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APPROVAL LETTER 



 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Rockville, MD  20857 
 
 
 
NDA 21-330/S-007 
 
 
GlaxoSmithKline Consumer Healthcare 
Attention:  Iris H. Shelton 
       Assistant Director, Regulatory Affairs 
1500 Littleton Road 
Parsippany, NJ   07054-3884 
 
 
Dear Ms. Shelton: 
 
Please refer to your supplemental new drug application dated January 24, 2008 received January 24, 
2008, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Commit (2 mg 
and 4 mg, nicotine polacrilex) lozenge. 
 
We also acknowledge receipt of your submissions dated April 17, 2008, providing confirmatory six 
month stability data, and May 22, 2008, providing a revised 48-count POPPAC container label. 
 
This supplemental new drug application provides for the nonprescription marketing of a new 
Cappuccino flavor of the 2 mg and 4 mg lozenge with associated packaging and labeling. 
 
We have completed our review of this supplement, as amended.  This supplement is approved, 
effective on the date of this letter, for use as recommended in the agreed-upon labeling text. 
 
The final printed labeling (FPL) must be identical to the enclosed labeling (immediate container and 
carton labels for the 72-count 2 mg and 4 mg Cappuccino lozenge and the immediate container labels 
for the 48-count 2 mg and 4 mg Cappuccino lozenge submitted on January 24, 2008, and the carton 
labels for the 48-count 2 mg and 4 mg Cappuccino lozenge submitted on May 22, 2008).   This must 
be formatted in accordance with the requirements of 21 CFR 201.66, where applicable.   
 
Please submit an electronic version of the FPL according to the guidance for industry titled Providing 
Regulatory Submissions in Electronic Format - NDA.  Alternatively, you may submit 20 paper copies 
of the FPL as soon as it is available but no more than 30 days after it is printed.  Individually mount 15 
of the copies on heavy-weight paper or similar material. For administrative purposes, designate this 
submission "FPL for approved supplement NDA 21-330/S-007”.  Approval of this submission by 
FDA is not required before the labeling is used. 
 
We remind you that the word “New” must be removed from the label and labeling, wherever it 
appears, after the first six months of marketing. 
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Marketing the product with FPL that is not identical to the approved labeling text and in the required 
format may render the product misbranded and an unapproved new drug. 
 
Please submit one market package of the drug product when it is available. 
 
We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 
314.80 and 314.81). 
 
If you have any questions, call Mary Lewis, Regulatory Project Manager, at (301)796-0941. 
 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Andrea Leonard-Segal, M.D. 
Director 
Division of Nonprescription Clinical Evaluation 
Office of Nonprescription Products 
Center for Drug Evaluation and Research 

 
Enclosure 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Andrea Segal
5/23/2008 10:58:09 AM
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Mary Robinson
5/22/2008 02:49:42 PM
INTERDISCIPLINARY

Debbie Lumpkins
5/22/2008 02:51:02 PM
INTERDISCIPLINARY









---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Mary Robinson
5/20/2008 07:01:08 PM
INTERDISCIPLINARY

Debbie Lumpkins
5/21/2008 08:15:45 AM
INTERDISCIPLINARY
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CHEMISTRY REVIEWS 
 



OFFICE ON NEW DRUG QUALITY ASSESSMENT 
DIVISION OF POST-MARKETING EVALUATION, BRANCH VIII 

Review of Chemistry, Manufacturing, and Controls 
for the Office of Non-prescription Products, HFD-560 

 
NDA #: 21-330 CHEM.REVIEW #:  1 REVIEW DATE: 16-MAY-2008 
 
SUBMISSION/TYPE DOCUMENT DATE CDER DATE ASSIGNED DATE 
NDA 21-330/SCF-007 24-JAN-2008 24-JAN-2008 05-FEB-2008 
NDA 21-330/SCF-007(BC) 17-APR-2008 17-APR-2008 17-APR-2008 
 
NAME & ADDRESS OF APPLICANT: GlaxoSmithKline 

1500 Littleton Road 
Parsippany, NJ 0704 
 
Iris H. Shelton 
Assistant Director, Regulatory Affairs 
(973) 889-2167 

DRUG PRODUCT NAME 
Proprietary: Commit® Lozenges 
Nonproprietary/USAN: nicotine polacrilex 
Code Names/#'s:  
Chemical Type/ 3 
Therapeutic Class: S 

 
PHARMACOLOGICAL 
CATEGORY/INDICATION: Reduces withdrawal symptoms, including nicotine craving, 

associated with quitting smoking. 
 
DOSAGE FORM: Lozenges 
STRENGTHS: 2mg; 4mg 
ROUTE OF ADMINISTRATION: Oral 
DISPENSED:        Rx     X    OTC 
 
CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA, 
MOL.WT: 
Nicotine:  3-(1-Methyl-2-pyrrolidinyl)pyridine; or β-Pyridyl-α-N-methyl pyrrolidine 
CAS No.: [54-11-5] 
Molecular Formula: C10H14N2 
Molecular Weight: 162.23 
 
Nicotine Polacrilex is a nicotine complex with a weak carboxylic cation-exchange resin prepared 
from methacrylic acid and divinylbenzene.  It contains not less than 95.0% and not more than 
115.0% of the labeled amount of nicotine, calculated on the anhydrous basis. 
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below 30°C.  The vial packaging is identical to that used for the mint and cherry 
lozenges. 
 
Dissolution studies were conducted consistent with SUPAC guidelines, demonstrating that the 
new flavor does not impact nicotine release.  GSK proposed (letter dated 09-MAY-2003), and 
FDA agreed (letter dated 02-JUN-2003), that establishment of bioequivalence for new flavor 
variants was acceptable using in vitro dissolution comparisons with the original, approved 
Nicotine Polacrilex Lozenges.  GSK has provided comparative dissolution data as the basis of 
this application.  Testing confirmed that the changes in formulation from the original to 
cappuccino lozenges do not affect the in-vitro dissolution performance of the products. 
 
CONCLUSIONS & RECOMMENDATIONS: APPROVAL 
 
The information submitted in the supplement adequately supports the proposed changes.  
Approval is recommended. 
 
(see attached electronic signature page) 

 
Joel S. Hathaway, Ph.D. 
Reviewing Chemist 
 
cc: Orig. NDA 21-330 ONP/DNP/Division File 

ONDQA/DPE/Chem/JSHathaway ONDQA/DPE/ChemPAL/LZhou 
ONDQA/DPE/ChemBranchChf/HPatel ONDQA/DPE/ProjMgr/RMcKnight 

 
filename:  C:\Documents and Settings\hathaways\My Documents\MSWordDocs\NDA 
Reviews\SuppNDAs\21330\N21330r.scf.007.doc 
 
Approval 

Following this page, 18 pages withheld in full - (b)(4)

(b) (4)
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B. Environmental Assessment or Claim of Categorical Exclusion 
 
The firm claims categorical exclusion from the preparation of an environmental 
assessment for this Supplemental New Drug Application in accordance with 21 CFR 
25.31(a). 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Steve Hathaway
5/19/2008 08:28:43 AM
CHEMIST
New flavor for lozenges, plus related packaging
for your concurrence

Hasmukh Patel
5/19/2008 08:49:34 AM
CHEMIST
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From: Iris.H.Shelton@gsk.com 
Sent: Monday, May 19, 2008 5:42 PM 
To: Lewis, Mary 
Cc: Abraham, Elaine G; Christl, Leah A 
Subject: Re: NDA 21-330; Commit Cappuccino Lozenge; Letter date 1/24/08; need for 
clarification 
 
Attachments: 61818XB COM MT 4mg 24ct Lbl.pdf; 30348XA COM MT 2mg 48 
Ctn.pdf; 30349XA COM MT 4mg 48 Ctn.pdf; 61799XB COM MT 2mg 24ct Lbl.pdf 
 
Hi Mary,  
Provided is clarification on the labeling issues you addressed. See comments below in red. 
Please contact me if you require any additional information.  
Regards,  
Iris  
 
 

"Lewis, Mary" <Mary.1.Lewis@fda hhs.gov>  

18-May-2008 21:31  

         
To Iris H.Shelton@gsk.com  
cc "Abraham, Elaine G" <elaine.abraham@fda.hhs.gov>, "Christl, Leah A" 

<Leah.Christl@fda hhs.gov>  
Subject NDA 21-330; Commit Cappuccino Lozenge; Letter date 1/24/08; need for 

clarification 
 

 
 
 
 
Hi Iris,  
   
 I am not going to be in the office Monday due to a family matter that has come up.  If you have 
responses to the Cappuccion issues that I sent you Friday (see below) please send them to 
Elaine Abraham and Leah Christl.  One of them will cover for me and forward it to the reviewer. At 
this moment I'm no sure who will be covering since it's Sunday evening.    
   
Otherwise, I will look for a response from you on Tuesday  when I plan to be in the office, minus a 
couple hours for a meeting.  Thank you.  
   
Mary  
   
   
-----Original Message----- 
From: Lewis, Mary  
Sent: Friday, May 16, 2008 4:22 PM 
To: 'Iris.H.Shelton@gsk.com' 
Subject: NDA 21-330; Commit Cappuccino Lozenge; Letter date 1/24/08; need for clarification 
Importance: High 
 
Hi Iris,  



   
One of my labeling reviewers needs clarification on the labeling.  In your cover letter you 
state the cappuccino flavored lozenge  is identical to the spearmint lozenge with regard to 
other excipients and manufacturing processes.    
 
   1.  Please clarify why there are more inactive ingredients for the cappuccino than for 
the spearmint lozenge.  
         
          There are more ingredients on the spearmint lozenge labels based on differences in 
the flavoring  in the 2 products.  
    2.  Is there a mint POPPAC label and carton label that includes all approved changes 
so that the reviewer can compare to the cappuccino POPPAC label and carton label?  
        Attached are copies of the labels.  
         
         
   
    3.  Please clarify:  The 48 count cappuccino  (2 POPPAC Containers of 24) 2 mg, 
"other information" is different than the 72 count cappuccino (3 POPPAC containers of 
24)   2 mg "Other information".  
   
        a.  The 48 count has "  
and the 72 count label does not include this information  
          This was a typographical error in  

 This statement has been removed.  
        b.  The 48 count has "keep vial closed and protect from light", and the 72 count has 
"keep POPPAC tightly closed and protect from light".  
          Components have been revised to read "keep POPPAC tightly closed and protect 
from light."  
     4.  We see a 24 count and a 27 count for cherry and Mint POPPACs.  Please tell us 
when the 27 count was approved.  What is the reason for the two different counts?  
         Following approval of the 24 count mint, we submitted a 28 count vial (S005, 
approved 9/1/06). Marketing did not proceed with this count rather introduced a 27 bonus 
pack of the mint.         Count size was based on bracketing of the stabilty data for the 24 
and 27 counts mint. The 27 cherry was a brief bonus count. Consistent with SUPAC 
guidelines this increase in count size         was submitted via annual report.  
       5.  We see cappuccino has a 24 count package.    
         Currently there are no plans for a .  
   
Thank you.  
   
Mary  

Mary M. Lewis, RN, BSN 
Regulatory Project Manager 
Division of Nonprescription Clinical Evaluation 
Office of Nonprescription Products 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



Center for Drug Evaluation and Research 
Phone:  301-796-0941 
Fax:      301-796-9899 
Email:  Mary.1.Lewis@fda.hhs.gov  

"EMF <fda.hhs.gov>" made the following annotations. 
-----------------------------------------------------------------------
------- 
This message was sent by GlaxoSmith Kline across the Internet in 
encrypted format and was successfully decrypted, unless otherwise 
noted. Glaxo Wellcome 
=======================================================================
======= 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Mary Lewis
5/20/2008 01:28:37 PM
CSO



From: Lewis, Mary 
Sent: Friday, May 16, 2008 4:22 PM 
To: 'Iris.H.Shelton@gsk.com' 
Subject: NDA 21-330; Commit Cappuccino Lozenge; Letter date 1/24/08; need for 
clarification 
 
Importance: High 
Hi Iris, 
  
One of my labeling reviewers needs clarification on the labeling.  In your cover letter you 
state the cappuccino flavored lozenge  is identical to the spearmint lozenge with regard to 
other excipients and manufacturing processes.   
 
    1.  Please clarify why there are more inactive ingredients for the cappuccino than for 
the spearmint lozenge. 
  
    2.  Is there a mint POPPAC label and carton label that includes all approved changes 
so that the reviewer can compare to the cappuccino POPPAC label and carton label? 
  
    3.  Please clarify:  The 48 count cappuccino  (2 POPPAC Containers of 24) 2 mg, 
"other information" is different than the 72 count cappuccino (3 POPPAC containers of 
24)   2 mg "Other information".  
  
        a.  The 48 count has "  
and the 72 count label does not include this information. 
  
        b.  The 48 count has "keep vial closed and protect from light", and the 72 count has 
"keep POPPAC tightly closed and protect from light". 
  
     4.  We see a 24 count and a 27 count for cherry and Mint POPPACs.  Please tell us 
when the 27 count was approved.  What is the reason for the two different counts? 
  
       5.  We see cappuccino has a 24 count package.   
  
Thank you. 
  
Mary 

Mary M. Lewis, RN, BSN 
Regulatory Project Manager 
Division of Nonprescription Clinical Evaluation 
Office of Nonprescription Products 
Center for Drug Evaluation and Research 
Phone:  301-796-0941 
Fax:      301-796-9899 
Email:  Mary.1.Lewis@fda.hhs.gov 

(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/
---------------------
Mary Lewis
5/16/2008 04:45:38 PM
CSO

Mary Lewis
5/16/2008 04:46:19 PM
CSO
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GlaxoSmithKline Consumer Healthcare 
Attention:  Iris H. Shelton 
       Assistant Director, Regulatory Affairs 
1500 Littleton Road 
Parsippany, NJ   07054 
 
Dear Ms Shelton: 
 
We have received your supplemental new drug application (NDA) submitted under section 505(b) of 
the Federal Food, Drug, and Cosmetic Act for the following: 
 
Name of Drug Product: Commit (2 mg and 4 mg, nicotine polacrilex) lozenge 
 
NDA Number:   21-330 
 
Supplement number:   007 
 
Date of supplement:   January 24, 2008 
 
Date of receipt:    January 24, 2008 
 
This supplemental application proposes a new cappuccino flavor in vial packaging and 
associated labeling changes. 
 
Unless we notify you within 60 days of the receipt date that the application is not sufficiently complete 
to permit a substantive review, we will file the application on  March 24, 2008 in accordance with 
21 CFR 314.101(a).  If the application is filed, the goal date will be May 24, 2008. 
 
Please cite the application number listed above at the top of the first page of all submissions to this 
application.  Send all submissions, electronic or paper, including those sent by overnight mail or 
courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Nonprescription Clinical Evaluation 
Office of Nonprescription Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

(b) (4)
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If you have any question, call Mary Lewis, Regulatory Project Manager, at (301) 796-0941. 
 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Leah Christl, Ph.D. 
Acting Chief, Project Management Staff 
Division of Nonprescription Clinical Evaluation 
Office of Nonprescription Products 
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/
---------------------
Leah Christl
3/3/2008 01:34:40 PM




