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and comparability in accordance with 
specifications developed by CMS. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19822, Apr. 15, 2010; 77 FR 22171, Apr. 12, 
2012] 

§ 423.516 Prohibition of midyear im-
plementation of significant new 
regulatory requirements. 

CMS may not implement, other than 
at the beginning of a calendar year, 
regulations under this section that im-
pose new, significant regulatory re-
quirements on a PDP sponsor or a pre-
scription drug plan. 

§ 423.520 Prompt payment by Part D 
sponsors. 

(a) Contract between CMS and the Part 
D sponsor. (1) Effective contract year 
2010, the contract between the Part D 
sponsor and CMS must provide that the 
Part D sponsor will issue, mail, or oth-
erwise transmit payment with respect 
to all clean claims, as defined in para-
graph (b) of this section, submitted by 
network pharmacies (other than mail- 
order and long-term care pharmacies) 
within— 

(i) 14 days after the date on which the 
claim is received, as defined in para-
graph (a)(2)(i) of this section, for an 
electronic claim; or 

(ii) 30 days after the date on which 
the claim is received, as defined in 
paragraph (a)(2)(ii) of this section, for 
any other claim. 

(2) Date of receipt of claim. A claim is 
considered to have been received— 

(i) On the date on which the claim is 
transferred, for an electronic claim; or 

(ii) On the 5th day after the post-
mark day of the claim or the date spec-
ified in the time stamp of the trans-
mission, for any other claim, which-
ever is sooner. 

(b) Clean claim. A clean claim means 
a claim that has no defect or impro-
priety (including any lack of any re-
quired substantiating documentation) 
or particular circumstance requiring 
special treatment that prevents timely 
payment of the claim from being made 
under this section. 

(c) Procedures involving claims—(1) 
Claims determined to be clean. A claim is 
deemed to be a clean claim if the Part 
D sponsor receiving the claim does not 
provide notice to the submitting net-

work pharmacy of any deficiency in 
the claim within— 

(i) 10 days after the date on which the 
claim is received, as defined in para-
graph (a)(2)(i) of this section, for an 
electronic claim; or 

(ii) 15 days after the date on which 
the claim is received, as defined in 
paragraph (a)(2)(ii) of this section, for 
any other claim. 

(2) Claims determined not to be clean— 
(i) General. If a Part D sponsor deter-
mines that a submitted claim is not a 
clean claim, as defined in paragraph (b) 
of this section, the Part D sponsor 
must notify the submitting network 
pharmacy of such determination with-
in the period described in paragraph 
(c)(1) of this section. Such notification 
must specify all defects or impropri-
eties in the claim and must list all ad-
ditional information necessary for the 
proper processing and payment of the 
claim. 

(ii) Determination after submission of 
additional information. A claim is 
deemed to be a clean claim under para-
graph (b) of this section if the Part D 
sponsor that receives the claim does 
not provide notice to the submitting 
network pharmacy of any remaining 
defect or impropriety, or of any new 
defect or impropriety raised by the ad-
ditional information, in the claim 
within 10 days of the date on which ad-
ditional information is received under 
paragraph (c)(2)(i) of this section. A 
Part D sponsor may not provide notice 
of a new deficiency or impropriety in 
the claim that could have been identi-
fied by the sponsor in the original 
claim submission under this paragraph. 

(3) Obligation to pay. A claim sub-
mitted to a Part D sponsor that is not 
paid by the Part D sponsor within the 
timeframes specified in paragraphs 
(a)(1)(i) and (ii) or contested by the 
Part D sponsor within the timeframe 
specified in paragraph (c)(1)(i) and (ii) 
of this section must be deemed to be a 
clean claim and must be paid by the 
Part D sponsor in accordance with 
paragraph (a) of this section. 

(d) Date of payment of claim. Payment 
of a clean claim under paragraph (c)(3) 
of this section is considered to have 
been made on the date on which— 

(1) The payment is transferred, for an 
electronic claim; or 
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(2) The payment is submitted to the 
United States Postal Service or com-
mon carrier for delivery, for any other 
claim. 

(e) Interest payment—(1) General. Sub-
ject to paragraph (e)(2) of this section, 
if payment is not issued, mailed or oth-
erwise transmitted for a clean claim as 
required under paragraph (a) of this 
section, the Part D sponsor must pay 
interest to the network pharmacy that 
submitted the claim at a rate equal to 
the weighted average of interest on 3- 
month marketable Treasury securities 
determined for such period, increased 
by 0.1 percentage point for the period 
beginning on the day after the required 
payment date and ending on the date 
on which the payment is made, as de-
termined under paragraph (d). Interest 
amounts paid under this paragraph will 
not count against the Part D sponsor’s 
administrative costs, as defined in 
§ 423.308, and will not be treated as al-
lowable risk corridor costs, as defined 
in § 423.308. 

(2) Authority not to charge interest. As 
CMS determines, a Part D sponsor is 
not charged interest under paragraph 
(e)(1) in exigent circumstances that 
prevent the timely processing of 
claims, including natural disasters and 
other unique and unexpected events. 

(f) Electronic transfer of funds. A Part 
D sponsor must pay all clean claims 
submitted electronically by electronic 
transfer of funds provided the submit-
ting network pharmacy so requests or 
has so requested previously that con-
tract year. When such payment is made 
electronically, remittance may also be 
made electronically by the Part D 
sponsor. 

(g) Protecting the rights of the claim-
ants—(1) General. Nothing in this sec-
tion may be construed to prohibit or 
limit a claim or action that any indi-
vidual or organization has against a 
pharmacy, provider, or Part D sponsor 
that is not covered by the subject mat-
ter of this section. 

(2) Anti-retaliation. Consistent with 
applicable Federal or State law, a Part 
D sponsor may not retaliate against an 
individual, pharmacy, or provider for 
exercising a right of action under para-
graph (g)(1) of this section. 

(h) Construction. A determination 
under this section that a claim sub-

mitted by a network pharmacy is a 
clean claim shall not be construed as a 
positive determination regarding eligi-
bility for payment under title XVIII of 
the Act, nor is it an indication of gov-
ernment approval of, or acquiescence 
regarding, the claim submitted. The 
determination does not relieve any 
party of civil or criminal liability with 
respect to the claim, nor does it offer a 
defense to any administrative, civil, or 
criminal action with respect to the 
claim. 

[73 FR 54252, Sept. 18, 2008, as amended at 76 
FR 54634, Sept. 1, 2011] 

Subpart L—Effect of Change of 
Ownership or Leasing of Fa-
cilities During Term of Con-
tract 

§ 423.551 General provisions. 
(a) Change of ownership. The fol-

lowing constitute a change of owner-
ship: 

(1) Partnership. The removal, addi-
tion, or substitution of a partner, un-
less the partners expressly agree other-
wise as permitted by applicable State 
law, constitutes a change of ownership. 

(2) Asset transfer. Transfer of substan-
tially all the assets of the sponsor to 
another party constitutes a change of 
ownership. 

(3) Corporation. The merger of the 
PDP sponsor’s corporation into an-
other corporation or the consolidation 
of the PDP sponsor’s organization with 
one or more other corporations, result-
ing in a new corporate body. 

(b) Change of ownership, exception. 
Transfer of corporate stock or the 
merger of another corporation into the 
PDP sponsor’s corporation, with the 
PDP sponsor surviving, does not ordi-
narily constitute change of ownership. 

(c) Advance notice requirement. (1) A 
PDP sponsor that has a Medicare con-
tract in effect under § 423.502 and is 
considering or is negotiating a change 
in ownership must notify CMS at least 
60 days before the anticipated effective 
date of the change. The PDP sponsor 
must also provide updated financial in-
formation and a discussion of the fi-
nancial and solvency impact of the 
change of ownership on the surviving 
organization. 
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