PEDIATRIC PAGE
(Complete for all filed original applications and efficacy supplements)

NDA/BLA#: NDA 22-196 (505b2) Supplement Number: ____  NDA Supplement Type (e.g. SE5):

Division Name:Neurology Products PDUFA Goal Date: 9/21/08  Stamp Date: _____
Proprietary Name:  ZolpiMist (pending)

Established/Generic Name: zolpidem tatrate

Dosage Form: mms_ammm

ApplwantlSponsor ova Del Pharme (o]
lndmtlon(s) W (please oomplete this queshon for supplements and Type 6 NDAs only):

() —
O e

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 appli cation(s):1
(Attach a completed Pediatric Page for each indication in current application.)

Indication: sleep onset insomnia
Q1: Is this application in response to a PREA PMR? Yes [] Continue C
No [ Please proceed to Question 2.
If Yes, NDA/BLA#: ___ Supplement #:_____ PMR#____
Does the division agree that this is a compiete response to the PMR?
[ Yes. Please proceed to Section D.
] No. Please proceed to Question 2 and complete the Pediatric Page, as applicable.
mmwappﬁmton provide for (if yes, please check all categories that apply andproeoedtomenext

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

(b) [J No. PREA does not apply. Skip to signature block.
* Note for CDER: SES, SEG, and SE7 submissions may aiso trigger PREA.
Q3: Does this indication have orphan designation?
[ Yes. PREA does not apply. Skip to signature block.
Xl No. Please proceed to the next questi on.
m‘hMa!ulmfofaIlpodlavicagommmmmn(Mom)?
< Yes: (Complete Section A.)
[ No: Please check all that apply:
[ Partial Waiver for selected pediatric subpopulati ons (Complete Sections B)
] Deferred for some or all pediatric subpopulations (Complete Sections C)
{C] Compieted for some or all pediatric subpopulations (Com plete Sections D)
] Appropriately Labeled for some or all pediatric subpopulations (C omplete Sections E)
[] Extrapotation in One or More P ediatric Age Groups (Complete Section F)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (sderpubs@fia hhs.gov) OR AT 301-796-8700.



Page 2

(505b2)
Please note that S ection F may be used alone or in addition to S ections 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 of highly impracticable because:
Disease/condition does not exist in children
(O 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.)

B 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 i nformation 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.
|Section B: Partially Waived Studies (for selected pediatric subpopulations) ]
Check subpopulation(s) and reason f or which studies are being partially waived (fill in applicable criteria
© below):
Note: If Neonate includes premature mfants, list minimum and maximum age in “gestational age” (in weeks).

Reason (see below for further detail):
Not meaningful .
minimum maximum fea':?ble’ m;:?#ic '"me, o F-°'g;:::f°"
—wk.__ —wk __
O3 | Neonate | ~" = g O ? (]
O] [other | _yr._mo. |_yr__mo O O ] O
O] |Other [__yr__mo. | __yr.__mo. ] C ] O
C] [Other |__yr.__mo. |__yr.__mo. m] ] o O
O] [Other | __yr.__mo. | _yr__¢ O m] || ]
Are the indicated age ranges (above) based on waight (kg)? ] No; ] Yes.

Are the indicated age ranges (above) based on Tanner Stage?  [] No; [] Yes.
Reason(s) for partial waiver (check reason eomspondingtethtahgovy checked above, and attach a brief
justification):
# Not feasible:
[ Necessary studies would be impossible or highly impracticable because:

[0  Disease/condition does not exist in children

[0  Too few children with disease/condition to study

[0  Other(e.g., patients geographically dispersed): ____

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



(505b2)
*  Not m.oaningful therapeutic benefit:

[] Product does not re present 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 subpopulation(s). _

T Ineffective or unsafe:

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

[J] 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 Formuiation failed:
] Applicant can demonstrate that reasonable attem pts to produce a pediatric for mulation necessary for
this/these pediatric subpopul ation(s) have failed. (Note: A partial waiver on this ground may only cover
. the pediatric subpopulation(s) requiring that formulation. A n applicant seeking a partial waiver on this
ground must submit documentation detailing why a pedlatnc formulation cannot be dev eloped. This
submission will be posted on FDA's website if waiver is granted )
(] Justification attached.
For those pediatric subpopul ations for which studies have not been w aived, there must be (1) corresponding
study plans that have been deferred (if so, proceed to Sections C and complete the PeR C Pediatric Plan
Template); (2) submitted studies that have been completed (if so, proceed to S ection D and complete the
PeRC Pediatric Assessment form); (3) additional studi es in other age group s that are not needed because the
drug is appropriately label ed 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 effic acy is being extrapolated (if so,
. proceed to Section F). Note that more than one of these options may appl y for this indication to cover all of the
pediatric subpopulations.

- Appears This Way
On Criginal

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmby@fda.hhs.gov) OR AT 301-796-8700.



Is«:ﬁon C: Deferred Studies (for selected pediatric subpopulations).

g.elheck pediatric subpopulati on(s) for which pediatric studies are being deferred (and fill in applicable reason
ow):

Applicant
Deferrals (for each or all age groups): R  for c'mf“ﬁ on
Ready Need Other
Ap"" Addional | Appropriete |
Population minimum maximum lin AE"““ safgz;" (s:s?n@fy oce
Aduits | Efficacy below)*
_wk.__ Wk __
[J | Neonate mo. mo. O O O a
] | Other —y.__mo. | _yr.__mo. O O O O
] | other _yr.__mo. | __yr.__mo. O O O O
[ | Other _yr.__mo. [__yr.__mo. | O O O
1 | other _yr._mo. |__yr.__mo. O O O -4
O Qﬁ::dil ﬁatnc Oyr.Ao mo. [18yr.11mo.| [] O O O
Date studies are due (mm/dd/yy):
Are the indicated age ranges (above) based on weight (kg)? I No; [] Yes.
Are the indicated age ranges (above) based on Tanner Stage?  [] No; [] Yes.
* Other Reason: _____
1 Note: Stud:esmay onlybedeferrad:fan applic g s for deferring the studies,

a description of the planned or ongoing studies ewdenco that the studies ara bemg conducted or will be
conducted with due diligence and at the earliest pos sible time, and a timeline for the com pletion of the studies.

If studies are deferred, on an annual bas is applicant must submit information detailing the progress made in
conducting the studies or, if no prograss has been made, avidence and documentation that such studies will
be conducted with due diligence and at the earliest poss ible time. This requirement should be communic ated
to the applicant in an appropriate manner ( e.g., in an approval letter that spec ifies a mquired study as a post-
marketing commitment.}

If all of the pediatric subpopul ations have been covered through partial w aivers and deferrals, Pediatric Page is
complete and should be signed. If not, complete the rest of the P ediatric Page as applicable.

Appears This Way
On Criginal

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cdernmbs@6is.hhs 20v) OR AT 301-796-0700.




l Section D: Completed Studies (for some or all pediatric subpopulations).

Pediatric subpopulation(s) in which studies have been com pleted (check below):
Population minimum maximum PeRC Pedmsgssmem form
[ | Neonate —wk._mo. |__wk._mo. Yes [] No []
[ | Other _Yy._mo. |__yr._mo. Yes [] No [
[ | other _yr._mo. |__yr.__mo. Yes [] No[]
[ | Other _yr._mo. |__yr.__mo. Yes[] No [
[ | other _yr.__mo. |__yr.__mo. Yes [] No []
| O | Al Pediatric Subpopulations | Oyr.Omo. | 16yr. 11 mo. Yes X No O
Are the indicated age ranges (above) based on weight (kg)? I No; [J Yes.
Are the indicated age ranges (above) based on Tanner Stage? [ ] No; [] Yes.

Note: If there are no further pediatric subpopulati ons to cover based on partial w aivers, 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 neces sary in the following pediatric subpopulation(s) because product is
" | appropriately labeled for the indication being reviewed:
Poputation ' minimum maximum
[0 - | Neonate —wk. __mo. —_wk._mo.
O | Other _yr.__mo. __Yyr. __mo.
0 |Other _yr._mo. __yr.__mo.
[J | Other __Yr.__mo. __yr.__mo.
O | Other __yr.__mo. —yr.__mo.
[0 | AM Pediatric Subpopulations 0yr. G 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 subpopul ations have been covered based on partial w aivers, 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.

l 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 w ell-controlied studies in aduits and/or other
pediatric 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 populsti on and the pediatric subpopulati on for which
information will be extrapolated. Extrapolation of efficacy from studies in adults and/or other children usuall y
requiras supplementation with other information obtained from the target pediatric subpopulat ion, such as

IF THERE ARE QUESTIONS, FLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmha@ i hhs.gov) OR AT 361-796-0700.




(505b2) EEm—— e = SRR ‘ age
pharmacokinetic and safety studies. Under the statute, s afety cannot be extrapolated.

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

Extrapolated from:
Population minimum maximum Other Pediatric
Adult Studies? Studies?
] | Neonate _wk._mo. |__wk __mo. O |
_E] Other |—yn._mo. |__yr.__mo. O O
[ | Other _y._mo. |__yr.__mo. O O
[ | other _yn_mo. |__yr.__mo. O O
[ | other _yr._mo. |__yr.__mo. O |
0 gﬂmggms Oyr.Omo. | 18yr.11mo. | 0 0

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

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

If there are additional i ndications, please complete the attachment for each one of those indi cations.
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 efectronic signaliire 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. .

Appears This Way
On Original

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmby@fda.hbs-gov) OR AT 301-796-0700.




Attachment A
(This attachment is to be completed for those applications with multiple indications only.)

Indication #2: ______
Q1: Does this indication have orphan designation?
[] Yes. PREA does not apply. Skip to signature block.
£ No. Please proceed to the next questi on.
Q2: Is there a full waiver for all pediatric age groups for this indication (check one)?
X Yes: (Complete Section A.)
] No: Please check all that apply:
[ Partial Waiver for selected pediatric subpopulati ons (Complete Sections B)
] Deferred for some or all pediatric subpopulations (Complete Sections C)
[ Completed for some or all pediatric subpopulations (Com plete Sections D)
] Appropriately Labeled for some or all pediatric subpopulations (C omplete Sections E)
[] Extrapolation in One or More P ediatric Age Groups (Com plete Section F)
(Please note that Section F may be used alone or in addition to S ections 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) aolechd)
X Necessary studies would be impossibie or highly impracticable because:
B 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.

I studies are fully waived, thanpodratncmfomn&omsmpm.fommmdmahon lftham:sanother
indication, please complete another Pedisatric Page for each indication. Otherwise, this Pediatric Page is
complete and should be signed.

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmba@fiahhs.gov) OR AT 301-796-0700.



< ISecﬁon B: Partially Waived Studies (for selected pediatric s ubpopulations)

Check subpopulation(s) and reason f or which studies are being partially waived (fill in applicable criteria

below):
Note: If Neonate includes premature infants, list minimum and maximum age in “gestational age” (in weeks).
Reason (see below for further detail):

minimum maximum feasN?I:Ie' Nmm&:%wmm i unsafe' or Forf::'uelgiion

[ [Neonats | 2t — | ZW— | O O O

[ |Other |_yr.__mo. | __yr.__mo. O O O O

[J |Other |_yr.__mo. |__yr.__mo. O O O O

[0 [Other |__yr.__mo. | __yr.__mo. | O O O

[J[Other |__yr._mo. | __yr.__mo. O O O |

Are the indicated age ranges (above) based on weight (kg)? J No; [J 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 brief
justification):
# Not feasible: _

[J Necessary studies would be impossible or highly impracticable because:

[0  Disease/condition does not exist in children

[0  Too few children with disease/condition to study

[0  Other (e.g., patients geographically dispersed): ___

* Not meaningful therapeutic benefit:

[ Product does not re present 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 subpopulation(s).

1 Ineffactive or unsafe:

O] Evidence strongly suggests that product would be unsafe 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 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
subpopuhm (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 attem pts to produce a pediatric for mulation necessary for
thisthese pediatric subpopul ation(s) have failed. (Note: A partial waiver on this ground may only cover
the pediatric subpopulation(s) requiring that formulation. A n applicant seeking a partial waiver on this
ground must submit doeumntaﬂondohdmwhyapod‘nhcfomcdabmmnotbodanlopod This
submission will be posted on FDA's website if waiver is granted.)

[ Justification attached.

For those pediatric subpopul ations for which studies have not been w aived, there must be (1) corresponding
study plans that have been deferred (if so, proceed to S ection C and complete the PeRC Pediatric Plan
Template); (2) submitted studies that have been complated (if so, proceed to S ection D and complete the

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS V1A EMAIL (cdcrpiphy@ifds khs.gov) OR AT 301-796-9700.




(505b2)
. PeRC Paediatric Assessment form) (3) additional studi es in other age group s that are not needed because the
drug is eppmpnately label ed in one or more pediatric subpopulations (if so, prooeed to Section E); and/or (4)
additional studies in other age groups that are not needed becauss effic acy is being extrapolated (if so,
proceed to Section F).. Note that more than one of these options may appl y for this indication to cover all of the
pediatric subpopulations.

|Section C: Deferred Studies (for some or all pediatric subpopulations).

Check pediatric subpopulati on(s) for which pediatric studies are being deferred (and fill in applicable reason

below):
_ Applicant
Deferrals (for each or all age groups): Resanaitor ! ]
Ready Other
for Additonal | Appropriste
- . Appmva Adult Saf Reason Received
Population minimum maximum lin - u Btzt:" (specify
Adults ficacy below)*
_wk. __ —wk. __ '

[J | Neonate oy . O O O O
7 | other _yr._mo. |__yr. _mo. | O O |
] | Other —yr.__mo. | __yr.__mo. d O O O

J | Other __yr.__mo. | _yr.__mo. a | 0 0
] | Other __yr.__mo. | _yr.__mo. 0 O O O

O Q“ Pmm Oyr.Omo. | 16yr. 11_mo. O O O a

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 ap s for deferring the studies,

a description of the planned or ongoing studies embncomatmestudnsmbemgcanductadorwmbe
conducted with due diligence and at the earliest pos sible time, and a timeline for the com pletion of the studies.
i studies are deferred, on an annual bas is applicant must submit information detailing the progress made in
conducting the studias or, if no progress has been made, evidence and documentation that such studies will
be conducted with due diligence and at the earliast poss ible time. This requirement should be communicated
to the applicant in an appropriate manner ( 6.g., in an approval letter that spec ifies a required study as a post-
marketing commitment.)

if all of the pediatric subpopul ations have been covered through partial w aivers 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 (cderpmbs@(dahiha.gov) OR AT 301-796-0700.
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| Section D: Completed Studies (for some or all pediatric sul_:populaﬁons).

Pediatric subpopulation(s) in which studies have been com pleted (check below):
Population minimum maximum Poric P%’sessmem form

[ | Neonate —wk.__mo. | __wk.__mo. Yes [] . Ne[d
[ | Other _yr._mo. |__yr._mo. Yes[] No [
[J | Other _yr._mo. |__yr.__mo. Yes [J No [J
[ | Other _y.__mo. |__yr.__mo. Yes (] No [J
] | Other —yr._mo. |__yr.__mo. Yes [] No []
J | All Pediatric Subpopulations | Oyr.Omo. | 18yr. 11 mo. Yes[] No [

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

Note: If there are no further pediatric subpopulati ons to cover based on partial w aivers, 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 pedlatnc subpopulations).

Additional 'podiattic studies are not neces sary in the following pediatric subpopulation(s) because product is
appropriately labeled for the indication being reviewed:
Population minimum maximum
[0 | Neonate __wk. __mo. ' __wk.__mo.
O |Other __YF.__mo. __yr.__mo.
[0 | Other Y. __mo. | __yr. __mo.
0 | other __YF.__mo. ' - Yr._mo.
O |Other —Yr.__mo. , Y. __mo.
0 | All Pediatric Subpopulations " Qyr.Omo. ' 18 yr. 11 mo.

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

I all pediatric subpopul ations have been covered based on partial w aivers, deferrals, completed studies,
and/or existing appropriate labeling, this Pediatric Page is complete and should be signed. H not, complete the
rest of the Pediatric Page as applicable.

IFTIIER!ARIQUES‘]’!ONS,MNMAGMWHWMMWORAT”LM



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

Note: Pediatric efficacy can be extrapolated from adequate and w ell-controlled studies in adults and/or other
pediatric subpopulations if (and only if) (1) the course of the disease/condition AND (2) the effscts of the
product are sufficiently similar between the reference populati on and the pediatric subpopulati on for which
information will be extrapolated. Extrapolation of efficacy from studies in adults and/or other children usuall y
requires supplementati on with other information obtained from the target pediatric subpopulat ion, such as
pharmacokinetic and safety studies. Under the statute, safety cannot be extrapolated.

Pediatric studies are not necessary in the following pediatric subpopulation(s) because eff icacy can be
extrapolated from adequate and well-controlied studies in aduits and/or other pediatric s ubpopulations:
Extrapolated from:
Poputation minimum maximum ) Other Pediatric
Adult Studies? Studies?
] | Neonate —wk.__mo. |__wk. __mo. O O
[ | Other _yr._mo. |_.yr.__mo. O O
[ | other _yr._mo. |__yr.__mo. d O
[ | Other —yr._mo. |_yr__mo. El O
[ | Other , __yr._mo. |__yr.__me. O O
Al Pediatric |

O Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. O O

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

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

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

if there are additional indications, please copy the fields above and complete pediatric Information as
directed. i there are no other indications, this Pediatric Page is complete and should be entered into DFS
or DARRTS as appropriate after clearance by PeRC.
This page was completed by:

{See appended electronic signature page}

Regulatory Project Manager

FOR QUESTIONS ON COMPLETING THIS FORM CONTACT THE PEDIATRIC AND MATERNAL HEALTH
STAFF at 301-796-0700

(Rovised: 6/2008)

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@ifda hhs.goy) OR AT 301-796-6700.





