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(9) Reconsideration determination. A
reconsideration determination is a new
determination that—

(i) Is based on a review of the con-
tract determination, the evidence and
findings upon which it was based, and
any other written evidence submitted
before notice of the reconsidered deter-
mination is mailed, including facts re-
lating to the status of the endorsed
sponsor subsequent to the contract de-
termination; and

(ii) Affirms, reverses, or modifies the
initial contract determination.

(10) Notice of reconsidered determina-
tion. As soon as practicable after the
close of the hearing, the hearing officer
issues a written reconsideration deter-
mination that contains the following:

(i) Findings with respect to the appli-
cant’s qualifications to enter into or an
endorsed sponsor’s qualifications to re-
main under a contract with CMS under
section 1860D-31 of the Act;

(ii) A statement of the specific rea-
sons for the reconsidered determina-
tion.

(11) Effect of reconsidered determina-
tion. A reconsidered determination is
final and binding on the parties and is
not subject to judicial review.

(g) Compliance with HIPAA. Failure of
an endorsed sponsor to comply with
HIPAA and/or the standards, imple-
mentation specifications, and require-
ments in 45 CFR parts 160, 162, and 164,
as established in §403.812, shall be a
violation of HIPAA and may be en-
forced under sections 1176 and 1177 of
the Act.

§403.822 Reimbursement of transi-
tional assistance and associated
sponsor requirements.

(a) A Transitional Assistance Ac-
count is created within the Federal
Supplementary Medical Insurance
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
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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 Reports
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,
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
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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 support means pPro-
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.

Charitable contribution includes, but is
not limited to, any payment or trans-
fer of value made to an organization
with tax-exempt status under the In-
ternal Revenue Code of 1986, which is
not provided in exchange for any goods,
items or services.

Charity care means services provided
by a covered recipient specifically for a
patient who is unable to pay for such
services or for whom payment would be
a significant hardship, where the cov-
ered recipient neither receives, nor ex-
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pects to receive, payment because of
the patient’s inability to pay.

Clinical investigation means any ex-
periment involving one or more human
subjects, or materials derived from
human subjects, in which a drug, de-
vice, biological or medical supply is ad-
ministered, dispensed or used.

Clinical nurse specialist means, an in-
dividual who—

(1) Is a registered nurse and is li-
censed to practice nursing in the State
in which the clinical nurse specialist
services are performed; and

(2) Holds a master’s degree in a de-
fined clinical area of nursing from an
accredited educational institution.

Common ownership refers to cir-
cumstances where the same individual,
individuals, entity, or entities directly
or indirectly own 5 percent or more
total ownership of two entities. This
includes, but is not limited to, parent
corporations, direct and indirect sub-
sidiaries, and brother or sister corpora-
tions.

Covered drug, device, biological, or med-
ical supply means any drug, device, bio-
logical, or medical supply for which
payment is available under Title XVIII
of the Act or under a State plan under
Title XIX or XXI of the Act (or a waiv-
er of such plan), either separately (such
as through a fee schedule or formulary)
or as part of a bundled payment (for ex-
ample, under the hospital inpatient
prospective payment system or the
hospital outpatient prospective pay-
ment system) and which is of the type
that in the case of a—

(1) Drug or biological, by law, re-
quires a prescription to be dispensed;
or

(2) Device (including a medical sup-
ply that is a device), by law, requires
premarket approval by or premarket
notification to the FDA.

Covered recipient means— (1) Any
physician, physician assistant, nurse
practitioner, clinical nurse specialist,
certified registered nurse anesthetist,
or certified nurse-midwife who is not a
bona fide employee of the applicable
manufacturer that is reporting the
payment; or

(2) A teaching hospital, which is any
institution that received a payment
under 1886(d)(5)(B), 1886(h), or 1886(s) of
the Act during the last calendar year
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for which such information is avail-
able.

Device identifier is the mandatory,
fixed portion of a unique device identi-
fier (UDI) that identifies the specific
version or model of a device and the la-
beler of that device (as described at 21
CFR 801.3 in paragraph (1) of the defini-
tion of ‘“Unique device identifier’’).

Employee means an individual who is
considered to be ‘‘employed by’ or an
“employee’” of an entity if the indi-
vidual would be considered to be an
employee of the entity under the usual
common law rules applicable in deter-
mining the employer-employee rela-
tionship (as applied for purposes of sec-
tion 3121(d)(2) of the Internal Revenue
Code of 1986).

Immediate family member means any of
the following:

(1) Spouse.

(2) Natural or adoptive parent, child,
or sibling.

(3) Stepparent,
brother, or stepsister.

(4) Father-, mother-, daughter-, son-,
brother-, or sister-in-law.

(5) Grandparent or grandchild.

(6) Spouse of a grandparent or grand-
child.

Indirect payments or other transfers of
value refer to payments or other trans-
fers of value made by an applicable
manufacturer (or an applicable group
purchasing organization) to a covered
recipient (or a physician owner or in-
vestor) through a third party, where
the applicable manufacturer (or appli-
cable group purchasing organization)
requires, instructs, directs, or other-
wise causes the third party to provide
the payment or transfer of value, in
whole or in part, to a covered recipi-
ent(s) (or a physician owner or inves-
tor).

Know, knowing, or knowingly—1)
Means that a person, with respect to
information—

(i) Has actual knowledge of the infor-
mation;

(ii) Acts in deliberate ignorance of
the truth or falsity of the information;
or

(iii) Acts in reckless disregard of the
truth or falsity of the information; and

(2) Requires no proof of a specific in-
tent to defraud.

stepchild, step-
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Long term medical supply or device loan
means the loan of supplies or a device
for 91 days or longer.

Non-teaching hospital covered recipient
means a person who is one or more of
the following: Physician; physician as-
sistant; nurse practitioner; clinical
nurse specialist; certified registered
nurse anesthetist; or certified nurse-
midwife.

NPPES stands for the National Plan
& Provider Enumeration System.

Nurse practitioner means a nurse prac-
titioner who performs such services as
such individual is legally authorized to
perform (in the State in which the indi-
vidual performs such services) in ac-
cordance with State law (or the State
regulatory mechanism provided by
State law), and who meets such train-
ing, education, and experience require-
ments (or any combination thereof) as
the Secretary may prescribe in regula-
tions.

Operating in the United States means
that an entity—

(1) Has a physical location within the
United States or in a territory, posses-
sion, or commonwealth of the United
States; or

(2) Otherwise conducts activities
within the United States or in a terri-
tory, possession, or commonwealth of
the United States, either directly or
through a legally-authorized agent.

Ownership or investment interest—(1)
Includes, but is not limited to the fol-
lowing:

(i) Stock, stock option(s) (other than
those received as compensation, until
they are exercised).

(ii) Partnership share(s);

(iii) Limited liability company mem-
bership(s).

(iv) Loans, bonds, or other financial
instruments that are secured with an
entity’s property or revenue or a por-
tion of that property or revenue.

(2) May be direct or indirect and
through debt, equity or other means.

(3) Exceptions. The following are not
ownership or investment interests for
the purposes of this section:

(i) An ownership or investment inter-
est in a publicly traded security or mu-
tual fund, as described in section
1877(c) of the Act.
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(ii) An interest in an applicable man-
ufacturer or applicable group pur-
chasing organization that arises from a
retirement plan offered by the applica-
ble manufacturer or applicable group
purchasing organization to the physi-
cian (or a member of his or her imme-
diate family) through the physician’s
(or immediate family member’s) em-
ployment with that applicable manu-
facturer or applicable group purchasing
organization.

(iii) Stock options and convertible
securities received as compensation,
until the stock options are exercised or
the convertible securities are con-
verted to equity.

(iv) An unsecured loan subordinated
to a credit facility.

(v) An ownership or investment in-
terest if an applicable manufacturer or
applicable group purchasing organiza-
tion did not know, as defined in this
section, about such ownership or in-
vestment interest.

(vi) A titular ownership or invest-
ment interest that excludes the ability
or right to receive the financial bene-
fits of ownership or investment, includ-
ing, but not limited to, the distribution
of profits, dividends, proceeds of sale,
or similar returns on investment; or

(vii) An interest in an entity that
arises from an employee stock owner-
ship plan (ESOP) that is qualified
under section 401(a) of the Internal
Revenue Code of 1986.

Payment or other transfer of wvalue
means a transfer of anything of value.

Physician has the same meaning
given that term in section 1861(r) of the
Act.

Physician assistant means a physician
assistant who performs such services as
such individual is legally authorized to
perform (in the State in which the indi-
vidual performs such services) in ac-
cordance with State law (or the State
regulatory mechanism provided by
State law), and who meets such train-
ing, education, and experience require-
ments (or any combination thereof) as
the Secretary may prescribe in regula-
tions.

Physician-owned distributorship, for
the purposes of determining the exist-
ence of a reportable ownership or in-
vestment interest under this subpart,
means an entity that:

§403.902

(1) Meets the definition of an applica-
ble manufacturer or applicable group
purchasing organization as defined in
this section, and

(2) Meets at least one of the following
two conditions:

(i) Has a minimum of 5 percent direct
or indirect ownership or investment in-
terest in the applicable manufacturer
or applicable group purchasing organi-
zation held by a physician or a physi-
cian’s immediate family member, or

(ii) A physician or a physician’s im-
mediate family member receives com-
pensation from the applicable manu-
facturer or group purchasing organiza-
tion in the form of a commission, re-
turn on investment, profit sharing,
profit distribution, or other remunera-
tion directly or indirectly derived from
the sale or distribution of devices by
the applicable manufacturer or group
purchasing organization in which the
physician or physician’s immediate
family member has ownership.

(3) This physician owned distributor
definition does not apply for purposes
of any other laws or regulations, in-
cluding, but not limited to, section 1877
of the Act, the regulations at 42 CFR
part 411, subpart J, section 1128B of the
Act, or the regulations at 42 CFR
1001.952.

Related to a covered drug, device, bio-
logical, or medical supply means that a
payment or other transfer of value is
made in reference to or in connection
with one or more covered drugs, de-
vices, biologicals, or medical supplies.

Research includes a systematic inves-
tigation designed to develop or con-
tribute to generalizable knowledge re-
lating broadly to public health, includ-
ing behavioral and social-sciences re-
search. This term encompasses basic
and applied research and product devel-
opment.

Short term medical supply or device
loan means the loan of a covered device
or a device under development, or the
provision of a limited quantity of med-
ical supplies for a short-term trial pe-
riod, not to exceed a loan period of 90
cumulative days per calendar year or a
quantity of 90 cumulative days of aver-
age daily use per calendar year, to per-
mit evaluation of the device or medical
supply by the covered recipient.
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Third party means another individual
or entity, regardless of whether such
individual or entity is operating in the
United States.

Unique device identifier means an
identifier that adequately identifies a
device through its distribution and use
by meeting the requirements of 21 CFR
801.40 and 830.3.

[78 FR 9521, Feb. 8, 2013, as amended at 79 FR
68000, Nov. 13, 2014; 84 FR 63185, Nov. 15, 2019;
85 FR 10, Jan 2, 2020; 86 FR 65659, Nov. 19,
2021]

§403.904 Reports of payments or other
transfers of value to covered recipi-
ents.

(a) General rule. (1) Direct and indi-
rect payments or other transfers of
value provided by an applicable manu-
facturer to a covered recipient during
the preceding calendar year, and direct
and indirect payments or other trans-
fers of value provided to a third party
at the request of or designated by the
applicable manufacturer on behalf of a
covered recipient during the preceding
calendar year, must be reported by the
applicable manufacturer to CMS on an
annual basis.

(2) For CY 2013, only payments or
other transfers of value made on or
after August 1, 2013 must be reported to
CMS.

(3) An applicable manufacturer or ap-
plicable group purchasing organization
that has reported payments or trans-
fers of value under the scope of this
section may not remove, delete, or
alter any record/(s) unless an error is
discovered in the information that had
been furnished, or the record is other-
wise believed to meet exceptions for re-
porting.

(b) Limitations. Certain limitations on
reporting apply in the following cir-
cumstances:

(1) Applicable manufacturers for
whom total (gross) revenues from cov-
ered drugs, devices, biologicals, or
medical supplies constituted less than
10 percent of total (gross) revenue dur-
ing the fiscal year preceding the re-
porting year are only required to re-
port payments or other transfers of
value that are related to one or more
covered drugs, devices, biologicals or
medical supplies.
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(2) Applicable manufacturers under
paragraph (2) of the definition in
§403.902 are only required to report
payments or other transfers of value
that are related to a covered drug, de-
vice, biological, or medical supply for
which they provided assistance or sup-
port to an applicable manufacturer
under paragraph (1) of the definition.

(3) Applicable manufacturers under
either paragraph (1) or (2) of the defini-
tion in §403.902 that have separate op-
erating divisions that do not manufac-
ture any covered drugs, devices,
biologicals, or medical supplies (for ex-
ample, animal health divisions) are
only required to report payments to
covered recipients related to the ac-
tivities of these separate divisions if
those payments or other transfers of
value are related to a covered drug, de-
vice, biological, or medical supply.
This includes reporting of payments or
other transfers of value that are re-
lated to covered drugs, devices,
biologicals, or medical supplies made
by applicable manufacturers to covered
recipients through these operating di-
visions.

(4) Applicable manufacturers that do
not manufacture a covered drug, de-
vice, biological, or medical supply ex-
cept when under a written agreement
to manufacture the covered drug, de-
vice, biological, or medical supply for
another entity, do not hold the FDA
approval, licensure, or clearance for
the covered drug, device, biological, or
medical supply, and are not involved in
the sale, marketing, or distribution of
the product, are only required to report
payments or other transfers of value
that are related to one or more covered
drugs, devices, biologicals, or medical
supplies.

(c) Required information to report. A
report must contain all of the fol-
lowing information for each payment
or other transfer of value:

(1) Name of the covered recipient. For
non-teaching hospital covered recipi-
ents, the name must be as listed in the
National Plan & Provider Enumeration
System (NPPES) (if applicable) and in-
clude first and last name, middle ini-
tial, and suffix (for all that apply).
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