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(ii) Continue to investigate, con-
sistent with § 414.916(b)(2) of this chap-
ter, and within 2 business days of re-
ceipt, do any of the following: 

(A) Request a single, 2-business day 
extension. No later than the end of any 
2-business day extension, the des-
ignated carrier must make findings and 
a recommendation as provided in sub-
paragraph (B) or (C). 

(B) Submit a recommendation and 
relevant findings to CMS that the re-
questing participating CAP physician 
be permitted to terminate his or her 
participation in the CAP. 

(C) Submit a recommendation and 
relevant findings to CMS that the re-
questing participating CAP physician 
not be permitted to terminate his or 
her participation in the CAP. 

(ii) In the case of a request made 
under § 414.908(a)(2)(v)(B), the des-
ignated carrier also shall include in its 
recommendation its finding with re-
spect to whether the request is based 
on a change in circumstances of which 
the participating CAP physician was 
previously unaware. 

(2) CMS will consider the carrier’s 
findings and recommendation and may 
also make its own findings. As a result, 
CMS will— 

(i) Approve or deny the request to 
terminate participation in the CAP 
within 2 business days of receipt of the 
recommendation. 

(ii) Communicate the decision to the 
appropriate Medicare contractors and 
the participating CAP physician. 

(3) A denial of the participating CAP 
physician’s request to terminate par-
ticipation in the CAP must include 
written notification of the right to re-
quest reconsideration under § 414.916(c). 

(4) Upon termination of participation 
in the CAP a physician must— 

(i) Continue to submit claims for 
drugs supplied and administered under 
the CAP prior to the effective date of 
the physician’s termination from the 
CAP consistent with § 414.908(a) until 
all such claims are timely submitted. 

(ii) Return any unused CAP drugs 
that had not been administered to the 
beneficiary prior to the effective date 
of the physician’s termination from the 
CAP to the approved CAP vendor con-
sistent with applicable law and regula-

tion and any agreement with the ap-
proved CAP vendor. 

(iii) Cooperate in any post-payment 
review activities on claims submitted 
under the CAP, as required under sec-
tion 1847B(a)(3) of the Act. 

(5) An approved CAP vendor that has 
billed and been paid for CAP drugs that 
have not been administered must re-
fund any payments made by CMS or 
the beneficiary and his or her supple-
mental insurer in accordance with 
§ 414.914(h)(3)(i)(2) of this chapter. 

[70 FR 39098, July 6, 2005, as amended at 72 
FR 66403, Nov. 27, 2007; 74 FR 62013, Nov. 25, 
2009] 

§ 414.918 Assignment. 

Payment for a CAP drug may be 
made only on an assignment-related 
basis. 

[70 FR 39099, July 6, 2005] 

§ 414.920 Judicial review. 

The following areas under the CAP 
are not subject to administrative or ju-
dicial review: 

(a) The establishment of payment 
amounts. 

(b) The awarding of vendor contracts. 

(c) The establishment of competitive 
acquisition areas. 

(d) The selection of CAP drugs. 

(e) The bidding structure. 

(f) The number of vendors selected. 

[70 FR 39099, July 6, 2005] 

§ 414.930 Compendia for determination 
of medically-accepted indications 
for off-label uses of drugs and 
biologicals in an anti-cancer 
chemotherapeutic regimen. 

(a) Definitions. For the purposes of 
this section: 

Compendium means a comprehensive 
listing of FDA-approved drugs and 
biologicals or a comprehensive listing 
of a specific subset of drugs and 
biologicals in a specialty compendium, 
for example a compendium of anti-can-
cer treatment. A compendium— 

(i) Includes a summary of the phar-
macologic characteristics of each drug 
or biological and may include informa-
tion on dosage, as well as recommended 
or endorsed uses in specific diseases. 

(ii) Is indexed by drug or biological. 
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