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February 6, 2015 

 

Congressman Marsha Blackburn 

2125 Rayburn House Office Building 

Washington, D.C.  20515 

 

Congressman Gene Green 

2470 Rayburn House Office Building 

Washington, D.C.  20515 

Dear Congressmen Blackburn and Green: 

 

Thank you for the opportunity to submit comments on the revised draft SOFTWARE Act.  

Health IT Now (HITN, www.healthitnow.org) is a diverse coalition of health care providers, 

patient advocates, consumers, employers and payers who support the adoption and use of health 

IT to improve health care and to lower costs. We look forward to working with you to advance 

this important initiative. 

 

The Committee has substantial opportunities to promote innovation by clearly defining the 

products subject to FDA review and those products that are not. The latest draft is the clearest, 

best written bill on the subject we have seen to date. We have some minor suggested changes 

outlined below, and look forward to working with you to help pass this bill into law.  

 

Current Language Recommendation 

SEC. 2. MEDICAL AND HEALTH 

SOFTWARE DEFINED. 

Subsection (2) 

“(B) is not intended to provide a 

diagnosis; and  

 

 

 

 

“(C) is intended to analyze patient-

specific information and other 

information to recommend to health care 

professionals a single treatment or course 

of action— 

 

 

 

‘‘(i) without the need for such 

professionals to perform additional 

interpretation of, or to 

independently confirm the means 

for, such recommendation; and 

‘‘(ii) for the purpose of informing or 

influencing health care decisions in 

 

 

We suggest changing subsection (2)(B) to 

“is not intended to provide a definitive 

diagnosis” to ensure that software 

intended to provide a recommendation for 

a diagnosis is not unintentionally 

excluded 

 

We suggest changing section (2)(C) to “is 

intended to analyze patient-specific 

information to produce a single 

recommendation— in order to cover 

software intended to provide 

recommendations for diagnosis are not 

unintentionally excluded  

 

We suggest changing section (2)(C)(i) to 

“without the opportunity for such 

professionals” to better represent an 

amount of time or a situation in which 

something can be done and 

“independently review” to better reflect 

the act of looking at or examining the 
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the prevention, diagnosis, 

prognosis, treatment, cure, or 

disease management related to any 

disease or condition in humans. 

quality or condition of something or 

someone. 

 

Subsection (3) 

 

 

 

 

 

 

“(B) is intended for use for clinical, 

laboratory, or administrative workflow 

and related record keeping including 

health records;  

 

 

‘‘(C) is intended for use for use 

aggregation, conversion, storage, 

management, retrieval, or transmission of 

data from a device or other thing; 

 

 

 

 

“(H) is intended for use to analyze patient-

specific information or other information 

for purposes of presenting patient-specific 

recommended treatments or courses of 

action to inform health care professionals’ 

decisions with respect to the prevention, 

diagnosis, prognosis, treatment, cure, or 

management of a particular disease or 

condition, with the opportunity for 

additional interpretation or an independent 

confirmation of such treatments or courses 

of action; or  

The intended use of the terms “data” in 

subsections (3)(C), (3)(G), and (3)(G) and 

“information” in subsections (3)(E), 

(3)(H), and (3)(I) and the relationship 

between the two terms require 

clarification.  

 

We suggest changing section (3)(B) to “is 

intended for use for clinical, laboratory, or 

administrative workflow and related 

record keeping or informational display, 

including health records; 

This is unclear. Does the use of “other 

thing” refer to the emerging definition of 

the Internet of Things?  We suggest 

clarifying or deleting “other thing” from 

section (3)(C).  There is also ambiguity 

over whether section (C)(3)(C) is intended 

to cover MDDS.  

 

We suggest changing subsection (H) to 

“is intended for use to present or analyze 

patient-specific information or other 

information for purposes of presenting 

patient-specific recommended treatments, 

diagnoses, or courses of action to inform 

health care professionals’ decisions with 

respect to the prevention, diagnosis, 

prognosis, treatment, cure, or 

management of a particular disease or 

condition, with the opportunity for 

additional interpretation or an 

independent review of such treatments, 

diagnoses, or courses of action; or” to 

account for software providing diagnosis 

suggestions with any opportunity for 

independent confirmation. 
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We believe current regulatory uncertainty stifles healthcare innovation and that there is 

significant confusion in the market about what technologies may be regulated, by which 

agencies, and to what standards. Uncertainty creates barriers to the development of technologies 

that can help clinicians access more evidence-based medicine, provide patients with more 

individualized care, and generate better caregiver engagement. We believe Congress must act to 

address this serious problem in the interests of patients and advancing innovation now and in the 

future.  

 

We appreciate the opportunity to share our comments and commitment to a new clearly defined 

medical and health software framework, and look forward to working with you on passage of the 

bill.  

 

Sincerely, 

 

 

 

Joel C. White 

Executive Director 


