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To:     CMC Review #1 of NDA 205525

Subject: Final Recommendation for NDA 205525

At the time when the CMC Review #1 was completed on February 29, 2016, it had noted 
the following pending issues: 

The label/labeling issues were not resolved. 
The CDRH consult reviews for the press-in bottle adapter and oral syringe were 
not completed from the Office of Compliance and Office of Device Evaluation. 

Because of these deficiencies, the NDA was not recommended for approval from the 
OPQ perspective. 

In accordance with CDER Product Title Guidance and USP monographs, the drug product 
title is as follows: SYNDROS (dronabinol) oral solution. The immediate container label 
and carton labels were revised accordingly and resubmitted on June 23, 2016. The package 
insert was revised and resubmitted on June 30, 2016. The CMC sections of the package 
insert, immediate container label and carton label were reviewed by Dr. Hitesh Shroff and 
found acceptable (Attachment – 1).

On June 3, 2016, the Office of Process and Facilities issued the overall “Approval” 
recommendation for the facilities involved in this NDA (Attachment – 2).

The Office of Device Evaluation, CDRH, concluded that there is little likelihood of 
adverse systemic, genotoxic or carcinogenic effects after patients are exposed to the 
compounds extracted from the press-in bottle adapter and oral syringe. (see the 
Biocompatibility of the Device Constituents Review conducted by Dr. Kathleen Fitzgerald 
dated March 21, 2016). 

The Office of Compliance, CDRH, has issued a final approval recommendation for the 
applicant’s Quality System Requirements for the drug product based on the review 
conducted by Dr. Bleta Vuniqi dated June 6, 2016. 





Attachment 1: 

1. Package Insert 

(a) “Highlights” Section 

(b)  “Full Prescribing Information” Section 

#3. Dosage Form and Strength 

#11. Description 



#16  How Supplied/storage and Handling 

     

              
            

              
               

               
  

             
 

               
               

            
 

             



2. Labels

Immediate Container Label 

Container Carton Label 

(b) (4)

(b) (4)



Reviewer’s Assessment and Signature: 

The final immediate container and carton labels submitted on June 23, 2016 and 
the package insert submitted on June 30, 2016 are satisfactory from ONDP 
perspective.

Reviewer’s Signature: 
Hitesh Shroff, Ph.D. 
Branch V 
Division of New Drug Products II/ONDP 

Secondary Review Comments and concurrence: 

Supervisor’s Signature: 
Moo-Jhong Rhee, Ph.D. 
Branch V 
Division of New Drug Products II/ONDP 
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