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(e) The availability of alternative
sources of services in the community;
and

(f) Any other factors that the QIO
considers relevant, such as the dura-
tion of the problem.

Subpart D—OIG Responsibilities

§1004.100 Acknowledgement and re-
view of report.

(a) Acknowledgement. The OIG will in-
form the QIO of the date it received the
QIO’s report and recommendation.

(b) Review. The OIG will review the
QIO report and recommendation to de-
termine whether—

(1) The QIO has followed the regu-
latory requirements of this part; and

(2) A violation has occurred.

(c) Rejection of the QIO recommenda-
tion. If the OIG decides that a sanction
is not warranted, it will notify the QIO
that recommended the sanction, the af-
fected practitioner or other person, and
the licensing board informed by the
QIO of the sanction recommendation
that the recommendation is rejected.

(d) Decision to sanction. If the OIG de-
cides that a violation of obligations
has occurred, it will determine the ap-
propriate sanction by considering—

(1) The recommendation of the QIO;

(2) The type of offense;

(3) The severity of the offense;

(4) The previous sanction record of
the practitioner or other person;

(5) The availability of alternative
sources of services in the community;

(6) Any prior problems the Medicare
or State health care programs have had
with the practitioner or other person;
and

(7) Any other matters relevant to the
particular case.

(e) Exclusion sanction. If the QIO sub-
mits a recommendation for exclusion
to the OIG, and a determination is not
made by the 120th day after actual re-
ceipt by the OIG, the exclusion sanc-
tion recommended will become effec-
tive and the OIG will provide notice in
accordance with §1004.110(f).

(f) Monetary penalty. If the QIO rec-
ommendation is to assess a monetary
penalty, the 120-day provision does not

§1004.110

apply and the OIG will provide notice
in accordance with §1004.110 (a)-(e).

[60 FR 63640, Dec. 12, 1995, as amended at 62
FR 23143, Apr. 29, 1997]

§1004.110 Notice of sanction.

(a) The OIG must notify the practi-
tioner or other person of the adverse
determination and of the sanction to
be imposed.

(b) The sanction is effective 20 days
from the date of the notice. Receipt is
presumed to be 5 days after the date on
the notice, unless there is a reasonable
showing to the contrary.

(c) The notice must specify—

(1) The legal and factual basis for the
determination;

(2) The sanction to be imposed;

(3) The effective date and, if appro-
priate, the duration of the exclusion;

(4) The appeal rights of the practi-
tioner or other person;

(5) The opportunity and the process
necessary to provide alternative notifi-
cation as set forth in paragraphs (d)
and (e) of this section; and

(6) In the case of exclusion, the ear-
liest date on which the OIG will accept
a request for reinstatement.

(d) Patient notification. (1)(i) The OIG
will provide a sanctioned practitioner
or other person an opportunity to elect
to inform each of their patients of the
sanction action. In order to elect this
option, the sanctioned practitioner or
other person must, within 30 calendar
days from receipt of the OIG notice, in-
form both new and existing patients
through written notice—based on a
suggested (non-mandatory) model pro-
vided to the sanctioned individual by
the OIG—of the sanction and, in the
case of an exclusion, its effective date.
Receipt of the OIG notice is presumed
to be 5 days after the date of the no-
tice, unless there is a reasonable show-
ing to the contrary. Within this same
period, the practitioner or other person
must also sign and return the certifi-
cation that the OIG will provide with
the notice. For purposes of this sec-
tion, the term “all existing patients”
includes all patients currently under
active treatment with the practitioner
or other person, as well as all patients
who have been treated by the practi-
tioner or other person within the last 3
years. In addition, the practitioner or
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other person must notify all prospec-
tive patients orally at the time such
persons request an appointment. If the
sanctioned party is a hospital, it must
notify all physicians who have privi-
leges at the hospital, and must post a
notice in its emergency room, business
office and in all affiliated entities re-
garding the exclusion. In addition, for
purposes of this section, the term “in
all affiliated entities” encompasses all
entities and properties in which the
hospital has a direct or indirect owner-
ship interest of 5 percent or more and
any management, partnership or con-
trol of the entity.

(i) The certification will provide
that the practitioner or other person—

(A) Has informed each of his, her or
its patients in writing that the practi-
tioner or other person has been sanc-
tioned, or if a hospital, has informed
all physicians having privileges at the
hospital that it has been sanctioned;

(B) If excluded from Medicare and the
State health care programs, has in-
formed his, her or its existing patients
in writing that the programs will not
pay for items and services furnished or
ordered (or at the medical direction or
on the prescription of an excluded phy-
sician) by the practitioner or other per-
son until they are reinstated, or if a
hospital, has provided this information
to all physicians having privileges at
that hospital,

(C) If excluded from Medicare and
State health care programs, will pro-
vide prospective patients—or if a hos-
pital, physicians requesting privileges
at that hospital prior to furnishing or
ordering (or in the case of an excluded
physician, medically directing or pre-
scribing) services—oral information of
both the sanction and that the pro-
grams will not pay for services pro-
vided and written notification of the
same at the time of the provision of
services;

(D) If excluded from Medicare and
State health care programs and is an
entity such as a hospital, has posted a
notice in its emergency room, business
office and in all affiliated entities that
the programs will not pay for services
provided; and

(E) Certifies to the truthfulness and
accuracy of the notification and the
statements in the certification.

42 CFR Ch. V (10-1-04 Edition)

(2) If the sanctioned practitioner or
other person does not inform his, her
or its patients and does not return the
required certification within the 30-day
period, or if the sanctioned practi-
tioner or other person returns the cer-
tification within the 30-day period but
the OIG obtains reliable evidence that
such person nevertheless has not ade-
quately informed new and existing pa-
tients of the sanction, the OIG—

(i) Will see that the public is notified
directly of the identity of the sanc-
tioned practitioner or other person, the
finding that the obligation has been
violated, and the effective date of any
exclusion; and

(ii) May consider this failure to ad-
here to the certification obligation as
an adverse factor at the time the sanc-
tioned practitioner or other person re-
quests reinstatement.

(3) If the sanctioned practitioner or
other person is entitled to a prelimi-
nary hearing 1in accordance with
§1004.140(a) and requests such a pre-
liminary hearing, and if the adminis-
trative law judge (ALJ) decides that
he, she or it poses a risk to program
beneficiaries, the sanctioned practi-
tioner or other person would have 30
days from the date of receipt of the
ALJ’s decision to provide certification
to the OIG in accordance with
§1004.110(d)(1). The date of receipt is
presumed to be 5 days after the date of
the ALJ’s decision, unless there is a
reasonable showing to the contrary.

(e) Notice of the sanction is also pro-
vided to the following entities as ap-
propriate—

(1) The QIO that originated the sanc-
tion report;

(2) QIOs in adjacent areas;

(3) State Medicaid fraud control units
and State licensing and accreditation
bodies;

(4) Appropriate program contractors
and State agencies;

(5) Hospitals, including the hospital
where the sanctioned individual’s case
originated and where the individual
currently has privileges, if known;
skilled nursing facilities, home health
agencies, and health maintenance or-
ganizations and Federally-funded com-
munity health centers where the prac-
titioner or other person works;
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(6) Medical societies and other pro-
fessional organizations; and

(7) Medicare carriers and fiscal inter-
mediaries, health care prepayment
plans and other affected agencies and
organizations.

(f) If an exclusion sanction is effec-
tuated because a decision was not made
within 120 days after receipt of the QIO
recommendation, notification is as fol-
lows—

(1) As soon as possible after the 120th
day, the OIG will issue a notice to the
practitioner or other person, in compli-
ance with the requirements of para-
graph (c) of this section, affirming the
QIO recommendation based on the
OIG’s review of the case, and that the
exclusion is effective 20 days from the
date of the notice; and

(2) Notice of sanction is also provided
as specified in paragraph (e) of this sec-
tion.

[60 FR 63640, Dec. 12, 1995; 61 FR 1841, Jan. 24,
1996, as amended at 62 FR 23143, Apr. 29, 1997]

Subpart E—Effect and Duration of
Exclusion

§1004.120 Effect of an exclusion on
program payments and services.

The effect of an exclusion is set forth
in §1001.1901 of this chapter.

§1004.130 Reinstatement after exclu-
sion.

(a) A practitioner or other person
who has been excluded in accordance
with this part may apply for reinstate-
ment at the end of the period of exclu-
sion. The OIG will consider any request
for reinstatement in accordance with
provisions of §§1001.3001 through
1001.3005 of this chapter.

(b) The OIG may also consider a prac-
titioner’s or other person’s compliance
with the certification obligation in
§1004.110(d) at the time of reinstate-
ment.

Subpart F—Appeals

§1004.140 Appeal rights.

(a) Right to preliminary hearing. (1)(i)
A practitioner or other person excluded
from participation in Medicare and any
State health care programs under sec-
tion 1156 of the Act may request a pre-

§1004.140

liminary hearing if the location where
services are rendered to over 50 percent
of the practitioner’s or other person’s
patients at the time of the exclusion
notice is in a rural HPSA or in a coun-
ty with a population of less than 70,000.

(i) Unless the practitioner’s or other
person’s practice meets the definition
for psychiatric professional, vision care
professional, dental professional,
podiatric professional or pharmacy
professional, the HPSA used by the
OIG for determination of entitlement
to a preliminary hearing will be the
HPSA list for primary medical care
professional.

(iii) Information on the population
size of a county in order to determine
entitlement to a preliminary hearing
will be obtained by the OIG from the
responsible officials of that county.

(@)(i) A request for a preliminary
hearing must be made in writing and
received by the Departmental Appeals
Board (DAB) no later than the 15th day
after the notice of exclusion is received
by a practitioner or other person. The
date of receipt of the notice of exclu-
sion by the practitioner or other per-
son is presumed to be 5 days after the
date appearing on the notice, unless
there is a reasonable showing to the
contrary.

(i) A request for a preliminary hear-
ing will stay the effective date of the
exclusion pending a decision of the
ALJ at the preliminary hearing, and
all the parties informed by the OIG of
the exclusion will be notified of the
stay.

(iii) A request for a preliminary hear-
ing received after the 15-day period has
expired will be treated as a request for
a hearing before an ALJ in accordance
with paragraph (b) of this section.

(iv) If the practitioner or other per-
son exercises his, her or its right to a
preliminary hearing, such a hearing
must be held by the ALJ in accordance
with paragraph (a)(3)(i) of this section
unless the OIG waives it in accordance
with paragraph (a)(6)(i) of this section.

(v) The ALJ cannot consolidate the
preliminary hearing with a full hearing
without the approval of all parties to
the hearing.

(3)(i) The preliminary hearing will be
conducted by an ALJ of the DAB in a
city that the ALJ deems equitable to
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