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C. FILING CONSIDERATIONS
Parameter Yes No N/A Comment

GENERAL/ADMINISTRATIVE 
1. Has an environmental assessment report (NME, 

API with estrogenic, androgenic, or thyroid activity; 
API derived from plants and animals) or appropriate 
categorical exclusion (21 CFR 25.31 AND 25.15(d) 
been provided?

x categorical exclusion

2. For DMFs, are DMF #’s identified and 
authorization letter(s) from the US agent provided 
in the application and referenced DMF?

x

3. Is the Quality Overall Summary (QOS) organized 
adequately and legible? Is there sufficient 
information in the QOS to conduct a review?

x

FACILITY INFORMATION
4. Are drug substance manufacturing sites, drug 

product manufacturing sites, and additional 
manufacturing, packaging and control/testing 
laboratory sites identified on FDA Form 356h or 
associated continuation sheet with complete 
identifying information?  

x

5. Is a statement provided that all facilities are ready 
for GMP inspection at the time of submission?
For BLA: 

Is a manufacturing schedule provided?
Is the schedule feasible to conduct an 
inspection within the review cycle?

x

DRUG SUBSTANCE INFORMATION
6. Is the Drug Substance section [3.2.S] organized 

adequately and legible? Is there sufficient 
information in this  section to conduct a review?

DMF  triptorelin pamoate

DRUG PRODUCT INFORMATION
7. Is the Drug Product section [3.2.P] organized 

adequately and legible? Is there sufficient 
information in this section to conduct a review?

x DMF  (sterile powder to be 
reconstituted for injectable suspension) 
and 
DMF  (Sterile Water for Injection 
diluent)

BIOPHARMACEUTICS
8. If the Biopharmaceutics team is responsible for 

reviewing the in vivo BA or BE studies:  
•Does the application contain the complete BA/BE
   data?   
•Are the PK files in the correct format?
• Is an inspection request needed for the BE
  study(ies) and complete clinical site information  
  provided?

x

(b) (4)

(b) (4)

(b) (4)
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C. FILING CONSIDERATIONS
9. Are there adequate in vitro and/or in vivo data 

supporting the bridging of formulations throughout 
the drug product’s development and/or 
manufacturing changes to the clinical product? 
(Note whether the to-be-marketed product is the 
same product used in the pivotal clinical studies)

x

10. Does the application include a biowaiver request?  
If yes, are supportive data provided as per the type 
of waiver requested under the CFR to support the 
requested waiver?  Note the CFR section cited.

x 

11. For a modified release dosage form, does the 
application include information/data on the in-vitro 
alcohol dose-dumping potential?

x

12. For an extended release dosage form, is there 
enough information to assess the extended release 
designation claim as per the CFR?

x

13. Is there a claim or request for BCS I designation?  If 
yes, is there sufficient permeability, solubility, 
stability, and dissolution data?  

x

Referencing the approved NDA 22437

REGIONAL INFORMATION AND APPENDICES
14. Are any study reports or published articles in a 

foreign language?  If yes, has the translated version 
been included in the submission for review?

x

15. Are Executed Batch Records for drug substance (if 
applicable) and drug product available?  

x

16. If applicable, is the required information provided 
in 3.2.A for Biotech Products?

x

17. For Biotech Products, is sufficient information 
provided in compoliance with 21 CFR 610.9 and 
601.2(a)?

x

APPLICATION ELEMENTS

Initial Assessment Yes No Comments
1. Accelerated Review expected? (Priority or Breakthrough) x
2. Narrow Therapeutic Index Drug x
3. PET Drug, Drug Device Combination, Liposome product, 

Biosimilar product, Novel Dosage Form, Emerging 
Technology

x

4. Specialty Population (i.e., young children and/or elderly) x pediatric indication

5. Sterile Drug Product (Aseptic, Terminal, Parametric 
Release)

x

6. Use of Models for Release (IVIVC, dissolution models for 
real time release)

x
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APPLICATION ELEMENTS

Initial Assessment Yes No Comments
DMF(s) referenced for drug substance? x DMF 7.

8. Complex API (Polymeric molecules, Heterogeneous 
mixtures, Botanical, Antibody-Drug-Conjugate)

x

9. Real Time Release Testing, Continuous Manufacturing, 
PAT

x

10. EA Team: 

• NMEs
• API with estrogenic, androgenic, or thyroid 

activity
• API derived from plants or animals
• Environmental Assessments

x

categorical exclusion request

(b) (4)
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