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ISO 9001:2015 

RISK BASED 

• Preventative controls 
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Scope 

All OIR-owned processes, procedures, work 

instructions, forms, and templates related to  

• Medical device premarket, surveillance, and 

compliance 

• CLIA 

• EPRC 

• MQSA 

• Digital Health 

• Program Management Office 
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SWIFT 
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Training Records Site 
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2016-2017 Strategic Priorities 

Establish a National Evaluation System for 

Medical Devices  

Partner with Patients  

Promote a Culture of Quality and 

Organizational Excellence  
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FY-16 Milestones 

• Form team and train on ISO 9001:2015 

• Create traceability matrix 

• Gap analysis/ planning 

• Initial inventory of processes to control 

• Processes to be under document control by end of 

FY-16 
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What’s Next? 

• CAPA 

• Process Audits 

• Process Improvement 

• ISO 9001 to Baldrige 
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Contact 

OIR Quality Management Representatives 

 

• Peter Tobin 

    peter.tobin@fda.hhs.gov 

 

• Nick Pastelak 

    nicholas.pastelak@fda.hhs.gov 
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