PEDIATRIC PAGE
{Compilete for all filed original applications and efficacy supplements)

NDA/BLA#: NDA 50-819 Supplement Number: N/A NDA Supplement Type (e.g- SES): N/A

Division Name: Dermatology and PDUFA Goal Date: 10/26/08 Stamp Date: 12/26/07
Dental Products

Proprietary Name:  Acanya

Established/Generic Name: clindamycin phosphate 1.2%, benzoyl peroxide 2.5%
Dosage Form:  Gel
Applicant/Sponsor: Dow Pharmaceutical Sciences, Inc.

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(2 B
@) —

Pediatric use for each pediatric subpopulation must be addressed for each indication covered by current
application under review. A Pediatric Page must be completed for each indication.

Number of indications for this pending application(s):1 '
(Attach a completed Pediatric Page for each indication in current application.)

Indication: acne vulgaris

Q1: Is this application in response to a PREA PMR? Yes [] Continue
No Please proceed to Question 2.
if Yes, NDA/BLA#: Supplement #: PMR #:

Does the division agree that this is a complete response to the PMR?
[1 Yes. Please proceed to Section D.
L] No. Please proceed to Question 2 and complete the Pediatric Page, as applicable.

Q2: Does this application provide for (If yes, please check all categories that apply and proceed to the next
question):

(a) NEW [] active ingredient(s) (includes new combination); [] indication(s); [_] dosage form; [X] dosing
regimen; or [_] route of administration?*

(b) [] No. PREA does not apply. Skip to signature block.
* Note for CDER: SES5, SE6, and SE7 submissions may also trigger PREA.
Q3: Does this indication have orphan designation?

1 Yes. PREA does not apply. Skip to signature block.

No. Please proceed to the next question.

Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?

[ Yes: (Complete Section A.)

X] No: Please check all that apply:
Xl Partial Waiver for selected pediatric subpopulations (Complete Sections B)
[[] Deferred for some or all pediatric subpopulations (Complete Sections C)
[X] Completed for some or all pediatric subpopulations (Complete Sections D)
] Appropriately Labeled for some or all pediatric subpopulations (Complete Sections E)
[] Extrapolation in One or More Pediatric Age Groups (Complete Section F)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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(Please note that Section F may be used alone or in addition to Sections C, D, and/or E.)

, Section A: Fully Waived Studies (for all pediatric age groups)

Reason(s) for full waiver: (check, and attach a brief justification for the reason(s) selected)
[[] Necessary studies would be impossible or highly impracticable because:
[] Disease/condition does not exist in children
[[] Too few children with disease/condition to study
[] Other (e.g., patients geographically dispersed): __
[] Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients AND is not likely to be used in a substantial number of pediatric patients.

[] Evidence strongly suggests that product would be unsafe in all pediatric subpopulations (Note: if
studies are fully waived on this ground, this information must be included in the labeling.)

[] Evidence strongly suggests that product would be ineffective in all pediatric subpopulations (Note: if
studies are fully waived on this ground, this information must be included in the labeling.)

] Evidence strongly suggests that product would be ineffective and unsafe in all pediatric
subpopulations (Note: if studies are fully waived on this ground, this information must be included in
the labeling.)

] Justification attached.
If studies are fully waived, then pediatric information is complete for this indication. If there is another

indication, please complete another Pediatric Page for each indication. Otherwise, this Pediatric Page is
complete and should be signed.

ISection B: Partially Waived Studies (for selected pediatric subpopulations)

Check subpopulation(s) and reason for which studies are being partially waived (fill in applicable criteria
oelow):

Note: If Neonate includes premature infants, list minimum and maximum age in “gestational age” (in weeks).

Reason (see below for further detail):
. N — Not N?;t]g;:;g:;gul Ineffective or | Formulation
oy # T ilad®
feasible™. benefit* unsafe failed
_owk. _wk.
[] | Neonate | —" ey O O ] ]
Other |Oyr.Omo. |11yr.11mo. X O O
[J |Other |__yr._mo. |__yr.__ mo. O O ] 1
[] | Other __yr._mo. | __yr.__mo. [ [ | [l
[ | Other __yr.__mo. |__yr.__mo. O E] | O

Are the indicated age ranges (above) based on weight (kg)? X No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage? . No; [] Yes.

Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a bnef
justification):

# Not feasible:
Necessary studies would be impossible or highly impracticable because:
| Disease/condition does not exist in children
X Too few children with disease/condition to study
- Other (e.g., patients geographically dispersed): _____

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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¥ Not meaningful therapeutic benefit:

[J Product does not represent a meaningful therapeutic benefit over existing therapies for pediatric
patients in this/these pediatric subpopulation(s) AND is not likely to be used in a substantial number of
pediatric patients in this/these pediatric subpaopulation(s).

T Ineffective or unsafe:

[] Evidence strongly suggests that product would be unsafe in all pediatric subpopulatio'ns (Note: if
studies are partially waived on this ground, this information must be included in the labeling.)

[] Evidence strongly suggests that product would be ineffective in all pediatric subpopulations (Note: if
studies are partially waived on this ground, this information must be included in the labeling.)

[] Evidence strongly suggests that product would be ineffective and unsafe in all pediatric subpopulations
(Note: if studies are partially waived on this ground, this information must be included in the labeling.)

A Formulation failed:

[] Applicant can demonstrate that reasonable attempts to produce a pediatric formulation necessary for
this/these pediatric subpopulation(s) have failed. (Note: A partial waiver on this ground may only cover
the pediatric subpopulation(s) requiring that formulation. An applicant seeking a partial waiver on this
ground must submit documentation detailing why a pediatric formulation cannot be developed. This
submission will be posted on FDA's website if waiver is granted.)

Justification attached.

For those pediatric subpopulations for which studies have not been waived, there must be (1) corresponding
study plans that have been deferred (if so, proceed to Sections C and complete the PeRC Pediatric Plan
Template); (2) submitted studies that have been completed (if so, proceed to Section D and complete the
PeRC Pediatric Assessment form); (3) additional studies in other age groups that are not needed because the
drug is appropriately labeled in one or more pediatric subpopulations (if so, proceed to Section E); and/or (4)
additional studies in other age groups that are not needed because efficacy is being extrapolated (if so,
Jroceed fo Section F). Note that more than one of these options may apply for this indication to cover all of the
pediatric subpopulations.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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3ection C: Deferred Studies (for selected pediatric subpopulations).

Check pediatric subpopulation(s) for which pediatric studies are being deferred (and fill in applicable reason
below):

Applicant
Reason for Deferral Certification
Deferrals (for each or all age groups):
Ready Other
for A dh;ietiez)(:]al Appropriate _
. . Approva Adult Saf Reason Received
Population minimum maximum lin Effu tSa eDtV or (specify
‘Adults |, Eeesy Data below)*
_wk. _wk.__
1 | Neonate =y o 4 O 1 ]
1 | Other _yr._mo. |__yr.__mo. | ] O L]
1 | other _yr._mo. |__yr.__mo. O O | O
[1 | Other __yr.__mo. |__yr.__mo. O O | O
1 | other _yr._mo. |__yr.__ mo. O O ] O
All Pediatric
O Populations | °Y™-0mo. | 16yr.11mo. O | ] O
Date studies are due (mm/dd/yy):

Are the indicated age ranges (above) based on weight (kg)? [ No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage? [] No; [] Yes.
* Other Reason:

1 Note: Studies may only be deferred if an applicant submits a certification of grounds for deferring the studies,
a description of the planned or ongoing studies, evidence that the studies are being conducted or will be
conducted with due diligence and at the earliest possible time, and a timeline for the completion of the studies.
If studies are deferred, on an annual basis applicant must submit information detailing the progress made in
conducting the studies or, if no progress has been made, evidence and documentation that such studies will
be conducted with due diligence and at the earliest possible time. This requirement should be communicated
to the applicant in an appropriate manner (e.g., in an approval letter that specifies a required study as a post-
marketing commitment.)

If all of the pediatric subpopulations have been covered through partial waivers and deferrals, Pediatric Page is
complete and should be signed. If not, complete the rest of the Pediatric Page as applicable.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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Section D: Completed Studies (for some or all pediatric subpopulations).

Pediatric subpopulation(s) in which studies have been completed (check below):
Population minimum maximum PaRGC Pedizttrti:cﬁzzgfsment form

[J | Neonate _wk._mo. | _wk.__mo. Yes[] . No []
Other 12yr.0mo. |16yr. 11 mo. Yes X No[]
1 | Other _yr.__mo. |__yr.__mo. Yes [ ] No []
[] | Other __yr._mo. |__yr.__mo. Yes [] No []
[] | other _yr._mo. |__yr.__mo. Yes [] No []
[ | All Pediatric Subpopulations | 0 yr. 0 mo. 16 yr. 11 mo. Yes [] No []

Are the indicated age ranges (above) based on weight (kg)?
Are the indicated age ranges (above) based on Tanner Stage?

No; [] Yes.
No; [] Yes.

Note: If there are no further pediatric subpopulations to cover based on partial waivers, deferrals and/or

completed studies, Pediatric Page is complete and should be signed. If not, complete the rest of the Pediatric

Page as applicable.

[Section E: Drug Appropriately Labeled (for some or all pediatric subpopulations):

Additional pediatric studies are not necessary in the following pediatric subpopulation(s) because product is

appropriately labeled for the indication being reviewed:
Population minimum maximum
| Neonate __wk. __mo. __wk._mo.
[0 | Other __yr.__mo. __yr.__mo.
O Other __yr.__mo. __yr.__mo.
A Other __yr.__mo. __yr.__mo.
1 Other __yr.__mo. __yr.__mo.
0 All Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo.
Are the indicated age ranges (above) based on weight (kg)? ] No; [ Yes.
Are the indicated age ranges (above) based on Tanner Stage? [_] No; [] Yes.

If all pediatric subpopulations have been covered based on partial waivers, deferrals, completed studies,
and/or existing appropriate labeling, this Pediatric Page is complete and should be signed. If not, complete the
rest of the Pediatric Page as applicable.

| Section F: Extrapolation from Other Adult and/or Pediatric Studies (for deferred and/or completed studies)

|

Note: Pediatric efficacy can be extrapolated from adequate and well-controlled studies in adults and/or other

nediatric subpopulations if (and only if) (1) the course of the disease/condition AND (2) the effects of the
product are sufficiently similar between the reference population and the pediatric subpopulation for which

information will be extrapolated. Extrapolation of efficacy from studies in adults and/or other children usually

requires supplementation with other information obtained from the target pediatric subpopulation, such as

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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»harmacokinetic and safety studies. Under the statute, safety cannot be extrapolated.

Pediatric studies are not necessary in the following pediatric subpopulation(s) because efficacy can be
extrapolated from adequate and well-controlled studies in adults and/or other pediatric subpopulations:

Extrapolated from:
Population minimum maximum it
Adult Studies? Other Pediatric
[] | Neonate _wk._mo. |__wk.__mo. 1 |
] {Other _y._mo. |__yr.__ mo. | O
[ | Other __yr.__mo. __yr.__mo. ] |
[1 | Other __yr.__mo. __yr.__mo. ] O
1 | Other __yr.__mo. __yr.__mo. | O
All Pediatric :
1 Subpopulstions 0 yr. 0 mo. 16 yr. 11 mo. | ]

Are the indicated age ranges (above) based on weight (kg)? [JNo; [[1 Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ ] No; [] Yes.

Note: If extrapolating data from either adulf or pediatric studies, a description of the scientific data supporting
the extrapolation must be included in any pertinent reviews for the application.

If there are additional indications, please complete the attachment for each one of those indications.
Otherwise, this Pediatric Page is complete and should be signed and entered into DFS or DARRTS as
appropriate after clearance by PeRC.

This page was completed by:

{See appended electronic signature page}

Regulatory Project Manager
(Revised: 6/2008)

NOTE: If you have no other indications for this application, you may delete the attachments from this
document.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gev) OR AT 301-796-0700.




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

Tamika White
10/17/2008 02:51:44 PM
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13.3 Debarment Certification

Dow Pharmaceutical Sciences, Inc. herewith certifies that the services of any persons
debarred under Section 306(a) or (b) were not and will not be used in any capacity in
conjunction with this application.

Signed: ﬂm ‘{7/;._—————" Date: _/ "Zl/d;//gg
Barry M /Calvarese, MS
Vice President
Regulatory and Clinical Affairs
CONFIDENTIAL 12/11/2007

debarment-certification.pdf





