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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADM NISTRATION 

 
REQUEST FOR DDMAC LABELING REVIEW CONSULTATION 

**Please send immediately following the Filing/Planning meeting** 
 
TO:  
 
CDER-DDMAC-RPM  
 

 
FROM: (Name/Title, Office/Division/Phone number of requestor)  
 
Eric Bastings, MD, Deputy Director 
      

 
REQUEST DATE 
6/17/10 

 
IND NO. 
 

 
NDA/BLA NO. 
22-377 

 
TYPE OF DOCUMENTS 
(PLEASE CHECK OFF BELOW) 
 
PPI, IFU, DRISK Memo 

 
NAME OF DRUG 
 
Sumatriptan 

 
PRIORITY CONSIDERATION 

 
CLASSIFICATION OF DRUG 

Migraine 

 
DESIRED COMPLETION DATE  
(Generally 1 week before the wrap-up meeting) 
 
6/23/10 

NAME OF FIRM: 

King Pharmaceuticals 
 

PDUFA Date:  6/30/10 

TYPE OF LABEL TO REVIEW 
 

 
TYPE OF LABELING: 
(Check all that apply) 

 PACKAGE INSERT (PI)  
√ PATIENT PACKAGE INSERT (PPI) 

 CARTON/CONTAINER LABELING 
 MEDICATION GUIDE 

√INSTRUCTIONS FOR USE(IFU) 

 

 
TYPE OF APPLICATION/SUBMISSION 

  ORIGINAL NDA/BLA 
  IND 
  EFFICACY SUPPLEMENT 
  SAFETY SUPPLEMENT 
  LABELING SUPPLEMENT 
  PLR CONVERSION 

 
REASON FOR LABELING CONSULT 

  INITIAL PROPOSED LABELING 
  LABELING REVISION 

 
 

EDR link to submission:   
See email sent to Wayne Amchin dated 6/4/10 or contact Lana Chen for electronic copy of documents. 

Please Note:  There is no need to send labeling at this time.  DDMAC reviews substantially complete labeling, which has already 
been marked up by the CDER Review Team.  The DDMAC reviewer will contact you at a later date to obtain the substantially 
complete labeling for review. 
 
COMMENTS/SPECIAL INSTRUCTIONS: 
 
Mid-Cycle Meeting: [Insert Date] 
 
Labeling Meetings: [Insert Dates] 
 
Wrap-Up Meeting: [Insert Date] 
 

 
SIGNATURE OF REQUESTER:   Lana Chen, RPM, DNP 6=-1056 
 
 
SIGNATURE OF RECEIVER 
 

 
METHOD OF DELIVERY (Check one) 

  eMAIL     HAND 
  

 



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22377 ORIG-1 KING

PHARMACEUTICA
LS INC

SUMATRIPTAN SUCCINATE
AUTO-INJECTOR

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

LANA Y CHEN
06/17/2010

ERIC P BASTINGS
06/18/2010



 
 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Silver Spring, MD  20993 
 
 

NDA 022377 
 

PROPRIETARY NAME REQUEST  
 CONDITIONALLY ACCEPTABLE  

 
King Pharmaceuticals, Inc 
1945 Craig Road 
St. Louis, Missouri 63146  
 
ATTENTION: Thomas Freund 

 Director, Regulatory Affairs 
 
Dear Mr. Freund: 
 
Please refer to your New Drug Application (NDA) resubmission dated January 23, 2010, 
received January 29, 2010, submitted under section 505(b) of the Federal Food, Drug, and 
Cosmetic Act for Sumatriptan Succinate Injection, 6 mg/0.5 mL. 
 
We also refer to your March 18, 2010, correspondence, received March 19, 2010, requesting 
review of your proposed proprietary name, Alsuma.  We have completed our review of the 
proposed proprietary name, Alsuma and have concluded that it is acceptable.  
 
The proposed proprietary name, Alsuma, will be re-reviewed 90 days prior to the approval of the 
NDA.  If we find the name unacceptable following the re-review, we will notify you. 
 
If any of the proposed product characteristics as stated in your March 18, 2010 submission are 
altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review.  
 
If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Laurie Kelley, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-5068.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Lana Chen at (301) 796-1056.   
 

Sincerely, 
 
      {See appended electronic signature page}   

Carol Holquist, RPh 
Director 
Division of Medication Error Prevention and Analysis 
Office of Surveillance and Epidemiology 
Center for Drug Evaluation and Research 
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signature.
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----------------------------------------------------

CAROL A HOLQUIST
06/11/2010



 
 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Silver Spring, MD  20993 
 
 

NDA 022377 
 

PROPRIETARY NAME REQUEST  
 UNACCEPTABLE 

 
King Pharmaceuticals, Inc 
501 Fifth Street 
Bristol, Tennessee 37620  
 
ATTENTION: Greg Carrier 

 Vice President, Regulatory Affairs 
 
Dear Mr. Carrier: 
 
Please refer to your New Drug Application (NDA) dated July 16, 2008, received July 17, 2008, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Sumatriptan  
Succinate Injection 6 mg/0.5 mL. 
 
We also refer to your January 11, 2010, correspondence, received January 12, 2010, requesting 
review of your proposed proprietary name,   We have completed our review of this 
proposed proprietary name and have concluded that this name is unacceptable for the following 
promotional reasons. 
 
We object to the proposed proprietary name "   

 
 

 
 

 
 

 
 

 
 

 
 
Please note that the Federal Food Drug and Cosmetic Act provides that labeling or advertising can 
misbrand a product if misleading representations are made, whether through a proposed proprietary 
name or otherwise; this includes suggestions that a drug is better, more effective, useful in a broader 
range of conditions or patients, safer, has fewer, or lower incidence of, or less serious side effects or 
contraindications than has been demonstrated by substantial evidence or substantial clinical experience. 
[21 U.S.C 321(n); see also 21 U.S.C. 352(a) & (n); 21 CFR 202.1(e)(5)(i);(e)(6)(i)]. 

(b) (4)

(b) (4)

 

  

    

  

 

(b) (4)

(b) (4)



NDA 022377 
Page 2 
 
We note that you have not proposed an alternate proprietary name for review.  If you intend to 
have a proprietary name for this product, we recommend that you submit a new request for a 
proposed proprietary name review.  (See the draft Guidance for Industry, Complete Submission 
for the Evaluation of Proprietary Names, HTTP://www.fda.gov/cder/guidance/7935dft.pdf and 
“PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2008 through 
2012”.) 
 
If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Laurie Kelley, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-5068.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Lana Chen at (301) 796-1056.   
 

Sincerely, 
 
      {See appended electronic signature page}   
      

Carol Holquist, RPh 
Director 
Division of Medication Error Prevention and Analysis 
Office of Surveillance and Epidemiology 
Center for Drug Evaluation and Research 

 

http://www.fda.gov/cder/guidance/7935dft.pdf
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

NDA 22-377 DISCIPLINE REVIEW LETTER 
 
Greg Carrier 
King Pharmaceuticals, Inc. 
501 Fifth Street 
Bristol, TN 37620 
 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application (NDA) submitted under section 505(b) 
of the Federal Food, Drug, and Cosmetic Act for sumatriptan injection. 
 
We have completed our review of your proposed proprietary name,  and we have 
concluded that this name is unacceptable for the following reasons: 
 
The proposed proprietary name,   

 
 
 
 

 
 

 
 

 
As per our telephone conference with you on March 26, 2009, we recommended that you submit 
an alternate proprietary name for review, if you intend to have a proprietary name for this 
product. (See the draft Guidance for Industry, Complete Submission for the Evaluation of 
Proprietary Names, http://www.fda.gov/cder/guidance/7935dft.pdf and “PDUFA 
Reauthorization Performance Goals and Procedures Fiscal Years 2008 through 2012”). 
 
We are providing these comments to you before we complete our review of the entire application 
to give you preliminary notice of issues that we have identified.  In conformance with the 
prescription drug user fee reauthorization agreements, these comments do not reflect a final 
decision on the information reviewed and should not be construed to do so.  These comments are 
preliminary and subject to change as we finalize our review of your application. In addition, we 
may identify other information that must be provided before we can approve this application.  If 
you respond to these issues during this review cycle, depending on the timing of your response, 
and in conformance with the user fee reauthorization agreements, we may not be able to consider 
your response before we take an action on your application during this review cycle. 
 

(b) (4)

(b) (4)

(b) ( )

 (b) (4)



 
 
NDA 22-377 
Page 2 

 

If you have any questions, call Lana Chen, Regulatory Management Officer, at (301) 796-1056. 
 

Sincerely, 
 
 
 

 
Russell Katz, M.D.  
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Russell Katz
4/23/2009 08:18:36 PM



 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

NDA 22-377 INFORMATION REQUEST LETTER 
 
King Pharmaceuticals, Inc.  
Attention:  Greg Carrier  

Vice President, Regulatory Affairs 
501 Fifth Street 
Bristol, TN  37620 

 
 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application (NDA) submitted under section 505(b) of the Federal Food, 
Drug, and Cosmetic Act for  (Sumatriptan Succinate). 
 
We are reviewing the Chemistry, Manufacturing and Controls section of 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. 
 

1. Provide drug product performance data that demonstrate that the proposed drug product is equivalent 
to the reference listed drug. In particular we request data to demonstrate equivalent needle penetration 
depth, dispensing time, dispensed volume and injection force. 

 
If you have any questions, call Don Henry, Regulatory Project Manager, at 301-796-4227. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ramesh Sood, Ph.D. 
Branch Chief  
Division of Pre-Marketing Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

 

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ramesh Sood
4/16/2009 03:05:50 PM



 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

NDA 22-377 INFORMATION REQUEST LETTER 
 
King Pharmaceuticals, Inc.  
Attention:  Greg Carrier  

Vice President, Regulatory Affairs 
501 Fifth Street 
Bristol, TN  37620 

 
 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application (NDA) submitted under section 505(b) of the Federal Food, 
Drug, and Cosmetic Act for  (Sumatriptan Succinate). 
 
We also refer to your submission dated February 19, 2009. 
 
We are reviewing the Chemistry, Manufacturing and Controls section of 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. 
 

1. Revise the regulatory drug product specification as per ICH Q6A recommendations where use of a single 
regulatory drug product specification is expected. Use of a  release specification is 
acceptable; however, the regulatory drug product specification is expected to be the same from release 
throughout the shelf life.  Note that no identification tests are included in the proposed “Shelf Life 
Specification” although you proposed this as the regulatory specification. 

 
2. Establish an acceptance criterion for the drug product (UV) color test (SOP-LAB-RDL-00249-SL) based 

on your experience to date.   
 
If you have any questions, call Don Henry, Regulatory Project Manager, at 301-796-4227. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ramesh Sood, Ph.D. 
Branch Chief  
Division of Pre-Marketing Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

 

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ramesh Sood
3/18/2009 03:53:18 PM



 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

NDA 22-377 DISCIPLINE REVIEW LETTER 
 
Greg Carrier 
King Pharmaceuticals, Inc. 
501 Fifth Street 
Bristol, TN 37620 
 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application (NDA) submitted under section 505(b) 
of the Federal Food, Drug, and Cosmetic Act for  (sumatriptan) injection. 
 
Our review of your tradename submission for  is complete, and we have identified the 
following deficiencies: 

 
We object to the trade name "   

 
 
Please note that the Federal Food Drug and Cosmetic Act provides that labeling or 
advertising can misbrand a product if misleading representations are made, whether 
through a proposed trade name or otherwise; this includes suggestions that a drug is 
better, more effective, useful in a broader range of conditions or patients, safer, has 
fewer, or lower incidence of, or less serious side effects or contraindications than has 
been demonstrated by substantial evidence or substantial clinical experience. [21 U.S.C 
321(n); see also 21 U.S.C. 352(a) & (n); 21 CFR 202.1(e)(5)(i);(e)(6)(i)]. 

 
We are providing these comments to you before we complete our review of the entire application 
to give you preliminary notice of issues that we have identified.  In conformance with the 
prescription drug user fee reauthorization agreements, these comments do not reflect a final 
decision on the information reviewed and should not be construed to do so.  These comments are 
preliminary and subject to change as we finalize our review of your application. In addition, we 
may identify other information that must be provided before we can approve this application.  If 
you respond to these issues during this review cycle, depending on the timing of your response, 
and in conformance with the user fee reauthorization agreements, we may not be able to consider 
your response before we take an action on your application during this review cycle. 
 

(b) (4)

(b) (4)

(b) (4) (b) (4)



 
 
NDA 22-377 
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If you have any questions, call Lana Chen, Regulatory Management Officer, at (301) 796-1056. 
 

Sincerely, 
 
 
 

 
Russell Katz, M.D.  
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Russell Katz
3/2/2009 04:54:33 PM



 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

NDA 22-377 INFORMATION REQUEST LETTER 
 
King Pharmaceuticals, Inc.  
Attention:  Greg Carrier, Vice President, Regulatory Affairs 

501 Fifth Street 
Bristol, TN  37620 

 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application (NDA) submitted under section 505(b) of the Federal Food, 
Drug, and Cosmetic Act for ™ (Sumatriptan Succinate). 
 
We also refer to your submission dated July 16, 2008. 
 
We are reviewing the Chemistry, Manufacturing and Controls section of 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. 
 

1. Provide updated drug substance specification so that it complies with the USP Sumatriptan Succinate 
monograph, which became official on August 1, 2008. 

 
2. Provide a single regulatory drug product specification, as per request in 74-day letter: 
 

“We are unable to locate the regulatory specification for the proposed product in the submission.  
A table titled “Proposed Finished Product Specifications” is included in the application (Table 6,  
Vol. 1, p. 101 or Table 4-4 Vol. 5, p. 10). This, however, appears to be an release 
specification rather than a regulatory (shelf-life) specification for the product, as you include 
justification for  in the submission (Vol. 5, pp. 80-85).  
The regulatory specification should be submitted for review. This specification should include all 
tests, analytical procedures, and acceptance criteria applicable throughout the product shelf life.” 

 
3. The acceptance criteria for the drug product impurities have not been adequately justified.  Provide 

justification in-line with that outlined in the 74-day letter: 
 

 

(b) (4)

 

 

(b) (4)

(b) (4)

(b) (4)



NDA 22-377 INFORMATION REQUEST LETTER 
 

 

 
•  

 
 

 
 
 

 
•  

 
 

  
4. Provide justification for the acceptance criteria for each of the tests in the drug product specification. 
  
5. Provide batch analysis data on the clinical and any developmental drug product lots. 
 
6. Provide updated drug product stability data. 
 
7. Provide a commitment to monitor the first three commercial drug product batches under accelerated storage 

conditions (as per ICH Q1A(R2) guidance), in addition to long term stability studies. 
 
8. Amend the label as per recommendations in the 74-day letter: 
 

“With respect to product labeling, we recommend that the established name for the product be 
consistent with the expression of potency. Please revise the established name to “sumatriptan 
injection” and revise product labeling to indicate the relationship between the active ingredient 
(sumatriptan succinate) and the active moiety (sumatriptan).” 

 
 
If you have any questions, call Don Henry, Regulatory Project Manager, at 301-796-4227. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ramesh Sood, Ph.D.  
Branch Chief I 
Division of Pre-Marketing Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

 

 (b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ramesh Sood
1/12/2009 04:08:44 PM



 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Division/Office): OSE/ DRISK/Dan Brounstein 

 
FROM:  
X___________________________________________ 
Eric Bastings, MD Neurology Team Leader, DNP 

 
DATE 
October 31, 2008 

 
IND NO. 
 

NDA NO. 
22-377 

 
TYPE OF DOCUMENT 
Patient Instructions 

 
DATE OF DOCUMENT 
July 16, 2008 

 
NAME OF DRUG 
Sumatriptan  

 
PRIORITY 
CONSIDERATION 

 
CLASSIFICATION OF 
DRUG: 
Migraine 

 
DESIRED COMPLETION 
DATE: 
PDUFA date is 5/17/09 

NAME OF FIRM:  King Pharmaceuticals 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY 

 
  PRE--NDA MEETING 
  END OF PHASE II MEETING 
  RESUBMISSION 
  SAFETY/EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
STATISTICAL EVALUATION BRANCH 

 
STATISTICAL APPLICATION BRANCH 

 
  TYPE A OR B NDA REVIEW 
  END OF PHASE II MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG EXPERIENCE 

 
  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
   CLINICAL 

 
   PRECLINICAL 

 
COMMENTS, CONCERNS, and/or SPECIAL INSTRUCTIONS:  Please review patient instructions for use.  Available 
via EDR. 
 
SIGNATURE OF REQUESTER 

Lana Chen, RPh, Project Manager  301-796-1056 

 
METHOD OF DELIVERY (Check one) 

  MAIL     HAND 

 
SIGNATURE OF RECEIVER 
 

 
SIGNATURE OF DELIVERER 

 

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Eric Bastings
10/31/2008 03:30:20 PM



 
 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Rockville, MD  20857 
 

 
FILING COMMUNICATION 

NDA 22-377 
 
Greg Carrier 
King Pharmaceuticals, Inc. 
501 Fifth Street 
Bristol, TN 37620 
 
Dear Mr. Carrier: 
 
Please refer to your July 16, 2008 new drug application submitted under section 505(b) of the 
Federal Food, Drug, and Cosmetic Act for sumatriptan  
 
We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, this application has been filed under section 
505(b) of the Act on September 15, 2008 in accordance with 21 CFR 314.101(a). 
 
In our filing review, we have identified the following potential review issues: 
 
Chemistry, Manufacturing and Controls 
 
The drug substance specification should be revised to comply with the requirements of the USP 
Sumatriptan Succinate monograph, which became official on August 1, 2008. 
 
We are unable to locate the regulatory specification for the proposed product in the submission. 
A table titled “Proposed Finished Product Specifications” is included in the application (Table 6, 
Vol. 1, p. 101 or Table 4-4 Vol. 5, p. 10). This, however, appears to be an  release 
specification rather than a regulatory (shelf-life) specification for the product, as you include 
justification for  in the submission (Vol. 5, pp. 80-85). 
The regulatory specification should be submitted for review. This specification should include 
all tests, analytical procedures, and acceptance criteria applicable throughout the product shelf 
life. 
 

 
 

 
 
 

 
 

•  
 
 

(b) (4)

 

 

(b) ( )

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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With respect to product labeling, we recommend that the established name for the product be 
consistent with the expression of potency. Please revise the established name to “sumatriptan 
injection” and revise product labeling to indicate the relationship between the active ingredient 
(sumatriptan succinate) and the active moiety (sumatriptan). 
 
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. 
 
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. 
 
If you have any questions, call Lana Chen, Regulatory Project Manager, at (301) 796-1056. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Russell Katz, M.D.  
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

 
 

 

(b) (4)

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  David Hussong/Jim McVey/Sylvia Gantt 
NEW DRUG MICROBIOLOGY STAFF 
OC/OO/CDER/OPS/NDMS - HFD-805 
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):  David 
Claffey and Martha Heimann through Scott N. Goldie, 
Office of New Drug Quality Assessment, 301 796-2055  

 
DATE 

August 20, 2008 

 
IND NO. 

                   
   

 
NDA NO.  
22-377 

 
TYPE OF DOCUMENT 
Original NDA 

 
DATE OF DOCUMENT 
July 16, 2008 

 
NAME OF DRUG 

Sumatriptan Succinate Auto-
Injector 

 
PRIORITY CONSIDERATION 

Standard 

 
CLASSIFICATION OF DRUG 

      

 
DESIRED COMPLETION DATE 

December 16, 2008 

NAME OF FIRM:  King Pharmaceuticals 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:  Microbiology review requested of new NDA application for auto injector dosage 
form.  Please direct questions to David Claffey at 61343 or Martha Heimann at 61678. Submission is available in 
electronic form in eRoom 
(http://eroom.fda.gov/eRoom/CDER2/CDEROfficeofNewDrugQualityAssessment/0_6a56) 
 
 
 
 
SIGNATURE OF REQUESTOR 

{See appended electronic signature page} 

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
 

 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Scott Goldie
8/20/2008 04:29:52 PM

Martha Heimann
8/20/2008 04:31:49 PM



 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Division/Office): OSE 

 
FROM:  
X___________________________________________ 
Eric Bastings, MD Neurology Team Leader, DNP 

 
DATE 
August 19, 2008 

 
IND NO. 
 

NDA NO. 
22-377 

 
TYPE OF DOCUMENT 
Usability Study 

 
DATE OF DOCUMENT 
July 16, 2008 

 
NAME OF DRUG 
Sumatriptan  

 
PRIORITY 
CONSIDERATION 

 
CLASSIFICATION OF 
DRUG: 
Migraine 

 
DESIRED COMPLETION 
DATE 
 

NAME OF FIRM:  King Pharmaceuticals 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY 

 
  PRE--NDA MEETING 
  END OF PHASE II MEETING 
  RESUBMISSION 
  SAFETY/EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
STATISTICAL EVALUATION BRANCH 

 
STATISTICAL APPLICATION BRANCH 

 
  TYPE A OR B NDA REVIEW 
  END OF PHASE II MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG EXPERIENCE 

 
  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
   CLINICAL 

 
   PRECLINICAL 

 
COMMENTS, CONCERNS, and/or SPECIAL INSTRUCTIONS:  Please see attached volumes (desk copies given to 
Dan Brounstein).  Also available via EDR. 
 
SIGNATURE OF REQUESTER 

Lana Chen, RPh, Project Manager  301-796-1056 

 
METHOD OF DELIVERY (Check one) 

  MAIL     HAND 

 
SIGNATURE OF RECEIVER 
 

 
SIGNATURE OF DELIVERER 

 

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Eric Bastings
8/25/2008 09:11:05 AM



 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Division/Office):   

CDER OSE CONSULTS 

 
FROM:  

X____________________________________________ 
Eric Bastings, MD,Neurology Team Leader, DNP 

 
DATE 

August 19, 2008 

 
IND NO. 

                   
   

 
NDA NO.  
22-377 

 
TYPE OF DOCUMENT 
New NDA-- Tradename 
Review  

 
DATE OF DOCUMENT 
July 16, 2008 

 
NAME OF DRUG 

Sumatriptan  

 
PRIORITY CONSIDERATION 

Standard 

 
CLASSIFICATION OF DRUG 

Migraine 

 
DESIRED COMPLETION DATE 

      
NAME OF FIRM:  King Pharmaceuticals 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY 

 
  PRE--NDA MEETING 
  END OF PHASE II MEETING 
 RESUBMISSION 
  SAFETY/EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW): Trade name review 

 
II. BIOMETRICS 

 
STATISTICAL EVALUATION BRANCH 

 
STATISTICAL APPLICATION BRANCH 

 
  TYPE A OR B NDA REVIEW 
  END OF PHASE II MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG EXPERIENCE 

 
  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
   CLINICAL 

 
   PRECLINICAL 

 
COMMENTS/SPECIAL INSTRUCTIONS:  See attached desk copies (given to Dan Brounstein).  Available via EDR  
 
PDUFA DATE:  5/17/09 
ATTACHMENTS: Draft Package Insert, Container and Carton Labels 
CC:  Archival IND/NDA       
HFD-     /Division File 
HFD-     /RPM 
HFD-     /Reviewers and Team Leaders 
 
NAME AND PHONE NUMBER OF REQUESTER 

Lana Y. Chen, Project Manager, 6-1056 

 
METHOD OF DELIVERY (Check one) 

  DFS ONLY                               MAIL    HAND 

 
SIGNATURE OF RECEIVER 
 

 
SIGNATURE OF DELIVERER 

5/28/05 

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Eric Bastings
8/25/2008 09:10:34 AM




