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(1) Documentary evidence and a writ-
ten argument challenging the rein-
statement denial; or 

(2) A written request to present writ-
ten evidence or oral argument to an of-
ficial of the initiating agency. 

(b) If a written request as described 
in paragraph (a)(2) of this section is re-
ceived timely by the initiating agency, 
the initiating agency, within 15 days of 
receipt of the excluded person’s re-
quest, initiates communication with 
the excluded person to establish a time 
and place for the requested meeting. 

(c) After evaluating any additional 
evidence submitted by the excluded 
person (or at the end of the 30-day pe-
riod described in paragraph (a) of this 
section, if no documentary evidence or 
written request is submitted), the initi-
ating agency sends written notice to 
the excluded person either confirming 
the denial, or approving the reinstate-
ment in the manner set forth in 
§ 402.304. If the initiating agency elects 
to uphold its denial decision, the writ-
ten notice also indicates that a subse-
quent request for reinstatement will 
not be considered until at least 1 year 
after the date of the written denial no-
tice. 

(d) The decision to deny reinstate-
ment is not subject to administrative 
review. 

§ 402.308 Waivers of exclusions. 

(a) Basis. Section 1128(c)(3)(B) of the 
Act specifies that in the case of an ex-
clusion from participation in the Medi-
care program based upon section 
1128(a)(1), (a)(3), or (a)(4) of the Act, the 
individual may request that CMS 
present, on his or her behalf, a request 
to the OIG for a waiver of the exclu-
sion. 

(b) Definitions. For purposes of this 
section: 

Excluded person has the same mean-
ing as a ‘‘person’’ as defined in § 402.3 
who meets for the purposes of this sub-
part, the definition of the term ‘‘exclu-
sion’’ in § 402.3. 

Hardship for purposes of this section 
means something that negatively af-
fects Medicare beneficiaries and results 
from the imposition of an exclusion be-
cause the excluded person is the sole 
community physician or sole source of 

essential specialized services in the 
Medicare community. 

Sole community physician has the 
same meaning as that term is defined 
§ 1001.2 of this title. 

Sole source of essential specialized serv-
ices in the community has the same 
meaning as that term defined by the 
§ 1001.2 of this title. 

(c) General rule. If CMS determines 
that a hardship as defined in paragraph 
(b)(2) of this section results from exclu-
sion of an affected person from the 
Medicare program, CMS may consider 
and may make a request to the Inspec-
tor General for waiver of the Medicare 
exclusion. 

(d) Submission and content of a waiver 
of exclusion request. An excluded person 
must submit a request for waiver of ex-
clusion in writing to CMS that includes 
the following: 

(1) A copy of the exclusion notice 
from the OIG. 

(2) A statement requesting that CMS 
present a waiver of exclusion request 
to the OIG on his or her behalf. 

(3) A statement that he or she is the 
sole community physician or sole 
source of essential specialized services 
in the community. 

(4) Documentation to support the 
statement in paragraph (d)(3) of this 
section. 

(e) Processing of waiver of exclusion re-
quests. CMS processes a request for a 
waiver of exclusion as follows: 

(1) Notifies the submitter that the 
waiver of exclusion request has been 
received. 

(2) Reviews and validates all sub-
mitted documents. 

(3) During its analysis, CMS may re-
quire additional, specific information, 
and authorization to obtain informa-
tion from private health insurers, peer 
review organizations (including, but 
not limited to, Quality Improvement 
Organizations), and others as necessary 
to determine validity. 

(4) Makes a determination regarding 
whether or not to submit the waiver of 
exclusion request to the OIG based on 
review and validation of the submitted 
documents. 

(5) If CMS elects to submit the waiv-
er of exclusion request to the OIG, CMS 
copies the excluded person on the re-
quest. 
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(6) If CMS denies the request, then 
CMS notifies the excluded person of 
the decision and specifies the reason(s) 
for the decision. 

(f) Administrative or judicial review. A 
determination rendered under para-
graph (e)(4) of this section is not sub-
ject to administrative or judicial re-
view. 

PART 403—SPECIAL PROGRAMS 
AND PROJECTS 

Subpart A [Reserved] 

Subpart B—Medicare Supplemental 
Policies 

Sec. 
403.200 Basis and scope. 

GENERAL PROVISIONS 

403.201 State regulation of insurance poli-
cies. 

403.205 Medicare supplemental policy. 
403.206 General standards for Medicare sup-

plemental policies. 
403.210 NAIC model standards. 
403.215 Loss ratio standards. 

STATE REGULATORY PROGRAMS 

403.220 Supplemental Health Insurance 
Panel. 

403.222 State with an approved regulatory 
program. 

VOLUNTARY CERTIFICATION PROGRAM: 
GENERAL PROVISIONS 

403.231 Emblem. 
403.232 Requirements and procedures for ob-

taining certification. 
403.235 Review and certification of policies. 
403.239 Submittal of material to retain cer-

tification. 
403.245 Loss of certification. 
403.248 Administrative review of CMS deter-

minations. 

VOLUNTARY CERTIFICATION PROGRAM: LOSS 
RATIO PROVISIONS 

403.250 Loss ratio calculations: General pro-
visions. 

403.251 Loss ratio date and time frame pro-
visions. 

403.253 Calculation of benefits. 
403.254 Calculation of premiums. 
403.256 Loss ratio supporting data. 
403.258 Statement of actuarial opinion. 

Subpart C—Recognition of State 
Reimbursement Control Systems 

403.300 Basis and purpose. 
403.302 Definitions. 

403.304 Minimum requirements for State 
systems—discretionary approval. 

403.306 Additional requirements for State 
systems—mandatory approval. 

403.308 State systems under demonstration 
projects—mandatory approval. 

403.310 Reduction in payments. 
403.312 Submittal of application. 
403.314 Evaluation of State systems. 
403.316 Reconsideration of certain denied 

applications. 
403.318 Approval of State systems. 
403.320 CMS review and monitoring of State 

systems. 
403.321 State systems for hospital out-

patient services. 
403.322 Termination of agreements for Medi-

care recognition of State systems. 

Subpart D [Reserved] 

Subpart E—Beneficiary Counseling and 
Assistance Grants 

403.500 Basis, scope, and definition. 
403.501 Eligibility for grants. 
403.502 Availability of grants. 
403.504 Number and size of grants. 
403.508 Limitations. 
403.510 Reporting requirements. 
403.512 Administration. 

Subpart F [Reserved] 

Subpart G—Religious Nonmedical Health 
Care Institutions—Benefits, Conditions 
of Participation, and Payment 

403.700 Basis and purpose. 
403.702 Definitions and terms. 
403.720 Conditions for coverage. 
403.724 Valid election requirements. 
403.730 Condition of participation: Patient 

rights. 
403.732 Condition of participation: Quality 

assessment and performance improve-
ment. 

403.734 Condition of participation: Food 
services. 

403.736 Condition of participation: Dis-
charge planning. 

403.738 Condition of participation: Adminis-
tration. 

403.740 Condition of participation: Staffing. 
403.742 Condition of participation: Physical 

environment. 
403.744 Condition of participation: Life safe-

ty from fire. 
403.746 Condition of participation: Utiliza-

tion review. 
403.750 Estimate of expenditures and adjust-

ments. 
403.752 Payment provisions. 
403.754 Monitoring expenditure level. 
403.756 Sunset provision. 
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