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MEMORANDUM: DEPARTMENT OF HEALTH AND HUMAN SERVICES PUBLIC 
HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: 11-Jun-2024

TO: NDA 217347 File

FROM: Baoqing Ma
Senior Pharmaceutical Quality Assessor
OPQA II, DPQA VII

THROUGH: Nina Ni, Ph.D.
Supervisor
OPQA I, DPQA VII

SUBJECT: NDA 217347 - Resubmission and Update of CMC recommendation – 
Sofpironium tropical gel, 12.45% from Botanix SB Inc.

ACTION RECOMMENDATION: Approval

BACKGROUND/SUMMARY: 
The CMC team recommended that all OPQ disciplines are adequate, but the application 
can not be approved due to pending labeling review, as documented in the IQA of 
08/09/2023.  The Office of Immunology and Inflammation sent a complete response 
letter to the applicant on 09/22/2023, due to inadequacy on human factors study for this 
product.  The applicant submitted a Class 2 resubmission on 12/20/2023.  This 
resubmission did not include any changes or new information with regard to the CMC 
parts of the application.  Dr. Donna Christner reviewed the associated DMF#  
and found it adequate as of 01/05/2024. Dr. David Acevedo of the manufacturing review 
team confirmed in an electronic mail message on 6/11/2024 that all of the facilities in 
the application are still adequate in terms of compliance.  In addition, all of the CMC-
related labeling concerns have been addressed.

CONCLUSION:
From a CMC perspective, the application is now recommended for approval.

ATL: Baoqing Ma, 11-Jun-2024

Attachment: Facility Compliance Status

Hi, 

Yes. I don’t see any updates on the facilities compliance status associated to this application. The 
facilities remain acceptable. 

Best regards, 
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p. 2

David

From: Ranga, Rajani <Rajani.Ranga@fda.hhs.gov> 
Sent: Tuesday, June 11, 2024 11:36 AM
To: Falabella, Christine <Christine.Falabella@fda.hhs.gov>; Acevedo, David 
<David.Acevedo@fda.hhs.gov>
Cc: Ma, Baoqing <Baoqing.Ma@fda.hhs.gov>
Subject: RE: NDA 217347 resubmission

Hello @Falabella, Christine and @Acevedo, David,

I see that for NDA-217347-ORIG-1-RESUB-24 (fda.gov), the OMIR task is complete and approved and 
your Facility task is NAI with no updates as of March 2024. We wanted to confirm whether the facility 
(facilities) for this NDA resubmission still remain adequate? PDUFA is 6/20/24.

Thank you for your assistance and we appreciate your response.

Warmly,

Rajani Ranga, Pharm.D., BCPS
Regulatory Business Process Manager
Division of Regulatory and Business Process Management I (DRBPMI)
Office of Program and Regulatory Operations (OPRO)
Office of Pharmaceutical Quality (OPQ)

From: Ma, Baoqing <Baoqing.Ma@fda.hhs.gov> 
Sent: Tuesday, June 11, 2024 10:29 AM
To: Ranga, Rajani <Rajani.Ranga@fda.hhs.gov>
Subject: NDA 217347 resubmission

Hi Rajani,

Could you please reach out the OPMA reviewer to confirm that the facility for this NDA remains still 
adequate?

Thanks,

Baoqing
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Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Date: September 19, 2023
From: Nina Ni, Ph.D. 

Application Technical Lead, Branch 4
Division of New Drug Products 2
Office of New Drug Products

To: To IQA Assessment of NDA 217347

Subject: Error Correction of the Proposed Indication in the IQA 

In the original IQA review, dated August 9, 2023, on page 3 of the executive summary, 
the proposed indication was mistakenly written as “For the treatment of people 9 years of 
age and older with ”. The correct indication is “For the treatment of 
primary axillary hyperhidrosis in adult and pediatric patients 9 years of age and older”. 

The correction of this error does not change the OPQ’s recommendation of “Complete 
Response” in the original IQA review. 
 

Nina Ni, Ph.D.
Branch 4/DNDP II/ONDP/OPQ
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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 217347 

Applicant Name Botanix SB Inc. 

Drug Product Name Tradename (sofpironium) tropical gel 

Dosage Form.   Gel 

Proposed Strength(s) 12.45% 

Route of 
Administration   Topical 

Maximum Daily Dose 144 mg sofpironium (equivalent to 174 mg sofpironium 
bromide) 

Rx/OTC Dispensed   Rx 

Proposed Indication For the treatment of people 9 years of age and older with 
 

Drug Product 
Description 

The drug substance, sofpironium bromide, is a quaternary 
ammonium, anticholinergic drug, and ester analog of 
glycopyrrolate.  
 
TRADENAME (sofpironium) topical gel, 12.45%, is a 
combination product. It is a clear to translucent, colorless 
to pale yellow gel and packaged in an airless 50 mL bottle 
with a metered dose pump with applicator. The gel is an 

 drug product with dissolved drug substance 
and compendial excipients. A single pump actuation 
dispenses 0.67 mL of gel containing 72 mg of sofpironium 
(equivalent to 87 mg of sofpironium bromide). Instructions 
for use call for one pump to each underarm per day.  

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

The drug product is stored at 20ºC - 25ºC (68ºF - 77ºF); 
excursions permitted to 15ºC - 30ºC (59ºF - 86ºF) [See 
USP Controlled Room Temperature] with a proposed 
shelf-life of 36 months. Due to the high alcohol content in 
the formulation, drug product labeling also includes 
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statements indicating that the drug product is flammable 
and to avoid  flame, or smoking until the gel has dried. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Friedrich Burnett Lawrence Perez 

Drug Product/ 
Labeling 

Caroline 
Strasinger Nina Ni 

Manufacturing David Acevedo Christine Falabella 

Biopharmaceutics N/A N/A 

Microbiology Dacie Bridge Yan Zheng 

Other (specify): 
 N/A N/A 

RBPM Grafton Adams/Rajani Ranga 

ATL Nina Ni 

Consults N/A 

 

2. Final Overall Recommendation  - Complete Response 

 

2. Deficiencies  
The CMC recommended changes for PI labeling as well as container and carton 
labels have been communicated to the Clinical Review Team. However, the 
labeling negotiation will not be pursued in this review cycle since this application 
will be given a complete response from the clinical perspective. All quality related 
label and labeling deficiencies discussed in this review should be reviewed again 
for accuracy in the next review cycle. 

 
4. Basis for Recommendation:  
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a. Summary of Rationale for Recommendation: 
OPQ recommends Complete Response of NDA 217347 for commercialization 
of Tradename (sofpironium) topical gel, 12.45% since the labeling 
negotiation is not pursued in this review cycle.  

 
Based on our evaluation of the available information, the applicant provided 
sufficient information to support an approval recommendation from the 
product quality perspective. The applicant provided adequate chemistry, 
manufacturing, and controls (CMC) information to ensure the identity, 
strength, purity, and quality of the proposed drug product. The overall 
manufacturing inspection recommendation is approval for all the facilities 
associated with this application. However, the comments to the proposed 
labeling and labels have not been communicated to the applicant. 

 
Thus, from the OPQ perspective this NDA is not ready for approval in 
its current form until the CMC labeling deficiencies and recommendations 
are appropriately addressed as per 21 CFR 314.125(b)(6). The CMC PI 
labeling as well as container and carton labels deficiencies are captured in 
the Labeling Review Chapter (Chapter IV) of this review.  

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Inadequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - N/A 
   Microbiology  - Adequate 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     Yes 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: N/A 

 

Comparability Protocols (PACMP):  No 
Comments: N/A 

 
 Additional Lifecycle Comments: None 
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