FDASIA Taxonomy subgroup

Anticipated Subgroup Output: To identify the scope of health IT that should be considered by the full workgroup to shape its recommendations.

Background Context
FDASIA Section 618: “…a report that contains a proposed strategy and recommendations on an appropriate, risk-based regulatory framework pertaining to health information technology, including mobile medical applications….” (emphasis added)


Statutory Definitions


Health Information Technology (HITECH Act (2009)) 
The term ‘health information technology’ means hardware, software, integrated technologies or related licenses, intellectual property, upgrades, or packaged solutions sold as services that are designed for or support the use by health care entities or patients for the electronic creation, maintenance, access, or exchange of health information.


Health information (SSA § 1171(4); 42 U.S.C. 1320d)
The term “health information” means any information, whether oral or recorded in any form or medium, that—
[bookmark: act-1171-4-a](A) is created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse; and
[bookmark: act-1171-4-b](B) relates to the past, present, or future physical or mental health or condition of an individual, the provision of health care to an individual, or the past, present, or future payment for the provision of health care to an individual.


Device (201(h) of the Federal Food, Drug and Cosmetic Act (FFDCA))
· "an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part, or accessory which is:
· recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them,
· intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or
· intended to affect the structure or any function of the body of man or other animals, and which does not achieve its primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes."





Potential Scope Options

· 1A) Explicitly limit the scope to known, named types or categories of health IT 
· 1B) Explicitly exclude types of health IT that are not within scope with the assumption that anything not excluded is in scope (i.e., excluding “hardware”)
· 1C) Explicitly state the scope as any software useable by patients or providers to create, maintain, access, or exchange health information
· 2) Create a scope where its boundary is defined by the health IT’s functionality/purpose for use (i.e., why it’s used)
· 3) Create a scope based on the type of users 
· 4) Have workgroup define specific criteria that create the “box” for the scope

Potential Differentiating Criteria to Create a Scope for Health Information Technology

· What the technology does (e.g., Creates, Stores, Exchanges, Uses/Manipulates/Interacts)
· Who the intended user might be
· Hardware, Software, or Service
· Whether Mobile or Not
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