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I. GENERAL COMMENTS 

To understand the Program’s effect on the review of NME NDA and original BLA applications, it will be 
critical that the independent contractor conduct complete and accurate interim and final assessments of 
the Program.  Accordingly, PhRMA submits the following comments: 

1. Comprehensive Independent Interviews of Applicants are Key Elements of the Independent 
Interim and Final Assessments of the Program 

FDA and industry agreed to establish the Program under PDUFA V with the goal “to improve the 
efficiency and effectiveness of the first cycle review process and decrease the number of review cycles 
necessary for approval, ensuring that patients have timely access to safe, effective, and high quality new 
drugs and biologics.”1  The Program provides for increased communication between FDA and drug 
sponsors prior to and during the drug review process.  PhRMA supports the FDA proposal to have 
Eastern Research Group, Inc. (“ERG”) conduct independent interviews of applicants after the Agency 
issues a first-cycle action for applications reviewed under the Program.  PhRMA believes that feedback 
collected from sponsors would improve understanding of applicant experiences with the Program and its 
ability to increase review transparency and communication during the review process. 
 

2. FDA and ERG should Ensure that Appropriate Metrics are Captured during the 
Interviews 

FDA and ERG should ensure that the proposed interviews collect appropriate metrics for the evaluation 
of the Program consistent with the Commitment Letter and the statement of work (“SOW”)2 for the 
assessment of the Program.  ERG should conduct comprehensive interviews to examine the contribution 
of Program-related as well as non-Program actions by FDA and applicants that affect first-cycle review 
performance.  PhRMA supports the proposal to have ERG conduct a pretest of the interview protocol 
with five respondents to help identify best practices. 
 

3. FDA and ERG should Ensure that Confidentiality and Trade Secrets are Protected 

FDA and ERG should ensure that any information obtained during the interviews is protected in 
accordance with the applicable confidentiality agreements.  Applicant responses should be anonymized 
and aggregated prior to inclusion in the independent assessments and any presentation materials at public 
meeting to ensure the protection of applicants’ confidential commercial information and trade secrets. 
 

II. CONCLUSION 

In summary, PhRMA supports the conduct of comprehensive independent interviews of applicants as part 
of the independent interim and final assessments of the Program.  PhRMA emphasizes the importance of 
protecting confidentiality of any identifiable information obtained during applicant interviews. 

                                                            
1   PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2013 through 2017 (the “Commitment 

Letter”), Section II.B. 
2   Assessment of the Program for Enhanced Review Transparency and Communication for New Molecular Entity 

New Drug Applications and Original Biologics License Applications in Prescription Drug User Fee Act V; Request 
for Comments; 77 Fed. Reg. 40072 (July 6, 2012). 
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