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Postmarket ContextPostmarket Context
Reporting of Adverse Events & Product 
Problems

Medical Device Reporting
Medical Product Surveillance Network

Post-Approval Studies
Postmarket Surveillance 

Section 522 of the Federal F, D & C Act
CDRH Epidemiologic Research Program
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Need for PostNeed for Post--Approval StudiesApproval Studies
Gather essential postmarket information

Longer-term performance including effects of 
re-treatments & product changes
Real-world device performance (patients and 
clinicians) 
Effectiveness of training programs
Sub-group performance
Outcomes of concern (safety and 
effectiveness)  

Balance premarket burdens
Account for Panel recommendations
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PAS Legal AuthorityPAS Legal Authority
Title 21 Section 814.82

(a) FDA may impose post-approval requirements at 
the time of approval of the PMA or by regulation 
subsequent to approval and may include:

(2) Continuing evaluation and reporting on the 
safety, effectiveness, and reliability of the device for its 
intended use. FDA will state the reason and the 
number of patients to be evaluated. 

(9) Other requirements as FDA determines 
necessary to provide (continued) reasonable 
assurance of the safety and effectiveness of the 
device. 
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PostPost--Approval Studies:Approval Studies:
General PrinciplesGeneral Principles

Objective is to evaluate device performance 
and potential device-related problems in a 
broader population over an extended period 
of time after premarket determination of 
reasonable device safety and effectiveness
Post-approval studies should not be used to 
evaluate unresolved issues from the 
premarket phase that are important to the 
initial determination of device safety and 
effectiveness
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PAS Program TransformationPAS Program Transformation

Enhance scientific rigor of PAS 
Establish and maintain accountability for the 
PAS commitments
Build PAS information management system 
Build bridges between the postmarket 
knowledge and premarket device evaluation
Increase the transparency with the public
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Areas of TransformationAreas of Transformation

Oversight
Tracking
Review
Guidance 
Web Postings
Postmarket Advisory Panel Updates
Building Public Health Partnerships 
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PASPAS OversightOversight

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

ODE/OIVD 

OSB
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Premarket Review ProcessPremarket Review Process

Postmarket Section recommended for 
each PMA 
Epidemiologist on each PMA team

Lead in design of PAS study 
Work interactively with sponsors 
Present at Advisory Panel meetings 
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Premarket Review ProcessPremarket Review Process

Epidemiologist works directly and 
interactively with PMA applicant to 
design an appropriate PAS 
PAS protocol finalized before or at the 
time the PMA approval
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Postmarket Review ProcessPostmarket Review Process

Epidemiologist is the lead on all PAS 
Reports and all PAS Supplements 
involving changes to PAS protocol 

Postmarket Review Team

Feedback to premarket 
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Guidance Guidance DocumentDocument

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/guidance/156
1.html
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Least Burdensome ApproachLeast Burdensome Approach

• Acknowledged in FDA guidance:
“…concept should be integrated in pre-
market activities, as well as post-market 
activities as they relate to the premarket 
arena”

• The “way” to least burdensome is to 
discuss pre/postmarket balance as early 
as possible in the approval process
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PAS Tracking SystemPAS Tracking System
Developed  & instituted automated tracking 
system for post-approval study 
commitments

Acknowledge receipt of study reports
Follow-up when reports not received
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Reporting Status DefinitionsReporting 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. 
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Study Status DefinitionsStudy 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. 
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PAS Web PagePAS Web Page

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

http://www.accessdata.fda.gov/scripts/cdrh/cfd
ocs/cfPMA/pma_pas.cfm
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Postmarket Panel UpdatesPostmarket Panel Updates

General
• Routine FDA update to the Panel 
• At every Panel meeting  

Specific
• Presentations by Sponsor and FDA  
• Questions to the Panel  
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Engaging Public Health  PartnersEngaging Public Health  Partners

Robust CDRH Epidemiologic Research Program 
• Academia
• Professional Organizations
• Government Agencies 

Upcoming PAS Workshops 
• Implementation workshop, June 4-5, 09
• Methodology workshop, September 14-15, 09
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Ophthalmic Original PMAs and Panel Track Ophthalmic Original PMAs and Panel Track 
Supplements Approved CY2005 Supplements Approved CY2005 -- 20092009

7 7

2 3 2

21

2
1 1 0 0

4

0

5

10

15

20

25

2005 2006 2007 2008 2009 Total

C
ou

nt

Approved Original
PMAs/Supplements

Approved Original
PMAs/Supplements with
PAS*

*There are 21 PMAs/Panel Track Supplements and 4 PAS. One PMA 
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As of March 20, 2009
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Ophthalmic Devices with Ophthalmic Devices with 
PostPost--Approval StudiesApproval Studies

Phakic Intraocular Lens
1 PMA Approved 2005. Two studies 
ordered.

RGP Contact Lens for Orthokeratology
Approved 2006

Medical Laser System
Approved  2007

As of March 20, 2009

4 Observational Studies
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PAS Reporting StatusPAS Reporting Status

1Report On Time

2Report Pending

1Report Overdue
0Final Report Received

N= 4Status

As of March 20, 2009
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PAS Progress StatusPAS Progress Status

2Study Pending

1Study Overdue

1Study On Time
0Study Completed

N= 4Status

As of March 20, 2009
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VisionVision
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, Questions, Suggestions, 
Ideas?Ideas?

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


