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Date: October 17, 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 216632

Subject: Final ONDP Recommendation of “Approval”

In the original IQA review dated August 7, 2023, this NDA was not recommended for 
approval in the form it was presented due to unresolved labeling/labels issues identified 
by the Drug Product Reviewer, Dr. Zhengfang Ge as per 21 CFR 314.125(b)(6). The 
applicant submitted revised labeling and labels on October 17, 2023. The revised labeling 
and labels have been reviewed by Dr. Zhengfang Ge on October 17, 2023 and found 
adequate to support the approval of this application from the labeling and labels 
perspective (see the Attachment). 

Therefore, from the OPQ perspective, this NDA is recommended for approval.

In addition, NDA number on page 4 of the original IQA Assessment should be 216632, 
not   

Zhengfang Ge, Ph.D. acting for
Nina Ni, Ph.D.
Branch 4/DNDP II/ONDP/OPQ
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Labeling Review Attachment

Date: Oct 17, 2023

From: Zhengfang Ge, Ph.D.
ONDP/Division II/Branch IV

Through: Nina Ni, Ph.D.
Chief, ONDP/Division II/Branch IV

To: Labeling Review of NDA 216632

Subject: Final Labels 

The Labeling review #1 has noted the following pending issues: 

• The dosage form should be changed from  to “topical gel” throughout the 
labeling and labels.  

And because of this deficiency, in the Labeling Review #1, this NDA was not 
recommended for approval from the labeling perspective. 

On Oct 17, 2023, the applicant amended the labeling and labels and the above issue is 
satisfactorily resolved.  

Recommendation: 
This NDA is now recommended for approval from the labeling perspective. 
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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216632 

Applicant Name Bausch Health US, LLC (Bausch) 

Drug Product Name 
CABTREOTM (clindamycin phosphate/adapalene/benzoyl 
peroxide) topical gel, also coded as IDP-126 

Dosage Form.    

Proposed Strength(s) 1.2%/0.15%/3.1% 

Route of 
Administration 

  Topical 

Maximum Daily Dose 

Rx/OTC Dispensed   Rx 

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

Drug Product 
Description 

CABTREOTM topical gel is opaque, white to off-white gel 
supplied as 20 and 50 g in tube or pump 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Store in a refrigerator, 2° to 8°C (36° to 46°F). 
PHARMACIST:  

 Dispense CABTREO with a 10-week expiration 
date.  

 Specify “Store at room temperature at or below 
25°C (77°F). Do not freeze.” 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Friedrich Burnett Lawrence Perez 

Drug Product/ 
Labeling 

Zhengfang Ge Nina Ni 
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Manufacturing Khalid Khan 
Cassandra 
Abellard 

Biopharmaceutics N/A N/A 

Microbiology Koushik Paul Jesse Wells 

Other (specify): 
 
 

N/A N/A 

RBPM Grafton Adams/Rajani Ranga 

ATL Nina Ni 

Consults N/A 

 

2. Final Overall Recommendation  - Approval, see additional comment 

3. Action Letter Information 

a. Expiration Dating: 21 months 

 

b. Additional Comments for Action OPQ recommends approval once labeling 
negotiation is complete.  

 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

OPQ recommends APPROVAL of NDA for commercialization of 

CABTREOTM (clindamycin phosphate/adapalene/benzoyl peroxide) topical 

gel, 1.2%/0.15%/3.1% once the labeling negotiation is complete.  

 

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. The comments to the proposed labeling and 
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labels have been communicated to the review team. Once revision received 

from the applicant, the proposed labeling and labels should include adequate 

information to meet the regulatory requirements. 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Pending 

   Manufacturing  - Adequate 

   Biopharmaceutics - Adequate 

   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: 

Manufacturing and facility review team recommends a post-approval inspection 

for Bausch Health Companies Inc. (FEI: 3002807186). The site is mainly 

responsible for manufacturing, packaging, release and stability testing, and 

microbiological testing for drug product. Refer to this review of Chapter V below 

for details.  
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Other important chemical or 
physical properties (such as pKa 
or pH) 

- 

- 

- 

Adequate 
- Rearranged description in 

the sharePoint as: 
“CABTREO (clindamycin 
phosphate, adapalene, and 
benzoyl peroxide) topical 
gel is a white to off-white, 
opaque gel. Each gram of 
CABTREO contains 12 mg 
(1.2%) clindamycin 
phosphate, equivalent to 10 
mg (1%) clindamycin and 
1.5 mg (0.15%) adapalene, 
and 31 mg (3.1%) benzoyl 
peroxide. Clindamycin 
phosphate is a water-
soluble ester of the 
semisynthetic antibiotic 
produced by a 7(S)-chloro-
substitution of the 7(R)-
hydroxyl group of the 
parent antibiotic 
lincomycin. Adapalene, a 
synthetic retinoid, is a 
naphthoic acid derivative 
with retinoid-like 
properties. Benzoyl 
peroxide is an oxidizing 
agent.” 

 
 

For oral prescription drug 
products, include gluten statement 
if applicable 

N/A  

Remove statements that may be 
misleading or promotional (e.g., 
“synthesized and developed by 

Drug Company X,” “structurally 

unique molecular entity”  

N/A  

 

 

 

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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