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 foliowing 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 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? E 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. )
fiZﬁ;'thfeu';fywmees}Zim' | isa patient-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
tabeling for the drug comes first."
product.

4G Method of Use

Sponsors must submit the information in section 4 separately for vach patent claim claiming a mothud of using the ponding 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 fisted 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? !ZI Yes [:I 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- | __ patient-controlled electrotransport (iontophoresis) ransdermal system providing systemic
ficity the use with refer- . . . o , i IRy
ence 1o the proposed delivery of fentanyl, a potent opioid analecsic, for up 1o 24 hours or 80 on-demand doses. whichever
iabeling for the drug comes first.”

product.

4H Method of Use

the infor
valis be

Sponsors must st
prodact forwhich ap

Js of use Tor wiict

4.1 Does the patent ciaim one o Mo

the pending MDA, amendment, or supgiement?

T4.2 Patent Claim Number (as hisicd In the palert) Dous Uie patent clann relerenced in 4.2 claim a ;':)‘L;lrnfirxg;uiﬂ\
11 of use for which approval is being soughit in the pending NDA,
amendment, or supplement? D Yes D No
4.2a If the answer lo 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
;\éﬁ;’Q;'Sigtgyw‘i"(;:r;esf?_c" - is a patient-controlled L.*lc?ctrotrunsp_ort (1lontophoresis) transdermal system pl'o\-‘iding. systemic
ence o the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
tabeling for the drug 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? [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
12 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.)
;ﬁ;';h'gir;fywm:’:;éic" l A is a patient-controlled ele_ctrorransport (iontophoresis) transdermal system providing systemic
ence to the proposed delivery of fentanyl, a potent opioid analgesic, for up o 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first."
product.

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:
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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
14 of use for which approval is being sought in the pending NDA,
amendment, or supplement? X ves [ 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- |« __ . ient-controlled electrotransport (iontophoresis) transdermal m providing systemi
ficity the use with refer. is a patient-controlled 0 port ( phoresis) e system providing systemic

ence to the proposed delivery of fenlanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever

labeling for the drug 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 Fatent Claim Number {as Lales in the palonl) Does the paienl deun refereneed in 4.2 daim a peading rmcihad T
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.)

"Yes," identify with speci- -_ . S 1 n . . o )
ficity the use with refer. is a patient-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.

41 Method of Use

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

[T

4.1 Doegs the palent claim one or mare methods of use (o whio) PP OVED IS UEIng suuyghiin

the pending NDA, amendment, or supplement?

A2 Patat Chaim t !
14 : .
[ amendment, or supplement? [QJ' Yes LJ iNO
4.2a if the answer 16 4.2 is Use: (Submit indication or method of use information as idenlifiod specifically i the approved luioling.
"Yes,"idantify with speci- ;

L e — 15 o patienteonteiicd clocooransier Gontepharesdst Gansdennnd svston
ficity the use with reler- .
ence to the proposed
labeling for the drug comes first.”
product.

defivery of fentanyl a potent opioid analgesic, Tor up (0 24 hours or S0 on-demuund does,

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? 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
17 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- — 15 a patient-controlled clectrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- g5}

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.

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 foregomg
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
J/C o %ﬂ"“—u‘

holderis a zed te-aigh the dedlaration but may not submit it directly to FDA. 21 CFR 314.53(c )(4) and (d)( ).

Check applicable box and pro(ide information below.

NOTE: Odly an NDA app ant/h;zl)ér may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/

|
[:] 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 i uty,bl;ite_ T
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code a Telephone Number ST - o
94043 650-364-2024
FAX Number (if available) E-Mail Address (if available)
650-564-3070 angela.nwancri@@alza.com

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

Faod and Drug Administration
CDER (HFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor, and a person is no{ required (o respond to. a collection of
information unless il displays a currently valid OMB contral number.

FORM FDA 3542a (7/03) Page 6
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th ; Form Approved: OMB No. 0910-0513
O ad an rug Adminiciaton g Eopiaton Dol 0713105
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)

it

ACTIVE INGREDIENT(S) STRENGTH(S)
40 micrograms per activation

fentanyl HCI

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required fo 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 submitied 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 declaralion form submitted upon or after approval will be the only information relied
upon by FDA far listing a patent in the Orange Book.

S S—

For hand-written or typewriter versions (only) of this report: If additicnal space is required for any norrative anewar (Lo, one

that does not require a "Yes" or "No" respanse), please attach an addilional page relerencing the guestion number.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicatos the
patentis not eligible for [isting.

For each patent submitted for the pending NDA, amendment, or supplement refercnced ahove, you must subnit i the .
information described below. If you are not submitting any patenis for this pending NDA, amendmient, or supplement,
complete above section and sections 5 and 6.

1. GENERAL
a. United States Patent Number b. Issue Date of Patent T ﬁ'(';'.-VE'X;')ﬁ'i 1 Dote of Patent
5,097,896 16 December 1997 16 December 2014
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, 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)

Vs ZIP Code FAX Number (if available)

Telephone Number o 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 [Z] 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)
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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? 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 CIne

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 E] No

2.5 [Doas the patent claim only an intermaediate?

covdl daimed in the
[ !
vatenil.) ) ves (i

T2.7 1f he palent referenced in 24 3 'pro'cvi'ugir-rm_“ c6s palent, is li

patent novel? (An answer is required only if the paicntis a produci-y-pice

ormlat

3. Drug Product (Composition/FF

34 Dogs the patent claim the dri j acd i g1 CF Yo pendirg MDA,

tmont, or supplement? 7 Yes (T o

amend

3.2 Does he patent claim only an intarmadiate?
)] «'/

3.3 If the patent referenced in 3.1is a product-by—pfbcess patent, is the producl claimed in the
patent novel? (An answer is required only if the patentis 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 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-
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 wilh 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 penality 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 orized Official) {Prowde Information below)
August 20, 2003
oA \ﬂ =) aaed

NOTE: Onfy an NDALagphJant/h r may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is a orlzed to sign the de aration 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

D Patent Owner D Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/Slate
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code | Telephone Number
94043 630-364-2024
FAX Number (if available) E-Mail Address (if available)
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 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
ot and v Adminisaton o, E2piston Date 0731106
PATENT INFORMATION SUBMITTED WITH THE T
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

fentanyt 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 apptication,
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
declaralion 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.c., 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
patentis 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. Uniled States Patent Number b. Issue Date of Patent i c. Expiration Date of Patenl
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, 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)

e ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. 1s 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 IE 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 [: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? [:] 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 [:l No

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 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 metabalite.) I:] Yes D No
2.6 Does the patent claim only an intermediate?
D Yes L] No
2.7 lithe patenlreferenced in 2.1 18 @ product-hy-si Tratent, s the product clamen in e o o ST
natent novel? (An answer is required oniy if he potents a product-by-process pulenl.) LJ Vi [_] Ho

3. Drug Product (Composition/formuiativ:)
/

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

[j Yes U NO

3.2 Does the patent claim only an intermediate?

3.3 Hf the patent referenced in 3.1 is a product-by-process patent, is the product claimed in the
palent novel? (An answer is required only if the patentis 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? [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
I of use for which approval is being sought in the pending NDA,
amendment, or supplement? [E Yes D 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.)
ﬁé;;vthlgigtgywm&;;z‘rm_ ' —\  apatient-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) 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:

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 D No
4.2 Patent Claim Number (as fisted 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 to 4.2 is Use: {Submit indication or method of use information as identified specifically in the approved labeling.)
Yes,"identify with speci- |+~ ¢ 3 patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . .. . .
éf‘léye toetr?e%:’cd;poged f 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 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 |:]_No
4.2a If the answer t0 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved fabcling.)
ves,” identify with speci- —— s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer-
ence to the proposed
laheling for the drug comes first.”
nroduct.

delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever

4D Method of Use

C e - S 1
. o )
i ! cach peolort ol Dlnhming o anethod of

d of use claim referenced, provide the following information:

Spansors must suhmit the information in scciien ;
product for which approval is being sought. For each metho
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 fisled in the patent) Does Sonl doim referencad in 4.2 claim a panding method ) T -
4 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- | + : . . e ,- . . . s _— ‘e
‘ _ atient-controlled elcctrotransport (iontophoresis) transdermal sysie widing syste
ficity the use with refer- sap cor ctre port (iontop sis) ransdermal system providing systemic

ence lo 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.

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 mare methods of use for which approval is being soughtin

the pending NDA, amendment, or supplement? IX Yes D No
4.2 Palent 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 [j 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
labeting for the drug |
product. i
I

— is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichcver
comes first."

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 infermation:

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

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
7 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.)
'ﬂzﬁs"h"ejir:gyw‘i"t’;:r;;‘;?c" " =— s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enc)n’a 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.

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? |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
8 of use for which approval is being sought in the pending NDA,
N o amendment, or supplement? @ Yes
4.2a It the answer 10 4.2 is Use: (Submil indication or method of use information as identificd specifically in the approved labeling.)
ﬁzﬁs'th'smgyw‘i"t’:?;g?c" ~— is a patient-controlled electrotransport (iontophoresis) transdermal system providing systcmic
enc)elz 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 frst.”
product.

4H Method of Use

GrS anesl sl e e Ee g sops el ! : T ! [

product for which approval is being sought. for each merl:bd of use claim IU/’L—‘IL‘:’ICL-":’, provide the lél"owiny inforniilion:
4.1 Does the palenl claim one or more methods of use for which approval is being sought in -
the pending NDA, amendment, or supplement? Yes [:] No
12 Patont Claim Monser jas uslod i ihe paenty 0 2 patent Gl fe (i 47 clamn a pending mehod S i N
9 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: (Submil indication or method of use information as identified specifically in the approved labeling.)

rves,"identify with speci- | v —— ¢ 4 patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- 2

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.

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:

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 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? g 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 wilh speci- l — is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer-
ence to the proposed
labeling for the drug
product.

t delivery of fentanyl, a potent opioid analgesic, for up 1o 24 hours or 80 on-demand doses, whichever
i

comes first."
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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? 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
11 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- | - __ 5 4 patient-controlled clectrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . .. . .
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.

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 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? @ 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- |+ __ 5 5 patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- - . A e
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.

4L Method of Usc

Snaraary s for Pt e - I ol

provuslierwiich

41 Duass Ihe palent claim one or mare meihods of use for wh
the pending NDA, amendment, or supplement?

4.2 Pooond Closm Mumbar s ticlod in the palonl Do s andert g pefororamoe i S T Ty o SO
13 of use for which approval is being sought in the pending NDA.
amendment, or supplement? [Z] Yes D No
4.2a If the answerto 4.21is Use: (Submit indicalion or method of use information as identificd specilically in the approved labeling.)
Yes," identify with speci- ___ s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- dek - of fentanvl oid Joesic. for 24 1  or 80 temand d }‘. ]' )
ence to the proposed elivery o Itnlany , a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
f . )
labeling for the drug 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 supplement? LE 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? 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.)
ﬂ\(iﬁs'thfir;tgywmﬂ:;fg?Cl— |~ sa patient-controlled electrotransport (iontophoresis) transdermal system providing systeniic
enc{z to the proposed delivery of fentanyl, a potent opioid analgesic, {or up 1o 24 hours or 80 on-demand doses. whichever
labeling for the drug comes first."
product.

FORM FDA 3542a (7/03) Page 5

5,843,014 PSC Medis Aris (3013 4431090 EF



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? IZ] 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
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.)
"Yes," identify with speci- —_—

; N 1 a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- P port ( P ) Y p g Sy

ence to the proposed ‘ deliveryk 6'f't:entanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug 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 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
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a if lhe answer {0 4.2 is Use: (Submil 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 comes first.”
product.

— is a patient-controlled clectrotransport (fontophoresis) transdermal system providing systemic
delivery of fentanyl, a potent opioid analgesic, for up ta 24 hours or 80 on-demand doses, whichever

5. No Relevant Patents

Crug prd 1L;Cl (f (!H]lU‘duU” SN €T mon) or mieth ml : “ [
which a claim of patent infringement could reasonably be asserled |f a person not |ICEHSSd by ihe owner ol the paienl engaged in iJves
the manufacture, use. or sale of the drug product.

i Uie :J,,,/u\.,rlh\ Loverl dn b S el o
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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)

August 20, 2003

NOTE: Oﬁa(nN!l\fAVap{pbcanUhol er may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized tostgn 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.

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 o

Angela Nwanen, Vice President Patent Law

Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code o Telzpnene Number
94043 630-5064-202 4
FAX Number (if available) T E-Mail Address (if available)
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 necded, 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 (o, u cotlection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) 5.843.014 Page
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: Form Approved: OMB No. 0910-0513
e o and Drug Admimsaton o 2Pialon ale 0719105
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 (¢} of the Federal Food, Drug, and Cosmetic Act.

TRADE NAME (OR PROPOSED TRADE NAME)
—_—

ACTIVE INGREDIENT(S) STRENGTH(S)
40 micrograms per activation

fentanyl 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 submilted in the declaration form submilled upon or after approval will be the only informalion 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.

claralion indicates the

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

For each patent submitted for the pending NDA, amendment, or supplement relercnced above, yuu i

St ol ;,‘,,_,' :
information described below. If you are not submitting any paterits for this pending MNOA, cimopdmant, or supplement,
complete above section and sections 5 and 6.

1. GENERAL
a. United States Patent Number 5. Issue Date of Patent c. Expiralion Dale of Palent T
5,879,322 09 March 1999 09 March 2019
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 (}(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/halder does not reside or have a
place of business within the United Sfates)

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? I:] 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
5,879’322 . PSC Mcdia Aris (30114431050 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 ihe 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 melabolite.) 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-proc

saten: novel? (An answer is reguircd oniy if tho pal E ke C
roy Tt
e b cimim thoe Eirut, nrocuct, Gttt Lin D O A b e ;'v:i'lr'l‘l" CrH
amendment, or supplement? [_) Yes L ino

3.2 Does the patent ciaim only an intermediate?

3.3 If the patent referenced in 3.1 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 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:

41 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 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? & 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 dispose of a used —

ficity the use with refer- 1) Pull the red tab ) he b housi f the top | y

ence to the proposed } Pull the red tab to separate the -ol_lom 1otl§1l1g rom 1e. op 10u.smg .

labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side

product. facing in

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 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 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- | - di -~
ficity the use with refer- Fo dispose of a used

ence to the proposed 1_) Pull the red tab to separate the bpﬁom hou§i11g from th(?. top hou'sing .
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

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 Pateni 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 [:] 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-

; X To dispose of a used  ~——
ficity the use with refer- . SeC

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
product. facing in

40 Method of Use

Snansors must STy phaimine A el s d ot

the pendmg NDA amendment. or supplemem7

4.2 Patent Claim Number (as listed in the patent) Does the patent olaam rmferencad in 4.2 claim a ponding mi.
4 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E(] 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.)

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

ence to the proposed 1) Pull the red tab to separate the b.ot.tom h0u§ing from thg top houlsing .
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

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.)

"Yes," identify with speci- To dispose of a used
ficity the use with refer- O CISpOse -

ence 1o 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
product. facing in

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

Sponsors must submit the informatfion 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? 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? |z Yes D 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- | - : _—
ficity the use with refer- To dispose of a used

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
product. facing in

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? E Yes [:] No
4.2a Ifthe answer to 4.2 is Use: (Submit indication or method of use information as identified' specifically in the approved labeling.)

It "o s e it i 1 . . .
Yes," identify with speci- | -1 isposc of a used  =—
ficily the use with refer-

ence to the proposed 1) Pull the red tab to separate the blul-u)m hm@ngl I'mm.lhg.' lop lmu‘sing _
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

4H Method of Use

Poorocact forawlien g s iR s

4.1 Does the paient claim one or mose methods of Usy {for which sy Jil 15 02ing scugntn
the pending NDA, amendment, or supplement?

rj Yes D Mo

4.2 Patoni Clawn nbor (us isted in the patuni) T HEERSIIH norelerencoed in 4.2 Chaim i
S of use for which approval is being sought in the pending NOA,
amendment, or supplement? @ Yes D Na
4.2a If the answer to 4.2 is Use: (Submit indication or melthod of use information as identified specifically in the approved labeling.)

"Yes," identify with speci- ; used
ficity the use with refer- To dispose of 2

ence to the proposed 1) Pull the red tab to separate the b.ot'tom hou.sing: from the_ top 11ou.sing .
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

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
[} 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- | To dispose of a used
ficity the use with refer- L

ence 1o the proposed 1) Iful] the red tab 1o separate the b_otltom houlsingl from‘the' top housing
labeling for the drug 2} Fold the bottom hydrogel-containing housing in half with the sticky side
producl. facing in

FORM FDA 3542a (7/03) Page 4
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4J Method of Use

Sponsors must submit the information in seetion 4 separately for each patent claim claiming a method of using the pending druy
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? X] 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.)

—

To dispose of a used
1) Pull the red tab to separate the bottom housing from the top housing

2) Fold the bottom hydrogel-containing housing in half with the sticky side
I facing in

ficity the use with refer-
ence to the proposed
labeling for the drug

"Yes," identify with speci- ‘
!

product. |
I

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 informatjon:

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? & Yes D No
4.2a If the answer to 4.2 is Use: (Submit indicalion or method of use information as idenlified specifically in the approved labeling.)

"Yes," idenlify with speci-
ficity the use with refer-
ence to the proposed X o ; . U : )
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half widi the sticky side
product. | facing in

I Todispose of a used o~
! - . . .
i 1) Pult the red tab to separate the hottom housing {rom the top honsing

i 4L Method of Use

L1 Does ne patent claim one or more methods of use for whict: &) rCvalis being sought in

the pending NDA, amendment, or supplement? X] Yes D No

4.2 Patent Claint Hunbor (a9 rwed o the pateat) | Does e pelent Shoim relcrenced in L2 claim b pr o : -
13 of use for ch approval is being sought ir. the § MDA,
amendment, ar supplement? E] Yes B WDMN_Q__ o

4.2a If the answerlo 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

ves," identify with speci- | T4 gispose of a used —

ficity the use with refer- Pull the red tab he b . i | .

ence to the proposed 1) Pull the red tab to separate the otton hou_smg. fromt he top hou_smg '

labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side

product. facing in

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? [Zl 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? . |Z| 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- | 1 dichose of a used
ficity the use with refer- p

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 stcky side
product. facing in

FORM FDA 3542a (7/03) 5.879 322 Page 5
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4N Method of Use

Sponsors must submit the information in section 4 sruarately for each patent claim claimince a method of using the peading druc

product for which cpproval is being sought. For each prth: nf use claim refercnced, provide 770 07 Trgy Do
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? Yes I:] No
4.2a If the answerto 4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.}

"Yes," identify with speci- : sc
ficity the use with refer- To disposc of a used

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
product. facing in

_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

product. facing 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
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 4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
"-Yles." identify ywth speci- | T dispose of a used p—
ficity the use with refer- . o e B ) . .
ence 10 the propesed i 1») Pull the red tab to separate the bvml[om houyng f'mm‘llk. top IM\U..\.II]}_Z .
labeling for the drug ‘ 2) Fold the battom hydrogeel-containing housing inhallwith the sticky side

[ 4P Method of Use

ran e gt grbiais thoe

4 wley e PAlLI LA Gl D1 Huee THGILGE S bot 10T Wil g o 1 DL

Lyl
the pending NDA, amendment, or supplement? @ Yes D No
4.2 Patent Claim MNuiber (o5 listod @ the paloni Does e atcint ool referencae:d in 4.2 claim a pending mether
17 of use for which appraoval is bemg sought in the pending NDA,
amendment, or supplement? f;\] Yes
4.2a If the answer to 4.2 is Use: (Submil indication or method of use information as ic jentiticd specifically in the approved lil

"Yes," identify with speci- :
ficity the use with refer- To dispose of aused ~ —

ence to the proposed 1) Pull the red tab to separate the bo§t0n1 hou§ing from tht=T top hou'sing _
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

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? IXJ Yes |:] No
4.2 Patent Claim Number (as fisted 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 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- T . f
ficity the use with refer- o dispose of a used

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
product. facing in

FORM FDA 3542a (7/03) Page 6
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4R Method of Use

SDOHSO/b must Submit the information in sco & separaicy Cor e o claim claiming & . ’ ~ending dri.
product for which approval is being sought, For each method of use claim referenceu, provide the foflowing ll)l()/n)al;u/)

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
19 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.)

“Yes," identify with speci- di a .
ficity the use with refer- To Sposc¢ of a usec

ence to the proposed 1) Pull the red tab to separate the b_otltom houfﬂng from th(? lop hou.sing
labeling for the drug 2) Fold the bottom hydrogel-containing housing in half with the sticky side
product. facing in

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
(7/03) 5,879,322 st o a0 o



6. Declaration Certification

6.1 The undersigned declares that this is an accurate and complete submission of patent information for the NC 2,
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)

é. P, August 20, 2003

NOTE: Gnly an’WlicanU older may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder i orizZ sign thg“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.

D NDA Applicant/Holder @ NDA Applicant's/Holder’s Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner E] 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
PRGN GIIHL2004
FAX Number (if available) T TE-Mail Address (if available) i - o
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 datu needed, and completing and reviewing the collection ol information. Send
commenls 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 fo respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) Page 8
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Department of Health and Human Services Form Approved: OMB No. 0910-0513
P Food and Drug Administration S efg‘ﬂ?g&g ,antg:n?z/nsgfge 1
PATENT INFORMATION SUBMITTED WITH THT e o
FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT _ NDA 21-%34
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 PROPOSFD TRADE NAME)

!

ACTIVE INGREDIENT(S} STRENGTH(S)
4() micrograms per activation
fentanyl 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 addilional space is required for any narralive answer (i.c., one
that does not require a "Yes" or "No" response), please atlach 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 noteligible for listing.

“For each patent submitted for the pending NOA, amendment. or su;.\p/cm@nr reflerenced el GOt g st PR
information described below. If you are not submiitting any patents for this pending NUA, amendiiciiy, or supplenicat,
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
6,035,234 07 March 2000 l 02 June 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain Vicw, CA
ZIP Code FAX Number (if availablc)
94043 650-564-2195
Telephone Number E-Mail Address (if available)
650-564-3000

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. 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 previously 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.

oo Liug Sulsioiioe (clve lngiedicny

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 I:] 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 metahalite.) [:] Yes D No
2.6 Does the patent claim only an intermediate?
D res D NG
2.7 Ifthe patent referenced in 2.1 is a producl-by-process patent, is the product claimad in e T
patent novel? (An answer is reauired only if the patent is a product-by-pro rj Yo T i
i 3. Drug Product (Composition/Farmulation) t
. 5.1 oSt Salonwiahn Ui drag COUGL Ce U i o
amendiment, or supplement? r__} Yes \_] No

3.2 Does the patent claim only an intermediate?

[___l 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 [iKEo]

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? X] Yes |:] No
4.2a If the answer lo 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
Yes," identify with speci- | " 1s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer-
ence to the proposed
labeling for the drug
product.

delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
comes first.”

FORM FDA 3542a (7/03
(7/03) 6,035,234 | SR b



4B Method of Use

Sconsors muest submit the information i+ i 0 4 G i i fop eney patent ¢ ST B - Teeropen

to sl spgrovalis being sco TGl use Llaim releige . : S g HHUSIAOT

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 ¢laim a pending rmie:hoa
8 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-

ficity the use with refer ! — s apatieni-controlled electrotransport {iontophoresis) transdermal system providing systemic
J

delivery of fenlanyl, a potent opioid analgesic, for up (o 24 hours or 80 on-demand doses, whichever

ence to the proposed
comes first."

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 reasonabily 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
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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 GFR 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, Ageni, Representative or Date Signed
other Authorized Official} (Provide Information below)

Copions wonsed

August 20, 2003

7
NOTE: O@/an'/NDA licrzn‘dholder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign/ e 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.

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

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

Néme
Angela Nwaneri, Vice President Patent Law

Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Cede Telephone Number
9043 630-36:4-2024
FAX Number (if available) E-Mail Address (if available)
650-364-3070 angela.nwaneri@ulza.com

The public reporting burden for this collection of information has been estimaled o average 9 hours per response, including the lime tor reviewing
instructions, searching cxisting 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 Lanc

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.

FORM FDA 3542a (7/03
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f Ith and Human Services Form Approv_ed: OMB No. 0810-0513
Depang:)ec:g 2n|<;1 ([e)?'lgg idministration seeEé%glgggig;?gﬂggse 3
PATENT INFORMATION SUBMITTED WITH THE e
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 HCI

DOSAGE FORM
fentanyl HCl 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 palent, 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 efter approval will be the only information relied
upon by FDA for listing a patent in the Orange Bock.

For hand-written or typewriter versions (only) of this report: If additional space is required lor any narralive answer (i.¢., 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 declara‘ion indicatcs the
patent is not eligible for listing.

For each patent submitted for the pending NDA, amendment, or supplement referenced above, you must submit all te
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 Patenf 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)
I 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
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)

v 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 [X 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) 6.039.977 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 aclive ingredient in the drug preduct
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? I:] Yes E] 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 [(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 metaboilite.) D Yes D No

2.6 Does the patent claim only an inlermediale?

[:_| Yes ,:] No

2.7 Ifthe patent reflerenced in 2.1 is 2 product-Oy-pracess patent. is the produsl claimen i G

patent novel? (An answer is teguired enly e patont i prsZuct by procoss pulenl L Yes .

2. Drug Preduct (Tomposition/Fa

yrrntio

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

D Yes | No

3.2 Does the patent claim only an intermediale?

3.3 If the patent referenced in 3.11s a product-by-procéfss patent, is the product claimed in the
patent novel? (An answer is required only if lhe 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? @ Yes D No
4.2a If the answerto 4.2 is Use: (Submit indjcation 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- . . . .
enc);, {0 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 claimina 2 method of using the pending dric
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 paient claim referenced in 4.2 claim a ¢ aoing i .zihod
i of use for which approval is being sought in the pending NDA,
ameéndment, 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.)
"Yes," identify with speci- ~— is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . . . . .
enc):a 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 thé 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? X] Yes D No
4.2a If the answer10 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
" an B . H | . . . .. .. .
ves," identify with speci- — 15 a patient-controlled clectrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- L - ) IR - ) Y4 Ttire o 1 ) o
ence o lhe proposed (lc‘l]\.’t!l): of feutanyl. a potent opiond analgesic, for up to 240 hours or 80 on-demand dnses. whicheve
Isbeling for the drug comes first.”
producl.

4D Method of Use

SOQnEery cruss sty the informadicn s e N P cach o

product for which approval is being sought. For each method of use claim referenced, provive tie inflowig infoiinna

4.1 Does lhe patent claim one or more methods of use for which approval is being scughtin
the pending NDA, amendment, or supplement?

4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim Véﬁ;: n_dﬂ_wﬁ
4 ' of use for which approval is being sought in the ponding MDA,
i 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.)
Qc/ﬁ;'t"hlgizgyw\;mr:;g?'- =~ sa patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ence lo the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever
Iabeling 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 suppiement? |Z 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
5 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- — o — ; i , 1di ; i
fcity the use with refer- s a patient-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) 6.039.977 Page 3
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4F Method of Use

Sponscrs must si:hmif the information in sectinn 4 separately for each patent claim claiminag a methad of using the pending droe

product for which approval is being sought. For each methoa of use claim referenced, provide the fuiivwing iniciingiion:
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 suppiement? E Yes D No

4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as identitied specifically in the approved labeling.)

"Yes," identify with speci- [ —_—

ficity the Use with refor 1s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
Vi - H - ~ I . .y
encﬁ to the proposed i delivery of fentanyl, 4 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 compaosition) 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

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 faise 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

Cofoac s mans |

NOTE: MDA app’f'}cantjholder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign th€ 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.

D NDA Applicant/Holder X} 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 Mountain View, CA
1900 Charleston Road
: ZIP Code Telephene Mumber
94043 630-2064-2024
FAX Number (if available} E-Mail Address (if available)
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 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 io respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) 6,039,977 Page 5
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rvices Form Approved: OMB No. 0910-0513
"o and g Admnsiton SRR |
PATENT INFORMATION SUBMITTED WITH THEL NUANUMBER —
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)

gt

ACTIVE INGREDIENT(S) T STRENGTH(S)
40 micrograms per activation

fentanyl 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 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: Il addilional space is required for any narrative answer {i.e., cne
that does not require a "Yes" or "No" response), please altach 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
patentis not eligible for listing.

C T !
P .

"For each patent submitted for the pending NDA, amendment, or supplemeni referenced above, you must suligt oif
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 Dalte 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, 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 cerification 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 X} 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
6’090’095 PSC Mudia Anis 12013 443.1090  EF



For the patent referenced above, provide the following information on the drug substance, drug product and’cr method of
use that i< the subject of the pending N7i4, oo oo o 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 cerlify 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). D 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 aclive 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 [:] No

2.6 Does the patent claim only an intermediate?

D Yes D No

D Yes D 10

3.2 Does the patent claim only an intermediate?

3.3 I the patent referenced in 3.1 is a praduct-by-process patent, is the produc! 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
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.)
ﬁZﬁ;'thlgir;g{’v\iA{r‘:hr;Z?—% —~— s a patient-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.

Page 2
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4B Method of Use

Sponsors must submit the information in section 4 separately for each patent claim ciaiming 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 -
2 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a lfthe answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
Yes,identify with speci- | s 4 patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- . o . v =
ence to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or &80 on-demand doscs, 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? !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
3 of use for which approval is being sought in the pending NDA,
amendment, or supplement? ’V' Yes B D_EQ,_,._ o
4.2a [f the answer to 4.2 is Use: (Submit indication or method of use informalion as identified specifically in the approved labeling.j
ﬁ\éss'th’Si';gyw‘i"t":";:'fgfc" | _—— is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enc)(; fo 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.

4D Method of Use

Sponsors must sut

nehi o AL vt

radect farwh

<

4.1 Does the patent claim one or more melhods of use for which approval is being sougnt 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? m 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 . et (e e ; R e .
' . = atient-controlled clectrotrar 1t (iontophore transdermal syste ading cni
ficity the use with refer- &==—= Is a palie a clectr 1sport (1ontophoresis) 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.

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 /isted 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 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- —_— ot : . i ) .
ficity the use with refer- is a patient-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) Page 3
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4F Method of Use

Sponsors must submit the information in section 4 separately for each patent claim ciaiming & method of izsing the pending iy
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 R

4.2 Patent Claim NGinber (as fisted in the patenl)  DOoes the pe i Claim referenced in 4.4 Claim a pefisg i wiiod
7 of use for which approval is being sought in the pending NDA,
amendment, or supplement? E] Yes E] No

4.2a If the answer 10 4.2 is Use: (Submit indication or method of use informalion 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- . . . .
enc)v; 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.

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? IZ Yes D No
4.2 Patent Claim Number (as listed in the patent) Dces 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? [ ves [INe
4.2a I he answer o 4.21s  Use: (Submil indication or method of use infarmation as identified specifically i the approved wiving)
"Yes," identify with speci- | - ___

: X is a patient-controlied electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- deliv £ 1 ioid loesic. for 24 hour 80 d dd hichev
ence 1o the proposed elivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 on-demand doses, whichever

labeling for the drug comes first."
product. l

4H Method of Use

R

4.1 Does the palent claim one or more methods of use (or which a';';prova! IS be'iﬁa 75607\3'!\1 in

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

4.2a If the answer to 4.2 is Use: (Submit indication or method of use informalion as idenliticd specific: ved labeling.)

ﬁiﬁj{hﬁiggyw\i/\{#r;esfg?u— — s a paticnt-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.

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) 6.090.095 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 ND.*,
amendment, or supplement pending under section 505 ofrhe Federal ~ood, {Tu;g, andd Cosrmyer’s Aoy THo fi/, -
sensitive patent information is submitted pursuant to 21 CFR 314.53. | attes{ TN R VR I SF ST
this submission complies with the requirements of the regulat/on / ver/fy undur punalty of perjury that the foregomg

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
s @“"M

NOTE: Or(fry'aﬁDA appl(cant/holder may submit this declaration directly to the FDA A patent owner who is not the NDA applicant/
holder is authorized to sngn 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,

D NDA Applicant/Holder @ NDA Applicant’s/Holder's Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner l:] Patent Owner's Attorney, Agent (Representative) or Other Authcrized
Official
Name
Angela Nwaner, Vice President Patent Law
Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
i ZIP Code - Telephcne Number T
94042 630-364-2024
FAX Number (if availabie) E-Mail Address (if available)
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 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 egency may not conduct or sponsor, and a person is not required to respond to, a cullection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) 6,090,095 Page 5
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Form Approved: OMB No. 0910-0513
Expiration Date: 07/31/G5
See OMB8 Statement on Pann 3.

Department of Health and Human Services
Food and Drug Administration

AT IHT NTORMATION T N LR
re - SRR s
For Each Patent That Claims a Druyg Substance NALE e T DA 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 HCL

DOSAGE FORM
fentanyl HC1 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 submitled 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., une
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
patentis noteligible for listing.

For each patent submitted for the pending Nb-;i,vé;nondmcrrtv,ﬁro'stTlrfr)ﬁ/‘C/rr'iE})f referenced above, yz)u must submit 2if o |
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
6,169,920 02 January 2001 02 January 2018

d. Name of Patent Owner
Alza Corporation

Address (of Patent Owner)
1900 Charleston Road

City/State
Mountain View, CA

ZIP Code
94043

FAX Number (if available)
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 rep)'ésentative namedin 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 (f 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-Mait 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 [Z No

g. If the patent referenced above has been submitted previously for listing, is the expiration
dale a new expiration date?

D Yes & No

FORM FDA 3542a (7/03) 6,169,920

Page 1
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Fir tho patent roferenced above, pro.7'c the fell~wine informatian on th. @ - qubet-re denn mre doof go 00 b A
usw thatis (e s lcci ol tie pending fo0 ot . L
Cudoiutls eeslinend, Dol ) N - o
2.2 Does the paleni clam a drug substance thatis a different polymorph of the active B ’ T -
ingredient described in the pending NDA, amendment, or supplement? D Yes l:] 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 supplemenl?
{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 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.) I:] Yes [:] No

3. Drug Product (Composition/Formulation)
s e palent claim te drog praduct, as detice- o 21 GFR 3143, in the nending MDA,
amendment, or supplemenl? ; M Yes m No

D Yes [:’(l 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 patentis 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 [:I 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? & 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.)
fi\gﬁjthlszr;tgywmﬂ;f‘:-u_ boe— isa patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
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.
FORM FDA 3542a (7/03) Page 2
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' 4B Method of Use

r

L e O . L 2 Gl
of use for which approval is being soughtlin the sunding NDA,
amendment, or supplement? [z Yes D No
4.2a if the answer {0 4.2is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
ﬁz ssvth':i';gyw”i"t’:hr;ﬁc" '~ isa patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enC)(/a to the proposed deliveryv' of fentanyl, a potcnt 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 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.)
ﬁzi‘fs'th'gi’;g{/v‘i"t’m;g‘f_c“ " “— isa patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enc)slz 1o the proposed I delivery of fentanyl], a potent opioid analgesic, for up to 24 hours or 80 on-demand doscs, whichever
labeling for the drug f comes tirst."

product. i

l

4D Method of Use

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

41 Does the palenl claim one or more methods of use for which apptovas is being Sought in N
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
33 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.)
Yes," idenlify with speci- | v ¢, patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- , . . s .
enc)elz 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.

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
34 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.)
ves," identify with speci- | v — s 5 patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer-

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) Page 3
6,169,920 SO



4F Mcthod of Use

4.2 Patent Claim Number (as fistec in tize peient) Does the patent claim referenc.. i 4.2 claim a pending method
15 of use for which approval is being sought in the pending NDA,
i amendment, or supplement? & Yes E] No
4.2a Ifthe answer to 4.2 is Use: (Submit indicalion or method of use information as identified specifically in the approved labeling.)
"Yes," identify with speci- .

ficity the use with refar 1s a patient-controlled electrotransport (iontophoresis) transdermal system providing systcmic
enc)(,e 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.

4G Method of Use

Sponsors must submit the information in section 4 separately for cach patent claim claiming a method of using the ponding ooy
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 mzthod
36 of use for which appraval is being sought in the pending NDA,
amendment, or supplement? [7] Yes B 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'Sizzfyw‘,'mr;:foC" — is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
i | - . .. . ~ .
enc)e; 10 lhe proposed dcll\-'e('_\i of fentanyl. a potent opioid analgesic, for up to 24 hours or 80 an-demand dnses, whichever
labeling for the drug comes first.”
product.
4H Method of Use
Sponsors must subm/r the m!u:marron in section 4 separatcly for each pateat clainy claiming a seihod of Lol e jooori Ly

product for which approval is being saught. For each method of use claim referenced, provide the following /nfomul:on

"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
43 of use for which approval is being sought in the pending NDA,
amendment, or supplement? |Z| 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.)

;\éﬁj'lhigi':gyw\i"t’m;‘:c" — is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ence o the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or 80 an-demand doses, whichever

labeling for the drug comes [irst."
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 fisted 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? 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- is a . N " : - vy :
; : — atient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ficity the use with refer- p © port ( P ) ystem pro & 5y

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.

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
6,169,920 PSC Media Anis 13017 4431096 EF



6. Declaration Certification

1 feee VA R
‘ B o - et D e

arncndriient, or 5upplcmcntpcnumg Lo RV foe i :

sensitive patent information is submitted pursuam to i Cf R 314 53 Iattest Giaclam fan e e sz CREES LS L
this submission complies with the requirements of the regulation. | verify under penalty ofperjury that the foregomg
is true and correct.

Warning: A willfully and knowingly false statementis 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)

)
%@m e

NOTE: Only Wa/pblican lti%ay 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.

|:] NDA Applicant/Holder & NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official

[:] Patent Owner E] Patent Owner's Attorney, Agent (Representative) or Other Authcrized
Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/State o o
Alza Corporation Mountain View, CA
1900 Charleston Road
ZIP Code Telephone Number
94043 650-364-2024
FAX Number (if available) E-Mail Address (if available)
650-564-3070 angela.nwaneri@alza.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 Fishers Lane

Rockville, MD 20857

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

FORM FDA 3542a (7/03) 6,169,920 Page 5
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' Farm Apnroved: QM3 MNa Qo0 ng. )
Expiration Liie: 07/31/05
See OMB Statement on Page 3.

Department of Health and Human Services
Food and Drug Administration

FO N el e A T A —~ o

For Each Patent That Claims a Drug Subsia.icz [for 0 ol Lai
(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)

Pt

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

DOSAGE FORM
fentanyl HCl patient-controlled transdermal system

This patent declaration form is required to be submitted to the Food and Drug Administration (FDA) with an NDA applicalion,
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, 3 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 Bcok.

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 guestion number.

FDA will not list patent information if you file an incomplete patent declaration or the patent declaration indicates the
patentis 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 i c. Expiration Date of Patent
6,171,294 09 January 2001 : 05 June 2015
d. Name of Patent Owner Address (of Patent Owner) I
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 (}(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) L

' ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if available)

f. Is the palent referenced above a patent that has been subtmitted previously for the
approved NDA or supplement referenced above? [:] Yes @ No

g. If the patent referenced above has been submitted previously for Iisiing, is the expiration
date a new expiration dale? D Yes & No

FORM FDA 3542a (7/03
a ( ) 65171s294 FSC Mudia N|s(lﬂl_v445]?‘)?ef51



For the paterii referenced above, provide e fu Coag niormats o s LLsnte L ey i Yo ondfor o ‘

b use t! ~fje t - hject of tho pere 2 NS e Carcg

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 thatis a differem polymorph of the active
ingredient described in the pending NDA, amendmaernt, or supnlement? D Yes D No

2.3 Iz answer (o gueston 2.2 is "Yes ¢ v Cdme of SChe v L e s
demonstrating that a drug product contamlng the polymorph will perform the same as the dlug pruuucl
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 farm(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 pwndinq in the NDA or suppic :
(Complete the information in section 4 below if the paient clzints 3 pending method cf using Lh !
drug product to administer the metaholite.) {:I 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 producl-by-process patent.) D Yes D No

3. Drug Product {Composition/Formulation)

31

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

3.2

Does the patent claim only an intermediate?
D 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.) D Yes D No

4A 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 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? @ 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.)
ﬁZiet;'thlSir;gyw\i’{;:?:;gfm- —— 15 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
tabeling for the drug comes first.”
product.

FORM FDA 354 7/03
2a (7/03) 6,171,294 Page 2

PSC Media Anis (3C1 443-109¢ EF



[ 4R Methond of Use _'

Sponsors 1ot T i oee e

4.1 L . GTOUS W . B )
the pending NDA, amendment, or supplement? [N Yes [J 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,
N amendment, or supplement? X’ Yes D No
2.l If the answer tod4.2is Use: (Subn:i s ivn ormethod of uso informaltion s &30 difice -0 in e gnproved labolr

i 5PECH- R S RIS L (wlLluuo[mnxpml(mm RS SN ‘f;‘.lul\\\l T PTOVE [FO

ﬁcily l‘ne use with refer- R

ence to the proposed delivery of fcnmnvl a potent opioid analgesic, for up to 24 hours or §0 on-demand d\)oLS whichever
labeling for the drug comes first."

product.

4C Method of Use

Sponsors must submit the information in section 4 separalcly 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) Docs 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 [:J No

4.2a lf tho answer to 4.2 is Use: (Submit indication cr mmothiod of use information as identificd vp diy i e approved labeiing.)
“\;ﬁj lheﬂ usé W\I'“;r;esl:_c‘ — $a paticnt-controlled ¢ ]LLHUUTH\D\)I[ lul)mlnm.g\]\] rransdermad system pron
ence o the proposed delivery OI lLJlldll)l, a poteat opioid analgesic, for up to 24 howrs or 80 on- dunuml doses, w lmhuu
tabeling for the drug comes first."
product.

i sasteniis

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, prowde the followmg lnformanon

4.1 Does the patent ciaim one or more melhods of use for which app roval is being sought

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

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

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: (Submil indication or method of use information as identified specifically in the approved labeling.)
fi\éﬁs'thlszr;gfyw\ih{:r:;i?m- —— s a paticnt-controlled electrotransport (iontophoresis) transdermal system providing systemtic
enci/a {0 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.

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 appraval is being sought in

the pending NDA, amendment, or supplement? Xl 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
5 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.)
ves," identify with speci- — is a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . . . .
enc)e; 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.

FORM FDA 3542a (7/03) 6.171.294 Page 3
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4F Method of Use j

Wis “sou - ~ai ren-
the pending NDA, amendment, or supplement? [,_J Yes [__J 9)
4.2 Patent Claim Number (as listed in the patent) Does the palent 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
2. 0a f the ansv.rr 10 4.2 is Use: (Subm? ™ & ornlhed o lase information as ik ot e G e T e T e e

0y T it V3G . o . ) 5 R N .o . . .
f,\.(';'s'( e l”_]'h Sf"'"ﬁ' — S prrontenniolicd chocmotransport (lestaph cesh i deinn ] Lstem provid ine e
ity the use wiln refer- . . o o - -

ence (o the proposed delivery of fentunyl, a potent opivid analgesic, for up to 21 houars or 80 on-demand doses, whiches o
labeling for the drug 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 poadinag drug
P p y » g ! g e g
product for which approval is being sought. For each method of use claim referenced, provide the following information:

4.1 Does the palent claim one or more melhods of use for which approval is being sought in o
the pending NDA, amendment, or supplement? Yes I:] No

4.2 Patent Claim Number (as lislod in tha 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?
Aof use information as i

m Yes D No

approved libeling.)

4.2a If the answor 1o 4.2 s Usa: (Submit indication or me?!

"N "identifv v - . ' N
{.\js‘ denth \.;;‘th Spe ' T 30 pautat-controticd clectrotransport (tontophics §
icity e usa with reior- . - o . . e .

ence to the proposed delivery of fentanyl, a potent opioid analgesic, Tor up w 24 hours or 0 on-demand doses, whichever
labeling for the drug comes first.”

product.

anadormal svstem prow

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:

l‘["\rlil o

4.1 Does e patent claim one or mare ¢ o )
the pending NDA, amendment, or supplement? [Z Yes D No
4.2 Patenl Claim Number (as listed in the patent) Does the patenl 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 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.)
;;s;';::ir;gywm]":esf‘;f_c" |~ =— isapatient-controlled electrotransport (iontophoresis) transdermal system providing systemic
ence Io 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.

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? 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 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- |+ _ 5o patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . . . .
enc); {0 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 4
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5 No Relevant Patents
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!¢ t--1aration Certification

6.1 FHC UNACrSignue Cudlore s hal Ui o e .
amendment, or supplement pending under section 507 i Foderal Foed. s ann s i
sensitive patent information is submitted pursuant to 21 CFR 314.53. Tatics: 0 bam sonilice v s 00 CFR 3180

this submission complies with the requirements of the regulation. | verify under penalty of perjury that the foregcii.g
is true and correct.

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

5.2 Authorized Signature of NDA Applicant/Holder or Patent Owner (Attorney, Agent, Represenlative or Date Signed
other Authorized Official) (Provide Information below)

D YW,

August 20, 2003

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

NOTE@L&#{%M nt/holder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/

Check applicable boxand provide information below.

I [:] NDA Applicant/Holder X] NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official
D Patent Owner [:] Palent 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)
650-564-3070 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 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 reguired lo respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03) 6.171.294 Page 6
3 b
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Department of Health and Human Serwces ’ Form Approved: OMB No. 0910-0513

Foodand trug A Cainatioen l r{,':” ‘,::, I
N 3
b -
—outi Fatent ihat Claims ¢ TR Sl
(Active Ingredient), Drug Product (Formulatlon and Alza Corporation
Composition) and/or Method of Use
The following is provided in accordance »~ Ny Do 0y 5000 P and fe) ol i e
TRADE NAME (OR PROPOSED TRADE NAME) T
N
ACTIVE INGREDIENT(S) STRENGTH(S)

40 micrograms per activation
fentanyl HCI

DOSAGE FORM
fentanyl HC! 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 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 ¢. Expiration Dale of Palent
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, 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)

s Z|P Code i 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? [:] Yes Xl No
FORM FDA 3542a (7/03) 6,181,903 Page 1
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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 D No

R . ceton 2,210 "Yes M do s R o g doeln e
Clrit Log e ow o stug product conianrnieg i oL Lo ihE Ba <L s
described in the NDA? The type of test data required is described at 21 CFR 314.53(Db). 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 [:] No

2.6 Does the palent 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? @ Yes [:] 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.) [:] 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 foliowing 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? @ Yes D No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use informalion as identified specifically in the approved labeling.)
ﬁz_‘i;'lh'é’ir;gyw‘i’;’r‘:r:gﬁc" I —= s patient-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.

The inactive ingredients in the JONTA hydrogels consist of cetylpyridinium chloride, USP;. ..

FORM FDA 3542a (7/03) 6.181.963 Page 2
b 3
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4.2 Patent Claim Number (as listed in the patent) " Does lhe patent claim referenced in 4.2 cla/m a pending reinou
16 of use for which approval is being sought in the pending NDA,
amendment, or supplement? @ Yes D No
4.2a Ifthes nacwart~ 4 2ig Use: (Submit in~icntion rrmathed ~l v coinformation as " 0nd cnpeife st T e s bl

Cl- e . L i < . :
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ficity the use with réf'e.r:‘ . . . . S oo
enc:; to the proposed delivery of [entanyl, a potent opioid analgesic, for up to 24 hours or $0 on-demand doses, whichever
labeling for the drug comes first."

product.

| The inactive ingredients in the IONTA 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 [:] 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? IE Yes D 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- —— s a paticnt-controlled electrotransport (ionfophoresis) iransdermal system providing systemic

ficity the use with refer- . .. . .
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.

The inactive ingredients in the IONTA 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? 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
18 | of use for which approval is being sought in the pending MDA,
i amendment, or supplement? Yes D No
4.2a If the answer l0 4.2 is Use: (Submit indicalion or imcthod of use information as identfied specifically in the approved labeling.)
“Yes," idenlify with speci- |+ w— i3 patient-controlled clectrotrans ort {iontopboresis) transdcrmal system providing svstcmi
ficity the use with refer- ' patie cle sport {iontop oresis) transdermal sys em providing systemic
ence to the proposed delivery of fentanyl, a potent oploid analgesic, for up to 24 hours or 80 on-demand doses, whichever
labeling for the drug comes first.”
product.

The inactive ingredients in the IONTA 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? Z] 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? E Yes [:] No
4.2a if the answer to 4.2 is Use: (Submit indication or method of use information as identifiec specifically in the approved labeling.)
ﬁZﬁjthfiglslzfyw‘i’:m:f?ic'- " = isa patient-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.

The inactive ingredients in the IONTA hydrogels consist of cetylpyridinium chloride, USP;. ..

FORM FDA 3542a (7/03) Page 3
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the pending NDA, amendment, or supplement? ] ves [_] No

4.2 Patent Claim Number (as fisted in the patent) Does the zate

Wt olaim referenced in £.2 claim a pendiin - -

2 of uge [ womerogval s being ke
R e . S f
4.2a If the ansy Use: (Submit indicalcn or et ol use [n/br/775{1’5?3570'9.':fr'.'.i-'.‘J;4,,-.L.m(}. , I AEPrOved Jaluing.} )
;.\C/;S':h'selgfywﬁm‘;'ﬁc" —— s a palient-controlled electrotransport (iontophoresis) transdermal system providing systemic
1 - . P . .
enc):a 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.

The inactive ingredients in the IONTA 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:

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
21 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.)
Yes," identify with speci- ~—— 15 a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . - . .
elgc)é o the proposed delivery of fentanyl, a potent opicid analgesic, for up to 24 hours or 80 on-demand doses, whichever

labeling for the drug comes first."
product.
The inactive ingredients in the IONTA 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, jircvide the following information:

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

the pending NIDA, amendment. or supplement? D Yes [_: [RIs]
4.2 Palent Claim Number (as fisted 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? m Yes [:] No
4.2a If the answer to 4.2 is Use: (Submit indication or method of use information as idiailfic: specilically in the approved labesing.)
ﬁzﬁ;thléjizlzlefyw\i/\tl;:hr;‘gf% — s a patient-controlled clectrotransport (iontophoresis) transdermal system providing sysiemic
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.

The inactive ingredients in the JIONTA hydrogels consist of cetylpyridinium chloride, USP;. ..

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? [g 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
23 of use for which approval is being sought in the pending NDA,
amendment, or supplement? g Yes D No
4.2a If the answer to f1.2 is _ Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
fi\gﬁjllh]gir;gyw\i’:;:k:jfgf—c'h ~ is a patient-controlled electrotransport (iontophoresis) transdermal system providing systentic
ence o the proposed delivery of fentanyl, a potent opioid analgesic, for up 1o 24 hours or 80 on-demand doses, whichcver
labeling for the drug comes first.”
product.

The inactive ingredients in the IONTA hydrogels consist of cetylpyridinium chloride, USP;. ..

FORM FDA 3542a (7/03
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i of use for which approval is being sought in the pending MDA,
. amendment, or supplement? @ Yes [:] No

4.2a If the answer to 4.2 s Use: (Submit indication or method of use information as identified specifically in the approved labeling.)

Yes," identify with speci- ~ 15 a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . . . .
elgcé toet;mje%:gposed 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.

The inactive ingredients in the IONTA hvdrogels consi

st of cetvlpyridinium chloride, USSP

‘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
25 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- — s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic

ficity the use with refer- . . . .
enc)e,; 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.

P,

The inaciive ingredients in the JONTA hvdrovels consist of cetvipvridinium chloride

4L Mcthod 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 listou in 1ho patend) Dowo the patenl claim referenced in 4.2 clamm & g u[;::w:_; nooies N
26 of use for which approval is being sought in the pencing 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 /aEelmg.)
‘tlxziet;'tl;wlsir:gyw\i:lrl]”::éic'- ) 1s 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.

The inactive ingredients in the IONTA hydrogels consist of cetylpyridinium chloride, USP;. ..

5. No Relevant Patents

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (aclive 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 palent 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) 6.181.963 Page 5
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6. Declaratlon Certification

! Sdealon

a0t et Ot ;uppiemenl pendmg L -

sensmve patent information is submitted pursuant to 21 CFR 314 53 /vzrev thatlam . Jarwith 21 7 77720 nd
this submission complies with thce requirements of the regulation. | veiily covcrpensliy ol perjury thol tiie v . g

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

6.2 Auihorized Signature of NDA APDHCANUF sl G | il U d (A0ini0y, AGelil s o - L.
other Authorized Official) (Provide Information below)
- August 20, 2003

A

RRLAAN

NOTE: Only an c‘/Ipp_l_j.caq'lf./m::l r may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is auth to sign the gzclaratnon 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/Hotder'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)
650-564-3070 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 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 angd 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 to, a colleciion of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03
( ) 6,181,963 PsSC MudiuAns(JDl)H]P-li)geE?:



Department of Health and Human Services l Form Approved: OMB No. 0910-0513

e Expiration Date: 07/31/06
Food and Drug Administration } “n (143 Statement on Pac: 5

U,
Crr b ol itatent That Cio ™ e e '
(Active Ingredient), Drug Product (Formulation and i A Cerporativn

Composition) and/or Method of Use

F T RN N AP SRR I 72 IS TR SR Y

TRADE NAME (OR PROPOSED TRADE NAMZ)

A

ACTIVE INGREDIENT(S) STRENGTH(S)
40 micrograms per activation

fentanyl 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, 2 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 alf 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, 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 representalive 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 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? D Yes @ No

FORM FDA 3542a (7/03)

6,195,582 Page 1

PSC Media Arls) 3011 443.1090
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described in the NDA? The type of test data required is described al 21 CFR 314.53(b). D 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? T
(Complete the information in section 4 below if the patent claims a pending method of using the pending
drug product to administer the matabolite.) 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 palent claim the drug product, as defined in 21 CFR 314.3, in the pending NDA,
amendment, or supplement? @ Yes D No

[:] 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 [:] 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? I:] 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 Jabeling.)

"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 [ ves

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

FORM FDA 3542a (7/03
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August 20, 2003

holder is a

NOTE: OnWDA\aW d))d{r may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
i fized 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.

[] NDA ApplicantHoider

@ 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

94043

Official
Name
Angela Nwaneri, Vice President Patent Law
Address City/State
Alza Corporation Mountain View, CA
1900 Charleston Road
ZiP Code Telephone Number

650-564-2024

FAX Number (if available)
650-564-3070

E-Mail Address (if available)
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 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 nol required o respond to, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03)
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" TRADE NAME (OR PROPOSED TRADE NAKLz)
P

ACTIVE INGREDIENT(S) STRENGTH(S)

40 micrograms per activation
fentanyl HCI

DOSAGE FORM
fentanyl HCI patient-controlled transdermal system

This patent declaration form is required to be submilted 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
6,216,033 10 April 2001 05 June 2015
d. Name of Patent Owner Address (of Patent Owner)
Alza Corporation 1900 Charleston Road
City/State
Mountain View, 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 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 E] No
FORM FDA 3542a (7/03) Page 1
6721 (]?033 PSC Madia Arts 13043 443- 1090 EF
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2.4 Specify the polymorphic form(s) claimed by the patent for which you have the lest resulls 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? 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:

4.1 Does the patenl 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 /isted 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 4.21is 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) 6.216.033 Page 2
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NOTE: O@,a.wﬁbl\_ap&lica%older may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
holder is authorized to sign t/h 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.

D NDA Applicant/Holder @ NDA Apptlicant'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 avaifable)
650-564-3070

angela.nwaneri@alza.com

Ihe 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 dala sources, gathering and rmaintaining 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 (HI'D-007)

5600 Fishers Lane

Rockville, MD 20857

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

FORM FDA 3542a (7/03) 6.216.033 Page 3
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ACTIVE INGREDIENT(S} STRENGTH(S)
40 micrograms per activation

fentanyl HCI

DOSAGE FORM
fentanyl HCl 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 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
6,317,629 13 November 2001 i 02 June 2012
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)

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? [:] Yes @ No

FORM FDA 3542a (7/03
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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 2 pending method of using the pending

drug product to administer the metabolite.) D Yes E] 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 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

D Yes IZ] No

3.2 Does the patent claim only an intermediate?

3.3 Iithe 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 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 |:| 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.

6,317,629
FORM FDA 3542a (7/03) Page 2
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holder is aut

NOTE: Onl énfga icgrt/holder may submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
onzed |gn e declaration but may not submit it directly to FDA. 21 CFR 314.53(c)(4) and (d)(4).

Check applicable box and prowde information below.

D NDA Applicant/Holder

IE 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

94043

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

650-564-2024

FAX Number (if available)
650-564-3070

E-Mail Address (if available)
angela.nwaneri@alza.com

The public reporting burden for this collection of information has been estimated to average 9 hours per response, including the tme 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 {(HFFD-007)

5600 Fishers Lane

Rockville, MD 20857

An agency may not conduct or sponsor. and a person is not required (o respond (0, a collection of
information unless it displays a currently valid OMB control number.

FORM FDA 3542a (7/03)

Page 3
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40 micrograms per activation
fentanyl HCI

DOSAGE FORM
fentanyl HCI patient-controlled transdermal sysiem

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 submitied 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 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
6,423,892 30 July 2002 05 June 2015
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 650-364-2195
Telephone Number E-Mail Address (if avaifable)
| 650-564-5000
i

e. Name of agent or représentative 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 CityiState
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 previously for listing, is the expiration
date a new expiration date? D Yes E] No
FORM FDA 3542a (7/03) Page 1
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2.4  Specify the polymorphic form(s) claimed v

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 E] 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, asvdefined 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?
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 patentis 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? & 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‘i;'m':eu';gywn’r':r;;zic" — _is a patient-controlled clectrotransport (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) Page 2
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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? [ZI 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? [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.)
ﬁziets'thsi’;i':yw‘i’:;‘t?esf‘;‘fc" — s a patient-controlled electrotransport (iontophoresis) transdermal system providing systemic
encﬁ to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or $0 on-demand doses, whichever
labeling for the drug 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 fabeling.)
ﬁ:{ﬁ;'thgi’;‘g{vﬁﬁ:fp;_@' ~— is a patient-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.

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
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.)
ﬁZﬁ;'thlseur;gyw\if{m;me_ — s 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.
FORM FDA 3542a (7/03) Page 3
6’425,892 PSC Media Ars (3617443 109¢ EF
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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 lhe 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 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 electr iontophoresis) transdermal system providing systemi
ficity the use with refer- p otransport (lontophoresis) ermal 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.

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 |:| No

4.2 Patent Claim Number (as listed in the pateni) 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 l:] No
4.2a If the answerto 4.2 is Use: (Submit indication or method of use information as identificd specifically in the approved labeling.)
ﬂzﬁs'th'gir;g);v‘i“{;:hr:fz(:‘c" — is a palient-controlled electrotransport (iontophoresis) transdermal system providing systemic
enc)tle to the proposed delivery of fentanyl, a potent opioid analgesic, for up to 24 hours or S0 on-demand doses, whichever
labeling for the drug 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 [:I 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? [Z) Yes [:] No
4.2a If the answer l0 4.2 is Use: (Submil indicalion or method of use information as identified specifically in the approved labeling.)
Yes," identify with speci- ~ . isa paticnt-controlled clectrotransport {iontophoresis) transdermal system providing syslemic

ficity the use with refer- . - . .
eng; 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.

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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NOTE: Onl!y/an NDA afa'pic:'ﬂdolder ay submit this declaration directly to the FDA. A patent owner who is not the NDA applicant/
hoideris a i 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 mformation below.

D NDA Applicant/Holder [Z] NDA Applicant's/Holder’'s Attorney, Agent (Representative) or other
Authorized Official

D Patent Owner E] 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)
650-564-3070 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 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 1o respond ta, a collection of
information unless it displays a currently valid OMB control number.,

FORM FDA 3542a (7/03) 6,425,892 Page 5
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EXCLUSIVITY SUMMARY

NDA #21-338 SUPPL # HFD # 170

Trade Name IONSYS

Generic Name fentanyl iontophoretic transdermal system

Applicant Name Alza Corporation

Approval Date, If Known May 22, 2006

PARTI IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all original applications, and all efficacy
supplements. Complete PARTS Il and HI of this Exclusivity Summary only if you answer "yes" to

one or more of the following questions about the submission.

a) Is it a 505(b)(1), 505(b)(2) or efficacy supplement?

YES X NO[ ]
If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SES, SE6, SE7, SE8
505(b)(1)

¢) Did it require the review of clinical data other than to support a safety claim or change in
labeling related to safety? (If it required review only of bioavailability or bioequivalence

data, answer "no."
YES [X] NO [ ]

If your answer is "no" because you believe the study is a bioavailability study and, therefore,
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your
reasons for disagreeing with any arguments made by the applicant that the study was not
simply a bioavailability study.

If it is a supplement requiring the review of clinical data but it is not an effectiveness
supplement, describe the change or claim that is supported by the clinical data:

Page 1



NDA# 21-338 Duragesic

NDA#  20-747 Actiq

NDA# 16-619 Sublimaze

2. Combination product.

If the product contains more than one active moiety(as defined in Part Il, #1), has FDA previously
approved an application under section 505 containing any one of the active moieties in the drug
product? If, for example, the combination contains one never-before-approved active moiety and
one previously approved active moiety, answer "yes." (An active moiety that is marketed under an
OTC monograph, but that was never approved under an NDA, is considered not previously

approved.) - 5
YES NO

If "yes," identify the approved drug product(s) containing the active moiety, and, ifknown, the NDA
#(s). ‘

NDA#
NDA#
NDA#

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE
SIGNATURE BLOCKS ON PAGE 8. (Caution: The questions in part II of the summary should

only be answered “NO” for original approvals of new molecular entities.)
IF “YES,” GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of new
clinical investigations (other than bioavailability studies) essential to the approval of the application
and conducted or sponsored by the applicant." This section should be completed only if the answer
to PART II, Question 1 or 2 was "yes."

1. Does the application contain reports of clinical investigations? (The Agency interprets "clinical
investigations" to mean investigations conducted on humans other than bioavailability studies.) If
the application contains clinical investigations only by virtue of a right of reference to clinical
investigations in another application, answer "yes," then skip to question 3(a). If the answer to 3(a)
‘is "yes" for any investigation referred to in another application, do not complete remainder of
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If yes, explain:

©) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical investigations
submitted in the application that are essential to the approval:

Investigation #1, Study #C-95-016

Investigation #2, Study #C-200-008

Investigation #3, Study #C-2001-011, due to limitations of this form, further inforamtion could not
be provided below on Investigation #3 and is therefore provided here. Regarding Investiagtion #3,
and Q3 a) and b) , the response is NO; and Q4 a), the response is YES.

Studies comparing two products with the same ingredient(s) are considered to be bioavailability
studies for the purpose of this section.

3. In addition to being essential, investigations must be "new" to support exclusivity. The agency
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does
not duplicate the results of another investigation that was relied on by the agency to demonstrate the
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the
agency considers to have been demonstrated in an already approved application.

a) For each investigation identified as "essential to the approval,” has the investigation been
relied on by the agency to demonstrate the effectiveness of a previously approved drug
product? (If the investigation was relied on only to support the safety of a previously
approved drug, answer "no."

Investigation #1 YES [] NO [X]
Investigation #2 YES[ ] NO X

It you have answered "yes" for one or more investigations, identify each such investigation
and the NDA in which each was relied upon:

b) For each investigation identified as "essential to the approval", does the investigation
duplicate the results of another investigation that was relied on by the agency to support the
effectiveness of a previously approved drug product?

Investigation #1 YES [ ] NO X
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interest provided substantial support for the study?

Investigation #1 !

YES [ ] t NO []

Explain: ! Explain:

Investigation #2

!
!
YES [] I NO []
Explain: ! Explain:

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that
the applicant should not be credited with having "conducted or sponsored" the study?
(Purchased studies may not be used as the basis for exclusivity. However, if all rights to the
drug are purchased (not just studies on the drug), the applicant may be considered to have
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.)

YES[ ] NO

If yes, explain:

Name of person completing form: Kim Compton, Project Manager with Lex Schulthies, Medical
Officer

Title: Project Manager and Medical Officer
Date: 5-19-06

Name of Office/Division Director signing form: Bob Rappaport
Title: Director, Division of Anesthesia, Analgesia and Rheumatology Products
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Bob Rappaport
5/22/2006 06:24:59 PM



PEDIATRIC PAGE

{Complete for all filed original applications and efficacy supplements)

NDA/BLA #: 21-338 Supplement Type (e.g. SES): Supplement Number:

Stamp Date: Sept 23, 2003 (orig), Nov 21, 2005 (AZ)  Action Date:_May 22, 2006

HFD-170  Trade and generic names/dosage form: IONSYS (fentanyl iontophoretic transdermal system)

Applicant: Alza Therapeutic Class: Opioid (Narcotic)
Indication(s) previously approved:_None

Each approved indication must have pediatric studies: Completed, Deferred, and/or Waived.
Number of indications for this application(s): one

Indication #1: Short-term management of acute post-operative pain in adult patients requiring opioid analgesia during
hospitalization.

Is there a full waiver for this indication (check one)?

& Yes: Please proceed to Section A.

B No: Please check all that apply: X Partial Waiver X Deferred Completed
NOTE: More than one may apply
Please proceed to Section B, Section C, and/or Section D and complete as necessary.

[Section A: Fully Waived Studies

Reason(s) for full waiver:

QO Products in this class for this indication have been studied/labeled for pediatric population
U Disease/condition does not exist in children
U Too few children with disease to study

U There are safety concerns

U Other:

If studies are fully waived, then pediatric information is complete for this indication. If there is another indication, please see
Attachment A. Otherwise, this Pediatric Page is complete and should be entered into DFS.

Section B: Partially Waived Studies

Age/weight range being partially waived:

Min, kg mo. yr. <6 Tanner Stage
Max kg mo. yr. Tanner Stage

Reason(s) for partial waiver:

Products in this class for this indication have been studied/labeled for pediatric population
Disease/condition does not exist in children

Too few children with disease to study

There are safety concerns

Adult studies ready for approval

Formulation needed
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NDA 21-338
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B Other: Pediatric patients under 6 years of age do not have the maturity to self-administer post-operative patient-
controlled analgesia (PCA).

If studies are deferred, proceed to Section C. If studies are completed, proceed to Section D. Otherwise, this Pediatric Page is
complete and should be entered into DFS.

Section C: Deferred Studies

Age/weight range being deferred:

Min kg mo. yr._6 vears Tanner Stage
Max kg mo.__ 11 yr._16 Tanner Stage

Reason(s) for deferral:

B Products in this class for this indication have been studied/labeled for pediatric population
] Disease/condition does not exist in children

@ Too few children with disease to study

U There are safety concerns

B Adult studies ready for approval

O Formulation needed
Other:

Date studies are due (mm/dd/yy): 05/22/09

If studies are completed, proceed to Section D. Otherwise, this Pediatric Page is complete and should be entered into DFS.

Section D: Completed Studies

Age/weight range of completed studies:

Min kg mo. yr. Tanner Stage
Max kg mo. yr. Tanner Stage
Comments:

If there are additional indications, please proceed to Attachment A. Otherwise, this Pediatric Page is complete and should be entered
into DFS.

This page was completed by:

See appended electronic signature pagef

Regulatory Project Manager
ce: NDA 21-338
HFD-960/ Grace Carmouze

FOR QUESTIONS ON COMPLETING THIS FORM CONTACT THE DIVISION OF PEDIATRIC DRUG
DEVELOPMENT, HFD-960, 301-594-7337.

(revised 12-22-03)




This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Kimberly Compton
5/22/2006 06:13:36 PM



SECTION 16. DEBARMENT CERTIFICATION

ALZA Corporation hereby certifies that it did not and will not use in any capacity the
services of any person(s) or firms debarred under section 306 of the Federal Food,

Drug, and Cosmetic Act, as amended, in connection with this application.

Susan P. Rinne Date
Vice President
Regulatory Affairs






