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(1) A description of significant busi-
ness transactions, as defined in 
§ 423.501, between the Part D plan spon-
sor and a party in interest, including 
the following: 

(i) Indication that the costs of the 
transactions listed in paragraph (c) of 
this section do not exceed the costs 
that would be incurred if these trans-
actions were with someone who is not 
a party in interest; or 

(ii) If they do exceed, a justification 
that the higher costs are consistent 
with prudent management and fiscal 
soundness requirements. 

(2) A combined financial statement 
for the Part D plan sponsor and a party 
in interest if either of the following 
conditions is met: 

(i) Thirty five percent or more of the 
costs of operation of the Part D spon-
sor go to a party in interest. 

(ii) Thirty five percent or more of the 
revenue of a party in interest is from 
the Part D plan sponsor. 

(c) Requirements for combined financial 
statements. (1) The combined financial 
statements required by paragraph (b)(2) 
of this section must display in separate 
columns the financial information for 
the Part D plan sponsor and each of the 
parties in interest. 

(2) Inter-entity transactions must be 
eliminated in the consolidated column. 

(3) The statements must be examined 
by an independent auditor in accord-
ance with generally accepted account-
ing principles and must include appro-
priate opinions and notes. 

(4) Upon written request from a Part 
D plan sponsor showing good cause, 
CMS may waive the requirement that 
the organization’s combined financial 
statement include the financial infor-
mation required in this paragraph (c) 
of this section for a particular entity. 

(d) Reporting requirements for phar-
macy benefits manager data. Each entity 
that provides pharmacy benefits man-
agement services must provide to the 
Part D sponsor, and each Part D spon-
sor must provide to CMS, in a manner 
specified by CMS, the following: 

(1) The total number of prescriptions 
that were dispensed. 

(2) The percentage of all prescrip-
tions that were provided through retail 
pharmacies compared to mail order 
pharmacies. 

(3) The percentage of prescriptions 
for which a generic drug was available 
and dispensed (generic dispensing rate), 
by pharmacy type (which includes an 
independent pharmacy, chain phar-
macy, supermarket pharmacy, or mass 
merchandiser pharmacy that is li-
censed as a pharmacy by the State and 
that dispenses medication to the gen-
eral public), that is paid by the Part D 
sponsor or PBM under the contract. 

(4) The aggregate amount and type of 
rebates, discounts, or price concessions 
(excluding bona fide service fees as de-
fined in § 423.501) that the PBM nego-
tiates that are attributable to patient 
utilization under the plan. 

(5) The aggregate amount of the re-
bates, discounts, or price concessions 
that are passed through to the plan 
sponsor, and the total number of pre-
scriptions that were dispensed. 

(6) The aggregate amount of the dif-
ference between the amount the Part D 
sponsor pays the PBM and the amount 
that the PBM pays retail pharmacies, 
and mail order pharmacies. 

(e) Confidentiality of pharmacy benefits 
manager data. Information disclosed by 
a Part D sponsor or PBM as specified in 
paragraph (d) of this section is con-
fidential and must not be disclosed by 
the Secretary or by a plan receiving 
the information, except that the Sec-
retary may disclose the information in 
a form which does not disclose the 
identity of a specific PBM, plan, or 
prices charged for drugs, for the fol-
lowing purposes: 

(1) As the Secretary determines nec-
essary to carry out section 1150A of the 
Act or Part D of Title XVIII. 

(2) To permit the Comptroller Gen-
eral to review the information pro-
vided. 

(3) To permit the Director of the Con-
gressional Budget Office to review the 
information provided. 

(f) Penalties for failure to provide phar-
macy benefits manager data. The provi-
sions of section 1927(b)(3)(C) of the Act 
are applicable to a Part D sponsor or 
PBM that fails to provide the required 
information on a timely basis or know-
ingly provides false information in the 
same manner as such provisions apply 
to a manufacturer with an agreement 
under section 1927 of the Act. 
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