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(c) Suitable arrangements must be 
made to insure that the information 
specified in paragraph (a) of this sec-
tion is effectively communicated to 
any individual to be sterilized who is 
blind, deaf or otherwise handicapped. 

(d) A witness chosen by the indi-
vidual to be sterilized may be present 
when consent is obtained. 

(e) Informed consent may not be ob-
tained while the individual to be steri-
lized 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. 

(f) Any requirement of State and 
local law for obtaining consent, except 
one of spousal consent, must be fol-
lowed. 

§ 50.205 Consent form requirements. 

(a) Required consent form. The consent 
form appended to this subpart or an-
other consent form approved by the 
Secretary must be used. 

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

(1) The individual to be sterilized; 
and 

(2) The interpreter, if one is provided; 
and 

(3) The person who obtains the con-
sent; and 

(4) The physician who will perform 
the sterilization procedure. 

(c) Required certifications. (1) The per-
son obtaining 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 
the sterilization, he or she advised the 
individual 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eral benefits may be withdrawn be-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 to be 
sterilized appeared mentally com-
petent and knowingly and voluntarily 
consented to be sterilized. Except in 
the case of premature delivery or emer-
gency abdominal surgery, the physi-
cian must further certify that at least 
30 days have passed between the date of 
the individual’s signature on the con-
sent form and the date upon which the 
sterilization was performed. If pre-
mature delivery occurs or emergency 
abdominal surgery is required within 
the 30–day period, the physician must 
certify that the sterilization was per-
formed less than 30 days but not less 
than 72 hours after the date of the indi-
vidual’s signature on the consent form 
because of premature delivery or emer-
gency abdominal surgery, as applica-
ble. In the case of premature delivery, 
the physician must also state the ex-
pected date of delivery. In the case of 
emergency abdominal surgery, the phy-
sician must describe the emergency. 

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

§ 50.206 Sterilization of a mentally in-
competent individual or of an insti-
tutionalized individual. 

Programs or projects to which this 
subpart applies shall not perform or ar-
range for the performance of a steri-
lization of any mentally incompetent 
individual or institutionalized indi-
vidual. 

§ 50.207 Sterilization by hysterectomy. 
(a) Programs or projects to which 

this subpart applies shall not perform 
or arrange for the performance of any 

VerDate Mar<15>2010 08:22 Nov 19, 2012 Jkt 226184 PO 00000 Frm 00213 Fmt 8010 Sfmt 8010 Y:\SGML\226184.XXX 226184er
ow

e 
on

 D
S

K
2V

P
T

V
N

1P
R

O
D

 w
ith

 



204 

42 CFR Ch. I (10–1–12 Edition) § 50.208 

hysterectomy solely for the purpose of 
rendering an individual permanently 
incapable of reproducing or where, if 
there is more than one purpose to the 
procedure, the hysterectomy would not 
be performed but for the purpose of 
rendering the individual permanently 
incapable of reproducing. 

(b) Except as provided in paragraph 
(c) of this section, programs or projects 
to which this subpart applies may per-
form or arrange for the performance of 
a hysterectomy not covered by para-
graph (a) of this section only if: 

(1) The person who secures the au-
thorization to perform the 
hysterectomy has informed the indi-
vidual and her representative, if any, 
orally and in writing, that the 
hysterectomy will make her perma-
nently incapable of reproducing; and 

(2) The individual or her representa-
tive, if any, has signed a written ac-
knowledgment of receipt of that infor-
mation. 

(c)(1) A program or project is not re-
quired to follow the procedures of para-
graph (b) of this section if either of the 
following circumstances exists: 

(i) The individual is already sterile at 
the time of the hysterectomy. 

(ii) The individual requires a 
hysterectomy because of a life-threat-
ening emergency in which the physi-
cian determines that prior acknowledg-
ment is not possible. 

(2) If the procedures of paragraph (b) 
of this section are not followed because 
one or more of the circumstances of 
paragraph (c)(1) exist, the physician 
who performs the hysterectomy must 
certify in writing: 

(i) That the woman was already ster-
ile, stating the cause of that sterility; 
or 

(ii) That the hysterectomy was per-
formed under a life-threatening emer-
gency situation in which he or she de-
termined prior acknowledgment was 
not possible. He or she must also in-
clude a description of the nature of the 
emergency. 

[43 FR 52165, Nov. 8, 1978, as amended at 47 
FR 33701, Aug. 4, 1982] 

§ 50.208 Program or project require-
ments. 

(a) A program or project must, with 
respect to any sterilization procedure 

or hysterectomy it performs or ar-
ranges, meet all requirements of this 
subpart. 

(b) The program or project shall 
maintain sufficient records and docu-
mentation to assure compliance with 
these regulations, and must retain 
such data for at least 3 years. 

(c) The program or project shall sub-
mit other reports as required and when 
requested by the Secretary. 

§ 50.209 Use of Federal financial assist-
ance. 

(a) Federal financial assistance 
adminstered by the Public Health Serv-
ice may not be used for expenditures 
for sterilization procedures unless the 
consent form appended to this section 
or another form approved by the Sec-
retary is used. 

(b) A program or project shall not use 
Federal financial assistance for any 
sterilization or hysterectomy without 
first receiving documentation showing 
that the requirements of this subpart 
have been met. Documentation in-
cludes consent forms, and as applica-
ble, either acknowledgments of receipt 
of hysterectomy information or certifi-
cation of an exception for 
hysterectomies. 

[43 FR 52165, Nov. 8, 1978, as amended at 47 
FR 33701, Aug. 4, 1982] 

§ 50.210 Review of regulation. 
The Secretary will request public 

comment on the operation of the provi-
sions of this subpart not later than 3 
years after their effective date. 

APPENDIX TO SUBPART B OF PART 50— 
REQUIRED CONSENT FORM 

NOTICE: YOUR DECISION AT ANY TIME 
NOT TO BE STERILIZED WILL NOT RE-
SULT IN THE WITHDRAWAL OR WITH-
HOLDING OF ANY BENEFITS PROVIDED 
BY PROGRAMS OR PROJECTS RECEIVING 
FEDERAL FUNDS. 

CONSENT TO STERILIZATION 

I have asked for and received information 
about sterilization from lllllll (doc-
tor or clinic). When I first asked for the in-
formation, I was told that the decision to be 
sterilized is completely up to me. I was told 
that I could decide not to be sterilized. If I 
decide not to be sterilized, my decision will 
not affect my right to future care or treat-
ment. I will not lose any help or benefits 
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