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THE CLIENT’S CHALLENGE: 

A generic drug company with a drug pipeline of ~100 applications wanted to understand  why 
FDA approval of their pending applications was progressing so slowly. Some applications had 
been in review up to 5 years while the majority were in the review process at least 3 years.  The 
pipeline contained a mix of drug applications all of which were developed by third parties 
including Finished Drug Formulators. Applications included new ANDAs, ANDA supplements and 
505(b)(2) and a number had PIV certification. 
 
OUR APPROACH: 
 
We proposed to select a cross section of applications that would be representative of the 
regulatory health of the entire pipeline.  

 
Process to Define Project Scope: 

1. What was the submission date of the application 
a. Create 2 categories; new ANDAs filed before June 20, 2014 and after 
b. Determine applicable GDUFA performance metric at the time 
 

2. Prioritize - In each category, select 
a. “An application that has been pending approval longest” 
b.  “An application for a product with highest market value on market formation day” 
c. “Group applications that share a common key factor” 

i. Same filing status 
ii. Same API 

iii. Same manufacturing facility 
iv. Similar bio/BE study requirement 

 

3. Review CRs from and CR amendments submitted to FDA 
a. Interview RA staff to gain insight from FDA 
b. Determine what Module CR deficiencies stem from; most likely Module 3 (Quality 

or CMC) or Module 5 (Clinical Reports) 
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c. ID specific technical areas of concern 
i. Qualification of DS/API 

1. DMF 
 

ii. Qualification of DP 
1. Inactives 
2. Stability 

iii. Clinical section/Bio-equivalency outcome 
iv. Manufacturing Plant issues 

d. Review (deep dive) into applicable sections in original ANDA application; develop 
impartial opinion of quality of original ANDA submission 

 

4. Assign application a simplified “Risk Score”  
 

OUTCOME: 

After completing a thorough review of a cross section of pending applications we found that 
numerous issues were contributing to the elongated review cycles. These issues included; 
multiple repeating deficiency responses in response to FDA cited deficiencies, poorly scripted 
modules in the applications, bio-equivalency study outcomes not accepted by FDA, deficiencies 
in API suppliers DMFs. 
 
To enable the client to make complex decisions on which applications to keep and which to no 
longer pursue we created the representative Risk Score Card below. 
 

Application 
Name 

Submission 
Date 

Est. 
Approval 

Date 

DMF 
Risk 

Product 
Dev. 
Risk 

Manufacturing 
Risk 

PIV 
Litigation if 

any 

% FDA Review 
Completeness 
>50%, 100% 

Impact to 
Est. 

Approval 
Date 

% New 
Product 

Sales 

Overall 
Risk Score 
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The client’s CEO was able to look at this simplified Risk Score Card and understand the overall 
risk all on one page. The risk components were represented as either High, Medium or Low. 
Specific details behind each type of risk followed in greater detail following the Risk Score Card.  


