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Summary 

• OIVD 2012 Priorities and Updates 

– Class I/II IVD Exemptions 

• Organizational Changes 

• Key Guidances 

• Notable Waivers 
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Summary 
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Actions to Improve 

 Pre-Market Programs  

• Culture change toward greater transparency, 
interaction, collaboration, and the appropriate 
balancing of benefits and risks 

• Assure predictable and consistent 
recommendations, decision making, and 
application of the least burdensome principle 

• Implement efficient processes and use of 
resources  
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Culture Change 

• Better engagement with industry 

• Greater use of external experts 

• Balance benefits and risks and apply 

a more patient-centric approach 

• Smart Regulation  
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Engagement with Industry 

• Improve Interactive Review 

• Improve Pre-Submission Meetings 
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External Experts 

• Leverage External Scientific 

Expertise  

• Experiential Learning Program  
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Benefits and Risks  

• Guidance on Making Benefit-Risk 

Determinations 

• Guidance on Early Feasibility 

Studies  

• Guidance on IDE Decisions  
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Smart Regulation  

• Innovation Pathway  
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Predictable and Consistent 

Recommendations  

• Management Oversight 

• Enhancing Training 

• Improving Internal Processes 

• Transparency Through Guidances 

• New Communication Tools. 
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Improving Internal Processes 

• Establish a Center Science Council  

• Standard Operating Procedures (SOP) 

• When Additional Information can be Requested 

• Change in Reviewer 

• Corrective and Preventive Actions (CAPA) 
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Transparency Through 

Guidances 

• The 510(k) Process  

• 510(k) Modifications  

• Clinical Trials  
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Developing New 

 Communication Tools 

 
• Notice to Industry Letters  
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Implement Efficient Processes  

• De Novo Process  

• External Appeals 

• Use Post-Market Data  

• Improve the Third Party Review Program  

• Down-Classification  

• Implement Triaging 
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Organizational Change – OIVD 

• Working reducing manager/reviewer 

ratio currently 1/27 -  ideal 1/10 

• Adding post-market for radiology, 

mammography, and Radiological 

Health 
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Guidances  

• Enforcement Policy for Premarket 
Notification Requirements for Certain In 
Vitro Diagnostic and Radiology Devices – 
Draft 

• Yersinia spp. - Draft 

• HPV - Final 

• Artificial Pancreas 
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Notable Waivers 

• Binax Strep A 

• TearLab Osmolarity System 

• Rapid Flu Tests 

– Alere Influenza A & B Test 

– BD Veritor Influenza A & B 

• OraQuick HCV Rapid Test  
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FDA CLIA Waiver Guidance 

• Agreement with comparative method 
>95% 

• Two-sided 95% confidence interval lower 
bound ≥89% 

• Clause that allows waiver if standard is not 
met in cases of medically acceptable 
performance with risk/benefit justification 
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Justification for Granting 

Waiver to Rapid Flu tests 

• Risks/benefits associated with the use of the 

device 

• Acceptable 510(k) and CLIA Waiver testing 

performance 

• Expert medicial practice consultations including 

public health needs 

• Review of literature 



Thanks 

 


