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Pacific Islander; American Indian or Alas-
kan native; or White (not of Hispanic origin). 

INTERPRETER’S STATEMENT 

If an interpreter is provided to assist the 
individual to be sterilized: 

I have translated the information and ad-
vice presented orally to the individual to be 
sterilized by the person obtaining this con-
sent. I have also read him/her the consent 
form in llllll llllll language and 
explained its contents to him/her. To the 
best of my knowledge and belief he/she un-
derstood this explanation. (Interpreter) 
(Date). 

STATEMENT OF PERSON OBTAINING CONSENT 

Before (name of individual) signed the con-
sent form, I explained to him/her the nature 
of the sterilization operation llllll, 
the fact that it is intended to be a final and 
irreversible procedure and the discomforts, 
risks and benefits associated with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control are 
available which are temporary. I explained 
that sterilization is different because it is 
permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at any 
time and that he/she will not lose any health 
services or any benefits provided by Federal 
funds. 

To the best of my knowledge and belief the 
individual to be sterilized is at least 21 years 
old and appears mentally competent. He/She 
knowingly and voluntarily requested to be 
sterilized and appears to understand the na-
ture and consequence of the procedure. (Sig-
nature of person obtaining consent) (Date) 
(Facility) (Address). 

PHYSICIAN’S STATEMENT 

Shortly before I performed a sterilization 
operation upon (Name of individual to be 
sterilized) on (Date of sterilization) (oper-
ation), I explained to him/her the nature of 
the sterilization operation (specify type of 
operation), the fact that it is intended to be 
a final and irreversible procedure and the 
discomforts, risks and benefits associated 
with it. 

I counseled the individual to be sterilized 
that alternative methods of birth control are 
available which are temporary. I explained 
that sterilization is different because it is 
permanent. 

I informed the individual to be sterilized 
that his/her consent can be withdrawn at any 
time and that he/she will not lose any health 
services or benefits provided by Federal 
funds. 

To the best of my knowledge and belief the 
individual to be sterilized is at least 21 years 
old and appears mentally competent. He/She 
knowingly and voluntarily requested to be 

sterilized and appeared to understand the na-
ture and consequences of the procedure. 

(Instructions for use of alternative final para-
graphs: Use the first paragraph below except 
in the case of premature delivery or emer-
gency abdominal surgery where the steriliza-
tion is performed less than 30 days after the 
date of the individual’s signature on the con-
sent form. In those cases, the second para-
graph below must be used. Cross out the 
paragraph which is not used.) 

(1) At least 30 days have passed between 
the date of the individual’s signature on this 
consent form and the date the sterilization 
was performed. 

(2) This sterilization was performed less 
than 30 days but more than 72 hours after the 
date of the individual’s signature on this 
consent form because of the following cir-
cumstances (check applicable box and fill in 
information requested): Premature delivery. 

Individual’s expected date of delivery: 
llllll 

b Emergency abdominal surgery: (de-
scribe circumstances):llllll (Physi-
cian) (Date). 

Subpart G—Home and Commu-
nity-Based Services: Waiver 
Requirements 

SOURCE: 46 FR 48541, Oct. 1, 1981, unless 
otherwise noted. 

§ 441.300 Basis and purpose. 
Section 1915(c) of the Act permits 

States to offer, under a waiver of statu-
tory requirements, an array of home 
and community-based services that an 
individual needs to avoid institutional-
ization. Those services are defined in 
§ 440.180 of this subchapter. This sub-
part describes what the Medicaid agen-
cy must do to obtain a waiver. 

§ 441.301 Contents of request for a 
waiver. 

(a) A request for a waiver under this 
section must consist of the following: 

(1) The assurances required by 
§ 441.302 and the supporting documenta-
tion required by § 441.303. 

(2) When applicable, requests for 
waivers of the requirements of section 
1902(a)(1), section 1902(a)(10)(B), or sec-
tion 1902(a)(10)(C)(i)(III) of the Act, 
which concern respectively, statewide 
application of Medicaid, comparability 
of services, and income and resource 
rules applicable to medically needy in-
dividuals living in the community. 
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(3) A statement explaining whether 
the agency will refuse to offer home or 
community-based services to any re-
cipient if the agency can reasonably 
expect that the cost of the services 
would exceed the cost of an equivalent 
level of care provided in— 

(i) A hospital (as defined in § 440.10 of 
this chapter); 

(ii) A NF (as defined in section 1919(a) 
of the Act); or 

(iii) An ICF/MR (as defined in § 440.150 
of this chapter), if applicable. 

(b) If the agency furnishes home and 
community-based services, as defined 
in § 440.180 of this subchapter, under a 
waiver granted under this subpart, the 
waiver request must— 

(1) Provide that the services are fur-
nished— 

(i) Under a written plan of care sub-
ject to approval by the Medicaid agen-
cy; 

(ii) Only to recipients who are not in-
patients of a hospital, NF, or ICF/MR; 
and 

(iii) Only to recipients who the agen-
cy determines would, in the absence of 
these services, require the Medicaid 
covered level of care provided in— 

(A) A hospital (as defined in § 440.10 of 
this chapter); 

(B) A NF (as defined in section 1919(a) 
of the Act); or 

(C) An ICF/MR (as defined in § 440.150 
of this chapter); 

(2) Describe the qualifications of the 
individual or individuals who will be 
responsible for developing the indi-
vidual plan of care; 

(3) Describe the group or groups of in-
dividuals to whom the services will be 
offered; 

(4) Describe the services to be fur-
nished so that each service is sepa-
rately defined. Multiple services that 
are generally considered to be separate 
services may not be consolidated under 
a single definition. Commonly accepted 
terms must be used to describe the 
service and definitions may not be open 
ended in scope. CMS will, however, 
allow combined service definitions 
(bundling) when this will permit more 
efficient delivery of services and not 
compromise either a recipient’s access 
to or free choice of providers. 

(5) Provide that the documentation 
requirements regarding individual 

evaluation, specified in § 441.303(c), will 
be met; and 

(6) Be limited to one of the following 
target groups or any subgroup thereof 
that the State may define: 

(i) Aged or disabled, or both. 
(ii) Mentally retarded or develop-

mentally disabled, or both. 
(iii) Mentally ill. 

[46 FR 48541, Oct. 1, 1981, as amended at 50 FR 
10026, Mar. 13, 1985; 59 FR 37717, July 25, 1994; 
65 FR 60107, Oct. 10, 2000] 

§ 441.302 State assurances. 
Unless the Medicaid agency provides 

the following satisfactory assurances 
to CMS, CMS will not grant a waiver 
under this subpart and may terminate 
a waiver already granted: 

(a) Health and Welfare—Assurance 
that necessary safeguards have been 
taken to protect the health and welfare 
of the recipients of the services. Those 
safeguards must include— 

(1) Adequate standards for all types 
of providers that provide services under 
the waiver; 

(2) Assurance that the standards of 
any State licensure or certification re-
quirements are met for services or for 
individuals furnishing services that are 
provided under the waiver; and 

(3) Assurance that all facilities cov-
ered by section 1616(e) of the Act, in 
which home and community-based 
services will be provided, are in compli-
ance with applicable State standards 
that meet the requirements of 45 CFR 
Part 1397 for board and care facilities. 

(b) Financial accountability— The 
agency will assure financial account-
ability for funds expended for home and 
community-based services, provide for 
an independent audit of its waiver pro-
gram (except as CMS may otherwise 
specify for particular waivers), and it 
will maintain and make available to 
HHS, the Comptroller General, or other 
designees, appropriate financial 
records documenting the cost of serv-
ices provided under the waiver, includ-
ing reports of any independent audits 
conducted. 

(c) Evaluation of need. Assurance that 
the agency will provide for the fol-
lowing: 

(1) Initial evaluation. An evaluation of 
the need for the level of care provided 
in a hospital, a NF, or an ICF/MR when 
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