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(d) Effective on March 8, 1979 or any 
date thereafter through the date of 
publication of these regulations at the 
option of the State, FFP is available 
if— 

(1) The individual— 
(i) Was already sterile before the 

hysterectomy; or 
(ii) Requires a hysterectomy because 

of a life-threatening emergency situa-
tion in which the physician determines 
that prior acknowledgment is not pos-
sible; and 

(2) The physician who performs the 
hysterectomy— 

(i) Certifies in writing that the indi-
vidual was already sterile at the time 
of the hysterectomy, and states the 
cause of the sterility; or 

(ii) Certifies in writing that the 
hysterectomy was performed under a 
life-threatening emergency situation 
in which he or she determined prior ac-
knowledgment was not possible. He or 
she must also include a description of 
the nature of the emergency. 

(e) Effective March 8, 1979, or any 
date thereafter through the date of 
publication of these regulations at the 
option of the State, FFP is available 
for hysterectomies performed during a 
period of an individual’s retroactive 
Medicaid eligibility if the physician 
who performed the hysterectomy cer-
tifies in writing that— 

(1) The individual was informed be-
fore the operation that the 
hysterectomy would make her perma-
nently incapable of reproducing; or 

(2) One of the conditions in paragraph 
(d)(1) of this section was met. The phy-
sician must supply the information 
specified in paragraph (d)(2) of this sec-
tion. 

[47 FR 33702, Aug. 4, 1982] 

§ 441.256 Additional condition for Fed-
eral financial participation (FFP). 

(a) FFP is not available in expendi-
tures for any sterilization or 
hysterectomy unless the Medicaid 
agency, before making payment, ob-
tained documentation showing that the 
requirements of this subpart were met. 
This documentation must include a 
consent from, an acknowledgement of 
receipt of hysterectomy information or 
a physician’s certification under 
§ 441.255(d)(2), as applicable. 

(b) With regard to the requirements 
of § 441.255(d) for hysterectomies per-
formed from March 8, 1979 through No-
vember 2, 1982, FFP is available in ex-
penditures for those services if the doc-
umentation showing that the require-
ments of that paragraph were met is 
obtained by the Medicaid agency before 
submitting a claim for FFP for that 
procedure. 

[47 FR 33702, Aug. 4, 1982] 

§ 441.257 Informed consent. 
(a) Informing the individual. For pur-

poses of this subpart, an individual has 
given informed consent only if— 

(1) The person who obtained consent 
for the sterilization procedure offered 
to answer any questions the individual 
to be sterilized may have concerning 
the procedure, provided a copy of the 
consent form and provided orally all of 
the following information or advice to 
the individual to be sterilized: 

(i) Advice that the individual is free 
to withhold or withdraw consent to the 
procedure at any time before the steri-
lization without affecting the right to 
future care or treatment and without 
loss or withdrawal of any federally 
funded program benefits to which the 
individual might be otherwise entitled. 

(ii) A description of available alter-
native methods of family planning and 
birth control. 

(iii) Advice that the sterilization pro-
cedure is considered to be irreversible. 

(iv) A thorough explanation of the 
specific sterilization procedure to be 
performed. 

(v) A full description of the discom-
forts and risks that may accompany or 
follow the performing of the procedure, 
including an explanation of the type 
and possible effects of any anesthetic 
to be used. 

(vi) A full description of the benefits 
or advantages that may be expected as 
a result of the sterilization. 

(vii) Advice that the sterilization 
will not be performed for at least 30 
days, except under the circumstances 
specified in § 441.253(c). 

(2) Suitable arrangements were made 
to insure that the information speci-
fied in paragraph (a)(1) of this section 
was effectively communicated to any 
individual who is blind, deaf, or other-
wise handicapped; 
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(3) An interpreter was provided if the 
individual to be sterilized did not un-
derstand the language used on the con-
sent form or the language used by the 
person obtaining consent; 

(4) The individual to be sterilized was 
permitted to have a witness of his or 
her choice present when consent was 
obtained; 

(5) The consent form requirements of 
§ 441.258 were met; and 

(6) Any additional requirement of 
State or local law for obtaining con-
sent, except a requirement for spousal 
consent, was followed. 

(b) When informed consent may not be 
obtained. Informed consent may not be 
obtained while the individual to be 
sterilized is— 

(1) In labor or childbirth; 
(2) Seeking to obtain or obtaining an 

abortion; or 
(3) Under the influence of alcohol or 

other substances that affect the indi-
vidual’s state of awareness. 

§ 441.258 Consent form requirements. 

(a) Content of consent form. The con-
sent form must be a copy of the form 
appended to this subpart or another 
form approved by the Secretary. 

(b) Required signatures. The consent 
form must be signed and dated by— 

(1) The individual to be sterilized; 
(2) The interpreter, if one was pro-

vided; 
(3) The person who obtained the con-

sent; and 
(4) The physician who performed the 

sterilization procedure. 
(c) Required certifications. (1) The per-

son securing the consent must certify, 
by signing the consent form, that 

(i) Before the individual to be steri-
lized signed the consent form, he or she 
advised the individual to be sterilized 
that no Federal benefits may be with-
drawn because of the decision not to be 
sterilized; 

(ii) He or she explained orally the re-
quirements for informed consent as set 
forth on the consent form; and 

(iii) To the best of his or her knowl-
edge and belief, the individual to be 
sterilized appeared mentally com-
petent and knowingly and voluntarily 
consented to be sterilized. 

(2) The physician performing the 
sterilization must certify, by signing 
the consent form, that: 

(i) Shortly before the performance of 
sterilization, he or she advised the in-
dividual to be sterilized that no Fed-
eral benefits may be withdrawn be-
cause of the decision not to be steri-
lized; 

(ii) He or she explained orally the re-
quirements for informed consent as set 
forth on the consent form; and 

(iii) To the best of his or her knowl-
edge and belief, the individual appeared 
mentally competent and knowingly 
and voluntarily consented to be steri-
lized. 

Except in the case of premature deliv-
ery or emergency abdominal surgery, 
the physician must further certify that 
at least 30 days have passed between 
the date of the individual’s signature 
on the consent form and the date upon 
which the sterilization was performed. 

(3) In the case of premature delivery 
or emergency abdominal surgery per-
formed within 30 days of consent, the 
physician must certify that the steri-
lization was performed less than 30 
days, but not less than 72 hours after 
informed consent was obtained because 
of premature delivery or emergency ab-
dominal surgery and— 

(i) In the case of premature delivery, 
must state the expected date of deliv-
ery; or 

(ii) In the case of abdominal surgery, 
must describe the emergency. 

(4) If an interpreter is provided, the 
interpreter must certify that he or she 
translated the information and advice 
presented orally and read the consent 
form and explained its contents to the 
individual to be sterilized and that, to 
the best of the interpreter’s knowledge 
and belief, the individual understood 
what the interpreter told him or her. 

§ 441.259 Review of regulations. 

The Secretary will request public 
comment on the operation of this sub-
part not later than 3 years after its ef-
fective date. 
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