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(1) Suspension or revocation by the 
Federal or State government of the en-
tity’s license for distribution of drugs, 
including controlled substances. 

(2) Exclusion of the entity under sec-
tion 1128 of the Act from participation 
in Medicare or other Federal health 
care programs. These considerations 
are in addition to CMS’ ability to ter-
minate the approved CAP vendor for 
cause as specified in § 414.914(a). 

(3) Past violations or misconduct re-
lated to the pricing, marketing, dis-
tribution, or handling of drugs pro-
vided incident to a physician’s service. 

(d) Multiple source drugs. In the case 
of multiple source drugs, there must be 
a competition among entities for the 
acquisition of at least one CAP drug 
within each billing and payment code 
within each category for each competi-
tive acquisition area. 

(e) Multiple contracts for a category 
and area. The number of bidding quali-
fied entities that are awarded a con-
tract for a given category and area 
may be limited to no fewer than two. 

[70 FR 39094, July 6, 2005, as amended at 70 
FR 70333, Nov. 21, 2005; 72 FR 66402, Nov. 27, 
2007; 74 FR 62013, Nov. 25, 2009] 

§ 414.910 Bidding process. 

(a) Entities may bid to furnish CAP 
drugs in all competitive acquisition 
areas of the United States, or one or 
more specific competitive acquisition 
areas. 

(b) The amount of the bid for any 
CAP drug for a specific competitive ac-
quisition area must be uniform for all 
portions of that competitive acquisi-
tion area. 

(c) A submitted bid price must in-
clude the following: 

(1) All costs related to the delivery of 
the drug to the participating CAP phy-
sician. 

(2) The costs of dispensing (including 
shipping) of the drug and management 
fees. The costs related to the adminis-
tration of the drug or wastage, spill-
age, or spoilage may not be included. 

[70 FR 39095, July 6, 2005] 

§ 414.912 Conflicts of interest. 

(a) Approved CAP vendors and appli-
cants that bid to participate in the 
CAP are subject to the following: 

(1) The conflict of interest standards 
and requirements of the Federal Acqui-
sition Regulation (FAR) organizational 
conflict of interest guidance, found 
under FAR subpart 9.5. 

(2) Those requirements and standards 
contained in each individual contract 
awarded to perform functions under 
section 1847B of the Act. 

(b) Post-award conflicts of interest. Ap-
proved CAP vendors must have a code 
of conduct that establishes policies and 
procedures for recognizing and resolv-
ing conflicts of interest between the 
approved CAP vendor and any entity, 
including the Federal Government, 
with whom it does business. The code 
of conduct which is submitted as part 
of the application must— 

(1) State the need for management, 
employees, contractors, and agents to 
comply with the approved CAP ven-
dor’s code of conduct, and policies and 
procedures for conflicts of interest; and 

(2) State the approved CAP vendor’s 
expectations for management, employ-
ees, contractors, and agents to comply 
with the approved CAP vendor’s code of 
conduct, and policies and procedures 
for detecting, preventing, and resolving 
conflicts of interest. 

[70 FR 39094, July 6, 2005] 

§ 414.914 Terms of contract. 

(a) The contract between CMS and 
the approved CAP vendor will be for a 
term of 3 years, unless terminated or 
suspended earlier as provided in this 
section or provided in § 414.917. The 
contract may be terminated— 

(1) By CMS for default if the ap-
proved CAP vendor violates any term 
of the contract; or 

(2) In the absence of a contract viola-
tion, by either CMS or the approved 
CAP vendor, if the terminating party 
notifies the other party by June 30 for 
an effective date of termination of De-
cember 31 of that year. 

(b) The contract will provide for a 
code of conduct for the approved CAP 
vendor that includes standards relating 
to conflicts of interest standards as set 
forth at § 414.912. 

(c) The approved CAP vendor will 
have and implement a compliance plan 
that contains policies and procedures 
that control program fraud, waste, and 
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