FDASIA Workgroup Overview 
Charge for the Health IT Working Group
The Food and Drug Administration Safety Innovation Act (FDASIA) Workgroup is charged with providing expert input on issues and concepts identified by the Food and Drug Administration (FDA), Office of the National Coordinator for Health IT (ONC), and the Federal Communications Commission (FCC) to inform the development of a report on an appropriate, risk-based regulatory framework pertaining to health information technology including mobile medical applications that promotes innovation, protects patient safety, and avoids regulatory duplication.

The FDASIA Workgroup is expected to build on prior work such as the Institute of Medicine (IOM) report, Health IT and Patient Safety: Building Safer Systems for Better Care and ONC's Health IT Patient Safety Action and Surveillance Plan; FDA's mobile medical applications guidance and Medical Device Data Systems Rule; FCC's National Broadband plan and other relevant work. Specifically, the three agencies will seek input on issues relevant to the report, which include:

· Types of risk that may be posed by health IT that impact patient safety, the likelihood that these risks will be realized, and the impact of these considerations on a risk-based approach;

· Factors or approaches that could be included in a risk-based regulatory approach for health IT to promote innovation and protect patient safety; and

· Approaches to avoid duplicative or overlapping regulatory requirements.

Workgroup Activities:
· Scope:  
· Define products, services, and technology considered as Health IT 
· Patient Safety Risk Characterization: 

· Identify the types, magnitude and likelihood of patient safety risk that may be posed by health IT. 
· Identify critical factors that any framework should include to address/mitigate identified risks related to patient safety. 
· Categorize critical factors and the impact of these considerations on patient safety and innovation.
· Innovation:

· Identify specific factors that promote innovation in health IT (examples).
· Identify specific factors that if the framework does not include can inhibit investment and innovation in health IT (examples).
· Describe process and decision points of innovators and how the above factors apply to each.
· Regulations:

· Identify current areas of regulatory duplication, ambiguity, or oversight confusion.
· Identify current areas of regulatory success and “best practices.”

· Identify regulatory gaps in relation to identified patient safety and innovation needs. 
· Identify relative strengths and weaknesses of our current regulatory structure as it relates to Health IT and patient safety.
· Identify strategies to improve efficiency and avoid duplicative regulatory processes.
· Identify non-regulatory activities (existing or potential) that should be considered. 

Draft time line:
Late May (tentative): 
In person FDASIA work group meeting in Washington, DC (1½ days).
August 7:  
Present draft work group recommendations to the HIT Policy Committee (virtual).

September 4: 
Present final work group recommendations to the HIT Policy Committee (in person).

September–January: 
Agencies prepare proposed strategies and recommendations for public comment.

