
45 C.F.R. § 164.501
Definitions.

As used in this subpart, the following terms have the following meanings:

Correctional institution means any penal or correctional facility, jail, reformatory, detention center, work farm,
halfway house, or residential community program center operated by, or under contract to, the United States, a
State, a territory, a political subdivision of a State or territory, or an Indian tribe, for the confinement or
rehabilitation of persons charged with or convicted of a criminal offense or other persons held in lawful custody.
Other persons held in lawful custody includes juvenile offenders adjudicated delinquent, aliens detained awaiting
deportation, persons committed to mental institutions through the criminal justice system, witnesses, or others
awaiting charges or trial.

Data aggregation means, with respect to protected health information created or received by a business associate
in its capacity as the business associate of a covered entity, the combining of such protected health information
by the business associate with the protected health information received by the business associate in its capacity
as a business associate of another covered entity, to permit data analyses that relate to the health care operations
of the respective covered entities.

Designated record set means:

(1) A group of records maintained by or for a covered entity that is:

(i) The medical records and billing records about individuals maintained by or for a covered health care
provider;

(ii) The enrollment, payment, claims adjudication, and case or medical management record systems
maintained by or for a health plan; or

(iii) Used, in whole or in part, by or for the covered entity to make decisions about individuals.

(2) For purposes of this paragraph, the term record means any item, collection, or grouping of information
that includes protected health information and is maintained, collected, used, or disseminated by or for a
covered entity.

Direct treatment relationship means a treatment relationship between an individual and a health care provider that
is not an indirect treatment relationship.

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; patient safety activities (as defined in 42 CFR
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3.20); 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;
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