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BackgroundBackground

• Backlog of applications at FDA in early 
90’s
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• Need for regulatory reform

• Support for reform from all stakeholders



Changes in the LawChanges in the Law

• FDA Modernization Act of 1997

• Medical Device User Fee and
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• Medical Device User Fee and
Modernization Act of 2002

• FDA Amendments Act of 2007



FDA Modernization Act of 1997FDA Modernization Act of 1997

• Addition to FDA’s Mission

� Protect and promote the public health
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� Protect and promote the public health



FDA Modernization Act of 1997FDA Modernization Act of 1997

• Expedited Review

� Represents breakthrough technology

� No approved alternatives exist 
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� No approved alternatives exist 

� Offer significant advantages over existing approved 
alternatives 

OR

� Availability is in the best interests of patients



FDA Modernization Act of 1997FDA Modernization Act of 1997

• Humanitarian Device Exemption

� Disease or condition affects less than 4000 patients 
annually 
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annually 

� Demonstrate safety and probable clinical benefit 

� Exempt from effectiveness standard for approval

� Cannot make profit on sale—only recover costs



FDA Modernization Act of 1997FDA Modernization Act of 1997

• Least burdensome concept

� Cornerstone of the 1997 law

� “…shall consider the least burdensome appropriate 
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� “…shall consider the least burdensome appropriate 
means of evaluating device effectiveness…” 

� Applies to both 510(k) and PMA products



Early Collaboration and Review Early Collaboration and Review 
MeetingsMeetings

� Determination meeting

� Pre-IDE agreement meeting 
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� Pre-IDE agreement meeting 

� Pre-submission meeting

� Day-100 meeting



Dispute Resolution Process Dispute Resolution Process 
EstablishedEstablished

• Ombudsman available to resolve scientific 
disputes
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• Dispute resolution expert panel may be 
convened



Medical Device User Fee and Medical Device User Fee and 
Modernization ActModernization Act

• Office of Combination Products 
established
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� Promptly assign a center with primary 
jurisdiction

� Ensure the timeliness of review



Medical Device User Fee and Medical Device User Fee and 
Modernization ActModernization Act

• Addition of resources through user fees

� Additional reviewers hired
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� Additional reviewers hired

� Scientific experts through fellowship 
program



Medical Device User Fee and Medical Device User Fee and 
Modernization ActModernization Act

• Specific Performance goals for 
expedited review
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expedited review

� 90 % of applications receive a decision in 
300 days



FDA Amendments of 2007FDA Amendments of 2007

• Interactive review

• Greater focus on FDA decisions
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• More aggressive goals for expedited 
review—280 days

• Pediatric device development



Taking Advantage of Available ToolsTaking Advantage of Available Tools

Submit
IDE

Begin
Pre-Clinical 

Testing

Submit PMA 
or 510(k)

Approval/
Clearance

Post-
Market

Pre-IDE

• Take advantage of all meetings
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Agreement

Determination

Pre-
PMA

PMA 
Day
100

Product life
cycle

R&D Product Validation Regulatory 
Review Post Review



Taking Advantage of Available ToolsTaking Advantage of Available Tools

• Can you qualify for expedited review?

• Can you qualify for HDE—is the patient 
population less than 4000?

• Can use of Bayesian statistics reduce size of 
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• Can use of Bayesian statistics reduce size of 
trial

• Look for applicable guidance documents

• Is your product a combination product?

• Use dispute resolution to resolve scientific 
disputes



Achieving SuccessAchieving Success

• Meet early and meet often

• Make your case for expedited review status

• Establish relationships with reviewers and 
branch chiefs
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branch chiefs

• Search FDA database for valuable 
information 

• Contact the CDRH ombudsman early
when disputes are just beginning



Summary Summary 

• FDA’s Mission is to promoteand protect the 
public health

• Devices that fulfill unmet clinical needs 
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• Devices that fulfill unmet clinical needs 
promote public health 

• Working with FDA early can improve chances 
of success


