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Outline

Recent developments in the CDRH 
Post-Approval Studies (PAS) 
Program

Cardiovascular PAS Update



Areas of PAS Program 
Transformation

Oversight
Tracking
Review
Guidance 
Web Posting
Postmarket Advisory Panel Updates
Building Public Health Partnerships 



PAS Oversight

January 1, 2005    Initial  Transfer
April 2, 2007         Full Transfer 

ODE/OIVD 

OSB



PAS Tracking System

Developed  & instituted automated 
tracking system for post-approval 
study commitments



Premarket Review Process
Epidemiologist on each PMA team

Lead the design of PAS study 
Work interactively with sponsors 
Present at Panel meetings 

PAS Protocol/outline finalized at the time 
of PMA approval 
Agreed upon study timelines 



Postmarket Review Process

Epidemiology lead on all PAS Reports 
and all PAS Supplements involving 
changes to PAS protocol 

Postmarket Review Team
Feedback to premarket 



Post-Approval Studies 
Guidance Document

Guidance for Industry and FDA Staff:  
Procedures for Handling Post-Approval 
Studies Imposed by PMA Order  
(December 21, 2006, revised  August 1, 
2007) 
http://www.fda.gov/cdrh/osb/guidan
ce/1561.html



PAS Web Page

Went live on April 6, 2007
Reporting Schedule Status
PAS Study Progress
Post – 2005 Studies 

http://www.accessdata.fda.gov/scripts/cdrh/c
fdocs/cfPMA/pma_pas.cfm



Reporting Status Definitions

Report On- time : FDA has received the scheduled 
Interim or Final Post-Approval Study Status Report by 
the due date. 
Report Overdue : FDA has not received the Interim or 
Final Post-Approval Study Status Report by the due 
date. 
Report Overdue/Received: FDA has received the 
Interim or Final Post-Approval Study Status Report, 
although past the due date. 
Final Post-Approval Study Report Submitted : The 
study has been concluded or terminated, and the 
Final Post-Approval Study Report has been 
submitted. 



Study Status Definitions
Protocol Pending: FDA has not approved the study protocol and 
it has been less than 6 months since the approval of the PMA. 
Protocol Overdue: FDA has not approved the study protocol and 
it has been 6 months or more since the approval of the PMA 
Study Pending : The protocol has been approved but the study 
has not begun (i.e., no subjects have been enrolled), and the 
projected date for completing patient accrual has not passed. 
Study On-time : The study is proceeding according to, or is 
ahead of, the agreed upon schedule . 
Study Overdue: The study has not been initiated by the projected 
date for completion of patient enrollment or the study is behind
the agreed upon schedule. 
Study Terminated : FDA granted an early termination of the 
study because the study is either no longer feasible or would no
longer provide useful information. 
Study Completed: FDA has reviewed the Final Post-Approval 
Study Report and determined that the study fulfills the 
commitment. 





Postmarket  Advisory Panel Updates

General PAS Updates
First being presented today 

Specific PAS Updates 
January 26, 2007
December 14, 2007    



Building Public Health 
Partnerships

First FDA/FDLI PAS Conference, 
May 10-11, 2007

Continued dialogue with 
stakeholders



Cardiovascular Original PMA and 
Supplements Approved 2005 - 2007
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Cardiovascular Devices with 
Post-Approval Studies
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Distribution of PAS Study Designs
N= 27 Studies
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Reporting Status of PAS
N= 27 Studies
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Progress Status of PAS
N=27
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PMA/PAS Panel Presentations  
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Post- Approval Studies 
Vision    

Important postmarket questions are addressed
Studies are realistic & founded on good 
science
Studies are timely, accurate, & provide useful 
results
Reports are clearly  identified & effectively 
tracked
Stakeholders are kept apprised 
Collaboration is stressed throughout
Enforcement options are rarely used
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Questions, Suggestions, Ideas?

danica.marinac-dabic@fda.hhs.gov
(240) 276-2367


