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Sec. 59.1 To what programs do these
regulationsapply?

The regulations of this subpart are
applicableto the award of grants under
section 1001 of the Public Health
Service Act (42 U.S.C. 3200) toassistin
the establishment and operation of
voluntary family planning projects.
These projects shall consist of the
educational, comprehensive medical,
and social services necessary to aid
individuals to determine freely the
number and spacing of their children.

Sec. 59.2 Definitions.

Asused in this subpart:

Act means the Public Health Service
Act, as amended.

Family meansasocial unit composed
of one person, or two or more persons
living together, as a household.

Low income family means a family
whose total annual income does not
exceed 100 percent of the most recent
Poverty Guidelines issued pursuant to
42 U.S.C. 9902(2). ~"Low-income family"
alsoincludesmembersof familieswhose
annual family income exceeds this
amount, but who, as determined by the
project director, are unable, for good
reasons, to pay for family planning
services. For example, unemancipated
minors who wish to receive serviceson
aconfidential basis must be considered
on the basis of their own resources.

Nonprofit, as applied to any private
agency, ingtitution, or organization,
means that no part of the entity's net
earnings benefit, or may lawfully
benefit, any private shareholder or
individual.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the
Department of Health and Human
Services to whom the authority
involved has been delegated.

State includes, in addition to the
several States, the District of Columbia,
Guam, the Commonwealth of Puerto
Rico, the Northern Marianalslands, the
U.S. Virgin Islands, American Samoa,
the U.S. Outlaying Islands (Midway,
Wage, et al.), the Marshall Islands, the
Federated State of Micronesia and the
Republic of Palau.

Sec. 59.3 Whoiseligibletoapply for a
family planning servicesgrant?

Any publicor nonprofit private entity
in a State may apply for a grant under
this subpart.

Sec. 59.4 How does one apply for a
family planning servicesgrant?

(a) Application for agrant under this
subpart shall be made on an authorized
form.

(b) Anindividual authorized to act for
the applicant and to assume on behalf
of theapplicant the obligationsimposed
by the terms and conditions of the
grant, including the regulations of this
subpart, must sign the application.

(c) The application shall contain--

(1) A description, satisfactory to the
Secretary, of the project and how it will
meet the requirements of this subpart;

(2) A budget and justification of the
amount of grant funds requested,;

(3) A description of the standards and
qualifications which will be required for
al personnel and for all facilities to be
used by the project; and

(4) Such other pertinent information
asthe Secretary may require.

Sec. 59.5 What requirements must be
met by a family planning project?

(a) Each project supported under this
part must:

(1) Provide a broad range of
acceptable and effective medicaly
approved family planning methods
(including natural family planning
methods) and services (including
infertility services and services for
adolescents). If an organization offers
only asingle method of family planning,
it may participated as part of aproject as
long as the entire project offersabroad
range of family planning services.

(2) Provide services without
subjecting individuals to any coercion
to accept servicesor to employ or not to
employ any particular methods of family
planning. Acceptance of services must
be solely on avoluntary basis and may
not be made a prerequisite to eligibility
for, or receipt of, any other services,
assistance from or participation in any
other program of the applicant.\1\

\1\ Section 205 of Pub. L. 94-63 states:
“Any (1) officer or employee of the
United States, (2) officeror employee of
any State, political subdivision of a
State, or any other entity, which
administers or supervises the
administration of any programreceiving
Federal financial assistance, or (3)
person who receives, under any
program receiving Federal assistance,
compensation for services, who coerces
or endeavors to coerce any person to
undergo an abortion or sterilization
procedure by threatening such person



with the loss of, or disqualification for
the receipt of, any benefit or service
under a program receiving Federal
financial assistance shall be fined not
more than $1,000 or imprisoned for not
more than one year, or both."

(3) Provide services in a manner
which protects the dignity of the
individual.

(4) Provide serviceswithout regard of
religion, race, color, national origin,
handicapping condition, age, sex,
number of pregnancies, or martia
status.

(5) Not provide abortion a method of
family planning. A project must:

(i) Offer pregnant women the
opportunity to provided information
and counseling regarding each of the
following options:

(A) Prenatal care and delivery;

(B) Infant care, foster care, or
adoption; and

(C) Pregnancy termination.

(ii) If requested to provide such
information and counseling, provide
neutral, factual information and
nondirective counseling on each of the
options, and referral upon request,
except with respect to any option(s)
about which the pregnant woman
indicates she does not wish to receive
such information and counseling.

(6) Provide that priority in the
provision of services will be given to
persons from low-income families.

(7) Provide that no charge will be
made for services provided to any
personsfromalow-incomefamily except
to the extent that payment will be made
by a third party (including a
government agency) which is
authorized to or is under lega
obligation to pay this charge.

(8) Provide that charges will be made
forservicesto personsother thanthose
from low-income families in accordance
with a schedule of discounts based on
ability to pay, except that charges to
persons from families whose annual
income exceeds 250 percent of thelevels
set forth in the most recent Poverty
Guidelinesissued pursuant to 42 U.S.C.
9902(2) will be madein accordancewith
a schedule of fees designed to recover
the reasonable cost of providing
services.

(9) If a third party (including a
Government agency) is authorized or
legally obligated to pay for services, al
reasonable efforts must be made to
obtain the third-party payment without
applicationof any discounts. Wherethe
cost of services is to be reimbursed
under title X1X, XX, or XXI of the Social
Security Act, a written agreement with
the title XIX, XX or XXI agency is
required.

(20)(i) Provide that if an application
relates to consolidation of serviceareas
or health resources or would otherwise
affect the operationsof local or regional
entities, the applicant must document
that these entities have been given, to
the maximum feasible extent, an
opportunity to participate in the
development of the application. Local
and regional entitiesinclude existing or
potential subgrantees which have
previously provided or propose to
provide family planning services to the
area proposed to be served by the
applicant.

(ii) Provide an opportunity for
maximum participation by existing or
potential subgrantees in the ongoing
policy decisionmaking of the project.

(11) Provide for an Advisory
Committee asrequired by Sec. 59.6.

(b) In addition to the requirements of
paragraph (a) of this section, each
project must meet each of thefollowing
requirements unless the Secretary
determines that the project has
established good causefor itsomission.
Each project must:

(1) Provide for medical services
related to family planning (including
physician's consultation, examination
prescription, and continuing
supervision, laboratory examination,
contraceptive supplies) and necessary
referral to other medical facilities when
medically indicated, and providefor the
effectiveusageof contraceptivedevices
and practices.

(2) Provide for social servicesrelated
to family planning, including
counsding, referral to and from other
social and medical services agencies,
and any ancillary serviceswhich may be
necessary tofacilitateclinic attendance.

(3) Provide for informational and
educational programs designed to--

(i) Achievecommunity understanding
of the objectives of the program;

(ii) Inform the community of the
availability of services; and

(iii) Promote continued participation
in the project by persons to whom
family planning services may be
beneficial.

(4) Provide for orientation and
in-service training for all project
personnel.

(5) Provide services without the
imposition of any durational residency
requirement or requirement that the
patient be referred by a physician.

(6) Provide that family planning
medical serviceswill be performed under
the direction of aphysician with special
training or experienceinfamily planning.

(7) Providethat all servicespurchased
for project participants will be
authorized by the project director or his
designee on the project staff.

(8) Provide for coordination and use
of referral arrangements with other
providers of health care services, local
health and welfare departments,
hospitals, voluntary agencies, and
health services projects supported by
other federal programs.

(9) Provide that if family planning
services are provided by contract or
other similar arrangements with actual
providers of services, services will be
provided in accordance with a plan
which establishes rates and method of
payment for medica care. These
payments must be made under
agreements with aschedul e of ratesand
payment procedures maintained by the
grantee. The grantee must be prepared
to substantiate, that these rates are
reasonable and necessary.

(10) Provide, to the maximum feasible
extent, an opportunity for participation
inthedevel opment, i mplementation, and
evaluation of the
project by persons broadly
representativeof all significant elements
of the population to be served, and by
others inthe community knowledgeable
about the community's needs for family
planning services.

Sec. 59.6 What procedures apply to
assur e the suitability of informational
and educational material?

(a) A grant under this section may be
made only upon assurance satisfactory



to the Secretary that the project shall
provide for the review and approval of
informational and educational materials
developed or made available under the
project by an Advisory Committee prior
to their distribution, to assure that the
materias are suitablefor the population
or community to which they are to be
made available and the purposes of title
X of the Act. The project shall not
disseminate any such

materias which are not approved by the
Advisory Committee.

(b) The Advisory Committeereferred
toin paragraph (a) of this section shall
be established as follows:

(1) Size. The Committee shall consist
of no fewer than five but not morethan
ninemembers, except that thisprovision
may be waived by the Secretary for
good cause shown.

(2) Composition. The Committee shall
include individuals broadly
representative (intermsof demographic
factors such as race, color, national
origin, handicapped condition, sex, and
age) of the population or community for
which the materials are intended.

(3) Function. In reviewing materials,
the Advisory Committee shall:

(i) Consider the educational and
cultural backgrounds of individuals to
whom the materials are addressed;

(ii) Consider the standards of the
population or community to be served
with respect to such materials;

(iii) Review the content of the material
to assure that the information is
factually correct;

(iv) Determine whether thematerial is
suitable for the population or
community to which is to be made
available; and

(v) Establish a written record of its
determinations.

Sec. 59.7 What criteria will the
Department of Health and Human
Services use to decide which family
planning services projectsto fund and
in what amount?

(@) Within the limits of funds
available for these purposes, the
Secretary may award grants for the
establishment and operation of those
projects which will in the Department's
judgment best promote the purposes of

section 1001 of the Act, taking into
account:

(1) The number of patients, and, in
particular, the number of low-income
patients to be served;

(2) The extent to which family
planning services are needed locally;

(3) Therelativeneed of the applicant;

(4) The capacity of the applicant to
meke rapid and effective use of the
federal assistance;

(5) The adequacy of the applicant's
facilities and staff;

(6) The relative availability of
non-federal resources within the
community to be served and the degree
to which those resources are committed
to the project; and

(7) The degree to which the project
plan adequately provides for the
requirements set forth in these
regulations.

(b) The Secretary shall determine the
amount of any award on the basisof his
estimate of the sum necessary for the
performance of the project. No grant
may be made for less than 90 percent of
the project's costs, as so estimated,
unless the grant is to be made for a
project which was supported, under
section 1001, for lessthan 90 percent of
its costsinfiscal year 1975. Inthat case,
the grant shall not be for less than the
percentage of costs covered by the
grant in fiscal year 1975.

(c) No grant may be made for an
amount equal to 100 percent for the
project's estimated costs.

Sec. 59.8 How isa grant awarded?

(@) The notice of grant award
specifies how long HHS intends to
support the project without requiring
the project to recompetefor funds. This
period, called the project period, will
usually befor threeto five years.

(b) Generdly the grant will initially be
for one year and subsequent
continuation awardswill also befor one
year at atime. A grantee must submit a
separateapplicationto havethesupport
continued for each subsequent year.
Decisions regarding continuation
awards and the funding level of such
awards will be made after consideration
of such factors as the grantee's
progress and management practices,

and the availability of funds. In all
cases, continuation awards require a
determination by HHS that continued
funding is in the best interest of the
government.

(c) Neither the approval of any
application nor the award of any grant
commits or obligates the United States
in any way to make any additional,
supplemental, continuation, or other
award with respect to any approved
application or portion of an approved
application.

Sec. 59.9 For what purpose may grant
fundsbe used?

Any funds granted under this subpart
shall be expended solely for the purpose
for which the funds were granted in
accordance with the approved
application and budget, the regulations
of this subpart, the terms and
conditions of the award, and the
applicable cost principles prescribed in
45 CFR Part 74 or Part 92, as applicable.

Sec. 59.10 What other HHS
regulations apply to grants under this
subpart?

Attention is drawn to the following
HHS Department-wide regulations
which apply to grants under this
subpart. These include:

37 CFR Part 401--Rightsto inventions
made by nonprofit organizations and
small business firms under
government grants, contracts, and
cooperative agreements

42 CFR Part 50, Subpart D--Public
Health Service grant appeals
procedure

45 CFR Part 16--Procedures of the
Departmental Grant Appeals Board

45 CFR Part 74--Uniform
administrative requirements for
awards and subawards to institutions
of higher education, hospital's, other
nonprofit organizations, and
commercial organizations; and
certain grants and agreements with
states, local governments and Indian
tribal governments

45 CFR Part 80--Nondiscrimination
under programs receiving Federal



assistance through the Department
of Health and Human Services
effectuation of Title VI of the Civil
Rights Act of 1964

45 CFR Part 81--Practice and
procedure for hearings under Part 80
of thisTitle

45 CFR Part 84--Nondiscrimination
on the basis of handicap in
programs and activities receiving or
benefitting from Federal financial
assistance

45 CFR Part 91--Nondiscrimination
onthe basis of agein HHS
programs or activitiesreceiving
Federal financial assistance

45 CFR Part 92--Uniform
administrative requirements for
grants and cooperative agreements
to state and local governments

Sec. 59.11 Confidentiality.

All information as to personal facts
and circumstances obtained by the
project staff about individualsreceiving
services must be held confidential and
must not be disclosed without the
individual's documented consent,
except as may be necessary to provide
services to the patient or asrequired by
law, with appropriate safeguards for
confidentiality. Otherwise, information
may be disclosed only in summary,
statistical, or other form which does not
identify particular individuals.

Sec. 59.12 Additional conditions.

The Secretary may, with respect to
any grant, imposeadditional conditions
prior to or at the time of any award,
when in the Department's judgment
these conditions are necessary to
assure or protect advancement of the
approved program, the interests of
public health, or the proper use of grant
funds.
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Sec. 50.201 Applicability.

The provisions of this subpart are
applicable to programs or projects for
health services which are supported in
whole or in part by Federal financial
assistance, whether by grant or
contract, administered by the Public
Health Service.

Sec. 50.202 Definitions.

Asused in this subpart:

Arrange for means to make
arrangements (other than mere referral
of an individual to, or the mere making
of an appointment for him or her with,
another health care provider) for the
performance of amedical procedure on
an individual by a health care provider
other than the
program or project.

Hysterectomy means a medical
procedure or operation for the purpose
of removing the uterus.

Institutionalized individual means an
individual who is (1) involuntarily
confined or detained, under a civil or
criminal statute, in a correctional or
rehabilitativefacility, including amental

hospital or other facility for the careand
treatment of menta illness, or (2)
confined, under a voluntary
commitment, in a mental hospital or
other facility for the care and treatment
of mental illness.

Mentally incompetent individual
means an individua who has been
declared mentally incompetent by a
Federal, State, or local court of
competent jurisdiction for any purpose
unless he or she has been declared
competent for purposes which include
the ability to consent to sterilization.

Public Health Service means the
Office of the Assistant Secretary for
Health, Health Resources and Services
Administration, National Institutes of
Hedth, Centers for Disease Control,
Alcohol, Drug Abuse and Mental
Health Administration and all of their
constituent agencies.

The Secretary meansthe Secretary of
Health and Human Services and any
other officer or employee of the
Department of Health and Human
Services to whom the authority
involved has been delegated.

Sterilization means any medical
procedure, treatment, or operation for
the purpose of rendering an individual
permanently incapable of reproducing.

[43 FR 52165, Nov. 8, 1978, as amended
at 49 FR 38109, Sept. 27, 1984]

Sec. 50.203 Sterilization of amentally
competent individual aged 21 or older.

Programs or projects to which this
subpart applies shall perform or arrange
forthe performance of sterilization of an
individual only if the following
requirements have been met:

(@) Theindividual is at least 21 years
old at the time consent is obtai ned.

(b) The individual is not a mentally
incompetent individual.

(c) The individual has voluntarily
given his or her informed consent in
accordance with the procedures of Sec.
50.204 of this subpart.

(d) At least 30 daysbut not morethan
180days have passed between the date
of informed consent and the date of the
sterilization, except in the case of
premature delivery or emergency
abdominal surgery. An individual may
consent to be sterilized at the time of

premature delivery or emergency
abdominal surgery, if at least 72 hours
have passed after he or she gave
informed consent to sterilization. In the
caseof prematuredelivery, theinformed
consent must have been given at least
30 days before the expected date of
delivery.

Sec. 50.204
requirement.

Informed consent

Informed consent does not exist
unless a consent form is completed
voluntarily and in accordance with all
the requirements of this section and
Sec. 50.205 of this subpart.

(a) A person who obtains informed
consent for a sterilization procedure
must offer to answer any questions the
individual to be sterilized may have
concerning the procedure, provide a
copy of the consent form, and provide
oraly all of the following informationor
advice to the individual who is to be
sterilized:

(1) Advice that the individual is free
to withhold or withdraw consent to the
procedure any time before the
sterilization without affecting his or her
right to future care or treatment and
without loss or withdrawal of any
federally funded program benefits to
which theindividual might be otherwise
entitled:

(2) A description of available
alternative methods of family planning
and birth control;

(3) Advice that the sterilization
procedure is considered to be
irreversible;

(4) A thorough explanation of the
specific sterilization procedure to be
performed;

(5) A full description of the
discomforts 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;

(6) A full description of the benefits
or advantages that may be expected as
aresult of the sterilization; and

(7) Advice that the sterilization will
not be performed for at least 30 days
except under the circumstances
specified in Sec. 50.203(d) of this
subpart.

(b) Aninterpreter must be provided to



assisttheindividual to besterilizedif he
or she does not understand the
language used on the consent form or
the language used by the person
obtaining the consent.

(c) Suitable arrangements must be
made to insure that the information
specifiedin paragraph (a) of thissection
is effectively communicated to any
individual to be sterilized who is blind,
deaf or otherwise handicapped.

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

(e) Informed consent may not be
obtained while the individual to be
sterilized is:

(2) Inlabor or childbirth;
(2) Seeking to obtain or obtaining an
abortion; or

(3) Under the influence of alcohol or
other substances that affect the
individual's state of awareness.

(f) Any requirement of State and local
lawfor obtaining consent, except one of
spousal consent, must be followed.

Sec. 50.205 Consent form
requirements.

(@) Required consent form. The
consent form appended to this subpart
or another consent form approved by
the Secretary must be used.

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

(1) Theindividual to be sterilized; and

(2) Theinterpreter, if oneisprovided;
and

(3) The person who obtains the
consent; and

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

(c) Required certifications. (1) The
person obtaining the consent must
certify by signingthe consent formthat:

(i) Before the individual to be
sterilized signed the consent form, he or
she advised the individual to be
sterilized that no Federal benefits may
be withdrawn because of the decision
not to be sterilized,

(if) He or she explained orally the
requirements for informed consent as
set forth on the consent form, and

(iii) To the best of his or her
knowledge and belief, the individual to
be sterilized appeared mentally
competent 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
Federal benefits may be withdrawn
because of the decision not to be
sterilized,

(ii) He or she explained oraly the
requirements for informed consent as
set forth on the consent form, and

(iii) To the best of his or her
knowledge and belief, the individual to
be sterilized appeared mentally
competent and knowingly and
voluntarily consented to be sterilized.
Except in the case of prematuredelivery
or emergency abdominal surgery, the
physician must further certify that at
least 30 days have passed between the
date of theindividual's signatureonthe
consent form and the date upon which
the derilization was performed. |If
premature delivery occursor emergency
abdominal surgery isrequired withinthe
30-day period, the physician must
certify that the sterilization was
performedlessthan 30 dayshbut not less
than 72 hours after the date of the
individual's signature on the consent
form because of premature delivery or
emergency abdominal surgery, as
applicable. In the case of premature
delivery, the physician must also state
the expected date of delivery. In the
case of emergency abdominal surgery,
the physician 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 individua to be sterilized
understood what theinterpreter toldhim
or her.

Sec. 50.206 Sterilization of amentally
incompetent individual or of an
institutionalized individual.

Programs or projects to which this
subpart applies shall not perform or
arrange for the performance of a
sterilizationof any mentally incompetent
individual orinstitutionalizedindividual.

Sec. 50.207 Sterilization by
hyster ectomy.

(@) Programs or projectstowhichthis
subpart applies shall not perform or
arrange for the performance of any
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
perform or arrange for the performance
of a hysterectomy not covered by
paragraph (a) of this section only if:

(1) The person who secures the
authorization to perform the
hysterectomy has informed the
individual and her representative, if any,
ordly and in writing, that the
hysterectomy will make her permanently
incapable of reproducing; and

(2) The individua or her
representative, if any, has signed a
written acknowledgment of receipt of
that information.

(c)(1) A program or project is not
required to follow the procedures of
paragraph (b) of this section if either of
the following circumstances exists:

(i) Theindividual is aready sterile at
the time of the hysterectomy.

(ii) The individual requires a
hysterectomy because of a
life-threatening emergency in whichthe
physician determines that prior
acknowledgment 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
sterile, stating the cause of that sterility;
or

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



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

Sec. 50.208 Program or project
requirements.

(a) A program or project must, with
respect to any sterilization procedure or
hysterectomy it performs or arranges,
meet all requirements of this subpart.

(b) The program or project shall
maintain sufficient records and
documentation to assure compliance
with these regulations, and must retain
such datafor at least 3 years.

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

Sec. 50.209 Use of Federal financial
assistance.

() Federal financial assistance
adminstered by the Public Health
Service may not be used for
expendituresfor sterilizationprocedures
unless the consent form appended to
this section or another form approved
by the Secretary 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
havebeenmet. Documentationincludes
consent forms, and asapplicable, either
acknowledgments of receipt of
hysterectomy information or
certification of an exception for
hysterectomies.

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

Sec. 50.210 Review of regulation.

The Secretary will request public
comment on the operation of the
provisionsof thissubpart not later than
3 years after their effective date.

APPENDIX TO SUBPART B OF
PART 50-REQUIRED CONSENT
FORM

Notice: YOUR DECISION AT ANY
TIMENOT TO BE STERILIZED WILL
NOT RESULT IN THEWITHDRAWAL
OR WITHHOLDING OF ANY
BENEFITSPROVIDED BY PROGRAMS
OR PROJECTS RECEIVING FEDERAL
FUNDS.

CONSENT TO STERILIZATION

| have asked for and received
information about sterilization from
-------------- (doctor or clinic). When |
firstasked for theinformation, | wastold
that the decision to be sterilized is
completely up to me. | was told that |
could decide not to be sterilized. If |
decide not to be sterilized, my decision
will not affect my right to future care or
treatment. | will not lose any help or
benefits from programs receiving
Federal funds, such as A.F.D.C. or
medicaid that | am now getting or for
which | may becomeéeligible.

| UNDERSTAND THAT THE
STERILIZATION MUST BE
CONSIDERED PERMANENT AND
NOT REVERSBLE. | HAVE DECIDED
THAT | DONOT WANT TOBECOME
PREGNANT, BEAR CHILDREN OR
FATHER CHILDREN.

| was told about those temporary
methods of birth control that are
available and could be provided to me
which will allow me to bear or father a
child in thefuture. | haverejected these
alternatives and chosen to be sterilized.

| understand that | will be sterilized
by an operation known asa-------------- .
The discomforts, risks and benefits
associated withtheoperationhavebeen
explained to me. All my questions have
been answered to my satisfaction.

| understand that the operation will
not be done until at least 30 days after |
sign this form. | understand that | can
change my mind at any time and that my
decision at any time not to be sterilized
will not result in the withhol ding of any
benefits or medical servicesprovided by
federally funded programs.

| am at least 21 years of age and was
born on -- (day), ---------- (month), ----
(year).

[, —=memmmeeee- , hereby consent of my
own free will to be sterilized by
—————————————— by a method called
-------------- . My consent expires 180
days from the date of my signature

below.

| also consent to the release of this
form and other medical records about
the operation to:

Representatives of the Department of
Health and Human Services or
Employees of programs or projects
funded by that Department but only for
determining if Federal laws were
observed.

| have received a copy of thisform.

Signature
Date:
(Month, day, year)

You are requested to supply the
following information, but it is not
required:

Race and ethnicity designation (please
check)

Black (not of Hispanic
origin)
Hispanic
Asian or Pacific I slander

American Indian or Alaskan native
White (not of Hispanic origin)

Interpreter's Statement

If an interpreter is provided to assist
theindividual to be sterilized:

| have translated the information and
advicepresented orally totheindividual
to be sterilized by the person obtaining
this consent. | have also read him/her
theconsentformin -------------- language
and explained its contents to him/her.
To the best of my knowledge and belief
he/she understood this explanation.

Interpreter
Date

STATE OF PERSON OBTAINING
CONSENT

Before  -------------- (name of
individual), signed the consent form, |
explained to him/her the nature of the
sterilization operation -------------- , the
fact thatitis intended to be a final and
ireversible procedure and the
discomforts, risks and benefits
associated with it.

| counseled the individual to be



sterilized that alternative methods of
birth control are available which are
temporary. | explained that sterilization
isdifferent because it is permanent.
| informed the individua 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 theindividual to besterilizedisat
least 21 years old and appears mentally
competent. He/She knowingly and
voluntarily requested to be sterilized
and appears to understand the nature
and consequence of the procedure.

Signature of person obtaining
consent

Date
Facility
Address

PHYSICIAN'SSTATEMENT

Shortly before | performed a
sterilization operation upon --------------
(name of individual to be sterilized), on
---------- (dateof sterilization), --------------
(operation), | explained to him/her the
nature of the sterilization operation
-------------- (specify type of operation),
the fact that it is intended to be afinal
and irreversible procedure and the
discomforts, risks and benefits
associated with it.

| counseled the individual to be
sterilized that alternative methods of
birth control are available which are
temporary. | explained that sterilization
isdifferent becauseit is permanent.
| 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 theindividual to be sterilized isat
least 21 years old and appears mentally
competent. He/She knowingly and
voluntarily requested to be sterilized
and appeared to understand the nature
and consequences of the procedure.
(Instructions for use of alternative
final paragraphs: Usethefirst paragraph
below except in the case of premature
delivery or emergency abdominal
surgery where the sterilization is

performed less than 30 days after the
date of theindividual'ssignature onthe
consent form. In those cases, the
second paragraph 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 circumstances (check
applicable box and fill in information
requested):

{time} Premature delivery
Individual's expected date of
delivery:
{time} Emergency abdominal surgery:
(Describe circumstances):

Physician
Date

[43 FR 52165, Nov. 8, 1978, as amended
at 58 FR 33343, June 17, 1993]
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§59.201 Applicability.

The regulations in this subpart are
applicable to the award of grants
pursuant to section 1003 of the Public
Health Service Act (42 U.S.C. 300a-1) to
provide the training for personnel to
cary out family planning service
programs described in sections 1001
and 1002 of the Public Health Service
Act (42 U.S.C. 300, 300a).

859.202 Definitions.

Asused in this subpart:

(@) Act means the Public Health
Service Act.

(b) State means one of the 50 States,
the District of Columbia, Puerto Rico,
Guam, the Virgin Islands, American
Samoa, or the Trust Territory of the
Pacific Islands.

(c) Nonprofit private entity means a
privateentity no part of thenet earnings
of which inures, or may lawfully inure,
tothebenefit of any private sharehol der
or individual.

(d) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the
Department of Health and Human
Services to whom the authority

involved has been delegated.

(e) Training means job-specific skill
development, the purpose of whichisto
promote and improve the delivery of
family planning services.

§59.203 Eligibility.

(a) Eligible applicants. Any public or
nonprofit private entity located in a
State is eligible to apply for a grant
under this subpart.

(b) Eligible projects. Grants pursuant
to section 1003 of the Act and this
subpart may be made to eligible
applicants for the purpose of providing
programs, not to exceed three monthsin
duration, for training family planning or
otherhealth servicesdelivery personnel
in the skills, knowledge, and attitudes
necessary for the effective delivery of
family planning services: Provided, That
the Secretary may in particular cases
approve support of a program whose
duration is longer than three months
where he determines (1) that such
programisconsistent withthe purposes
of this subpart and (2) that the
program's objectives cannot be
accomplished within three months
because of the unusually complex or
specialized nature of the training to be
undertaken.

[37 FR 7093, Apr. 8, 1972, asamended at
40 FR 17991, Apr. 24, 1975

859.204 Application for agrant.

(@) An application for a grant under
this subpart shall be submitted to the
Secretary at such time and in suchform
and manner as the Secretary may
prescribe.! Theapplicationshall contain
a full and adequate description of the
project and of the manner in which the
applicantintendsto conduct the project
and carry out the requirements of this
subpart, and a budget and justification
of theamount of grant fundsrequested,
and such other pertinent information as
the Secretary may require.

! Applications and instructions may
be obtained from the Program Director,
Family Planning Services, at the
Regional Office of the Department of
Health and Human Services for the

region in which the project is to be
conducted, or the Office of Family
Planning, Office of the Assistant
Secretary for Health, Washington, DC
20201.

(b) The application shall be executed
by an individual authorized to act for
the applicant and to assume for the
applicant the obligations imposed by
the regulations of this subpart and any
additional conditions of the grant. (Sec.
6(c), Public Health Service Act, 84 Stat.
1506 and 1507 (42 U.S.C. 300, 300a-1,
and 300a-4))

[37 FR 7093, Apr. 8, 1972, asamended at
49 FR 38116, Sept. 27, 1984]

§59.205 Project requirements.

An approvable application must
contain each of thefollowing unlessthe
Secretary determines that the applicant
has established good cause for its
omission:

(a) Assurances that:

(1) No portion of the Federal funds
will be used to train personnel for
programs where abortion isamethod of
family planning.

(2) No portion of the Federal funds
will be used to provide professional
training to any student as part of his
education in pursuit of an academic
degree.

(3) No project personnel or trainees
shall on the grounds of sex, religion, or
creed be excluded from participation in,
be denied the benefits of, or be
subjected to discrimination under the
project.

(b) Provision of a methodology to
assesstheparticular training (e.g., skills,
attitudes, or knowledge) that
prospective trainees in the area to be
served need to improvetheir delivery of
family planning services.

(c) Provision of a methodology to
define the objectives of the training
program in light of the particular needs
of trainees defined pursuant to
paragraph (b) of this section.

(d) Provision of a method for
development of the training curriculum
and any attendant training materialsand
resources.

(e) Provison of a method for
implementation of the needed training.



(f) Provision of an evaluation
methodol ogy, including the manner in
which such methodology will be
employed, to measure the achievement
of the objectives of the training
program.

(g) Provision of amethod and criteria
by which trainees will be selected.

§59.206 Evaluation and grant award.

(a)Withinthelimitsof fundsavailable
for such purpose, the Secretarymay
award grants to assist in the
establishment and operation of those
projects which will in hisjudgment best
promotethe purposesof section 1003 of
the Act, taking into account:

(1) The extent to which a training
program will increase the delivery of
services to people, particularly
low-income groups, with a high
percentage of unmet need for family
planning services;

(2) The extent to which the training
program promises to fulfill the family
planning services delivery needs of the
area to be served, which may include,
among other things:

(i) Development of acapability within
family planning service projects to
provide pre- and in-service training to
their own staffs;

(i) Improvement of the family
planning services delivery skills of
family planning and health services
personnel;

(i) Improvement intheutilizationand
career devel opment of paraprofessional
and paramedical manpower in family
planning services,

(iv) Expansion of family planning
services, particularly in rura areas,
through new or improved approachesto
program planning and deployment of
resources,

(3) The capacity of the applicant to
make rapid and effective use of such
assistance;

(4) The administrative and
management capability and competence
of the applicant;

(5) The competence of the project
staff in relation to the services to be
provided; and

(6) The degree to which the project
plan adequately provides for the
reguirements set forth in Sec. 59.205.

(b) Theamount of any award shall be

determined by the Secretary on the
basis of his estimate of the sum
necessary for all or adesignated portion
of direct project costsplusan additional
amount for indirect costs, if any, which
will be calculated by the Secretary
either: (1) Onthebasisof hisestimate of
the actual indirect costs reasonably
related to the project, or(2) onthebasis
of a percentage of all, or a portion of,
the estimated direct costs of the project
when there are reasonable assurances
that the use of such percentagewill not
exceed the approximate actual indirect
costs. Such award may include an
estimated provisional amount for
indirect costs or for designated direct
costs (such as travel or supply costs)
subject to upward (within the limits of
available funds) as well as downward
adjustments to actual costs when the
amount properly expended by the
grantee for provisional items has been
determined by the Secretary.

(c) Allowability of costs shall bein
conformance with the applicable cost
principles prescribed by Subpart Q of 35
CFR part 74.

(d) All grant awards shall be in
writing, shall set forth the amount of
funds granted and the period for which
support is recommended.

(e)Neither theapproval of any project
nor any grant award shall commit or
obligatethe United Statesin any way to
make any additional, supplemental,
continuation, or other award with
respect to any approved project or
portion thereof. For continuation
support, grantees must make separate
application annually at such times and
in suchform asthe Secretary may direct.
[37FR 7093, Apr. 8, 1972, asamended at
38 FR 26199, Sept. 19, 1973]

§59.207 Payments.

The Secretary shall fromtime to time
make payments to a grantee of all or a
portion of any grant award, either in
advance or by way of reimbursement for
expenses incurred or to be incurred in
the performance of the project to the
extent he determines such payments
necessary to promote prompt initiation
and advancement of the approved
project.

859.208 Useof project funds.

(@) Any funds granted pursuant to
this subpart aswell as other fundsto be
used in performance of the approved
project shall be expended solely for
carrying out the approved project in
accordance with the statute, the
regulations of this subpart, the terms
and conditionsof theaward, and, except
as may otherwise be provided in this
subpart, the applicable cost principles
prescribed by subpart Q of 45 CFR part
74.

(b) Prior approval by the Secretary of
revision of the budget and project plan
is required whenever there is to be
asignificant change in the scope or
nature of project activities.

(c) The Secretary may approve the
payment of grant fundsto traineesfor:

(1) Return travel to the trainee's point
of origin.

(2) Per diem during the training
program, and during travel to and from
the program, at the prevailing
institutional or governmental rate,
whichever islower.

[37 FR 7093, Apr. 8, 1972, asamended at
38 FR 26199, Sept. 19, 1973]

§59.209 Civil rights.

Attention is called to the
requirements of Title VI of the Civil
Rights Act of 1964 (78 Stat. 252, 42
U.S.C. 2000d et seq.) and in particular
section 601 of such Actwhichprovides
that no person in the United States
shall, on the grounds of race, color, or
national origin be excluded from
participation in, be denied the benefits
of, or be subjected to discrimination
under any program or activity receiving
Federal financial assistance. A
regulation impelmenting such title VI,
which appliesto grants made under this
part, has been issued by the Secretary
of Health and Human Services with the
approval of the President (45 CFR part
80).

§59.210 Inventionsor discoveries.
Any grant award pursuant to Sec.
59.206 is subject to the regulations of
the Department of Health and Human
Services as set forth in 45 CFR parts 6
and 8, as amended. Such regulations
shall apply to any activity for which



grant funds are in fact used whether
within the scope of the project as
approved or otherwise. Appropriate
measures shall be taken by the grantee
and by the Secretary to assure that no
contracts, assignments or other
arrangements inconsistent with the
grant obligation are continued or
entered into and that all personnel
involved in the supported activity are
aware of and comply with such
obligations. Laboratory notes, related
technical data, and information
pertainingtoinventionsanddiscoveries
shall be maintained for such periods,
and filed with or otherwise made
available to the Secretary, or those he
may designateat suchtimesandinsuch
manner, as he may determine necessary
to carry out such Department
regulations.

§59.211 Publicationsand copyright.

Except as may otherwise be provided
under the terms and conditions of the
award, the grantee may copyright
without prior approval any publications,
films or similar materials developed or
resulting from a project supported by a
grant under this part, subject, however,
to a royalty-free, nonexclusive, and
irrevocable license or right in the
Government to reproduce, translate,
publish, use, disseminate, and dispose
of such materials and to authorize
othersto do so.

§59.212 Grantee accountability.

(@ Accounting for grant award
payments. All payments made by the
Secretary shall be recorded by the
grantee in accounting records separate
fromtherecordsof all other grant funds,
including funds derived from other
grant awards. With respect to each
approved project the grantee shall
account for the sumtotal of all amounts
paid by presenting or otherwise making
available evidence satisfactory to the
Secretary of expendituresfor direct and
indirect costs meeting the requirements
of this part: Provided, however, That
when the amount awarded for indirect
costs was based on a predetermined
fixed-percentage of estimated direct
costs, the amount allowed for indirect
costs shall be computed on the basis of

such predetermined fixed-percentage
rates applied to the total, or a selected
element thereof, of the reimbursable
direct costsincurred.

(b) [Reserved]

(c) Accounting for grant-related
income--(1) Interest. Pursuantto section
203 of the Intergovernmental
Cooperation Act of 1968 (42 U.S.C.
4213), a State will not be held
accountabl e for interest earned on grant
funds, pending their disbursement for
grant purposes. A State, as defined in
section 102 of the Intergovernmental
Cooperation Act, means any one of the
several States, the District of Columbia,
Puerto Rico,any territory or possession
of the United States, or any agency or
instrumentality of a State, but does not
include the governments of the political
subdivisions of the State. All
granteesotherthan aState, asdefinedin
this subsection, must return all interest
earned on grant funds to the Federal
Government.

(d) Grant closeout--

(1) Date of fina accounting. A
grantee shall render, with respect to
each approved project, afull account, as
provided herein, as of the date of the
termination of grant support. The
Secretary may require other special and
periodic accounting.

(2) Final settlement. There shall be
payable to the Federal Government as
final settlement with respect to each
approved project the total sum of:

(i) Any amount not accounted for
pursuant to paragraph (a) of this
section;

(i) Any credits for earned interest
pursuant to paragraph (c)(1) of this
section;

(i) Any other amounts due pursuant
to subparts F, M, and O of 45 CFR part
74.

Such total sum shall constitute a debt
owed by the grantee to the Federal
Government and shall berecoveredfrom
the grantee or its successors or
assignees by setoff or other action as
provided by law.

[36 FR 18465, Sept. 15, 1971, asamended
at 38 FR 26199, Sept. 19, 1973]Sec.
59.213 [Reserved]

§59.213 [Reserved]

859.214 Additional conditions.

The Secretary may with respect to
any grant award impose additional
conditions prior to or at the time of any
award when in his judgment such
conditions are necessary to assure or
protect advancement of the approved
project, theinterests of public health, or
the conservation of grant funds.

§59.215 Applicability of 45 CFR part
74.

The provisions of 45 CFR part 74,
establishing uniform administrative
requirements and cost principles, shall
apply to all grants underthis subpart to
State and local governments as those
terms are defined in subpart A of that
part 74. The relevant provisions of the
following subparts of part 74 shall also
apply to grants to all other grantee
organizations under this subpart.

[38 FR 26199, Sept. 19, 1973



