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42 C.F.R. § 401.709

The application process and requirements.

(a) Application deadline. CMS accepts qualified entity applications on a rolling basis after an application is
made available on the CMS Web site. CMS reviews applications in the order in which they are received.

(b) Selection criteria. To be approved as a qualified entity under this subpart, the applicant must meet one of
the following:

(1) Standard approval process: Meet the eligibility and operational and governance requirements, fulfill all of the
application requirements to CMS' satisfaction, and agree to pay a fee equal to the cost of CMS making the data
available. The applicant and each of its contractors that are anticipated to have access to the Medicare data
must also execute a Data Use Agreement with CMS, that among other things, reaffirms the statutory ban on the
use of Medicare data provided to the qualified entity by CMS under this subpart for purposes other than those
referenced in this subpart.

(2) Conditional approval process: Meet the eligibility and operational and governance requirements, and fulfill
all of the application requirements to CMS' satisfaction, with the exception of possession of sufficient claims
data from other sources. Meeting these requirements will result in a conditional approval as a qualified entity.
Entities gaining a conditional approval as a qualified entity must meet the eligibility requirements related to
claims data from other sources the entity intends to combine with the Medicare data, agree to pay a fee equal to
the cost of CMS making the data available, and execute a Data Use Agreement with CMS, that among other
things, reaffirms the statutory ban on the use of Medicare data provided to the qualified entity by CMS under
this subpart for purposes other than those referenced in this subpart before receiving any Medicare data. If the
qualified entity is composed of lead entity with contractors, any contractors that are anticipated to have access
to the Medicare data must also execute a Data Use Agreement with CMS.
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