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II. Application Detail 
 

 
1. INDICATION:  For the maintenance treatment of opioid dependence 
 
2. ROUTE OF ADMINISTRATION: Oral 
 
3. STRENGTH/POTENCY:  0.4 mg/0.4 mL 
 
4. Rx/OTC DISPENSED:     xRx         OTC 

 
5. ELECTRONIC SUBMISSION (yes/no)? Yes 

 
6. PRIORITY CONSIDERATIONS: 

 
 
 Parameter Yes No Unk Comment 
1.  NME / PDUFA V  x   

2.  
Breakthrough Therapy 
Designation 

 x 
 

 

3.  
Orphan Drug 
Designation 

 x 
 

 

4.  Unapproved New Drug  x   

5.  
Medically Necessary 
Determination 

 x 
 

 

6.  

Potential Shortage 
Issues [either alleviating 
or non-approval may 
cause a shortage] 

 x 

 

 

7.  Rolling Submission x   
 The sponsor was granted a Fast Track designation, as 

well as rolling review and Priority review status.   

8.  
Drug/device 
combination product 
with consult 

x   
 

Consults requests submitted to CDRH (ODE and OC) 
12/26/2013 

9.  Complex manufacturing    x   

10.  
Other (e.g., expedited 
for an unlisted reason) 

 x 
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III. FILING CHECKLIST 
 
The following parameters are necessary in order to initiate a full review (i.e., the application is complete 
enough to start review but may have deficiencies).  On initial review of the NDA application: 
 

A. COMPLETENESS OF FACILITY INFORMATION 
 Parameter Yes No Comment 

11.  
Is all site information complete 
(e.g., contact information, 
responsibilities, address)? 

x  Form 356h supplement 

12.  
Do all sites indicate they are 
ready to be inspected (on 
356h)? 

x  Form 356h supplement 

13.  

Is a single comprehensive list 
of all involved facilities 
available in one location in the 
application? 

x  Form 356h supplement 

14.  

For testing labs, is complete 
information provided 
regarding which specific test is 
performed at each facility and 
what stage of manufacturing? 

x  Form 356h supplement 

15.  

Additional notes (non-filing 
issue) 

1. Are all sites registered 
or have FEI #? 

2. Do comments in EES 
indicate a request to 
participate on 
inspection(s)? 

3. Is this first application 
by the applicant? 

 
x 
 

  

 x  

 x  

*If any information regarding the facilities is missing/omitted, communicate to OPS/ONDQA 
regarding missing information and copy EESQuestions. Notify OMPQ management if 
problems are not resolved within 3 days and it can be a potential filing issue. 
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B. DRUG SUBSTANCE (DS) / DRUG PRODUCT (DP) 
 Parameter Yes No Comment 

16.  
Have any Comparability 
Protocols been requested? 

 x  

 
 

IMA CONCLUSION 
 Parameter Yes No Comment 

17.  
Does this application fit one of the 
EES Product Specific Categories? 

x   
The   ) has only device 
component manufacturing history and no finished 
dosage history. 

18.  

Have EERs been cross referenced 
against the 356h and product 
specific profile for accuracy and 
completion? 

x   

Have all EERs been updated with 
final PAI recommendation? 

x   

19.  

From a CGMP/facilities 
perspective, is the application 
fileable?  
 
If the NDA is not fileable from a 
product quality perspective, state the 
reasons and provide filing comments 
to be sent to the Applicant. 

x   
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V.  Overall Conclusions and Recommendations 
 
Is the application fileable? Yes 
 
Based on Section IV, is a KTM warranted for any PAI?  No 
If yes, please identify the sites in the above chart. 
 
Are there comments/issues to be included in the 74 day letter, including 
appropriate identification of facilities? No 

Comments for 74 Day Letter 
1. N/A 
2.  
3. 

 
 

REVIEW AND APPROVAL 
(DARRTS) 
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