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EXCLUSIVITY SUMMARY

NDA # 202091     SUPPL # N/A    HFD # 520 

Trade Name   Suprax 

Generic Name   Cefixime for Oral Suspension, 500mg/5mL 

Applicant Name   Lupin Pharmaceuticals, Inc.       

Approval Date, If Known   February 20, 2013       

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III 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  NO 

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 

 505(b)(2) 

c)  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  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.     

N/A

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:              

N/A

d)  Did the applicant request exclusivity? 
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   YES  NO 

If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 

N/A

e) Has pediatric exclusivity been granted for this Active Moiety? 
   YES  NO 

      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 

      N/A 

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.

2.  Is this drug product or indication a DESI upgrade? 
     YES  NO 

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate) 

1.  Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen 
or coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) 
has not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

                           YES  NO 

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

NDA#             
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NDA#             

NDA#             

2.  Combination product.

If the product contains more than one active moiety(as defined in Part II, #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.)

   YES  NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, 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 
summary for that investigation.  

   YES  NO 
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IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

   YES  NO 

(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

     YES  NO 

     If yes, explain:                                      

                                                              

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  

   YES  NO 

     If yes, explain:
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(c) 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: 

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 

Investigation #2         YES  NO 

If 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 

Investigation #2      YES  NO 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on: 
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c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 

       

4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

Investigation #1   ! 
     ! 

 IND #        YES   !  NO       
      !  Explain:   
                                 

Investigation #2   ! 
!

 IND #        YES    !  NO  
      !  Explain:  
                                      
         

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 

Investigation #1   ! 
!

YES      !  NO  
Explain:    !  Explain:  
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 Investigation #2   ! 
!

YES       !  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:  J. Christopher Davi, MS, Sr. Regulatory Project Manager             

Title:  Sr. RPM 
Date:  February 15, 2013 

Name of Office/Division Director signing form:  Katherine A. Laessig, MD 
Title:  Deputy Division

Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05 
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PEDIATRIC PAGE 
(Complete for all filed original applications and efficacy supplements) 

NDA/BLA#: 202091 Supplement Number: NDA Supplement Type (e.g. SE5): 

Division Name:DAIOP PDUFA Goal Date: 

August 27, 2011

Stamp Date: October 27, 2010

Proprietary Name:  Suprax

Established/Generic Name:  cefixime for oral suspension

Dosage Form: 100 mg/mL

Applicant/Sponsor: Lupin Limited

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(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):    5
(Attach a completed Pediatric Page for each indication in current application.) 

Indication:  Uncomplicated Urinary Tract Infections 
Q1: Is this application in response to a PREA PMR? Yes   Continue 
        No   X   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 next 
question):
(a) NEW  active ingredient(s) (includes new combination);  indication(s);  dosage form;  dosing 
regimen; or  route of administration?*
(b) X  No. PREA does not apply. Skip to signature block. 
* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.  
Q3: Does this indication have orphan designation? 

 Yes.  PREA does not apply. Skip to signature block.
 No.  Please proceed to the next question. 

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

 
Reference ID: 2948903



NDA 202091  Page 2

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?
 Yes: (Complete Section A.) 
 No: Please check all that apply: 

 Partial Waiver for selected pediatric subpopulations (Complete Sections B) 
 Deferred for some or all pediatric subpopulations (Complete Sections C) 
 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) 

(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. 
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IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

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  wk. 
mo.

 wk. 
mo.

Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  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. 
Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief 
justification):
# Not feasible: 

 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): 

* Not meaningful therapeutic benefit: 
 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 subpopulation(s). 

† Ineffective or unsafe: 
 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 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) 
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IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

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 selected pediatric subpopulations).

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

Reason for Deferral 
Applicant 

Certification
† Deferrals (for each or all age groups): 

Population minimum maximum

Ready
for

Approva
l in 

Adults

Need
Additional

Adult Safety or 
Efficacy Data 

Other
Appropriate

Reason
(specify
below)*

Received

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

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: 

† 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.
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IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

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  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

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 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. 

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

 
 

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?

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

NDA: 202091 Supplement Number: NDA Supplement Type (e.g. SE5): 

Division Name:DAIOP PDUFA Goal Date: August 
27, 2011

Stamp Date: October 27, 2010

Proprietary Name:  Suprax    

Established/Generic Name:  cefixime for oral suspension 

Dosage Form: 100 mg/mL

Applicant/Sponsor: Lupin Limited

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(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):   5
(Attach a completed Pediatric Page for each indication in current application.) 

Indication: Otitis Media
Q1: Is this application in response to a PREA PMR? Yes   Continue 
        No   X   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 next 
question):
(a) NEW  active ingredient(s) (includes new combination);  indication(s);  dosage form;  dosing 
regimen; or  route of administration?*
(b) X  No. PREA does not apply. Skip to signature block. 
* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.  
Q3: Does this indication have orphan designation? 

 Yes.  PREA does not apply. Skip to signature block.
 No.  Please proceed to the next question. 

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

 
 

) OR AT 301-796-0700. 

Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?
 Yes: (Complete Section A.) 
 No: Please check all that apply: 

 Partial Waiver for selected pediatric subpopulations (Complete Sections B) 
 Deferred for some or all pediatric subpopulations (Complete Sections C) 
 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) 

(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. 
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IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

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  wk. 
mo.

 wk. 
mo.

Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  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. 
Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief 
justification):
# Not feasible: 

 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): 

* Not meaningful therapeutic benefit: 
 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 subpopulation(s). 

† Ineffective or unsafe: 
 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 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) 
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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 selected pediatric subpopulations).

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

Reason for Deferral 
Applicant 

Certification
† Deferrals (for each or all age groups): 

Population minimum maximum

Ready
for

Approva
l in 

Adults

Need
Additional

Adult Safety or 
Efficacy Data 

Other
Appropriate

Reason
(specify
below)*

Received

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

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: 

† 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.
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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  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

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 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. 

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;  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 
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 
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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: 
Population minimum maximum

Adult Studies? Other Pediatric 
Studies?

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

NDA: 202091 Supplement Number: NDA Supplement Type (e.g. SE5): 

Division Name:DAIOP PDUFA Goal Date:

August 27, 2011

Stamp Date: October 27, 2010

Proprietary Name:  Suprax    

Established/Generic Name:  cefixime for oral suspension 

Dosage Form: 100 mg/mL

Applicant/Sponsor: Lupin Limited

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(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):   5
(Attach a completed Pediatric Page for each indication in current application.) 

Indication: Pharyngitis and Tonsillitis
Q1: Is this application in response to a PREA PMR? Yes   Continue 
        No   X   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 next 
question):
(a) NEW  active ingredient(s) (includes new combination);  indication(s);  dosage form;  dosing 
regimen; or  route of administration?*
(b) X  No. PREA does not apply. Skip to signature block. 
* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.  
Q3: Does this indication have orphan designation? 

 Yes.  PREA does not apply. Skip to signature block.
 No.  Please proceed to the next question. 

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: (Complete Section A.) 
 No: Please check all that apply: 

 Partial Waiver for selected pediatric subpopulations (Complete Sections B) 
 Deferred for some or all pediatric subpopulations (Complete Sections C) 
 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) 

(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. 
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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  wk. 
mo.

 wk. 
mo.

Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  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. 
Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief 
justification):
# Not feasible: 

 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): 

* Not meaningful therapeutic benefit: 
 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 subpopulation(s). 

† Ineffective or unsafe: 
 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 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) 
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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 selected pediatric subpopulations).

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

Reason for Deferral 
Applicant 

Certification
† Deferrals (for each or all age groups): 

Population minimum maximum

Ready
for

Approva
l in 

Adults

Need
Additional

Adult Safety or 
Efficacy Data 

Other
Appropriate

Reason
(specify
below)*

Received

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

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: 

† 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.

Reference ID: 2948903



NDA 202091  Page 5

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov

 
 

) OR AT 301-796-0700. 

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  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

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 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. 

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;  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 
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 
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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: 
Population minimum maximum

Adult Studies? Other Pediatric 
Studies?

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

NDA: 202091 Supplement Number: NDA Supplement Type (e.g. SE5): 

Division Name:DAIOP PDUFA Goal Date: August 
27, 2011

Stamp Date: October 27, 2010

Proprietary Name:  Suprax    

Established/Generic Name:  cefixime for oral suspension 

Dosage Form: 100 mg/mL

Applicant/Sponsor: Lupin Limited

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(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):   5
(Attach a completed Pediatric Page for each indication in current application.) 

Indication:  Acute Exacerbations of Chronic Bronchitis 
Q1: Is this application in response to a PREA PMR? Yes   Continue 
        No   X   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 next 
question):
(a) NEW  active ingredient(s) (includes new combination);  indication(s);  dosage form;  dosing 
regimen; or  route of administration?*
(b) X  No. PREA does not apply. Skip to signature block. 
* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.  
Q3: Does this indication have orphan designation? 

 Yes.  PREA does not apply. Skip to signature block.
 No.  Please proceed to the next question. 

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: (Complete Section A.) 
 No: Please check all that apply: 

 Partial Waiver for selected pediatric subpopulations (Complete Sections B) 
 Deferred for some or all pediatric subpopulations (Complete Sections C) 
 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) 

(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. 
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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  wk. 
mo.

 wk. 
mo.

Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  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. 
Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief 
justification):
# Not feasible: 

 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): 

* Not meaningful therapeutic benefit: 
 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 subpopulation(s). 

† Ineffective or unsafe: 
 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 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) 
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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 selected pediatric subpopulations).

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

Reason for Deferral 
Applicant 

Certification
† Deferrals (for each or all age groups): 

Population minimum maximum

Ready
for

Approva
l in 

Adults

Need
Additional

Adult Safety or 
Efficacy Data 

Other
Appropriate

Reason
(specify
below)*

Received

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

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: 

† 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.
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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  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

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 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. 

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;  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 
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 
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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: 
Population minimum maximum

Adult Studies? Other Pediatric 
Studies?

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

NDA: 202091 Supplement Number: NDA Supplement Type (e.g. SE5): 

Division Name:DAIOP PDUFA Goal Date: August 
27, 2011

Stamp Date: October 27, 2010

Proprietary Name:  Suprax    

Established/Generic Name:  cefixime for oral suspension 

Dosage Form: 100 mg/mL

Applicant/Sponsor: Lupin Limited

Indication(s) previously approved (please complete this question for supplements and Type 6 NDAs only):
(1)
(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):   5
(Attach a completed Pediatric Page for each indication in current application.) 

Indication: Uncomplicated gonorrhea (cervical/urethral) 
Q1: Is this application in response to a PREA PMR? Yes   Continue 
        No   X   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 next 
question):
(a) NEW  active ingredient(s) (includes new combination);  indication(s);  dosage form;  dosing 
regimen; or  route of administration?*
(b) X  No. PREA does not apply. Skip to signature block. 
* Note for CDER: SE5, SE6, and SE7 submissions may also trigger PREA.  
Q3: Does this indication have orphan designation? 

 Yes.  PREA does not apply. Skip to signature block.
 No.  Please proceed to the next question. 

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

Q4: Is there a full waiver for all pediatric age groups for this indication (check one)?
 Yes: (Complete Section A.) 
 No: Please check all that apply: 

 Partial Waiver for selected pediatric subpopulations (Complete Sections B) 
 Deferred for some or all pediatric subpopulations (Complete Sections C) 
 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) 

(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. 
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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  wk. 
mo.

 wk. 
mo.

Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  mo. 
Other  yr.  mo.  yr.  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. 
Reason(s) for partial waiver (check reason corresponding to the category checked above, and attach a brief 
justification):
# Not feasible: 

 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): 

* Not meaningful therapeutic benefit: 
 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 subpopulation(s). 

† Ineffective or unsafe: 
 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 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) 

Reference ID: 2948903



NDA 202091  Page 4

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMHS VIA EMAIL (cderpmhs@fda hhs.gov
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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 selected pediatric subpopulations).

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

Reason for Deferral 
Applicant 

Certification
† Deferrals (for each or all age groups): 

Population minimum maximum

Ready
for

Approva
l in 

Adults

Need
Additional

Adult Safety or 
Efficacy Data 

Other
Appropriate

Reason
(specify
below)*

Received

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

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: 

† 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.
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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  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

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 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. 

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;  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 
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 
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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: 
Population minimum maximum

Adult Studies? Other Pediatric 
Studies?

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;  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. 
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FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

MEMORANDUM OF MEETING MINUTES 

Meeting Type: Type A 

Meeting Category: Clarification 

Meeting Date and Time: April 13, 2011, 10:00 AM – 11:00 AM (EST) 

Dial in Number:  

Application Number: NDA 202091 

Product Name:  Cefixime for Oral Suspension, 100 mg/mL 

Indication: Treatment of: Uncomplicated Urinary Tract Infections;  
Otitis Media; Pharyngitis and Tonsillitis;  

 Acute Exacerbations of Chronic Bronchitis; 
Uncomplicated gonorrhea (cervical/urethral) 

Sponsor/Applicant Name: Lupin Limited 

Meeting Recorder: Kyong Hyon 

FDA ATTENDEES

Division of Anti-Infective and Ophthalmology Products (DAIOP)
Katherine Laessig, MD, Deputy Director 
Sumathi Nambiar, MD, MPH, Deputy Director for Safety         
Janice Pohlman, MD, MPH, Clinical Team Leader   
Kimberly Bergman, PharmD, Acting Clinical Pharmacology Team Leader 
Rapti Madurawe, PhD, Branch Chief, ONDQA II - Branch V, Office of New Drugs  
                             Quality Assessment (ONDQA) 
Andrew Yu, PhD, Chemistry reviewer, Branch IV, ONDQA 
Mark Seggel, PhD, Biopharmaceutics Reviewer, ONDQA 
Kyong Hyon, RN, BSN, MA, Senior Regulatory Project Manager 
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the product for children only above a certain age or weight. Lupin responded that 
even though only a small portion of the pediatric population may use this 
medication, the more concentrated formulation would improve patient compliance 
by allowing consumption of a very small amount of medication. 
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LUPIN’s response to the communication received from the agency regarding 

NDA #202091; Suprax® Cefixime for Oral Suspension, 100 mg/mL

 
The Division has concerns about the higher concentration (100 mg/mL) of your cefixime 

suspension and the implications this may have on pediatric dosing. Based on these 

concerns, the Division has the following questions and comments about your proposed  

100 mg/mL formulation: 

1. What is you rationale for developing the higher concentration product? 

The rationale for developing the higher concentration product is as follows: 

Convenience to the parent/caregiver with respect to ease of administration because of 

smaller volume (in some cases, few drops rather than multiple spoons of medication) 

per dose. 

Lower volume of liquid to be consumed, particularly with younger children and 

heavier weight children. 

Ease of dosing may result in better patient compliance. 

 

2. What population (i.e. adult, pediatric) are you targeting with the more concentrated 

formulation?  

We are targeting pediatric population including children weighing more than 50 kg. 

 

3. Should the concentrated formulation be administered to infants or young children? 

The concentrated formulation shall be administered to infants (more than 6 months of age) 

and young children. This is in line with the text included in our proposed insert labeling 

(which is based on the RLD labeling) which under “8.4 USE IN SPECIFIC 

POPULATIONS – Pediatric Use; states – 
“Safety and effectiveness of cefixime in children aged less than six months old have not been 

established”. 
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4. Are you planning on discontinuing both the 100 mg/5 mL and 200 mg/5 mL 

formulations? Are both of these products still available on the market? What is the 

status of current supplies of these products?

The agency may note that both these formulations i.e. Suprax, Cefixime for Oral 

Suspension USP, 100 mg/5 mL and 200 mg/5 mL are currently available in the market.  

At present, we have not yet determined about discontinuation of these formulations.  

Page 2 of 5 
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6. Do you have any use data on whether cefixime is typically administered once a day 

or twice a day as a divided dose? Does the dosing frequency differ between children 

and adults? 

We have collected the National Disease and Therapeutic Index (NDTI) data from March 

2010 to February 2011 and the datasheet is provided as Attachment 1.  

The datasheet provided displays Drug Appearances (mentioned as DRGA) as an NDTI 

measure. Drug appearance is the mention of a drug in a single patient visit.  

For example: If a doctor treats two conditions in one patient with the same product, this 

counts as two drug uses but only one drug appearance. Therefore, drug appearances may be 

equal to or less than drug uses.  

It is evident from the data that, cefixime is typically administered once a day. Further there 

are no significant differences in the dosing frequency between children and adults. 

 

7.
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E-mail Correspondence with Industry 

Hyon, Kyong
From: Hyon, Kyong 
Sent: Tuesday, April 05, 2011 1:44 PM 
To: 'Leslie Sands' 
Subject: RE: 05Apr11 Biopharmaceutics questions for NDA 202091, Cefixime for Oral 

Suspension 
Hello Ms. Sands, 

Please respond to the following requests with a formal submission as soon as possible: 

1.  Provide the solubility of cefixime in the dissolution medium. 

2.  In section m3-2-p-5-2 analytical procedures, page 5, Preparation of Test Solution, you state 
that, “From each bottle, weigh and transfer slowly an amount of constituted suspension 
equivalent to 100 mg of Cefixime in a dissolution vessel containing dissolution medium with the 
help of syringe.”  However, in the validation report (dissolutionval-cefiximedrops, page 4, Test 
preparation), you state that, “Weigh and transfer an amount of constituted suspension equivalent 
to 500 mg of Cefixime in a dissolution vessel containing dissolution medium.”  Please clarify this 
discrepancy and justify the sample weight selected for regulatory purposes.     

3.  In addition, please indicate the weight of cefixime transferred to the dissolution vessels for the 
regulatory dissolution tests for the previously approved 200 mg/5 mL and 100 mg/4 mL cefixime 
suspension products.   

4.  Please identify the sample weights used in the study comparing the 100 mg/mL to 200 mg/5 
mL suspensions as described in 2.7.1.2.1. 

Best regards, 

Kyong Hyon, CDR
Regulatory Project Manager
Food and Drug Administration (CDER)
Division of Anti-Infective Ophthalmology Products, HFD-520
10903 New Hampshire Ave.
BLDG #22/Room 6345
Silver Spring, MD 20993-0002
Tel: 301-796-0734
Fax: 301-796-9881
kyong.hyon@fda.hhs.gov
Please note: My e-mail address is now kyong.hyon@fda.hhs.gov. If you have a different address, please 
change it.
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, 
distributed, or copied to persons not authorized to receive such information. If you are not the 
intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you 
have received this e-mail message in error, please e-mail the sender immediately at 
kyong.hyon@fda.hhs.gov.
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E-mail Correspondence with Industry 

Hyon, Kyong

From: Hyon, Kyong 
Sent: Monday, January 31, 2011 4:45 PM 
To: 'Leslie Sands' 
Subject: RE: 31Jan11 CMC IR for NDA 202091 

Hello Ms. Sands, 

Please respond to the following requests with a formal submission as soon as possible: 

1. If you intend to provide stability update for shelf life projection, please submit 
them at least three months before the NDA goal date.  

2. You stated that  overage was used in your submission, please justify. 
3. You stated that Microbial limit test will be performed only on the first three 

commercial batches only, and subsequently only 1 of every 10 batches or one 
annually whichever sooner. Please justify. We recommend Microbial limit test be 
tested for every batches during release. 

4. The shelf  life acceptance criteria for sodium benzoate was NLT  mg/mL, 
greatly reduced from the release acceptance criteria of  NLT mg/mL, please 
justify (with data if available). 

Best regards,  

Kyong Hyon, CDR
Regulatory Project Manager
Food and Drug Administration (CDER)
Division of Anti-Infective Ophthalmology Products, HFD-520
10903 New Hampshire Ave.
BLDG #22/Room 6345
Silver Spring, MD 20993-0002
Tel: 301-796-0734
Fax: 301-796-9881
kyong.hyon@fda.hhs.gov
Please note: My e-mail address is now kyong.hyon@fda.hhs.gov. If you have a different address, please 
change it.
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, 
distributed, or copied to persons not authorized to receive such information. If you are not the 
intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you 
have received this e-mail message in error, please e-mail the sender immediately at 
kyong.hyon@fda.hhs.gov.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 202091 INFORMATION REQUEST 

Lupin Pharmaceuticals Inc 
Attention: Leslie Sands, US Agent 
Director, Regulatory Affairs 
Harborplace Tower 
111 South Calvert Street, 21st Floor 
Baltimore, MD 21202 

Dear Ms. Sands: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for SUPRAX Cefixime for Oral Suspension, 100 mg/mL. 

We are reviewing your submission and have the following comments and information requests.  
We request a prompt written response in order to continue our evaluation of your NDA. 

CHEMISTRY:

CLINICAL MICROBIOLOGY:

• Submit to the NDA data describing the in vitro antibacterial activity of cefixime against 
recently collected isolates of pathogens sought in the indications for the drug (including 
Escherichia coli, Proteus mirabilis, Haemophilus influenzae, Moraxella catarrhalis,
Streptococcus pyogenes, Streptococcus pneumoniae, and Neisseria gonorrhoeae). This 
information may come from studies conducted by your company or from the recent 
literature. At least 500 clinical isolates should be listed for each bacterial species, and 
should include drug resistant phenotypes. Submitted data should include pertinent 
information for each isolate, including susceptibility test results to cefixime and 
appropriate comparators, geographic source of the tested isolate, clinical specimen source 
for each isolate, date of specimen collection, geographic origin, and date of susceptibility 
test. Tabular data summaries should include MIC90, MIC50, and MICrange values for each 
species and resistance phenotype.  
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BIOPHARMACEUTICS:

• The approved Suprax suspension products provide 200 mg/5 mL and 100 mg/5 mL.  The 
approved dissolution requirement for both is NLT % (Q) dissolved after  minutes.  
For the new product, you are proposing NLT % (Q) after  minutes (in one place you 
also mention NLT % Q after  minutes).  Please provide your justification for Q of 

% (include the dissolution data supporting the proposed specification-time point and 
specification value).  

If you have any questions, call Kyong Hyon, Regulatory Project Manager, at (301) 796-0734. 

Sincerely,

{See appended electronic signature page} 

Katherine Laessig, M.D. 
Deputy Director 
Division of Anti-Infective and Ophthalmology Products  
Office of Antimicrobial Products 
Center for Drug Evaluation and Research 

Reference ID: 2885751
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We are providing the above comments to give you preliminary notice of potential review issues.  
Our filing review is only a preliminary evaluation of the application and is not indicative of 
deficiencies that may be identified during our review.  Issues may be added, deleted, expanded 
upon, or modified as we review the application.   

If you have not already done so, you must submit the content of labeling 
[21 CFR 314.50(l)(1)(i)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  The 
content of labeling must be in the Prescribing Information (physician labeling rule) format. 

Please respond only to the above requests for additional information. While we anticipate that 
any response submitted in a timely manner will be reviewed during this review cycle, such 
review decisions will be made on a case-by-case basis at the time of receipt of the submission. 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable.  

Because none of these criteria apply to your application, you are exempt from this requirement.  

If you have any questions, call Kyong Hyon, Regulatory Project Manager, at (301) 796-0734. 

Sincerely,

{See appended electronic signature page} 

Katherine Laessig, M.D. 
Deputy Director 
Division of Anti-Infective and Ophthalmology Products  
Office of Antimicrobial Products 
Center for Drug Evaluation and Research 
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