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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:   May 31, 2023 

 

From:   Zhengfang Ge, Ph.D. 

  Reviewer, ONDP/Division II/Branch IV 

 

Through:  Hamid Shafiei, Ph.D. 

  SPQAL, ONDP/Division II/Branch IV 

 

To:  Labeling Review of NDA 212905: Ycanth (cantharidin) topical solution  

 

Subject:  Final Recommendation for Labeling/Labels 

 

The labeling review #1 has noted the following issues:   

 

The following deficiencies in the carton/container labels were conveyed to the applicant 

  

1. change  mg to 0.7 mg in the “each 1 mL of solution contains  mg 

cantharidin” on carton. The quantitative composition provided in section 3.2.P.1.2 is 

 0.7%   This information should also be 

displayed on the applicator label.   

2. Add lot number and expiration date on carton and container labels  

3. Provide the amount of alcohol on applicator label 

 

The following changes were implemented in the PI in sharePoint  

 

1. The drug product name should be changed from “VP-102” to “Ycanth” throughout the 

labeling  

 

Section 3 Dosage form: 

 

2. The strength should be 0.7%  a description of “each mL 

of solution contains 7 mg (0.7%) of cantharidin” should be added to describe the 

strength 

 

Section 11 Description 

 

(b) (4)

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

(b) (4)

(b) (4)



3. Revise to “Topical solution, 0.7% each mL of solution contains 7 mg (0.7%) of 

cantharidin in a light violet to dark purple, slightly viscous liquid, free of visual 

particulates” 

4. Enter  for alcohol content, it should be displayed in terms of percent volume of 

absolute alcohol  

5. Delete  

 

6. Remove paragraphs for  

 

 

Section 16 How Supplied 

1. Change dosage form from “solution” to “topical solution” 

2. delete from the strength.0.7%, add a descriptor “each mL of solution contains 7 mg 

(0.7%) of cantharidin”   

3. Add drug product appearance “light violet to dark purple, slightly viscous liquid, free of 

visual particulates”  

4. Change the storage condition to “Store at 20°C to 25°C (68° to 77°F); excursions permitted 

between 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature, protect from 

light” 

 

 

Evaluation of Revised Labeling/Labels 

 

The revised container/carton labels are satisfactory and provided in the Attachment.  The 

labeling review decision is pending due to ongoing negotiations with the applicant. There are 

only minor labeling deficiencies from the CMC perspective, and we expect the applicant will 

accept our recommendations. Refer to the CMC sections of the final approved labeling 

 

Recommendation:  

 

This NDA is now recommended for Approval from the labeling perspective.  

 

(b) (4)

(b) (4)

(b) (4)

(b) (4)



Attachment:  
 

Carton Label (6 count applicators and 2 break tools): 

 
 

  

(b) (4)

3 Pages of Draft Labeling have been Withheld in Full as b4 (CCI/TS) 
immediately following this page
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OPQ-XOPQ-TEM-0001v06                 Page 2              Effective Date: February 1, 2019 

 

should be changed to Ycanth 

throughout the labeling 

 

Established name(s) (cantharidin) topical solution  Adequate 

 

 

Route(s) of administration topical Adequate 

 

Dosage Forms and Strengths Heading in Highlights 

Summary of the dosage form(s) 

and strength(s) in metric system. 
Topical solution, 0.7% 

 

Not Adequate 
 

Per discussion with Jibril from 

PQL, the strength should be 0.7% 

 a 

description of  “each mL of 

solution contains 7 mg/mL (0.7%) 

of cantharidin” should be added in 

section 3 to describe the content  

Assess if the tablet is scored. If 

product meets guidelines and 

criteria for a scored tablet, state 

“functionally scored” 

N/A  

For injectable drug products for 

parental administration, use 

appropriate package type term 

(e.g., single-dose, multiple-dose, 

single-patient-use). Other 

package terms include pharmacy 

bulk package and imaging bulk 

package. 

N/A  

              

             

1.2  FULL PRESCRIBING INFORMATION 
 

1.2.1 Section 2 (DOSAGE AND ADMINISTRATION) 
 

  

(b) (4)

(b) (4)

4 Pages of Draft Labeling have been Withheld in Full as b4 (CCI/TS) 
immediately following this page
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Other package terms 

include pharmacy bulk 

package and imaging bulk 

package which require “Not 

for direct infusion” 

statement. 

N/A 

 

 

 

 

If alcohol is present, must 

provide the amount of 

alcohol in terms of percent 

volume of absolute alcohol 

“YCANTH Solution contains  alcohol” is 

provided on the carton label, but not on the 

applicator label 

Not Adequate 

 

9. Provide the amount of 

alcohol on container label 

Bar code Provided  Adequate 

 

   

(b) (4)
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