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July 16, 2013 
 
Steven Posnack 
Director, Federal Policy Division 
Office of Policy and Planning 
Office of the National Coordinator for Health IT,  
 
Re: FR Doc. 2013–12828 
 
Dear Dr. Posnack: 
 
Health IT Now (www.healthitnow.org) is pleased to respond to the Food and Drug 
Administration Safety and Innovation Act (FDASIA): Request for Comments on the Development 
of a Risk-Based Regulatory Framework and Strategy for Health Information Technology. 
 
Health IT Now is a diverse coalition of health care providers, patient advocates, consumers, 
employers and payers who support the adoption of health IT to lower costs while improving 
quality, safety and clinical outcomes.   Improving patient safety and modernizing the regulatory 
structure for Health IT are important priorities for HITN.  We support a reformed patient safety 
framework that uses technology to create a self-improving, efficient and innovative environment.  
 
We are pleased to provide our comments on how the current regulatory structure should be 
updated to reflect the diversity of 21st century products and hope that our comments along with 
those from the many other stakeholders engaged in this issue are fully considered in advance of 
any rulemaking.  The comments below reflect those of the Coalition and may not reflect the 
views of specific members of the Coalition.  
 
I. General Comments 
 
The FDASIA Work Group should recommend Congress create a new framework for the 
regulation of health technologies by limiting the scope of FDA regulation of software.  We 
believe a technology should only be designated as a medical technology if it is an Actor, 
meaning that it has the ability to change the end user’s current state physiology with limited or 
no opportunity for informed human intervention.  These actor technologies should be regulated 
by the FDA.  Technologies that fall outside this box should be certified to functional standards 
associated with their risk through a process similar to ONC’s EHR an EHR module certification 
program.     
 
Health technologies are becoming increasingly portable.  Nation-wide broadband connections 
and high-speed cellular networks, paired with advances in processing power have transformed 
the way we use our personal data and have led us to demand that it be more accessible.  Ubiquity 
of these technologies, and their ease of use, has also resulted in many relying on an array of 
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mobile platforms and applications that help manage our everyday lives and, increasingly, our 
health. 
 
While these technologies have been transformative, they also create legitimate safety concerns 
that should be addressed through regulation, where appropriate.  Regulatory uncertainty in the 
health technology market partially stems from the nature of evolving technology systems.  For 
example, when does a technology stop acting as a platform or information system and when does 
it become medical in nature and raise legitimate patient safety risks?   
 
There have been several parallel and overlapping approaches to regulate health technologies 
individually but these attempts seek to apply a framework more appropriate to the universe of 
discreet devices and wired attachments, not to mobile apps and networks of health technologies.  
These approaches were designed or modified in the 1970s, well before the ascendance of mobile 
apps and powerful technologies that are and can drive advances in health.  In this new era, we 
believe a regulator must consider the intended functionality of that network’s components based 
on their individualized risk of harm to the patient rather than treat the network as a whole as 
though it is a medical device.   
 
The FDASIA Workgroup is charged with offering direction to HHS on how to regulate the 
growing health IT market including mobile medical apps.  Importantly, Congress set the original 
statutory framework that gave FDA, FCC, and ONC their regulatory authority.  Congress’ 
inclusion of the FDASIA Workgroup in the law is a clear signal from lawmakers that Congress 
finds the existing regulatory structure unsatisfactory for emerging health technologies.  Likewise, 
patients, providers, employers and payers are equally dissatisfied and uncertain about their future 
exposure and responsibilities under the existing patchwork framework.   
 
The FDASIA Workgroup has a tremendous opportunity to make forward thinking 
recommendations to HHS.  While the workgroup is charged with making a report to HHS, we do 
believe that this report should also include recommendations for Congressional consideration so 
that Congress may define a regulatory framework for emerging and future health technologies as 
it did for medical devices nearly forty years ago.   
 
With the pace and dynamic nature of the health technology market in mind we challenge the 
FDASIA work group to construct a framework that more aggressively advances technology 
solutions for the anticipated future needs of patients and providers and the challenges we as a 
country faces related to cost, quality and safety.   
 
HITN encourages the Workgroup to take an expansive view of what is possible, rather than focus 
on the familiar and merely attainable.  
 
Our recommendations are as follows:  
 

• Aggressively pursue the twin and complementary goals of promoting innovation and 
protecting innovation.  Mobile apps and health IT can improve safety while improving 
health and efficiency. 
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• Fulfill the statutory requirement to provide recommendations to HHS and the public on a 
new framework.  We suggest doing so prior to the FDA issuing new guidance. 
 

• Create a bright line that delineates when FDA should be the regulator, and when it should 
not be the regulator. 
 

• Structure recommendations that rely on a technology’s functionality, versus its intended 
use or design. 
 

• Eliminate duplicative or conflicting regulators and regulations wherever possible and 
consistent with the President’s Executive Order 13563, which seeks to promote flexible 
approaches and meaningful public participation in the regulatory development process. 
 

• Include a cost-benefit analysis of the proposed framework.  The FDA draft guidance on 
mobile medical applications included no estimate of the costs to developers, patients, 
providers, payers or society.  We believe any balanced framework should include a 
discussion or estimate of both the costs and benefits of the framework. 

 
II. Regulation 
 
We are concerned that many who examine the role of regulators for any mobile medical app, 
medical device or health IT framework are constrained by a perception that the existing 
treatment of medical devices is the right approach.  Simply trying to define each discreet 
technology by putting them inside or outside the existing medical device regulatory box fails to 
recognize the entire framework likely needs to be overhauled and updated for 21st century 
medicine.  We are encouraged that the members of the FDASIA work group have not fallen into 
this trap. 
 
Recommendation: Establish A “Gatekeeper” to Determine an Appropriate Regulatory 
Pathway for Health Technologies 
 
As consumer technologies become increasingly complex and further integrated with one another, 
either physically or through a network connection, the complexity of the challenge faced by the 
FDASIA work group is amplified.  A simple example is the mobile phone, where, making calls 
has all but become a secondary feature of the technology.  Smartphones are a platform for 
software that can act as our access point to the internet, our mail, our bank, and increasingly our 
doctor.  In short, consumers are demanding many functions be integrated into a common 
technology that both fit their needs and with which they are familiar.  
 
In this example, outside of serving as a platform to run an application or access a cloud-based 
service, the mobile phone is solely an enabling technology, agnostic of its software’s design or 
functionality.  The new reality of network enabled healthcare has muddled the regulatory process 
because several regulatory agencies have legitimate claims to jurisdiction over these combination 
products based on old ways, means and pathways that were codified in a time when current-day 
technologies had yet to be conceived. 
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Some agencies, such as FDA, have already developed infrastructure to handle the regulation of 
combination products within their jurisdiction. An example is a recently cleared medication 
adherence tool that combines a pharmaceutical therapy with an RFID tracking technology 
intended to be swallowed by the patient.  The creation of the FDA Office of Combination 
Products has increased clarity for industry developing combined drugs and devices because the 
office is able to serve as a gatekeeper that steers these products to the most appropriate 
regulatory process.   As we stated previously, however, not all health technologies are medical 
devices and therefore it would not be appropriate for FDA to act in a gatekeeping capacity for 
products where it does not have regulatory jurisdiction.  We do believe, however, that such a role 
would fit squarely into the core competencies of ONC.   
 
ONC currently contracts with private expert organizations to certify electronic health records and 
modular EHR technologies for use in the Medicare and Medicaid EHR incentive program.  As 
described previously, the universe of health information technologies are information systems 
interacting with health-related data, which in and of themselves are not medical devices.  We 
believe that ONC has a proven track record of leveraging its certification process to evaluate the 
more than 2,000 products used by nearly half of all Medicare providers.  Because ONC has the 
demonstrated ability to identify and appropriately work with certifiers of these technologies, we 
believe that ONC is uniquely suited to distinguish between information systems and high-risk 
medical technologies that require additional scrutiny.   This role is also consistent with ONC’s 
statutory mandate to coordinate regulatory, program and policy efforts across Departments and 
Agencies. 
 
In addition, allowing ONC to nationally coordinate the regulation of health technologies is 
appropriate because it does not remove regulatory authority from any other regulator.  It would 
create much needed guidance for industry developing integrated technology products.  In this 
new framework, ONC would identify the regulatory path that is appropriate for the potential risk 
a technology poses and the regulatory science expertise of the regulator. 
 
We believe the FDASIA work group should recommend that Congress institute a governing 
body, under the auspices of ONC, made up of diverse and relevant stakeholders that would 
ensure the gatekeeping process remain nimble and focused on innovation and patient safety, as 
well as to serve as a check against any one regulatory agency attempting to inappropriately 
increase its jurisdiction or purview.  This governing body should include relevant standards 
development organizations, patient safety organizations, patients, professional medical societies, 
relevant technology developers and manufacturers and the various agencies currently spread out 
within HHS and other Departments (e.g. AHRQ, FDA, VA, FCC, etc.).  In the interest of 
transparency, we suggest the governing body produce regular reports on its operations, and any 
ongoing suggestions to further improve or refine the gatekeeping process to promote innovation 
and patient safety.  
 
To this end we believe that the FDASIA workgroup should be very careful not to attempt to 
force fit the current health technology market into existing regulatory processes but rather 
identify the strengths of current regulators and make recommendations to Congress on how those 
strengths can be leveraged in a re-envisioned regulatory paradigm built to support the needs of a 
networked health environment. Our comments that follow provide a framework of definitions 
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and processes which, if adopted, would ensure that a Gatekeeper could oversee a regulatory 
process that will remain unencumbered by the growth of the marketplace and unimpaired by the 
emergence of new technologies.   
 
III. Taxonomy 
 
Some technologies are unpredictable, particularly when they interact with human physiology.  
Others, which rely purely on technology-to-technology interactions can be tested and proven, 
based on known standards, to function as expected consistently and without error.  Health IT 
Now strongly believes that a scalable regulatory structure must first determine the intended 
functionality of technology before it enters the regulatory process.   
 
The example below outlines how such a framework might be constructed.  It builds off the more 
general framework offered by the Bipartisan Policy Center, and endorsed by more than a 
hundred organizations.  In addition, it answers a critical question raised during a series of 
Congressional hearings about when and how regulators should engage.  Finally, the example 
suggests a functional definition of medical device that provides the certainty and clarity left 
wanting in the current definition of a medical device. 
 
Example:  
 

A biometric collection wristband that connects to a smartphone, via Bluetooth 
4.0, which hosts an application that makes a calculation based on data collected 
by the bracelet as well as user entered variables, which leverages the 
smartphone’s 4G capabilities to connect to an EHR platform, which hosts a 
decision support module designed to use user-collected data and connect 
wirelessly via WLAN to trigger an automatic medication administrator for the 
purposes of administering medication. 
 

To determine what level of risk these technologies pose to a patient—and how each piece should 
subsequently be regulated—it is important to first enumerate what the final expected 
functionality of each of these technologies is, definitively. 
 
Table 1 – Example Technologies and Expected Functionalities  

 
Technology 
 

Expected Functionality 

Wristband • Collect user-generated data 
• Connect to a device via Bluetooth 4.0 

Smartphone • Connect to a device via Bluetooth 4.0 
• Act as a CPU for an Application 
• Connect to the Internet via a 4G network 

Application • Operate on a CPU 
• Collect user-entered data 
• Perform a calculation(s) based on user-generated and user-
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entered variables and known constants 
EHR Platform • Connect to the internet 

• Receive data from the internet 
• Collect user-entered data 
• Store data 
• Act as a CPU for a decision support module 
• Connect to a WLAN network 

Decision Support Module • Operate on a CPU 
• Perform a calculation based on stored data and know variables 
• Connect to a WLAN network 
• Trigger an action by an automatic medication administrator 

Automatic Medication 
Administrator 

• Connect to a WLAN network 
• Administer medication based on an input. 

 
This delineation between functionality is missing from existing regulatory structures and is 
central to a well-functioning and rational regulatory framework.  Using the functionality of a 
technology would empower a regulatory Gatekeeper to divide technologies (and their regulators) 
into broad categories described below.  
 

• Collectors – A technology that has the capacity to collect user-generated data or user-
entered data.  
 

• Intermediaries – A CPU or I/O technology. The purpose of these technologies is to 
act as a platform for a secondary software to run or to act as mechanism for 
connectivity. 
 

• Users – A technology designed to change data from its original format. 
 

• Actors – A technology that has the ability to change the patient current-state 
physiology with limited or no informed human interaction. 

 
Table 2 shows which role each of the technologies play.    
 
Table 2 – Technologies Defined by Role 
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The roles laid out above are the foundational elements required to create a scalable process that 
provides clarity for industry and regulators alike   Using these definitions, a technology will only 
be designated as a medical technology if it is an Actor, meaning that it has the ability to change 
the end user’s current state physiology with limited or no opportunity for informed human 
intervention.   
 
We suggest the FDASIA Workgroup adopt the following language in its recommendations to 
Congress to create a very clear line of demarcation between health and medical technologies:  
 

A technology becomes medical in nature when it changes the patient’s current state 
physiology with limited or no opportunity for informed human intervention. 

 
Anything to the left of the “Actor” column would not be regulated by the FDA. 
 
The smartphone, for example, its only intended functionality is to enable Bluetooth 4.0 and 4G 
connectivity as well as to act as a CPU.  Despite the fact that will be enabling connectivity for an 
application that will send data to a decision support module that will ultimately trigger a medical 
technology, the smartphone itself would only be subject to regulation as an intermediary and not 
as an Actor.   
 
This is similar to the EHR platform; although it is enabling WLAN access, receiving data from 
a mobile application, and serving as a CPU for a decision support module, the EHR itself is only 
functioning an Intermediary, a Collector and a User and would not be subject to the  
 
The most intensive regulatory scrutiny would be on the decision support module and the 
medication administrator for acting with little or no opportunity for informed human intervention 
 
As outlined in this framework, we suggest a number of recommendations be included in the 
FDASIA report and deliberations.   
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Recommendation: Advise Congress to Establish A Public-Private Certification Process for 
Health Technologies 
 
Health Technologies  

• Intermediaries 
• Collectors 
• Users 

 
Health Technologies are information driven and pose limited risk to patients because they are 
reliant on technology-to-technology operations that are standardized and tested ad infinitum (able 
to generate a response within an expected range regardless of input). Health Technologies may 
connect to Medical Technologies —directly or via a network— but they cannot change a 
patient’s current state physiology without an opportunity for informed human intervention. 
 
Due to the testable nature of these technologies we believe that patient safety can be adequately 
protected by a public-private certification process, similar to that led by ONC for the Meaningful 
Use EHR incentive program.  We encourage the FDASIA Workgroup to consider the rapid 
development and adoption in health technologies; we are concerned that the number of products 
on the market today already is significantly larger the number of regulators with the expertise to 
evaluate these technologies.   
 
To address this issue we believe the FDASIA Workgroup should recommend that Congress 
either expand the purview of ONC’s certifying authority or set up a parallel process, developed 
with appropriate stakeholder input, under the auspices of ONC.  
 
Recommendation: Advise Congress to Limit FDA’s Regulatory Purview to Medical 
Technologies 
 
Medical Technologies 

• Actors 
	  

Medical Technologies pose the most significant risk to patient safety because they are designed 
to directly change a patient’s current state physiology with limited or no opportunity for human 
interaction.  These technologies most closely parallel Class 2 and Class 3 medical devices that 
are currently regulated by the FDA.   
 
We believe the FDASIA Workgroup should recommend that Congress limit FDA’s regulatory 
purview to technologies that change a patient’s current-state physiology with limited or no 
informed human interaction. 
 
Recommendation: Create A Regulatory Safe Harbor for No-Risk Technologies 
 
Technology should not be regulated solely because it uses or accesses information that has been 
deemed health-related.  For this reason we believe that the FDASIA Workgroup should 
recommend that Congress create a regulatory safe harbor for technologies that have not been 
designed for health but are used for healthcare or medical purposes by the end user. 
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IV. Conclusion 
 
Health IT Now was a strong supporter of the FDASIA legislation, in part because it 
recommended the formulation of the FDASIA Workgroup.  The role of the work group is 
important in shaping health technology policy and creates an important venue to allow experts to 
convey the input of the patient, provider, and developer communities to the Administration and 
Congress so that legislators may act.  Health IT Now would like thank this workgroup for the 
opportunity to comment and hope that it considers all stakeholder comments before making its 
final recommendations.  We look forward to working with you on these important issues. 
 
     Sincerely, 
 
 

 
Joel C. White 
Executive Director 

 


