






 

 

 
 

 
 

 
 

 
 

 
 

   
 

  
 

 
  

  
   

  
 

 
 

   
  

  
 

 
  

 
 

   

  
  

Summary Review 

4. Clinical Pharmacology 
N/A 

5. Clinical Microbiology 
N/A 

6. Clinical/Statistical- Efficacy 
N/A 

7. Safety 
N/A 

8. Other Relevant Regulatory Issues 
Division of Medical Error Prevention and Analysis (DMEPA) 
Dr. Beverly Weitzman conducted the primary review of the proposed labels and labeling for 
rizatriptan oral film to evaluate whether there were areas of vulnerability that could lead to 
medication errors. Dr. Stephanie DeGraw was the Team Leader. 

DMEPA completed a review of the labels and labeling for this application on January 10, 
2014. However, since the application received a CRL on January 31, 2014, the

(b) (4)recommendations for the  10 mg strength container labels and carton labeling were 
sent to the applicant as part of the CRL. The CRL noted that the FDA reserved comment on 
the proposed labeling (i.e., PI and PPI) until the application is otherwise adequate. Therefore, 
the recommendations for the PI and PPI were not communicated to the applicant. 

In response to the CRL issued on January 31, 2014, the applicant submitted NDA 205394 as a 
Class 2 resubmission on October 1, 2018. Under the Class 2 resubmission, the applicant

(b) (4)submitted 10 mg strength container label and carton labeling 
which were revised in response to the recommendations sent to the applicant in the CRL dated 
January 31, 2014. DMEPA completed a review of the labels and labeling on December 11, 
2018, however, the application received a second CRL on March 28, 2019, and again, 
DMEPA’s recommendations for the container label and carton labeling were sent to the 
applicant as part of the CRL. DMEPA’s recommendations for the PI were not communicated 
to the applicant at that time. 

In response to the CRL issued on March 28, 2019, the applicant submitted a Class 2 
resubmission under NDA 205394 on September 26, 2019. Under this Class 2 resubmission, 
the applicant submitted container label and carton labeling which were revised in response to 
the recommendations sent to the applicant in the March 28, 2019, CRL. DMEPA completed a 
review of the label and labeling on December 23, 2019. The application received a third CRL 
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Summary Review 

The indication statement includes reference to pediatric age as well as weight because the 
Listed Drug, Maxalt, specifies dosing of either 5 mg to children that weigh less than 40 kg or 
10 mg to children that weigh equal to or over 40 kg. Since the indication for this supplement is 

(b) (4)limited to children 12 through 17 years of age
 the reference to a weight cutoff of 40 kg or over was included in the indication 

statement. 

11. Recommendations/Risk-Benefit Assessment 
RizaFilm oral film meets bioequivalence criteria with Maxalt-MLT 10 mg ODT, which the 
Division has previously determined to be safe and effective for the treatment of migraine with 
or without aura in adults and children 12 years of age and older. Overall, the risk/benefit 
assessment is acceptable and similar to that of previously approved triptan products. An 
Approval action will be taken for this application.  
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