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that has paid the enrollment fee on be-
half of the discount card enrollee, dur-
ing the calendar year during which the 
individual is determined eligible to re-
ceive transitional assistance. 

(6) An endorsed sponsor may not 
charge an annual enrollment fee during 
the transition period. 

§ 403.812 HIPAA privacy, security, ad-
ministrative data standards, and 
national identifiers. 

(a) HIPAA covered entities. An en-
dorsed sponsor is a HIPAA covered en-
tity and must comply with the stand-
ards, implementation specifications, 
and requirements in 45 CFR parts 160, 
162, and 164 as set forth in this section. 
Those functions of an endorsed sponsor 
the performance of which are necessary 
or directly related to the operations of 
the endorsed discount card program are 
covered functions for purposes of ap-
plying to endorsed sponsors the stand-
ards, implementation specifications, 
and requirements in 45 CFR parts 160, 
162, and 164. 

(b) HIPAA privacy requirements. An 
endorsed sponsor must comply with the 
standards, implementation specifica-
tions, and requirements in the Stand-
ards for Privacy of Individually Identi-
fiable Health Information, 45 CFR 
parts 160 and 164, subparts A and E, in 
the same manner as a health plan, ex-
cept to the extent such requirements 
are temporarily waived by the Sec-
retary. 

(c) Security requirements—(1) Standard. 
An endorsed sponsor must comply with 
the applicable standards, implementa-
tion specifications, and requirements 
in the HIPAA Security Rule, 45 CFR 
parts 160 and 164, subparts A and C, in 
the same manner as other covered enti-
ties as of the compliance date of such 
Rule. 

(2) Attestation. An applicant in its ap-
plication shall— 

(i) Attest that, as of the initial en-
rollment date, it will have in place ap-
propriate administrative, technical, 
and physical safeguards to protect the 
privacy of protected health informa-
tion in accordance with 45 CFR 
164.530(c); and 

(ii) Attest that its information secu-
rity measures will meet the standards, 
implementation specifications, and re-

quirements of 45 CFR part 164 subparts 
A and C as of the initial enrollment 
date, or, if unable to make this attesta-
tion, provide a plan for coming into 
compliance with these requirements by 
the compliance date of the Security 
Rule set forth in 45 CFR part 164, sub-
part C. 

(d) Administrative data standards. An 
endorsed sponsor must comply with 
any applicable standards, implementa-
tion specifications, and requirements 
in the Standards for Electronic Trans-
actions under 45 CFR parts 160 and 162 
subparts I through R. 

(e) Unique identifiers. An endorsed 
sponsor must comply with any applica-
ble standards, implementation speci-
fications, and requirements regarding 
standard unique identifiers under 45 
CFR parts 160 and 162 as of the compli-
ance date of any final rule for standard 
unique identifiers. 

(f) Applicability of other regulations. 
Nothing in this paragraph or in § 403.813 
shall be deemed a modification of parts 
160, 162 and 164 of title 45, Code of Fed-
eral Regulations or otherwise modify 
the applicability of such regulations to 
other organizations or covered entities 
independently subject to the mandates 
of HIPAA. If an endorsed sponsor is 
also a health plan, health care pro-
vider, or health care clearinghouse, 
nothing is this paragraph shall impair 
or otherwise affect the application of 
HIPAA or parts 160, 162 and 164 of title 
45, Code of Federal Regulations to such 
entity and its performance of those 
functions which make such entity a 
health plan, health care provider, or 
health care clearinghouse. 

§ 403.813 Marketing limitations and 
record retention requirements. 

(a) Marketing limitations. (1) An en-
dorsed sponsor may only market the 
following: 

(i) Those products and services of-
fered under the endorsed program that 
are inside the scope of endorsement de-
fined in § 403.806(h) and permitted under 
§ 403.812(b). 

(ii) A Part D plan offered by the en-
dorsed sponsor or an affiliated organi-
zation of the endorsed sponsor. 

(2) An endorsed sponsor may not re-
quest that a drug card enrollee or an 
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