
45 CFR 160.103 
Business associate includes: 
(i) A Health Information Organization, E-prescribing 
Gateway, or other person that provides data transmission 
services with respect to protected health information to a 
covered entity and that requires access on a routine basis to 
such protected health information. 
(ii) A person that offers a personal health record to one or 
more individuals on behalf of a covered entity. 
(iii) A subcontractor that creates, receives, maintains, or 
transmits protected health information on behalf of the 
business associate. 
(4) Business associate does not include: 
(i) A health care provider, with respect to disclosures by a 
covered entity to the health care provider concerning the 
treatment of the individual. 
(ii) A plan sponsor, with respect to disclosures by a group 
health plan (or by a health insurance issuer or HMO with 
respect to a group health plan) to the plan sponsor, to the 
extent that the requirements of § 164.504(f) of this 
subchapter apply and are met. 
(iii) A government agency, with respect to determining 
eligibility for, or enrollment in, a government health plan 
that provides public benefits and is administered by another 
government agency, or collecting protected health 
information for such purposes, to the extent such activities 
are authorized by law.  
(iv) A covered entity participating in an organized health 
care arrangement that performs a function or activity as 



described by paragraph (1)(i) of this definition for or on 
behalf of such organized health care arrangement, or that 
provides a service as described in paragraph 
(1)(ii) of this definition to or for such organized health care 
arrangement by virtue of such activities or services. 
 
Covered entity means: 
(1) A health plan. 
(2) A health care clearinghouse. 
(3) A health care provider who transmits any health 
information in electronic form in connection with a 
transaction covered by this subchapter. 
 
45 CFR 164.501 
Health care operations means any of the following activities of the 
covered entity to the extent that the activities are related to covered 
functions: 
(1) Conducting quality assessment and improvement activities, including 
outcomes evaluation and development of clinical guidelines, provided 
that the obtaining of generalizable knowledge is not the primary purpose 
of any studies resulting from such activities; population-based activities 
relating to improving health or reducing health care costs, protocol 
development, case management and care coordination, contacting of 
health care providers and patients with information about treatment 
alternatives; and related functions that do not include treatment; 
(2) Reviewing the competence or qualifications of health care 
professionals, evaluating practitioner and provider performance, health 
plan performance, conducting training programs in which students, 
trainees, or practitioners in areas of health care learn under supervision 
to practice or improve their skills as health care providers, training of 
non-health care professionals, accreditation, certification, licensing, or 
credentialing activities; 


