
PEDIATRIC PAGE 
 

 
(Complete for all filed original applications and efficacy supplements)

NDA/BLA#: 125363 Supplement Number: N/A NDA Supplement Type (e.g. SE5): 

(Tet

N/A

anus 

Division Name:DVRPA PDUFA Goal Date: 10/15/11 Stamp Date: 04/15/11 
 

Proprietary Name: MenHibrix 

Established/Generic Name:   Meningococcal Groups C and Y and Haemophilus b Conjugate Vaccine 
Toxoid Conjugate) Hib-MenCY-TT 

 

Dosage Form:      intramuscular injection 
 

Applicant/Sponsor:    GSK 
 

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only): 
(1) N/A 
(2)            
(3)            
(4)            

 

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: immunization for prevention of invasive disease caused by Haemophilus influenzae type b and
Neisseria meningitidis serogroups C and Y 

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? 

Yes. Please proceed to Section D. 

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 nex
question): 

(a) NEW active ingredient(s) (includes new combination); indication(s); dosage form; dosing
regimen; or rou

) No. PREA d

ote for CDER: 

3: Does this indic

Yes. P

No. Ple

te of administration?*    

(b oes not apply. Skip to signature block. 

* N SE5, SE6, and SE7 submissions may also trigger PREA. 
 

Q ation have orphan designation? 

REA does not apply. Skip to signature block. 

ase proceed to the next question. 
 

 
 
 

 

t 

 

 
 
 
 
 
 
 
 
 
 

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



IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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Q4: Is there a full waiver for all pediatric age groups for this indication (check one)? 

Yes: (Compl

No: Please c

Parti

Defer

Com

Appr

Extra

(Please 

n A: Fully Waive

n(s) for full waive

Necessary st

Dise

Too f

Other

ete Section A.) 

heck all that apply: 

al Waiver for selected pediatric subpopulations (Complete Sections B) 

red for some or all pediatric subpopulations (Complete Sections C) 

pleted for some or all pediatric subpopulations (Complete Sections D) 

opriately Labeled for some or all pediatric subpopulations (Complete Sections E) 

polation in One or More Pediatric Age Groups (Complete Section F) 

note that Section F may be used alone or in addition to Sections C, D, and/or E.) 

Sectio d Studies (for all pediatric age groups) 
 

Reaso r: (check, and attach a brief justification for the reason(s) selected) 

udies would be impossible or highly impracticable because: 

ase/condition does not exist in children 

ew children with disease/condition to study 

 (e.g., patients geographically dispersed):    

Prod
patie

Evide
studi

Evide
studi

Evide
subp
the la

Justification a

If studies are full

uct does not represent a meaningful therapeutic benefit over existing therapies for pediatric 
nts AND is not likely to be used in a substantial number of pediatric patients. 

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

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

nce strongly suggests that product would be ineffective and unsafe in all pediatric 
opulations (Note: if studies are fully waived on this ground, this information must be included in 
beling.) 

ttached. 

y 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. 
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Section B: Partially Waived Studies (for selected pediatric subpopulations) 
 

Check subpopulation(s) and reason for 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 

 

Not 
#feasible  

Not meaningful 
therapeutic 

benefit* 

 

Ineffective or 
unsafe†

 

 

Formulation 
∆failed  

  Neonate 0 wk. 0 mo. 6 wk.     mo.        

  Other      yr. 19 mo. 4 yr. 11 mo.        

  Other 5 yr.     mo. 16 yr. 11 mo.        

  Other      yr.     mo.      yr.     mo.        

  Other      yr.     mo.      yr.     mo.        

 
  Are the indicated age ranges (above) based on weight (kg)? No; 

No; 

ategory che

Yes. 

  Are the indicated age ranges (above) based on Tanner Stage? Yes. 

Reason(s) for partial waiver (check reason corresponding to the c cked above, and attach a brief 
justification): 

# Not feasible: 

Nec

* Not me

Pro
pati
ped

† Ineffectiv

Evi
stu

Evi
stu

Evi

essary 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):    

aningful therapeutic benefit: 

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

e or unsafe: 

dence strongly suggests that product would be unsafe in all pediatric subpopulations (Note: if 
dies are partially waived on this ground, this information must be included in the labeling.) 

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

dence 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.) 

∆ 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, 

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda.hhs.gov) OR AT 301-796-0700.
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proceed to Section F). Note that more than one of these options may apply for this indication to cover all of the 
pediatric subpopulations. 

 

 
Section 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  Need 

      for Appropriate  Additional       Approva Reason Received 
Adult Safety or Population minimum maximum l in (specify 
Efficacy Data 

Adults below)* 
   wk.         wk.           
Neonate 

mo. mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 
            All Pediatric 

0 yr. 0 mo. 16 yr. 11 mo. 
Populations 

  Date studies are due (mm/dd/yy):    
 

 

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

No; Yes

. 

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

* Other Reason:       

† 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 
PeRC Pediatric Assessment form 

attached?. 

  Neonate 0 wk.     mo.      wk.     mo. Yes No 

  Other 0 yr. 2 mo. 0 yr. 18 mo. Yes No 

  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 
 

No; Yes. 

No; Yes. 

n partial waivers, deferrals and/or  od

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

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

Note: If there are no further pediatric subpopulations to cover base
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. 

  Other      yr.     mo.      yr.     mo. 

  Other      yr.     mo.      yr.     mo. 

  Other      yr.     mo.      yr.     mo. 

  Other      yr.     mo.      yr.     mo. 

  All Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. 
 

Are the indicated age ranges (above) based on weight (kg)? No; Ye

No; Ye

l waivers, deferr
te and should b

s. 

Are the indicated age ranges (above) based on Tanner Stage? s. 

If all pediatric subpopulations have been covered based on partia als, completed studies, 
and/or existing appropriate labeling, this Pediatric Page is comple e 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 
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 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.
 



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

Population minimum maximum 
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pharmacokinetic 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: 

 

Adult Studies? 

N

A

Other Pediatric 
Studies? 

  eonate      wk.     mo.      wk.     mo.    

  Other      yr.     mo.      yr.     mo.    

  Other      yr.     mo.      yr.     mo.    

  Other      yr.     mo.      yr.     mo.    

  Other      yr.     mo.      yr.     mo.    

  ll 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. 

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 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.gov) OR AT 301-796-0700.
 

  NDA/BLA# 125363125363125363125363125363 Page 7
 

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

No. Please proc

Is there a full waiver for 

Yes: (Complete S

No: Please check

Partial Wa

Deferred f

Complete

Appropria

Extrapolat

(Please note 

tion A: Fully Waived St

son(s) for full waiver: (c

Necessary studie

Disease/c

Too few c

Other (e.g

Product does not
patients AND is 

Evidence strongl
studies are fully 

Evidence strongl
studies are fully 

Evidence strongl
subpopulations (
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. 

 not apply. Skip to signature block. 

eed to the next question. 

Q2: all pediatric age groups for this indication (check one)? 

ection A.) 

 all that apply: 

iver for selected pediatric subpopulations (Complete Sections B) 

or some or all pediatric subpopulations (Complete Sections C) 

d for some or all pediatric subpopulations (Complete Sections D) 

tely Labeled for some or all pediatric subpopulations (Complete Sections E) 

ion in One or More Pediatric Age Groups (Complete Section F) 

that Section F may be used alone or in addition to Sections C, D, and/or E.) 
 

Sec udies (for all pediatric age groups) 
 

Rea heck, and attach a brief justification for the reason(s) selected) 

s would be impossible or highly impracticable because: 

ondition does not exist in children 

hildren with disease/condition to study 

., patients geographically dispersed):    

 represent a meaningful therapeutic benefit over existing therapies for pediatric 
not likely to be used in a substantial number of pediatric patients. 

y suggests that product would be unsafe in all pediatric subpopulations (Note: if 
waived on this ground, this information must be included in the labeling.) 

y suggests that product would be ineffective in all pediatric subpopulations (Note: if 
waived on this ground, this information must be included in the labeling.) 

y suggests that product would be ineffective and unsafe in all pediatric 
Note: if studies are fully waived on this ground, this information must be included in 



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 B: Partially Waived Studies (for selected pediatric subpopulations) 

Check subpopulation(s) and reason for 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): 

        Not meaningful    

Not Ineffective or Formulation minimum maximum 
feasible# therapeutic 

 unsafe†
 failed∆

benefit*  

    wk.         wk.    
Neonate 

mo. mo. 

  Other      yr.     mo.      yr.     mo.        

  Other      yr.     mo.      yr.     mo.        

  Other      yr.     mo.      yr.     mo.        

  Other      yr.     mo.      yr.     mo.        

 No; Yes. 

e? No; Yes. 

 the category checked 

       

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

Are the indicated age ranges (above) based on Tanner Stag

Reason(s) for partial waiver (check reason corresponding to above, and attach a brief 
justification): 

# Not feasible: 

Necessary studi

Disease/

Too few 

Other (e.

Not meaningful ther

Product does no
patients in this/t
pediatric patient

 Ineffective or unsafe: 

Evidence str
studies are 

Evidence str

es would be impossible or highly impracticable because: 

condition does not exist in children 

children with disease/condition to study 

g., patients geographically dispersed):    

* apeutic benefit: 

t represent a meaningful therapeutic benefit over existing therapies for pediatric 
hese pediatric subpopulation(s) AND is not likely to be used in a substantial number of 
s in this/these pediatric subpopulation(s). 

†

ongly suggests that product would be unsafe in all pediatric subpopulations (Note: if 
partially waived on this ground, this information must be included in the labeling.) 

ongly 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.) 

Evid
subp
inclu

∆ Formulation 

Applican
this/thes
the pedi
ground 
submissi

Justification 

For those pediat

ence strongly suggests that product would be ineffective and unsafe in all pediatric 
opulations (Note: if studies are partially waived on this ground, this information must be 
ded in the labeling.) 

failed: 

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

attached. 

ric subpopulations for which studies have not been waived, there must be (1) corresponding 
study plans that have been deferred (if so, proceed to Section 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 
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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, 
proceed to Section F).. Note that more than one of these options may apply for this indication to cover all of the 
pediatric subpopulations. 

 

 
Section C: Deferred Studies (for some or all 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  Need 

      for Appropriate  Additional       Approva Reason Received 
Adult Safety or Population minimum maximum l in (specify 
Efficacy Data 

Adults below)* 
   wk.         wk.           
Neonate 

mo. mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 

         Other      yr.     mo.      yr.     mo. 
            All Pediatric 

0 yr. 0 mo. 16 yr. 11 mo. 
Populations 

  Date studies are due (mm/dd/yy):    
 

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

e? No; Yes.

 

 

Are the indicated age ranges (above) based on Tanner Stag  

* Other Reason:     

† 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.
 



 

 

Neonate      wk.     mo.      wk.     mo. Yes No 

Other      yr.     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 

All Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. Yes No 

No; Yes. 

No; Yes. 

ed on partial waivers, 

Neo

Oth

Oth

Oth

Oth

All 

re the indica No; Y

No; Y

NDA/BLA# 125363125363125363125363125363  Page 
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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): 
      PeRC Pediatric Assessment form 

Population minimum maximum 
attached? 

 

 

 

 

 

 

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

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

Note: If there are no further pediatric subpopulations to cover bas 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 

  nate      wk.     mo.      wk.     mo. 

  er      yr.     mo.      yr.     mo. 

  er      yr.     mo.      yr.     mo. 

  er      yr.     mo.      yr.     mo. 

  er      yr.     mo.      yr.     mo. 

  Pediatric Subpopulations 0 yr. 0 mo. 16 yr. 11 mo. 

A ted age ranges (above) based on weight (kg)? es. 

Are the indicated age ranges (above) based on Tanner Stage? es. 

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. 

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

 

 

 

 
 

 

 

 



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

 

 

Neonate      wk.     mo.      wk.     mo.  

Other      yr.     mo.      yr.     mo.  

Other      yr.     mo.      yr.     mo.  

Other      yr.     mo.      yr.     mo.  

Other      yr.     mo.      yr.     mo.  

All Pediatric 
Subpopulations 

 

0 yr. 0 mo. 
 

16 yr. 11 mo. 
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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 
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 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 
pharmacokinetic 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  

Adult Studies? 
Other Pediatric 

Studies? 

   

   

   

   

   

   

 

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 reviews for the application. 

 

 
If there are additional indications, please copy the fields above and complete pediatric information as 
directed. If 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 

 
(Revised: 6/2008) 




