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Trust Fund and kept separate from all
other funds within that fund.

(b) The Managing Trustee of the
Transitional Assistance Account shall
pay on a monthly basis from the Ac-
count the amounts certified by CMS as
necessary to make payments for tran-
sitional assistance as allowed in
§403.808.

(c) Endorsed sponsors must routinely
account to CMS for the transitional as-
sistance provided to the transitional
assistance enrollees for finalized (not
pending, or denied) claims up to the al-
lowed balance provided by CMS to the
sponsor.

(d) Payment transactions will be au-
dited by the Secretary or his agent.

(e) Federal funding in excess of the
amount of the balance included in
CMS’s system is not permitted.

Subpart |I—Transparency Reporis
and Reporting of Physician
Ownership or Investment In-
terests

SOURCE: 78 FR 9521, Feb. 8, 2013, unless oth-
erwise noted.

§403.900 Purpose and scope.

The regulations in this subpart im-
plement section 1128G of the Act. These
regulations apply to applicable manu-
facturers and applicable group pur-
chasing organizations and describe the
requirements and procedures for appli-
cable manufacturers to report pay-
ments or other transfers of value pro-
vided to covered recipients, as well as
for applicable manufacturers and appli-
cable group purchasing organizations
to report ownership or investment in-
terests held by physicians or imme-
diate family members of physicians in
such entities.

§403.902 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Applicable group purchasing organiza-
tion means an entity that:

(1) Operates in the United States; and

(2) Purchases, arranges for or nego-
tiates the purchase of a covered drug,
device, biological, or medical supply
for a group of individuals or entities,

§403.902

but not solely for use by the entity
itself.

Applicable manufacturer means an en-
tity that is operating in the United
States and that falls within one of the
following categories:

(1) An entity that is engaged in the
production, preparation, propagation,
compounding, or conversion of a cov-
ered drug, device, biological, or med-
ical supply, but not if such covered
drug, device, biological or medical sup-
ply is solely for use by or within the
entity itself or by the entity’s own pa-
tients. This definition does not include
distributors or wholesalers (including,
but not limited to, repackagers, re-
labelers, and kit assemblers) that do
not hold title to any covered drug, de-
vice, biological or medical supply.

(2) An entity under common owner-
ship with an entity in paragraph (1) of
this definition, which provides assist-
ance or support to such entity with re-
spect to the production, preparation,
propagation, compounding, conversion,
marketing, promotion, sale, or dis-
tribution of a covered drug, device, bio-
logical or medical supply.

Assistance and Ssupport means pro-
viding a service or services that are
necessary or integral to the produc-
tion, preparation, propagation,
compounding, conversion, marketing,
promotion, sale, or distribution of a
covered drug, device, biological or med-
ical supply.

Certified nurse midwife means a reg-
istered nurse who has successfully
completed a program of study and clin-
ical experience meeting guidelines pre-
scribed by the Secretary, or has been
certified by an organization recognized
by the Secretary.

Certified registered nurse anesthetist
means a certified registered nurse an-
esthetist licensed by the State who
meets such education, training, and
other requirements relating to anes-
thesia services and related care as the
Secretary may prescribe. In pre-
scribing such requirements the Sec-
retary may use the same requirements
as those established by a national orga-
nization for the certification of nurse
anesthetists. Such term also includes,
as prescribed by the Secretary, an an-
esthesiologist assistant.
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