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for its own treatment, payment, or 
health care operations. 

(2) A covered entity may disclose pro-
tected health information for treat-
ment activities of a health care pro-
vider. 

(3) A covered entity may disclose pro-
tected health information to another 
covered entity or a health care pro-
vider for the payment activities of the 
entity that receives the information. 

(4) A covered entity may disclose pro-
tected health information to another 
covered entity for health care oper-
ations activities of the entity that re-
ceives the information, if each entity 
either has or had a relationship with 
the individual who is the subject of the 
protected health information being re-
quested, the protected health informa-
tion pertains to such relationship, and 
the disclosure is: 

(i) For a purpose listed in paragraph 
(1) or (2) of the definition of health care 
operations; or 

(ii) For the purpose of health care 
fraud and abuse detection or compli-
ance. 

(5) A covered entity that participates 
in an organized health care arrange-
ment may disclose protected health in-
formation about an individual to other 
participants in the organized health 
care arrangement for any health care 
operations activities of the organized 
health care arrangement. 

[67 FR 53268, Aug. 14, 2002, as amended at 78 
FR 5698, Jan. 25, 2013] 

§ 164.508 Uses and disclosures for 
which an authorization is required. 

(a) Standard: Authorizations for uses 
and disclosures—(1) Authorization re-
quired: General rule. Except as other-
wise permitted or required by this sub-
chapter, a covered entity may not use 
or disclose protected health informa-
tion without an authorization that is 
valid under this section. When a cov-
ered entity obtains or receives a valid 
authorization for its use or disclosure 
of protected health information, such 
use or disclosure must be consistent 
with such authorization. 

(2) Authorization required: Psycho-
therapy notes. Notwithstanding any 
provision of this subpart, other than 
the transition provisions in § 164.532, a 
covered entity must obtain an author-

ization for any use or disclosure of psy-
chotherapy notes, except: 

(i) To carry out the following treat-
ment, payment, or health care oper-
ations: 

(A) Use by the originator of the psy-
chotherapy notes for treatment; 

(B) Use or disclosure by the covered 
entity for its own training programs in 
which students, trainees, or practi-
tioners in mental health learn under 
supervision to practice or improve 
their skills in group, joint, family, or 
individual counseling; or 

(C) Use or disclosure by the covered 
entity to defend itself in a legal action 
or other proceeding brought by the in-
dividual; and 

(ii) A use or disclosure that is re-
quired by § 164.502(a)(2)(ii) or permitted 
by § 164.512(a); § 164.512(d) with respect 
to the oversight of the originator of 
the psychotherapy notes; § 164.512(g)(1); 
or § 164.512(j)(1)(i). 

(3) Authorization required: Marketing. 
(i) Notwithstanding any provision of 
this subpart, other than the transition 
provisions in § 164.532, a covered entity 
must obtain an authorization for any 
use or disclosure of protected health 
information for marketing, except if 
the communication is in the form of: 

(A) A face-to-face communication 
made by a covered entity to an indi-
vidual; or 

(B) A promotional gift of nominal 
value provided by the covered entity. 

(ii) If the marketing involves finan-
cial remuneration, as defined in para-
graph (3) of the definition of marketing 
at § 164.501, to the covered entity from 
a third party, the authorization must 
state that such remuneration is in-
volved. 

(4) Authorization required: Sale of pro-
tected health information. 

(i) Notwithstanding any provision of 
this subpart, other than the transition 
provisions in § 164.532, a covered entity 
must obtain an authorization for any 
disclosure of protected health informa-
tion which is a sale of protected health 
information, as defined in § 164.501 of 
this subpart. (ii) Such authorization 
must state that the disclosure will re-
sult in remuneration to the covered en-
tity. 
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(b) Implementation specifications: Gen-
eral requirements—(1) Valid authoriza-
tions. (i) A valid authorization is a doc-
ument that meets the requirements in 
paragraphs (a)(3)(ii), (a)(4)(ii), (c)(1), 
and (c)(2) of this section, as applicable. 

(ii) A valid authorization may con-
tain elements or information in addi-
tion to the elements required by this 
section, provided that such additional 
elements or information are not incon-
sistent with the elements required by 
this section. 

(2) Defective authorizations. An au-
thorization is not valid, if the docu-
ment submitted has any of the fol-
lowing defects: 

(i) The expiration date has passed or 
the expiration event is known by the 
covered entity to have occurred; 

(ii) The authorization has not been 
filled out completely, with respect to 
an element described by paragraph (c) 
of this section, if applicable; 

(iii) The authorization is known by 
the covered entity to have been re-
voked; 

(iv) The authorization violates para-
graph (b)(3) or (4) of this section, if ap-
plicable; 

(v) Any material information in the 
authorization is known by the covered 
entity to be false. 

(3) Compound authorizations. An au-
thorization for use or disclosure of pro-
tected health information may not be 
combined with any other document to 
create a compound authorization, ex-
cept as follows: 

(i) An authorization for the use or 
disclosure of protected health informa-
tion for a research study may be com-
bined with any other type of written 
permission for the same or another re-
search study. This exception includes 
combining an authorization for the use 
or disclosure of protected health infor-
mation for a research study with an-
other authorization for the same re-
search study, with an authorization for 
the creation or maintenance of a re-
search database or repository, or with 
a consent to participate in research. 
Where a covered health care provider 
has conditioned the provision of re-
search-related treatment on the provi-
sion of one of the authorizations, as 
permitted under paragraph (b)(4)(i) of 
this section, any compound authoriza-

tion created under this paragraph must 
clearly differentiate between the condi-
tioned and unconditioned components 
and provide the individual with an op-
portunity to opt in to the research ac-
tivities described in the unconditioned 
authorization. 

(ii) An authorization for a use or dis-
closure of psychotherapy notes may 
only be combined with another author-
ization for a use or disclosure of psy-
chotherapy notes. 

(iii) An authorization under this sec-
tion, other than an authorization for a 
use or disclosure of psychotherapy 
notes, may be combined with any other 
such authorization under this section, 
except when a covered entity has con-
ditioned the provision of treatment, 
payment, enrollment in the health 
plan, or eligibility for benefits under 
paragraph (b)(4) of this section on the 
provision of one of the authorizations. 
The prohibition in this paragraph on 
combining authorizations where one 
authorization conditions the provision 
of treatment, payment, enrollment in a 
health plan, or eligibility for benefits 
under paragraph (b)(4) of this section 
does not apply to a compound author-
ization created in accordance with 
paragraph (b)(3)(i) of this section. 

(4) Prohibition on conditioning of au-
thorizations. A covered entity may not 
condition the provision to an indi-
vidual of treatment, payment, enroll-
ment in the health plan, or eligibility 
for benefits on the provision of an au-
thorization, except: 

(i) A covered health care provider 
may condition the provision of re-
search-related treatment on provision 
of an authorization for the use or dis-
closure of protected health information 
for such research under this section; 

(ii) A health plan may condition en-
rollment in the health plan or eligi-
bility for benefits on provision of an 
authorization requested by the health 
plan prior to an individual’s enroll-
ment in the health plan, if: 

(A) The authorization sought is for 
the health plan’s eligibility or enroll-
ment determinations relating to the 
individual or for its underwriting or 
risk rating determinations; and 

(B) The authorization is not for a use 
or disclosure of psychotherapy notes 
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under paragraph (a)(2) of this section; 
and 

(iii) A covered entity may condition 
the provision of health care that is 
solely for the purpose of creating pro-
tected health information for disclo-
sure to a third party on provision of an 
authorization for the disclosure of the 
protected health information to such 
third party. 

(5) Revocation of authorizations. An in-
dividual may revoke an authorization 
provided under this section at any 
time, provided that the revocation is in 
writing, except to the extent that: 

(i) The covered entity has taken ac-
tion in reliance thereon; or 

(ii) If the authorization was obtained 
as a condition of obtaining insurance 
coverage, other law provides the in-
surer with the right to contest a claim 
under the policy or the policy itself. 

(6) Documentation. A covered entity 
must document and retain any signed 
authorization under this section as re-
quired by § 164.530(j). 

(c) Implementation specifications: Core 
elements and requirements—(1) Core ele-
ments. A valid authorization under 
this section must contain at least the 
following elements: 

(i) A description of the information 
to be used or disclosed that identifies 
the information in a specific and mean-
ingful fashion. 

(ii) The name or other specific identi-
fication of the person(s), or class of 
persons, authorized to make the re-
quested use or disclosure. 

(iii) The name or other specific iden-
tification of the person(s), or class of 
persons, to whom the covered entity 
may make the requested use or disclo-
sure. 

(iv) A description of each purpose of 
the requested use or disclosure. The 
statement ‘‘at the request of the indi-
vidual’’ is a sufficient description of 
the purpose when an individual initi-
ates the authorization and does not, or 
elects not to, provide a statement of 
the purpose. 

(v) An expiration date or an expira-
tion event that relates to the indi-
vidual or the purpose of the use or dis-
closure. The statement ‘‘end of the re-
search study,’’ ‘‘none,’’ or similar lan-
guage is sufficient if the authorization 
is for a use or disclosure of protected 

health information for research, in-
cluding for the creation and mainte-
nance of a research database or re-
search repository. 

(vi) Signature of the individual and 
date. If the authorization is signed by a 
personal representative of the indi-
vidual, a description of such represent-
ative’s authority to act for the indi-
vidual must also be provided. 

(2) Required statements. In addition to 
the core elements, the authorization 
must contain statements adequate to 
place the individual on notice of all of 
the following: 

(i) The individual’s right to revoke 
the authorization in writing, and ei-
ther: 

(A) The exceptions to the right to re-
voke and a description of how the indi-
vidual may revoke the authorization; 
or 

(B) To the extent that the informa-
tion in paragraph (c)(2)(i)(A) of this 
section is included in the notice re-
quired by § 164.520, a reference to the 
covered entity’s notice. 

(ii) The ability or inability to condi-
tion treatment, payment, enrollment 
or eligibility for benefits on the au-
thorization, by stating either: 

(A) The covered entity may not con-
dition treatment, payment, enrollment 
or eligibility for benefits on whether 
the individual signs the authorization 
when the prohibition on conditioning 
of authorizations in paragraph (b)(4) of 
this section applies; or 

(B) The consequences to the indi-
vidual of a refusal to sign the author-
ization when, in accordance with para-
graph (b)(4) of this section, the covered 
entity can condition treatment, enroll-
ment in the health plan, or eligibility 
for benefits on failure to obtain such 
authorization. 

(iii) The potential for information 
disclosed pursuant to the authorization 
to be subject to redisclosure by the re-
cipient and no longer be protected by 
this subpart. 

(3) Plain language requirement. The 
authorization must be written in plain 
language. 

(4) Copy to the individual. If a covered 
entity seeks an authorization from an 
individual for a use or disclosure of 
protected health information, the cov-
ered entity must provide the individual 
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with a copy of the signed authoriza-
tion. 

[67 FR 53268, Aug. 14, 2002, as amended at 78 
FR 5699, Jan. 25, 2013] 

§ 164.510 Uses and disclosures requir-
ing an opportunity for the indi-
vidual to agree or to object. 

A covered entity may use or disclose 
protected health information, provided 
that the individual is informed in ad-
vance of the use or disclosure and has 
the opportunity to agree to or prohibit 
or restrict the use or disclosure, in ac-
cordance with the applicable require-
ments of this section. The covered enti-
ty may orally inform the individual of 
and obtain the individual’s oral agree-
ment or objection to a use or disclosure 
permitted by this section. 

(a) Standard: Use and disclosure for fa-
cility directories—(1) Permitted uses and 
disclosure. Except when an objection is 
expressed in accordance with para-
graphs (a)(2) or (3) of this section, a 
covered health care provider may: 

(i) Use the following protected health 
information to maintain a directory of 
individuals in its facility: 

(A) The individual’s name; 
(B) The individual’s location in the 

covered health care provider’s facility; 
(C) The individual’s condition de-

scribed in general terms that does not 
communicate specific medical informa-
tion about the individual; and 

(D) The individual’s religious affili-
ation; and 

(ii) Use or disclose for directory pur-
poses such information: 

(A) To members of the clergy; or 
(B) Except for religious affiliation, to 

other persons who ask for the indi-
vidual by name. 

(2) Opportunity to object. A covered 
health care provider must inform an 
individual of the protected health in-
formation that it may include in a di-
rectory and the persons to whom it 
may disclose such information (includ-
ing disclosures to clergy of information 
regarding religious affiliation) and pro-
vide the individual with the oppor-
tunity to restrict or prohibit some or 
all of the uses or disclosures permitted 
by paragraph (a)(1) of this section. 

(3) Emergency circumstances. (i) If the 
opportunity to object to uses or disclo-
sures required by paragraph (a)(2) of 

this section cannot practicably be pro-
vided because of the individual’s inca-
pacity or an emergency treatment cir-
cumstance, a covered health care pro-
vider may use or disclose some or all of 
the protected health information per-
mitted by paragraph (a)(1) of this sec-
tion for the facility’s directory, if such 
disclosure is: 

(A) Consistent with a prior expressed 
preference of the individual, if any, 
that is known to the covered health 
care provider; and 

(B) In the individual’s best interest 
as determined by the covered health 
care provider, in the exercise of profes-
sional judgment. 

(ii) The covered health care provider 
must inform the individual and provide 
an opportunity to object to uses or dis-
closures for directory purposes as re-
quired by paragraph (a)(2) of this sec-
tion when it becomes practicable to do 
so. 

(b) Standard: Uses and disclosures for 
involvement in the individual’s care and 
notification purposes—(1) Permitted uses 
and disclosures. (i) A covered entity 
may, in accordance with paragraphs 
(b)(2), (b)(3), or (b)(5) of this section, 
disclose to a family member, other rel-
ative, or a close personal friend of the 
individual, or any other person identi-
fied by the individual, the protected 
health information directly relevant to 
such person’s involvement with the in-
dividual’s health care or payment re-
lated to the individual’s health care. 

(ii) A covered entity may use or dis-
close protected health information to 
notify, or assist in the notification of 
(including identifying or locating), a 
family member, a personal representa-
tive of the individual, or another per-
son responsible for the care of the indi-
vidual of the individual’s location, gen-
eral condition, or death. Any such use 
or disclosure of protected health infor-
mation for such notification purposes 
must be in accordance with paragraphs 
(b)(2), (b)(3), (b)(4), or (b)(5) of this sec-
tion, as applicable. 

(2) Uses and disclosures with the indi-
vidual present. If the individual is 
present for, or otherwise available 
prior to, a use or disclosure permitted 
by paragraph (b)(1) of this section and 
has the capacity to make health care 
decisions, the covered entity may use 

VerDate Mar<15>2010 17:55 Nov 21, 2013 Jkt 229193 PO 00000 Frm 01063 Fmt 8010 Sfmt 8002 Q:\45\45V1.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2013-11-27T07:33:04-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




