | joNgygT™ (fentanyl HCI patient-activated transdermal system) is a patient-controlled iontophoretic
ficity the use with refer-

ence to the proposed transdermal system pr-oviding systemic delivery of fentanyl, an opiod agonist, for up to 24 hours or 80
labeling for the drug on-demand doses, whichever comes first.

product,
The active ingredient in IONSYS™ is fentanyl. IONSYS™ contains. .. equivalent to ~—.ng of

fentanyl... IONSYS™ is designed to deliver a 40 pg dose of fentanyl. ..

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

\//C/,w::'- -~ }\JGM Aoy, 1, 2005

NOTE: Only an NDA applicar:}()l{lder 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 Officiat

|:| Patent Owner [:] Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official

Name
Angela Nwaneri, Vice President Patent Law

Address City/State

Alza Corporation Mountain View, CA
1900 Charleston Road

ZIP Code Telephone Number

94043 650-564-2024

FAX Number (if available) E-Mail Address (if available)
650-564-2195 anwaneri(@!corus.jnj.com

The public reporting burden for this collection of information has been estimated 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 revicwing 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 sponsor, and a person is not required 1o respond 10, a collection of
information unless it displays a currently valid OMB control number.
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Original NDA No. NDA 21-338

SECTION 13. PATENT DECLARATION

The undersigned declares that the following patents cover the formulation,

composition, and/or method of use of

application for which approval is being sought.

PATENT NO.

5,135,477
5,232,438

5,673,503

5,624,415

5,697,896
5,843,014

5,879,322
6,035,234
6,039,977
6,090,095
6,169,920

6,171,294
6,181,963

6,195,682
6,216,033
6,317,629
6,425,892

TYPE
Method of Use

Drug Product and
Method of Use

Drug Product
Method of Use
Drug Product

Drug Product and
Method of Use

Method of Use
Method of Use
Method of Use
Method of Use

Drug Product and
Method of Use

Method of Use

Drug Product and
Method of Use

Drug Product
Drug Product
Drug Product
Method of Use

EXPIRATION

05/31/2005
10/03/2008

11/12/2013
04/29/2014
12/16/2014
12/01/2015

03/09/2019
06/02/2015
12/09/2017
12/08/2014
01/02/2018

06/05/2015
11/02/2019

01/28/2019
06/05/2015
06/02/2012
06/05/2015

This product is the subject of this

PATENT OWNER
ALZA Corporation
ALZA Corporation

ALZA Corporation
ALZA Corporation
ALZA Corporation
ALZA Corporation

ALZA Corporation
ALZA Corporation
ALZA Corporation
ALZA Corporation
ALZA Corporation

ALZA Corporation
ALZA Corporation

Al.ZA Corporation
ALZA Corporation
ALZA Corporation
ALZA Corporation
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. Form Approved: OMB No. 0910-0513
P o and Drug Administaton - o iaton Date: 073405
PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT NDA 21-338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use

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)
40 micrograms per activation

fentanyl HC]

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA)} with an NDA application,
amendment, or supplement as required by 21 CFR 314.53 at the address provided in 21 CFP 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)ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions (only) 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 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.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent c. Expiration Date of Patent
5,135,477 04 August 1992 31 May 2003
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, CA
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains  Address (of agent or representative named in 1.e)
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 i
Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicantholder does not reside or have a
place of business within the United States)

O ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previousty for the
approved NDA or supplement referenced above? D Yes IZ] No

g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes & No

FORM FDA 3542a (7/03)

Page 1
5,135,477 P5C et 201358 g EF



For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? l___] Yes E] 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 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 D 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 active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

D Yes D No

2.6 Does the patent claim only an intermediate?

2.7 If the palent referenced in 2.1 is a producl-by-process patent, is the product claimed in the
patent novel? (An answer is required only if the patent is a product-by-process patant.) D Yes j Ko

3. Drug Product (Composition/Formulation)

3.1 Does the palent claim the drug product, as defined in 21 CFR 314.3. in he pending NDA,
amendment, cr supplement? . D Yes D No

E] Yes [:I No

3.2 Does the patent claim only an intermediate?

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.) D Yes D No

4A Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as Jisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a If the answer to4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
fi\(;s;.lhlsmg)\(/\/\i’:#':esfgfm — . isa patient-controlled clectrotransport (iontophoresis) transdermal system providing systemic
delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses. whichever
ence to the proposed / S ’
labeling for the drug comes first."
product.
FORM FDA 3542a (7/03) Page 2
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4B Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes l:] No
4.2 Patent Claim Number (as lisled in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |X| Yes D No
4.2a if the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
"Yes," identify with speci- —

: Y is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficty the use Wih 1e%er | delivery of fentanyl, a potent opioid analgesic, for up to 24 h 80 on-demand d hich
ence 1o the proposed elivery of fentanyl, a potent opioid analgesic, for up to ours or 80 on-demand doses, whichever

labeling for the drug comes first."”
product.

4C Method of Use

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

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IE Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
o} of use for which approval is being sought in the pending NDA,
amendment, or supplement? X] Yes [] No
4.2a If the answer10 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeiing.)

"Yes,"identify with speci- | m— | is 2 patient-contr . : : A :
: v ! N - olled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- sap ¢ port (iontop ) ¥ p & systen

ence to the proposed delivery of fentanyl. a potent opioid analgesic, for up to 24 hours or 80 on-demand doses. whichever

labeling for the drug comes [rst."”
product.

4D Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more melhods of use for which appré'\‘fiail’iisibeing soﬁrghl in

the pending NDA, amendment, or supplement? Yes D No
4.2 Patent Claim Number (as lisfed in the patent) Does the palent claim referenced in 4.2 claim a pending method
20 of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes D No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzss'th’:ir;g)\'ﬂ‘i"t’r'm;gf_c" — . is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ence 1o the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),

drug product (formulation or composition} or method(s) of use, for which the applicant is seeking approval and with 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 D Yes
the manufacture, use, or sale of the drug product.

FORM FDA 3542a {7/03) 5.135.477 Page 3
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representative or Date Signed
other Authorized Official) (Provide Information below)

} August 20, 2003

7
NOTE: d’nl»y—afNDA—ap{lic;a?Aolder 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 [XI NDA Applicant's/Holder's Atlorney, Agent (Representative) or other
Authorized Official
L—_] Patent Owner D Patent Owner’s Attorney, Agent (Representative) or Other Authorized
Official
Name
Angela Nwanerl, Vice President Patent Law
Address B City/State T
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code Telephone Number
: 04042 630-564-2024
FAX Number (if available) T E-Nail Address (if available) ST T
650-564-3070 angela.nwaneri(@alza.com

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

Food and Drug Administration
CDER (HFD-007)

5000 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is rot required 10 respond to, a collection of
information unless it displuys a currently valid OMB control number.

FORM FDA 3542a (7/03 Page 4
a (7/03) 5,135,477 s o s o



ervices Form Approved: OMB-No. 0910-0513
P oo e g A D
PATENT INFORMATION SUBMITTED WITH THE AR
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT NDA 21-338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use :

The foliowing 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)
40 micrograms per activation

fentany] HCI

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for lisling a patent in the Orange Book.

For hand-written or typewriter versions {(only) 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 addilional page referencing the queslion 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 ecach patent submitted for the pending NDA, amendment, or supplement referenced above, you must submit alf the
information described below. If you are not submitting any patents for this pending NDA, amendment, or suppl.meoent,
complete above section and sections 5 and 6.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent h c. Expiration Date of Patent
5,232,438 03 August 1993 03 October 2008
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, CA
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

‘e. Name of agent or representative who resides or maintains Address (of agent ‘b/:represenlative named_l'r~1”1.e,)
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 CFR 314.52 and 314.95 (if patent Cily/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States) B -

e ZIP Code FAX Number (if available)

“Telephone Number "E-Mail Address (if available)

1. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes @ No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? [:] Yes @ No
FORM FDA 3542a (7/03) Page 1
5,232,438 o5 s st o



For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? E] Yes D 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 supplement? D Yes D No

2.3 Ifthe 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 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). D Yes D 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 active ingredient pending in the NDA or supplement?
{Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?

E] Yes D NO

2.7 Ifthe patent referenced in 2.11is a produc[-by-prccesé patent, is the product claimed in the

i3 0 product-Lypiccess patens L ves J v

patent novel? (An answer is required only il the o

3. Drug Product (Composition/Formulation)

3.1 Does the patant ciaim the drug producl, 25 fofined o 24 CFll 3

ameidimant, or suppiement? (_} Yog i

D Yes Ea No

3.2 Does the patent claim only an inlermediaie?

3.3 If the patent referenced in 3.1 is a product-by-process patent, is the prodﬂéft'claimed'"iﬁ the
patent novel? (An answer is required only if the patent is a product-by-process patent.) [:] Yes D No

4A Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? X] Yes D No
4.2 Patent Claim Number (as Jisted in the patent) Does the patent claim referenced in 4.2 claim a pending method N
13 of use for which approval is being sought in the pending NDA,
amendment, or supplement? ) @ Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
Yes,” identify with speci- — s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- deli of f 1 N oid analeesic. for 241 - 30 d’ d doses 'lv'l )
ence 1o the proposed etvery ob tentanyl, a potent oproid analgesic, for up to ours or on-aemand doscs, whichever
- L}
labeling for the drug comes first.'
product.
FORM FDA 3542a (7/03) Page 2
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4B Method of Use

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 being sought. For each method of use claim referenced, provide the follo wing information:

4.1 ' Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? IZI Yes |:] No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |X| Yes D No
4.2a ifthe answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁzss'm'gir;i%m]”:;‘:c'_ l — 5 apatient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enc)é to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."
product.

4C Method of Use

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

4.1 Does the patent claim one or more methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? < Yes ’:] No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? X} Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
Yes.” identify with speci- — Is a patient-controlled electrotransport (iontophoresis) transdermal system providing systentic

ficity the use with refer-

. ence lo the proposed
labeling for the drug I comes first."
product. ,

delivery of fentanyl, a potent opinid analgesic, for up o 24 hours or 80 on-demand doses. whichever

40 Method of Use

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 being sought. For cach micthod of use olaim referenced, provide the folloveing inf o

4.1 Does tha palent claim one or more metheds of uees for which appioea

the pending NDA, amendment, or supplement? L_] Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method o
18 of use for which approval is being sought in the pending NDA,
_{_amendment, or supplement? Yes __NQ No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ves,” identify with speci- |« __ oy patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . - . . . ;
enc)é to the proposed dehivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever

labeling for the drug comes first."
product.

4E Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA. amendment, or supplement? Yes D No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
20 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬂ\c/ﬁ;'thl:iggyw\i’:!:?esfzfu- ' = isapatient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ence to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."”
product.

FORM FDA 3542a (7/03) 5.232.438 Page 3
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4F Method of Use

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

4.1 Does the patent claim one or more methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
21 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes E] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
“Yes," identify with speci- — is a patient-controlled elcctrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- . .. . .
ence o the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient)
drug product (formulation or composition) or methad(s) of use, for which the applicantis seeking arproval and with respect o
which a claim of patent infringement could reasonably be asseried if a person not licensed by the owner of the patent engaged in D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03) 5.232.438 Page 4
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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 (Attorney, Agent, Representative or Date Signed
other Au‘t[l_o\rized Official) (Provide Information below)

&9‘—\0 b@qw'

NOTE: On!QFan/NB’(appl'nﬁyho/!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).

August 20, 2003

Check applicable box and provide information below.

] D NDA Applicant/Holder NDA Applicant'siHolder’s Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name
Angela Nwanert, Vice President Patent Law
Address City/State B o T
Alza Corporation Mountain View, CA
1900 Charleston Road ;
i
ZIP Ccce Telephone Number

G102 6:0-564-202:

32

FAX Number {ii availabla)
/

{ I A
630-364-3070 angela.nwaneri@alza.com

ddress {if available)

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

Food and Drug Administration
CDER (HFD-007)

5600 Fishers Lang

Rockville, MD 20857

An agency may not conduct or sponsor. and a person is noi required 1o respond (o, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) 5,232,438 Page 5
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Department of Health and Human Services Form Approved: OMB No. 0910-0513
P Food and Drug Administration seeE?)pf\i«;gtgggﬁsz:n%?y;):e 3.
PATENT INFORMATION SUBMITTED WITH THE NOA NUMBER
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT NDA 21-338
For Each Patent That Claims a Drug Substance NAME OF APPLICANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and Alza Corporation
Composition) and/or Method of Use

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)
40 micrograms per activation

fentanyl HC]

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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){ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information relied
upon by FDA for listing a patent in the Orange Book.

For hand-written or typewriter versions {only) of this report: If addilional 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.

FOA will not list patent information if you rile an incompicte patent decfaration or the patent declaravon indicatos the
patent is not eligible for listing.

For each patent submitted for the pending DA, amendnient, or supplement reforenced above, yvou must submit all the
information described below. If you arc nct submitting any patents for this pending MDA, amendment, or supplement,
complete above section and sections 5 and 6.

1. GENERAL
"3 United Stales Patent Number o b. Issue Date of Patenl i ¢ Expiration Dale of Palent
5,573,503 12 November 1996 I 12 November 2013
d. Name of Patent Owner - Address (of Patent Owner) :
Alza Corporation 1900 Charleston Road
City/State
Mountain View, CA
ZIP Code FAX Number (if available)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-5000

e. Name of agent or representative who resides or maintains Address (of agent or representative named in 1.e.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

(Ol ZIP Code FAX Number (if avaifable)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes @ No
g. Ifthe patent referenced above has been submitted previously for listing, is the expiration
date 2 new expiration date? [:] Yes E] No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use thatis the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? I:] Yes I:] 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 supplement? D Yes D 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 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). [ ves O no

2.4 Specity 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 active ingredient pending in the NDA or supplement?
{Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product lo administer the metabolite.) D Yes D No

2,6 Does the patent claim only an intermediate?

D Yos D No

2.7 I the patent referenced in 2.1 is a preduct-by-process patent. is the product claimed in the
‘el [

C
(

palnt novsT (A ansveer s reguired only i the patenlis 2 modect by orocess patuit)

3. Drug Product {Composition/Formulation)

| 31 Does thn p Scizim the g uy sroduct, as ¢
amendmienl. or supplement”? D Mo
3.2 Does the palent claim only an intermediate? o T N ) T T e
D Yes @ No
3.3 Ifthe patent referenced in 3.1 is a product-by-process patent, is the product claimed in the T
patent novel? (An answer is required only if the patent is a productl-by-process patent.) D Yes D No

4A Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? [:] Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
of use for which approval is being sought in the pending NDA,
amendment, or supplement? D Yes |:| No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

"Yes," identify with speci-
ficity the use with refer-
ence to the proposed
labeling for the drug
product.

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant is seeking approval and with 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 D Yes

the manufacture, use, or sale of the drug product.

FORM FDA 3542a (7/03
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6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NDA,
amendment, or supplement pending 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. | 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 (Attorney, Agent, Representalive or Date Signed
other Authorized Official) (Provide Information below)

Cooranl o

NOTE: n N\_/agpllclzét/holder 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 dlreclly to FDA. 21 CFR 314. 53( ¥4) and (d){4).

August 20, 2003

Check applicable box and provide information below.

[:] NDA Applicant/Holder & NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official

D Patent Owner [:] Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/State
Alza Corporation NMountain View, CA
1900 Charleston Road
ZiP Cece o Telephone Number T N
94043 630-564-2024
FAX Number (if available) E-Mail Address (if available) i
650-564-3070 angela.nwaneri{@alza.com

The public reporting burden for this collection of information has been cstimated 1o average 9 hours per response, including the tme lor reviewing
instructions, scarching existing dala sources, gathering and maintaining the data needed, and completing and reviewing the collcction 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

Rockvilte. MD 20857

An agency may noit conduct or sponsor, and a person is not required to respond to, a collection of
infarmation unless it displays a currently valid OMB conirol number.

FORM FDA 3542a (7/03) Page 3
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/06
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

PATENT INFORMATION SUBMITTED WITH THE
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT

NDA NUMBER
' NDA 21-338

NAME OF APPLICANT / NDA HOLDER

For Each Patent That Claims a Drug Substance
Alza Corporation

(Active Ingredient), Drug Product (Formulation and
Composition) and/or Method of Use

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)

40 micrograms per activation
fentany! HCl

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required 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)(ii) with all of the required information based on the approved NDA
or supplement. The information submitted in the declaration form submitted upon or after approval will be the only information refied
upon by FDA for listing a patent in the Orange Book.

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

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

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

1. GENERAL
a. United States Patent Number b. Issue Date of Patent i "1 ¢ Expiration Date of Patent -
5,624,415 29 April 1997 29 Apnl 2014

Address (of Patent Owner)
1900 Charleston Road

d. Name of Patent Owner
Alza Corporation

City/State
Mountain View, CA

ZIP Code
94043

FAX Number (if available)
650-564-2195

Telephone Number

E-Mail Address (if available)

650-564-5000

e. Name of agent or representalive who resides or maintains  Address (of agent or representative named in 1.¢.)
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 CFR 314.52 and 314.95 (if patent City/State
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

e ZIP Code

FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the patent referenced above a patent that has been submitted previously for the

approved NDA or supplement referenced above? D Yes & No
g. If the patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? D Yes @ No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following information on the drug substance, drug product and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

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 pending NDA, amendment, or supplement? D Yes D 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 supplement? D Yes D No

2.3 Ifthe 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 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). [ ves Mno

2.4 Specify the polymorphic form(s) claimed by the patent for which you have the test results described in2.3.

2.5 Does the patent claim only a metabolite of the active ingredient pending in the NDA or supplement?
(Complete the information in section 4 below if the patent claims a pending method of using the pending

drug product to administer the metabolite.) D Yes D No

2.6 Does the patent claim only an intermediate?
[ ves [ No

7] Tos ) ]
(] U

2.7 Ifthe palent referenced in 2.1 is a producl-by-process patent, is the product claimor
patent novel? (An answer is required only if the pateni is a product-Ly-process

3. Brug Product (Composition/Formulaticn)

3.1 Dess the patant claim the druz product. as refi T
amendment, or supplement? l:, Yes |:] No
3.2 Does lhe patent claim only an inlermediate? e
B Yes D No
3.3 [fthe 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 D No

4A Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
1 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as idenlified specifically in the approved labeling.)
ﬁzﬁf'1h'§ir;gywm:':esf2ia- — 15 a patient-controlled electrotransport (iontophoresis) transdermal system providing systenmic
ence 10 the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."
product.

FORM FDA 3542a (7/03) Page 2
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4B Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? E Yes l:] No
4.2 Patent Claim Number (as Jisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
2 of use for which approval is being sought in the pending NDA,
) amendment, or supplement? @ Yes [:] No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
;ziets';]gir;z%‘ft’;]":esfi‘:c" = isapatient-controlled electrotransport (iontophoresis) transdermal system providing systemic
I - . . . .
enc)é to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."”
product.

4C Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of use for which approval is being sought in

the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim Number (as isted in the patent) Does the patent claim referenced in 4.2 claim a pending method
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
“Yes," identify with speci- =~ isapatient-controlled clectrotransport (iontophoresis) transdernmal system providing systemic

ficily the use with refer-
ence to the proposed 4
labeling for the drug comes first.”
product. |

dehivery of fentanyl. a potent opioid analgesic, lor up to 24 hours or §0 on-demand doses, whichever

40 Method of Use

lely for each patent ciain
f claim referencoed,

Sponsors must submit the information in snction 4 sepa

product for which approval is being sought Forvach methe

S.1 Does the pa ain one or more Methods of Lo fur whic wal 15 [;Emg S o
lhe pending NDA, amendment, or supplement? Yes Lj MNo
4.2 Patent Claim Number (as fisled il ihe patent)  Does the palent claim referenced in 4.2 claim a pending method ST
4 | of use for which approval is being sought in the pending NUA
" amendmen[,gr supplement? ) Yes D No
4.2a If the answer o 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁZﬁ)sf'thlgir:g)\:vmt?esfszI_ ' =—— sapatient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ence 1o the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
fabeling for the drug comes first."
product.

4E Method of Use

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 being sought. For each method of use claim referenced, provide the following information:

4.1 Does the patent claim one or more methods of Use for which approval is being sought in

the pending NDA, amendment, or supplement? IX Yes [:l No
4.2 Patent Claim Number (as fisted in the patent) Does the patent claim referenced in 4.2 claim a pending method
6 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E Yes D No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ves,” identify with speci — s apatent-controlled electrotransport (iontopheresis) transdermal system providing systemic

ficity the use with refer-

ence 10 the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever

labeling for the drug comes first.”
product.
]
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