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NDA NUMBER
050819

NAME OF APPLICANT / NDA HOLDER
Dow Pharmaceutical Sciences, Inc.

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)
Clindaben Gel

ACTIVE INGREDIENT(S) STRENGTH(S)
Clindamycin Phosphate, USP 1%

Benzoyl Peroxide, USP 2.5%
DOSAGE FORM

Topical Gel

This patent declaration form is required to be submitted to the Foad and Drug Administration (FDA) with an NDA application,
amendment, or supplement as required by 21 CFR 314.53 at the addréss 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 subm:ttmg any patents for this pending NDA, amendment, or supplement,
complete above section and sections 5 and 6.

a. Unite tes Patent Number
5,733,886 3/31/ 1998
d. Name of Patent Owner Address (of Patent Owner)
Gordon J. Dow 1330 Redwood Way
Lloyd J. Baroody
City/State
Petaluma, California
ZIP Code FAX Number (if available)
94954-7121 707-793-0145

Telephona Number
707-793-2600

Address (of agent or representaffve named

E-Mail Address (if available)

e. Name of agent or representative who resides or maintains
a place of business within the United States authorized to
receive notice of patent certification under section
505(b)(3) and (j)(2)(B) of the Federal Food, Drug, and
Cosmetic Act and 21 CFR 314.52 and 314.95 (if patent
owner or NDA applicant/holder does not reside or have a
place of business within the United States)

[0

nie.)

City/State

ZIP Code FAX Number (if available)

Telephone Number E-Mail Address (if avallable)

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

approved NDA or supplement referenced above? ] [] Yes No
g. [fthe patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? [ Yes CINo-
FORM FDA 3542a (7/03) _ ' Page1
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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.

aim the drug substance that Is
described in the pending NDA, amendment, or supplement? [:I Yes No
2.2 Does the patent claim a drug substance that is a different polymorph of the active
ingredient described in the pending NDA, amendment, or supplement? |:l Yes 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 GFR 314.53(b). o [Oes Ono

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.) - [ Yes No

D Yes No

2.6 Doss the patent claim only an intermediate?

2.7 Ifthe patent referenced in 2,1 is a product—by-procéss patent, is the product claimed in the .
patent novel? (An answer is required only if the patent Is a product-by-process patent.) [ ves COne

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?
[ Yes No

3.3 Ifthe patent referenced in 3.1 is a product-by-process patent, is the product claimed in the
patent novel? (An answer is required only If the patent is a product-by-process patent.) D Yes [:l No

=
i

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 [Ine
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
No. 17 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 Iabeling.)
- "Yes," identify with speci- | ;_ 4: ; iparis :
ficity the use with refer- indicated for the topical treatment of acne vulgaris in patients 12 years or older
ence to the proposed -
labeling for the drug
product.

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or compasition) 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 ngaged in D Yes

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

FORM FDA 3542a (7/03) Page 2
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Dow Pharmaceutical Sciences, Inc.

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 Caosmetic 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. | venfy 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.

1 Administrative Information and Product Labeling

{us}
Page 3

other Authorized Official) (Provide Information below)

6.2 Authorized Signature of NDA Applicant/Holder or Patent Owner (Aftorney, Agent, Representative or Date Signed

2/ 28/67

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

Chack applicable box and provide information below.

NDA Applicant/Holder EI NDA Applicant's/Holder's Attorney, Agént (Representative) or other
Authorized Officlal
I:I Patent Owner ' E[ Patent Owner’s Attorney, Agent (Representative) or Other Authorized
. Offical
Name
Dow Pharmaceutical Sciences, Inc.
Address City/State
1330 Redwood Way ‘Petaluma, California
ZIP Code Telephone Number
94954-7121 . 707-793-2600
FAX Number (if available) ' E-Mail Address (if available)
707-793-0145 bechaudhuri@dowpharmsci.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

Anag may not conduct or sp , and a person Is not required to respond to, a calIectian of
mfarmatiau unless it displays a currently valid OMB caontrol number.

FORM FDA 3542a (7/03) - : ' Page 3
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See OMB Statement on Page 3.

PATENT INFORMATION SUBMITTED WITH THE NDA NUMBER
- FILING OF AN NDA, AMENDMENT, OR SUPPLEMENT | 050819

'For Each Patent That Claims a Drug Substance - NAME OF APPLIGANT / NDA HOLDER
(Active Ingredient), Drug Product (Formulation and =~ Dow Pharmaceutical Sciences, Inc.
Compoaosition) and/or Method of Use « :

The followmg iIs provided In accordance wlth Section 505(b) and (c) of the Federal Food, Drug, and Cosmetic Act.

TRADE NAME (OR PROPOSED TRADE NAME)

Clindaben Gel )
ACTIVE INGREDIENT(S) STRENGTH(S)
Clindamycin Phosphate, USP 1%

Benzoyl Peroxide, USP 2.5%
DOSAGE FORM

Topical Gel

This patent declaration form is required to be submifted 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 mformatlon 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 mcomplete 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,
completa above section and sections 5 and 6.

. Expl ration Date of Patent

5;733,886 . 3/31/1998 3/31/2015

d. Name of Patent Owner ‘ : Address (of Patént Owner)
Gordon J. Dow 1330 Redwood Way
Lloyd J. Baroody

City/State
Petaluma, California

ZIP Code FAX Numbér (if available)
94954-7121 707-793-0145

Telephone Number E-Mail Address (if available)‘
707-793-2600

. e. Name of agent or representative who resides or maintains _Address (of agent or rebmsentative namedin 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 Umted States)

2 . ZIP Code ) FAX Number (if avallable}

Telephone Number - A 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? ; r___] Yes No .
g. Ifthe patent referenced above has been submitted previously for listing, is the expiration
date a new expiration date? I:l Yes E] No
FORM FDA 3542a (7/03) Page 1
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For the patent referenced above, provide the following Infonnatlon on the drug substanca, drug preduct and/or method of
use that is the subject of the pending NDA, amendment, or supplement.

-Does the pa en! clalm e drug sul stance at is the active mgredlen n he drug product

described in the pending NDA, amendment, or supplement? [:I 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 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 [INe

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

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

drug product to administer the metabolite.) D Yes No
2.6 Does the patent claim only an intermediate?
: E] Yes E No
2.7 Ifthe patent referenced in 2.1 is a product-by-process patent, is the product claimed in the

palent novel? (An answer is required only if the patent isa product by-process patent) [:l Yes |:| No

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

3.2 Does the patent claim only an intermediate?

DYes No

3.3 Ifthe patent referenced in 3.1 is a product-by-process patent, is the product claimed in the ]
patent novel? (An answer is required only if the patentis a product-by-process patent.) [:I Yes D No

Sponsors must submit the information in section 4 separately for each patent claim claiming a method of using the pending drug
product for which approval is belng sought. For each method of use claim referenced, provide the following Information:
4.1 Does the patent claim one or more methods of use for which approval is being sought In
the pending NDA, amendment, or supplement? ‘ Yes COIno
4.2 Patent Claim Number (as listed in the patent) Does the patent claim referenced in 4.2 claim a pending method
No. 41 : of use for which approval is being sought in the pending NDA,
amendment, or supplement? Yes [Ino

4.2a [fthe answerto 4.2 is Use: (Submit indication or method of use information as identified specifically In the approved labeling.)
“Yes," identify with speci- | ;. 3: : T :
. iRy the isa with sfar- indicated fqr the topical treatment of acne vulgaris in patients 12 years or older
ence to the proposed
labeling for the drug
product.

For this pending NDA, amendment, or supplement, there are no relevant patents that claim the drug substance (active ingredient),
drug product (formulation or composition) or method(s) of use, for which the applicant Is seeking approval and with respect to
which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner of the patent engaged in D Yes

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

FORM FDA 3542a (7/03) . Page 2
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6.1 The undersigned declares that this Is an accurate and complete submisslon of patent information for the NDA,
amendment, or supplement pending under section 505 of the Federal Food, Drug, and Cosmetic Act. This time-
sensitive patent information is submitted pursuant to 21 CFR 314.53. | attest that | am familiar with 21 CFR 314.53 and
this submission complies with the requirements of the regulation. | verify under penalty of perjury that the foregoing .
Is true and correct. '

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

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

% 227 7 )7 ' A /2 2/l

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

Check applicable box and provide information below.

NDA Applicant/Holder - [:] NDA Applicant's/Holder's Attorney, Agent (Representative) or other
Authorized Official ’
D Patent Owner [:l Patent Owner's Attorney, Agent (Representative) or Other Authorized
Official :
Name
Dow Pharmaceutical Sciences, Inc.
Address City/State _
"1330 Redwood Way Petaluma, California
ZIP Code : Telephone Number_
94954-7121 - 707-793-2600
FAX Number (if avallable) E-Mail Address (if available)
707-793-0145 5 behaudhuri@dowpharmsci.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.

- age 3
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