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• The views and opinions expressed in the following PowerPoint 
slides are those of the individual presenter and should not be 
attributed to Drug Information Association, Inc. (“DIA”), its 
directors, officers, employees, volunteers, members, chapters, 
councils, Communities or affiliates, or any organization with 
which the presenter is employed or affiliated. 

• For work prepared by US government employees representing 
their agencies, there is no copyright and these work products 
can be reproduced freely. Drug Information Association, Drug 
Information Association Inc., DIA and DIA logo are registered 
trademarks.   All other trademarks are the property of their 
respective owners. 

Disclaimer – Content Slide
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• During the Pre-NDA/BLA phase
• Items may be identified as “potential” review issues and discussed during the 

Pre-NDA/BLA meeting

• “Potential” review issues will be tracked using the review issues tracker

• The Division may seek additional information or analysis to “potentially” 
address the identified issue either pre-NDA/BLA or in the marketing 
application

• Once the marketing application is submitted
• The Integrated Assessment is currently being used for NMEs and original BLAs

• Divisions are still using the 21st Century review process with the Integrated 
Assessment Process 

• If the marketing application is specifically utilizing the Integrated Review, the 
unique aspects of the Integrated Review will be merged with the 21st Century 
review timelines

Current Overview of the Integrated Assessment
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Example of Merging 21st Century and Integrated Review

1 Benefit-Risk Scoping Meeting can be held in conjunction with the Filing Meeting as the default; provided 90 minutes is allowed for both meetings. 

2 JAMs (Joint Assessment Meetings) are shown for illustrative purposes only – timing and number should be tailored for the needs of the application

Meetings and Milestones of the Integrated Review for Marketing Applications
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Early identification of review issues at the 
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Issue-based meetings with earlier 
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Internal Meetings:
• Filing meeting
• Benefit/Risk scoping meeting - NEW
• Wrap-up meeting
• Sprinkled in the review timeline are Joint Assessment Meetings (JAM) - NEW

• No set number of JAM meetings that a Division must hold – depends on the review issues 
identified

• Very structured meetings with specific agenda topics identified by the Review Issues 
Tracker

• After a JAM Meeting – the RPM may send the Applicant information requests

External Meetings:
• Mid-Cycle

• Mid-cycle communication

• Late-Cycle meeting
• Late-cycle communications

Review Milestone Meetings
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• The RPM and CDTL are working as co-leaders to guide the team 
through the review process

• The RPM/CDTL as co-leaders ensure reviewers update the Review 
Issues Tracker to help identify agenda items for the upcoming JAM 
Meetings

• The RPM is writing the Regulatory History portion of the Integrated 
Review document

What’s new with the Integrated Review for the RPM
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