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A. Federal Laws and Documents
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Title X Statute
Federal Regulations
Legal Documents

To enable persons who want to obtain family planning care to have access to such services,
Congress enacted the Family Planning Services and Population Research Act of 1970 (Public
Law 91-572), which added Title X, "Population Research and Voluntary Family Planning
Programs" to the Public Health Service Act. Section 1001 of the Act (as amended) authorizes
grants "to assist in the establishment and operation of voluntary family planning projects which
shall provide a broad range of acceptable and effective medically approved methods(including
natural family planning methods) and services (including infertility services and services for
adolescents)." The mission of Title X is to provide individuals the information and means to
exercise personal choice in determining the number and spacing of their children.

The regulations governing Title X [42 CFR Part 59, Subpart A] set out the requirements of the
Secretary, Department of Health and Human Services, for the provision of family planning
services funded under Title X and implement the statute as authorized under Section 1001 of the
Public Health Service Act. Prospective applicants and MDCH should refer to the regulations
(see Program Guidelines for Family Planning Project Grants), interprets the law and regulations
in operational terms and provides a general orientation to the Federal perspective on family
planning.
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Title X Statute

TITLE X - POPULATION RESEARCH AND VOLUNTARY FAMILY
PLANNING PROGRAMS

PROJECT GRANTS AND CONTRACTS FOR FAMILY PLANNING SERVICES
SEC. 1001 [300]

(a) The Secretary is authorized to make grants to and enter into contracts with public or nonprofit
private entities to assist in the establishment and operation of voluntary family planning projects
which shall offer a broad range of acceptable and effective family planning methods and services
(including natural family planning methods, infertility services, and services for adolescents). To
the extent practicable, entities which receive grants or contracts under this subsection shall
encourage family 1 participation in projects assisted under this subsection.

(b) In making grants and contracts under this section the Secretary shall take into account the
number of patients to be served, the extent to which family planning services are needed locally,
the relative need of the applicant, and its capacity to make rapid and effective use of such
assistance. Local and regional entities shall be assured the right to apply for direct grants and
contracts under this section, and the Secretary shall by regulation fully provide for and protect
such right.

(c) The Secretary, at the request of a recipient of a grant under subsection (a), may reduce the
amount of such grant by the fair market value of any supplies or equipment furnished the grant
recipient by the Secretary. The amount by which any such grant is so reduced shall be available
for payment by the Secretary of the costs incurred in furnishing the supplies or equipment on
which the reduction of such grant is based. Such amount shall be deemed as part of the grant and
shall be deemed to have been paid to the grant recipient.

(d) For the purpose of making grants and contracts under this section, there are authorized to be
appropriated $30,000,000 for the fiscal year ending June 30, 1971; $60,000,000 for the fiscal
year ending June 30, 1972; $111,500,000 for the fiscal year ending June 30, 1973, $111,500,000
each for the fiscal years ending June 30, 1974, and June 30, 1975; $115,000,000 for fiscal year
1976;

$115,000,000 for the fiscal year ending September 30, 1977;

$136,400,000 for the fiscal year ending September 30, 1978;

$200,000,000 for the fiscal year ending September 30, 1979;

$230,000,000 for the fiscal year ending September 30, 1980;

$264,500,000 for the fiscal year ending September 30, 1981;

$126,510,000 for the fiscal year ending September 30, 1982;

$139,200,000 for the fiscal year ending September 30, 1983;

$150,030,000 for the fiscal year ending September 30, 1984; and

$158,400,000 for the fiscal year ending September 30, 1985.
1 So in law. See section 931(b)(I) of Public Law 97-35 (95 Stat. 570). Probably should be “family”.

12



FORMULA GRANTS TO STATES FOR FAMILY PLANNING SERVICES
SEC. 1002 [300a]

(a) The Secretary is authorized to make grants, from allotments made under subsection (b), to
State health authorities to assist in planning, establishing, maintaining, coordinating, and
evaluating family planning services. No grant may be made to a State health authority under this
section unless such authority has submitted, and had approved by the Secretary, a State plan for a
coordinated and comprehensive program of family planning services.

(b) The sums appropriated to carry out the provisions of this section shall be allotted to the States
by the Secretary on the basis of the population and the financial need of the respective States.

(c) For the purposes of this section, the term "State" includes the Commonwealth of Puerto Rico,
the Northern Mariana Islands, Guam, American Samoa, the Virgin Islands, the District of
Columbia, and the Trust Territory of the Pacific Islands.

(d) For the purpose of making grants under this section, there are authorized to be appropriated
$10,000,000 for the fiscal year ending June 30, 1971; $15,000,000 for the fiscal year ending June
30, 1972; and $20,000,000 for the fiscal year ending June 30, 1973.

TRAINING GRANTS AND CONTRACTS; AUTHORIZATION OF APPROPRIATIONS
SEC. 1003 [300a-1]

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter
into contracts with public or private entities and individuals to provide the training for personnel
to carry out family planning service programs described in section 1001 or 1002 of this title.

(b) For the purpose of making payments pursuant to grants and contracts under this section, there
are authorized to be appropriated $2,000,000 for the fiscal year ending June 30, 1971;
$3,000,000 for the fiscal year ending June 30, 1972; $4,000,000 for the fiscal year ending June
30, 1973; $3,000,000 each for the fiscal years ending June 30, 1974 and June 30, 1975;
$4,000,000 for fiscal year ending 1976; $5,000,000 for the fiscal year ending September 30,
1977; $3,000,000 for the fiscal year ending September 30, 1978; $3,100,000 for the fiscal year
ending September 30, 1979; $3,600,000 for the fiscal year ending September 30, 1980;
$4,100,000 for the fiscal year ending September 30, 1981; $2,920,000 for the fiscal year ending
September 30, 1982; $3,200,000 for the fiscal year ending September 30, 1983; $3,500,000 for
the fiscal year ending September 30, 1984; and $3,500,000 for the fiscal year ending September
30, 1985.
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RESEARCH
SEC. 1004 [300a-2]

The Secretary may:

(1) conduct, and

(2) make grants to public or nonprofit private entities and enter into contracts with public or
private entities and individuals for projects for, research in the biomedical, contraceptive
development, behavioral, and program implementation fields related to family planning and
population.

INFORMATIONAL AND EDUCATIONAL MATERIALS
SEC. 1005 [300a-3]

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter
into contracts with public or private entities and individuals to assist in developing and making
available family planning and population growth information (including educational materials) to
all persons desiring such information (or materials).

(b) For the purpose of making payments pursuant to grants and contracts under this section, there
are authorized to be appropriated $750,000 for the fiscal year ending June 30, 1971; $1,000,000
for the fiscal year ending June 30, 1972; $1,250,000 for the fiscal year ending June 30, 1973;
$909,000 each for the fiscal years ending June 30, 1974, and June 30, 1975; $2,000,000 for fiscal
year 1976; $2,500,000 for the fiscal year ending September 30, 1977; $600,000 for the fiscal
year ending September 30, 1978; $700,000 for the fiscal year ending September 30, 1979;
$805,000 for the fiscal year ending September 30, 1980; $926,000 for the fiscal year ending
September 30, 1981; $570,000 for the fiscal year ending September 30, 1982; $600,000 for the
fiscal year ending September 30, 1983; $670,000 for the fiscal year ending September 30, 1984;
and $700,000 for the fiscal year ending September 30, 1985.

REGULATIONS AND PAYMENTS
SEC. 1006 [300a-4]

(a) Grants and contracts made under this subchapter shall be made in accordance with such
regulations as the Secretary may promulgate. The amount of any grant under any section of this
title shall be determined by the Secretary; except that no grant under any such section for any
program or project for a fiscal year beginning after June 30, 1975, may be made for less than 90
per centum of its costs (as determined under regulations of the Secretary) unless the grant is to be
made for a program or project for which a grant was made (under the same section) for the fiscal
year ending June 30, 1975, for less than 90 per centum of its costs (as so determined), in which
case a grant under such section for that program or project for a fiscal year beginning after that
date may be made for a percentage which shall not be less than the percentage of its costs for
which the fiscal year 1975 grant was made.
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(b) Grants under this title shall be payable in such installments and subject to such conditions as
the Secretary may determine to be appropriate to assure that such grants will be effectively
utilized for the purposes for which made.

(c) A grant may be made or contract entered into under section 1001 or 1002 for a family
planning service project or program only upon assurances satisfactory to the Secretary that:

(1) priority will be given in such project or program to the furnishing of such services to
persons from low-income families; and

(2) no charge will be made in such project or program for services provided to any person
from a low-income family except to the extent that payment will be made by a third party
(including a government agency) which is authorized or is under legal obligation to pay such
charge. For purposes of this subsection, the term "low-income family" shall be defined by the
Secretary in accordance with such criteria as he may prescribe so as to insure that economic
status shall not be a deterrent to participation in the programs assisted under this title.

(d)
(1) A grant may be made or a contract entered into under section 1001 or 1005 only upon
assurances satisfactory to the Secretary that informational or educational materials developed
or made available under the grant or contract will be suitable for the purposes of this title and
for the population or community to which they are to be made available, taking into account
the educational and cultural background of the individuals to whom such materials are
addressed and the standards of such population or community with respect to such materials.
(2) In the case of any grant or contract under section 1001, such assurances shall provide for
the review and approval of the suitability of such materials, prior to their distribution, by an
advisory committee established by the MDCH or contractor in accordance with the
Secretary's regulations. Such a committee shall include individuals broadly representative of
the population or community to which the materials are to be made available.

VOLUNTARY PARTICIPATION
SEC. 1007 [300a-5]

The acceptance by any individual of family planning services or family planning or population
growth information (including educational materials) provided through financial assistance under
this title (whether by grant or contract) shall be voluntary and shall not be a prerequisite to
eligibility for or receipt of any other service or assistance from, or to participation in, any other
program of the entity or individual that provided such service or information.

PROHIBITION OF ABORTION
SEC. 1008 1[300a-6]

None of the funds appropriated under this title shall be used in programs where abortion is a

method of family planning.
1 Section 1009 was repealed by section 601(a)(1)(G) of Public Law 105-362 (112 Stat. 3285).
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(2) The trainee is not eligible or able

to continue in attendance in accordance

with its standards and practices.

[45 FR 73658, Nov. 6, 1980. Redesignated at 61
FR 6131, Feb. 16, 1996]

§ 58.232 What additional Department
regulations apply to MDCH?

Several other Department regulations

apply to MDCH. They include,

but are not limited to:

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 46—Protection of human subjects
45 CFR part 74—Administration of grants

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 this title

45 CFR part 83—Regulation for the
administration

and enforcement of sections 794 and

855 of the Public Health Service Act

45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activities
receiving or benefiting from Federal

financial assistance

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and activities
receiving or benefiting from Federal

financial assistance

45 CFR part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

45 CFR part 93—New restrictions on lobbying
[49 FR 38116, Sept. 27, 1984. Redesignated and
amended at 61 FR 6131, Feb. 16, 1996]

8§ 58.233 What other audit and inspection
requirements apply to MDCH?

Each entity which receives a grant

under this subpart must meet the requirements
of 45 CFR part 74 concerning

audit and inspection.

[61 FR 6131, Feb. 16, 1996; 61 FR 51020, Sept.
30, 1996]

§ 58.234 Additional conditions.
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The Secretary may impose additional
conditions in the grant award before or

at the time of the award if he or she determines
that these conditions are necessary

to assure or protect the advancement

of the approved activity,

the interest of the public health, or the
conservation of grant funds.

[45 FR 73658, Nov. 6, 1980. Redesignated at 61
FR 6131, Feb. 16, 1996]

Subparts E-F [Reserved]

PART 59—GRANTS FOR FAMILY
PLANNING SERVICES

Subpart A—Project Grants for Family
Planning Services

Sec.

59.1 To what programs do these regulations
apply?

59.2 Definitions.

59.3 Who is eligible to apply for a family
planning services grant?

59.4 How does one apply for a family planning
services grant?

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

59.6 What procedures apply to assure the
suitability of informational and educational
material?

59.7 What criteria will the Department of
Health and Human Services use to decide
which family planning services projects

to fund and in what amount?

59.8 How is a grant awarded?

59.9 For what purposes may grant funds be
used?

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

59.11 Confidentiality.

59.12 Additional conditions.

Subpart B [Reserved]

Subpart C—Grants for Family Planning
Service Training

59.201 Applicability.

59.202 Definitions.

59.203 Eligibility.

59.204 Application for a grant.

59.205 Project requirements.

59.206 Evaluation and grant award.

59.207 Payments.

59.208 Use of project funds.

59.209 Civil rights.

59.210 Inventions or discoveries.



59.211 Publications and copyright.
59.212 MDCH accountability.

59.213 [Reserved]

59.214 Additional conditions.

59.215 Applicability of 45 CFR part 74.
Subpart A—Project Grants for
Family Planning Services
AUTHORITY: 42 U.S.C. 300a—4.
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§59.1 42 CFR Ch. | (10-1-00 Edition)
SOURCE: 65 FR 41278, July 3, 2000, unless
otherwise noted.

8 59.1 To what programs do these regulations
apply?

The regulations of this subpart are
applicable to the award of grants under
section 1001 of the Public Health Service
Act (42 U.S.C. 300) to assist in 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.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug.
10,

2000]

§ 59.2 Definitions.

As used in this subpart:

Act means the Public Health Service

Act, as amended.

Family means a social 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’’
also includes members of families

whose 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
services on a confidential basis

must be considered on the basis of

their own resources.

Nonprofit, as applied to any private
agency, institution, or organization,

means that no part of the entity’s net
earnings benefit, or may lawfully benefit,
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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 Mariana Islands,

the U.S. Virgin Islands, American
Samoa, the U.S. Outlying Islands (Midway,
Wake, et al.), the Marshall Islands,

the Federated State of Micronesia

and the Republic of Palau.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug.
10,

2000]

8 59.3 Who is eligible to apply for a
family planning services grant?

Any public or nonprofit private entity

in a State may apply for a grant

under this subpart.

§ 59.4 How does one apply for a family
planning services grant?

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

(b) An individual authorized to act

for the applicant and to assume on behalf
of the applicant the obligations

imposed 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 all personnel and for all facilities to
be used by the project; and

(4) Such other pertinent information

as the Secretary may require.

8§ 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 medically approved

family planning methods (including
natural family planning methods) and
services (including infertility services
and services for adolescents). If an organization



offers only a single method

of family planning, it may participate
as part of a project as long as the entire
project offers a broad range of family
planning services.

(2) Provide services without subjecting
individuals to any coercion to

accept services or to employ or not to
employ any particular methods of family
planning. Acceptance of services

must be solely on a voluntary basis and

409
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1 Section 205 of Pub. L. 94-63 states: ‘‘Any
(1) officer or employee of the United States,
(2) officer or employee of any State, political
subdivision of a State, or any other entity,
which administers or supervises the
administration

of any program receiving 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.”’

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

(3) Provide services in a manner

which protects the dignity of the individual.
(4) Provide services without regard to
religion, race, color, national origin,
handicapping condition, age, sex, number
of pregnancies, or marital status.

(5) Not provide abortion as a method

of family planning. A project must:

(1) Offer pregnant women the opportunity
to be 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
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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 persons
from a low-income family except

to the extent that payment will be

made by a third party (including a government
agency) which is authorized to

or is under legal obligation to pay this
charge.

(8) Provide that charges will be made

for services to persons other than those
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 the levels
set forth in the most recent Poverty
Guidelines issued pursuant to 42

U.S.C. 9902(2) will be made in accordance
with 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, all

reasonable efforts must be made to obtain
the third-party payment without

application of any discounts. Where the
cost of services is to be reimbursed

under title XIX, XX, or XXI of the Social
Security Act, a written agreement

with the title XIX, XX or XXI agency

is required.

(10)(1) Provide that if an application

relates to consolidation of service

areas or health resources or would otherwise
affect the operations of 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 entities include existing

or potential subMDCH which have
previously provided or propose to provide
family planning services to the

area proposed to be served by the applicant.



(i1) Provide an opportunity for maximum
participation by existing or potential
subMDCH in the ongoing policy
decisionmaking of the project.

(11) Provide for an Advisory Committee
as required by § 59.6.

(b) In addition to the requirements of
paragraph (a) of this section, each
project must meet each of the following
requirements unless the Secretary
determines that the project has
established good cause for its omission.
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
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to other medical facilities when medically
indicated, and provide for the effective
usage of contraceptive devices

and practices.

(2) Provide for social services related

to family planning, including counseling,
referral to and from other social

and medical services agencies, and any
ancillary services which may be necessary
to facilitate clinic attendance.

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

(1) Achieve community understanding

of the objectives of the program;

(i) 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 inservice
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 services will be performed

under the direction of a physician with
special training or experience in family
planning.

(7) Provide that all services purchased

for project participants will be

19

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 medical care. These payments
must be made under agreements

with a schedule of rates and payment
procedures maintained by the MDCH.
The MDCH must be prepared to substantiate,
that these rates are reasonable

and necessary.

(10) Provide, to the maximum feasible
extent, an opportunity for participation

in the development, implementation,

and evaluation of the project by

persons broadly representative of all
significant elements of the population

to be served, and by others in the community
knowledgeable about the community’s
needs for family planning

services.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug.

10,

2000]

8 59.6 What procedures apply to assure
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 materials are suitable for 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
materials which are not approved by
the Advisory Committee.

(b) The Advisory Committee referred
to in paragraph (a) of this section shall
be established as follows:

(1) Size. The Committee shall consist



of no fewer than five but not more than
nine members, except that this provision
may be waived by the Secretary

for good cause shown.

(2) Composition. The Committee shall
include individuals broadly representative
(in terms of 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;

(i1) 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 the material

is suitable for the population or community
to which is to be made available;

and
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(v) Establish a written record of its
determinations.

§ 59.7 What criteria will the Department
of Health and Human Services

use to decide which family planning
services projects to fund and in

what amount?

(a) 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) The relative need of the applicant;

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

(5) The adequacy of the applicant’s
facilities and staff;
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(6) The relative availability of nonfederal
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 basis of

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 less than 90 percent
of its costs in fiscal year 1975. In

that 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.

§59.8 How is a grant awarded?

(a) The notice of grant award specifies
how long HHS intends to support

the project without requiring the

project to recompete for funds. This period,
called the project period, will usually

be for three to five years.

(b) Generally the grant will initially

be for one year and subsequent continuation
awards will also be for one

year at a time. A MDCH must submit

a separate application to have the support
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 MDCH’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.
8 59.9 For what purpose may grant
funds be 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.

§ 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—Rights to 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, hospitals,
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
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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 this Title

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 on the
basis of age in HHS programs or activities
receiving Federal financial assistance

45 CFR Part 92—Uniform administrative
requirements

for grants and cooperative

agreements to state and local governments
§59.11 Confidentiality.

All information as to personal facts

and circumstances obtained by the
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project staff about individuals receiving
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 as required

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.

§ 59.12 Additional conditions.

The Secretary may, with respect to

any grant, impose additional 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.

[65 FR 41278, July 3, 2000; 65 FR 49057, Aug.
10,

2000]

Subpart B [Reserved]

Subpart C—Grants for Family
Planning Service Training
AUTHORITY: Sec. 6(c), 84 Stat. 1507, 42
U.S.C. 300a—4; sec. 6(c), 84 Stat. 1507, 42 U.S.C.
300a-1.

SOURCE: 37 FR 7093, Apr. 8, 1972, unless
otherwise

noted.

§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

carry out family planning service programs
described in sections 1001 and

1002 of the Public Health Service Act

(42 U.S.C. 300, 300a).

§ 59.202 Definitions.

As used in this subpart:

(a) 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
private entity no part of the net earnings

of which inures, or may lawfully

inure, to the benefit of any private
shareholder 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 which is to
promote and improve the delivery of
family planning services.

8 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 months in

duration, for training family planning

or other health services delivery 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 program is consistent with

the 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, as amended at 40 FR
17991, Apr. 24, 1975]
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1 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.

§ 59.204 Application for a grant.

(a) An application for a grant under

this subpart shall be submitted to the

Secretary at such time and in such

form and manner as the Secretary may

prescribe. 1 The application shall contain

a full and adequate description of

the project and of the manner in which

the applicant intends to conduct the

project and carry out the requirements

of this subpart, and a budget and justification
of the amount of grant funds

requested, and such other pertinent information
as the Secretary may require.

(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, as amended at 49 FR
38116, Sept. 27, 1984]

8 59.205 Project requirements.

An approvable application must contain
each of the following unless the

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 is a method 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 assess

the particular training (e.g., skills,

attitudes, or knowledge) that prospective
trainees in the area to be served

need to improve their 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 materials and
resources.



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

(f) Provision of an evaluation methodology,
including the manner in

which such methodology will be employed,
to measure the achievement of

the objectives of the training program.

(g) Provision of a method and criteria

by which trainees will be selected.

8§ 59.206 Evaluation and grant award.

(a) Within the limits of funds available

for such purpose, the Secretary

may award grants to assist in the establishment
and operation of those

projects which will in his judgment

best promote the purposes of 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:

(1) Development of a capability within
family planning service projects to

provide pre- and in-service training to

their own staffs;

(i1) Improvement of the family planning
services delivery skills of family

planning and health services personnel;

(iii) Improvement in the utilization

and career development of paraprofessional
and paramedical manpower in

family planning services;

(iv) Expansion of family planning

services, particularly in rural areas,

through new or improved approaches to
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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 requirements
set forth in § 59.205.

(b) The amount of any award shall be
determined by the Secretary on the

basis of his estimate of the sum necessary
for all or a designated portion of

direct project costs plus an additional
amount for indirect costs, if any, which
will be calculated by the Secretary either:
(1) On the basis of his estimate of

the actual indirect costs reasonably related
to the project, or (2) on the basis

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 percentage

will 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 MDCH for provisional items has

been determined by the Secretary.

(c) Allowability of costs shall be in
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 the approval of any project
nor any grant award shall commit

or obligate the United States in any

way to make any additional, supplemental,
continuation, or other award

with respect to any approved project or
portion thereof. For continuation support,
MDCH must make separate application
annually at such times and in

such form as the Secretary may direct.

[37 FR 7093, Apr. 8, 1972, as amended at 38 FR

26199, Sept. 19, 1973]

§ 59.207 Payments.

The Secretary shall from time to

time make payments to a MDCH 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.

§ 59.208 Use of project funds.

(a) Any funds granted pursuant to

this subpart as well as other funds to

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

conditions of the award, 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 a
significant change in the scope or nature
of project activities.

(c) The Secretary may approve the
payment of grant funds to trainees for:

(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

is lower.

[37 FR 7093, Apr. 8, 1972, as amended 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 Act which provides 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 applies
to grants made under this part,

has been issued by the Secretary of
Health and Human Services with the
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approval of the President (45 CFR part
80).

§59.210 Inventions or discoveries.
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Any grant award pursuant to § 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 MDCH 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

pertaining to inventions and discoveries
shall be maintained for such periods,

and filed with or otherwise made

available to the Secretary, or those he

may designate at such times and in

such manner, as he may determine necessary
to carry out such Department

regulations.

§ 59.211 Publications and copyright.
Except as may otherwise be provided
under the terms and conditions of the
award, the MDCH 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 others to do so.

§59.212 MDCH accountability.

(a) Accounting for grant award payments.
All payments made by the Secretary

shall be recorded by the MDCH

in accounting records separate from

the records of all other grant funds, including
funds derived from other grant

awards. With respect to each approved
project the MDCH shall account for

the sum total of all amounts paid by
presenting or otherwise making available
evidence satisfactory to the Secretary

of expenditures for 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 costs incurred.

(b) [Reserved]

(c) Accounting for grant-related income—(
1) Interest. Pursuant to section

203 of the Intergovernmental Cooperation
Act of 1968 (42 U.S.C. 4213), a State

will not be held accountable 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 MDCH

other than a State, as defined in this
subsection, must return all interest

earned on grant funds to the Federal
Government.

(d) Grant closeout—(1) Date of final accounting.

A MDCH shall render, with

respect to each approved project, a full
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:

(1) Any amount not accounted for
pursuant to paragraph (a) of this section;
(i1) Any credits for earned interest
pursuant to paragraph (c)(1) of this section;
(iii) 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 MDCH to the Federal
Government and shall be recovered
from the MDCH or its successors or
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assignees by setoff or other action as
provided by law.
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[36 FR 18465, Sept. 15, 1971, as amended at 38
FR 26199, Sept. 19, 1973]

§ 59.213 [Reserved]

§ 59.214 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, the interests 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 under this 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 MDCH
organizations under this subpart.

45 CFR PART 74

Subpart:

A General.

B Cash Depositories.

C Bonding and Insurance.

D Retention and Custodial Requirements
for Records.

F Grant-Related Income.

G Matching and Cost Sharing.

K Grant Payment Requirements.

L Budget Revision Procedures.

M Grant Closeout, Suspension, and Termination.
O Property.

Q Cost Principles.

[38 FR 26199, Sept. 19, 1973]

PART 59a—NATIONAL LIBRARY OF
MEDICINE GRANTS

Subpart A—Grants for Establishing,
Expanding,

and Improving Basic Resources

Sec.

59a.1 Programs to which these regulations
apply.

59a.2 Definitions.

59a.3 Who is eligible for a grant?

59a.4 How are grant applications evaluated?
59a.5 Awards.

59a.6 How may funds or materials be used?
59a.7 Other HHS regulations that apply.
Subpart B—Establishment of Regional
Medical Libraries

59a.11 Programs to which these regulations

apply.



59a.12 Definitions.

59a.13 Who is eligible for a grant?

59a.14 How to apply.

59a.15 Awards.

59a.16 What other conditions apply?
59a.17 Other HHS regulations that apply.
SOURCE: 56 FR 29189, June 26, 1991, unless
otherwise noted.

Subpart A—Grants for Establishing,
Expanding, and Improving

Basic Resources

AUTHORITY: 42 U.S.C. 286b-2, 286b-5.
8 59a.1 Programs to which these regulations
apply.

(a) The regulations of this subpart

apply to grants of funds, materials, or
both, for establishing, expanding, and
improving basic medical library resources
as authorized by section 474 of

the Act (42 U.S.C. 286b-5).

(b) This subpart also applies to cooperative
agreements awarded for this

purpose. In these circumstances, references
to “‘grant(s)’’ shall include ‘‘cooperative
agreements(s).”’

§ 59a.2 Definitions.

Undefined terms have the same

meaning as provided in the Act. As

used in this subpart:

Act means the Public Health Service

Act, as amended (42 U.S.C. 201 et seq.).
Project period—See § 59a.5(c).

Related instrumentality means a public

or private institution, organization, or
agency, other than a medical library,
whose primary function is the acquisition,
preservation, dissemination, and/

or processing of information relating

to the health sciences.

Secretary means the Secretary of

Health and Human Services and any

other official of the Department of

Health and Human Services to whom

the authority involved is delegated.
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Title X Resources and Links

Office of Family Planning
Office of Population Affairs
Office of Public Health and Science

US Department of Health and Human Services

4350 East West Highway, Suite 200
Bethesda, MD 20817
(301)594-4008

www.hhs.gov/opa

Office of Population Affairs Clearinghouse

PO Box 30686
Bethesda, MD 20824-0686
(301)654-6190
Email: OPA@Tascon.com

Office of Public Health Science Websites and Links

OPHS Home- This link provides

This list of websites and links

National Vaccine Program Office of Population

Office (NVPO) Affairs (OPA) Steps to a HealthierUS

Office of Disease Office of Research 2003 Performance Plan
Prevention Integrity (ORI) Advisory Committee on Blood
and Health Promotion Office of the Surgeon Safety and Availability
(ODPHP) General (OSG) Best Practice Initiative

Office of HIV/AIDS Office on Women's Health healthfinder®

Policy (OHAP) (OWH) Healthy People 2010

Office for Human

President's Council on

Research Protections

Physical Fitness and Sports

HHS Agencies
National Health Information Center

(OHRP) (PCPFS)

Office of Minority Health Regional Health

(OMH) Administrators (RHAS)
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National Women's Health
Information Center

OMH Resource Center

OPA Clearinghouse

OPHS eGrants System

OPHS Grant Announcements
PCPES fitness.gov

Pharmacy Professional Advisory
Committee

PHS Commissioned Corps




Office of Management and Budget
Instructions and Forms

This link will take you to the Public Health Service Grant for Title X, Family Planning Services,
Forms and Instructions, provided by the Office of Management and Budget.

http://opa.osophs.dhhs.gov/xgrants/99mar/train/fp-serv-train-mar99.pdf
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Health Insurance Portability and Accountability Act of 1996
Summary of Administrative Simplification Provisions (HIPAA)

The Act-Public Law 104-191, is an amendment to the Internal Revenue Code of 1986 to improve
portability and continuity of health insurance coverage in the group and individual markets, to
combat waste, fraud, and abuse in health insurance and health care delivery, to promote the of
medical savings accounts, to improve access to long-term care services and coverage, to simplify
the administration of health insurance, and for other purposes.

Many aspects of this law effect both Michigan Department of Community Health and its Delegate
Agencies. There is an enormous amount of information available on this topic. Therefore, only
introductory information is provided here. The websites listed following the summary and their
associated links will provide comprehensive information on this topic.

The following information is a summary of the HIPAA Statute:

Standards for electronic health information transactions. Within 18 months of enactment, the
Secretary of HHS is required to adopt standards from among those already approved by private
standards developing organizations for certain electronic health transactions, including claims,
enrollment, eligibility, payment, and coordination of benefits. These standards also must address
the security of electronic health information systems.

Mandate on providers and health plans, and timetable. Providers and health plans are required
to use the standards for the specified electronic transactions 24 months after they are adopted.
Plans and providers may comply directly, or may use a health care clearinghouse. Certain health
plans, in particular workers compensation, are not covered.

Privacy. The Secretary is required to recommend privacy standards for health information to
Congress 12 months after enactment. If Congress does not enact privacy legislation within 3 years
of enactment, the Secretary shall promulgate privacy regulations for individually identifiable
electronic health information.

Pre-emption of State Law. The bill supersedes state laws, except where the Secretary determines
that the State law is necessary to prevent fraud and abuse, to ensure appropriate state regulation of
insurance or health plans, addresses controlled substances, or for other purposes. If the Secretary
promulgates privacy regulations, those regulations do not pre-empt state laws that impose more
stringent requirements. These provisions do not limit a State's ability to require health plan
reporting or audits.

Penalties. The bill imposes civil money penalties and prison for certain violations.
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HIPAA
Internet Resources

http://www.hhs.gov/ocr/hipaa/

This site is from the Office of Civil Rights. It covers a variety of issues in depth. The actual
HIPAA Statute is available here. There are also a number of links available to provide more
specific information.

http://www.ama-assn.org/ama/pub/category/11567.html
This resource was developed by the AMA to assist health care providers with HIPAA
regulations. Information on the most frequently asked questions is provided.

http://www.hipaa.org/
The site provides access to specific forms used in HIPAA activities. Most of these forms are
available as PDF files.

http://cms.hhs.gov/hipaa/hipaa2/readinesschklst.pdf
This readiness checklist was developed by HHS to assist medical clinics with HIPAA
implementation.

http://www.aishealth.com/Compliance/HIPAAResource.html
This site includes articles on HIPAA compliance strategies and access to government resources.

http://www.cms.hhs.gov/hipaa/hipaa2/
A great resource provided by the Centers for Medicare and Medicaid Services.
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Homeland Security
Statute

H. R. 5005
One Hundred Seventh Congress
of the
United States of America

AT THE SECOND SESSION
Begun and held at the City of Washington on Wednesday,
the twenty-third day of January, two thousand and two

An Act

To establish the Department of Homeland Security, and for other purposes.
Be it enacted by the Senate and House of Representatives of

the United States of America in Congress assembled,

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the ‘“Homeland

Security Act of 2002”’.

SEC. 505. CONDUCT OF CERTAIN PUBLIC HEALTH-RELATED
ACTIVITIES.

(a) IN GENERAL.—With respect to all public health-related
activities to improve State, local, and hospital preparedness and
response to chemical, biological, radiological, and nuclear and other
H. R. 5005—80

emerging terrorist threats carried out by the Department of Health
and Human Services (including the Public Health Service), the
Secretary of Health and Human Services shall set priorities and
preparedness goals and further develop a coordinated strategy for
such activities in collaboration with the Secretary.

(b) EVALUATION OF PROGRESS.—In carrying out subsection (a),
the Secretary of Health and Human Services shall collaborate with
the Secretary in developing specific benchmarks and outcome
measurements for evaluating progress toward achieving the priorities
and goals described in such subsection.
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Homeland Security
Internet Resources

http://www.dhs.gov/dhspublic/interapp/editorial/editorial 0569.xml
National Response Plan: Local/Federal Response Strategies & Coordination Structures

http://www.dhs.gov/dhspublic/interapp/editorial/editorial _0570.xml
National Response Plan: Prevention, Preparedness, Response & Maintenance
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Civil Rights Act of 1964

The Civil Rights Act of 1964, is an act to enforce the constitutional right to vote, to confer
jurisdiction upon the district courts of the United States to provide injunctive relief against
discrimination in public accommodations to authorize the Attorney General to institute suits to
protect constitutional rights in public facilities and public education, to extend the Commission
on Civil Rights, to prevent discrimination in federally assisted programs, to establish a
Commission on Equal Employment Opportunity, and for other purposes.

This law has had significant impact on our lives and operations. The following websites provide
detailed information on civil rights that can be used in conjunction with family planning
programs.

The following links provide further information on civil right for use in conjunction with your
family planning program:

http://www.usdoj.gov/usao/eousa/foia_reading_room/usam/title8/cvr00000.htm
The Department of Justice Civil Right Resource Manual

http://usinfo.state.gov/usa/infousa/society/crlinks.htm
The US Department of State Internet site for civil rights issues
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B. Federal Program Guidelines and Guidance
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Program Guidelines for Project Grants for Family
Planning Services, 2001

http://opa.osophs.dhhs.gov/titlex/2001guidelines/ofp_guidelines_2001.html

This Internet site provides access to all Office of Population Affairs documents including
guidelines for programs, resource documents, contacts to regional agencies, and updated
Standards of Compliance for Abortion-Related Services in Family Planning Services Projects.
The following is a list of documents available:

Program Guidelines For Project Grants For Family Planning Services (Complete pdf]
Document)
N S
Program Guidelines For Project Grants For Family Planning Services [text] [pdf]
Attachment A: [text] [pdf]

Title X Population Research and Voluntary Family Planning Programs (Title X Statute)

Attachment B: text] [pdf]
Title X Family Planning Program Regulations

42CFR59 Grants for Family Planning Services (10/01/2000)**

e Subpart A - Project Grants for Family Planning Services
e Subpart C - Grants for Family Planning Service Training

Attachment C: [text] [pdf]
Sterilization of Persons in Federally Assisted Family Planning Projects

42CFR50 Policies of General Applicability

e Subpart B - Sterilization of Persons in Federally Assisted Family Planning
Projects

Attachment D:

[html]
e Regional Office Program Consultants for Family Planning
e Regional Health Administrators, U.S. Public Health Service [html]
Resource Documents:
e Resource List for Title X Family Planning Programs [text] [pdf]




Program Priorities, Legislative Mandates, Key Issues,
HHS Priorities, 2006, Annual Update

Program Priorities

1. Assuring ongoing high quality family planning and related preventive health services that
will improve the overall health of individuals;

2. Assuring access to a broad range of acceptable and effective family planning methods and
related preventive health services that include natural family planning methods, infertility
services, and services for adolescents; highly effective contraceptive methods; breast and
cervical cancer screening and prevention that corresponds with nationally recognized
standards of care; STD and HIV prevention education, counseling, and testing; extramarital
abstinence education and counseling; and other preventive health services. The broad range
of services does not include abortion as a method of family planning;

3. Encouraging participation of families, parents, and/or other adults acting in the role of
parents in the decision of minors to seek family planning services, including activities that
promote positive family relationships;

4. Improving the health of individuals and communities by partnering with community-based
organizations (CBOs), faith-based organizations (FBOs), and other public health providers
that work with vulnerable or at-risk populations;

5. Promoting individual and community health by emphasizing family planning and related
preventive health services for hard-to-reach populations, such as uninsured or under-insured
individuals, males, persons with limited English proficiency, adolescents, and other
vulnerable or at-risk populations.

Legislative Mandates

The following legislative mandates have been part of the Title X appropriations for each of the
last several years. In developing a proposal, the applicant should describe how the proposed
project will address each of these legislative mandates.

"None of the funds appropriated in this Act may be made available to any entity under title X of
the Public Health Service Act unless the applicant for the award certifies to the Secretary that it
encourages family participation in the decision of minors to seek family planning services and
that it provides counseling to minors on how to resist attempts to coerce minors into engaging in
sexual activities;" and

"Notwithstanding any other provision of law, no provider of services under title X of the Public

Health Service Act shall be exempt from any State law requiring notification or the reporting of
child abuse, child molestation, sexual abuse, rape, or incest."
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Other Key Issues

In addition to the Program Priorities and Legislative Mandates, the following Key Issues have
implications for Title X services projects and should be acknowledged in the program plan:

1.

2.

The increasing cost of providing family planning services;

The U.S. Department of Health and Human Service priorities and initiatives, including
increasing access to health care; emphasizing preventive health measures, improving health
outcomes; improving the quality of health care; and eliminating disparities in health; as well
as Healthy People 2010 objectives for Family Planning (Chapter 9); Health Communication
(Chapter 11); HIV (Chapter 13), and Sexually Transmitted Diseases (Chapter 25).
(http://www.health.gov/healthypeople);

Departmental initiatives and legislative mandates, such as the Health Insurance Portability
and Accountability Act (HIPAA); Infant Adoption Awareness Training Program (IAATP);
providing unmarried adolescents with information, skills and support to encourage sexual
abstinence; serving persons with limited English proficiency;

Integration of HIV/AIDS services into family planning programs; specifically, HIV/AIDS
education, counseling and testing either on-site or by referral should be provided in all Title
X family planning services projects. Education regarding the prevention of HIV/AIDS
should incorporate the "ABC" message. That is, for adolescents and unmarried individuals,
the message should include "A" for abstinence; for married individuals or those in committed
relationships, the message is "B" for be faithful; and, for individuals who engage in behavior
that puts them at risk for HIV, the message should include "A," "B," and "C" for correct and
consistent condom use.

Utilization of electronic technologies, such as electronic grants management systems;
Data collection and reporting which is responsive to the revised Family Planning Annual
Report (FPAR) and other information needs for monitoring and improving family planning

services;

Service delivery improvement through utilization of research outcomes focusing on family
planning and related population issues; and

Utilizing practice guidelines and recommendations developed by recognized professional

organizations and Federal agencies in the provision of evidence-based Title X clinical
services.
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HHS Departmental Goals (HHS Strategic Plan)
Goal 1 Reduce the major threats to the health and well-being of Americans.

Goal 2 Enhance the ability of the Nation's health care system to effectively respond to bio-
terrorism and other public health challenges.

Goal 3 Increase the percentage of the Nation's children and adults who have access to health
care services, and expand consumer choices.

Goal 4 Enhance the capacity and productivity of the Nation's health science research
enterprise.

Goal 5 Improve the quality of health care services.

Goal 6 Improve the economic and social well-being of individuals, families, and communities,
especially those most in need.

Goal 7 Improve the stability and healthy development of our Nation's children and youth.

Goal 8 Achieve excellence in management practices.

Program Priorities, Legislative Mandates, Key Issues, and HHS
Priorities, 2006
Internet Resources

http://opa.osophs.dhhs.gov/titlex/2006 _ofp_priorities-mandates-keyissues.txt
This site provides online access to the Program Priorities, Legislative Mandates, Key Issues, and
HHS Priorities for 2006.

Other sites:

The following websites are governmental resources that provide information on women'’s health,
and a variety of related issues pertinent to being current with initiatives and best practices that
are in existence or evolving.

Office of Public Heath and Science (OPHS)

Office of the Surgeon General (OSG)

Office of Disease Prevention and Health Promotion (ODPHP)
Healthy People 2010

Health People 2000

Office of Minority Health (OMH)

Office on Women’s Health (OWH)

National Women’s Health Information Center
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Program Instruction Series
Internet Resources

The following link is a comprehensive list of OPA-issues Program Instruction Series memos:
http://opa.osophs.dhhs.gov/titlex/pis/xinstruc.html

Office of Population Affairs
Program Instruction Series

Updated Safety Information for Depo-Provera Contraceptive Injection
(medroxyprogesterone acetate injectable suspension)

U.S. Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary
Assistant Secretary for Health

Office of Public Health and Science

Washington, DC 20201

Date: February 10, 2005

From: Deputy Assistant Secretary for Population Affairs

Subject: OPA Program Instruction Series, OPA 05-01:

Updated Safety Information for Depo-Provera Contraceptive Injection
(medroxyprogesterone acetate injectable suspension)

To: Regional Health Administrators, Regions [-X

On November 17, 2004, the U.S. Food and Drug Administration (FDA) announced that a “black
box” warning would be added to the labeling of Depo-Provera Contraceptive Injection. This
warning highlights that prolonged use of Depo-Provera may result in significant loss of bone
density. The loss of bone density is greater the longer the drug is administered and may not be
completely reversible after discontinuation of the drug. The “black box” warning indicates that
Depo-Provera Contraceptive Injection should be used as a long-term birth control method (e.g.,
longer than two years) only if all other methods are inadequate. In addition, the warning states
that it is unknown if the use of Depo-Provera Contraceptive Injection during adolescence or early
adulthood will reduce peak bone mass and increase the risk of osteoporosis fracture in later life.
On November 18, 2004, U.S. Pharmaceuticals, Pfizer Inc., the pharmaceutical company that
manufactures Depo-Provera, issued letters to Healthcare Professionals and Healthcare
Organization Leaders, informing them of the new “black box™ warning, as well as other updated
safety information included in the drug’s labeling (copies of these letters are attached).

Although the FDA has indicated that Depo-Provera remains a safe and effective contraceptive

(see attached “FDA Talk Paper”), the “black box” warning was added to the drug’s labeling to”
ensure that physicians and patients have access to this important information.” The addition of
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the “black box™ warning came as a result of the FDA’s and Pfizer’s analysis of data from two
separate studies that showed Depo-Provera’s effect on bone density during prolonged use. One
study began in 1994 and enrolled 540 women ages 25 to 38. The other study--which started
in1997 and will continue through 2006--enrolled approximately 400 girls ages 12 to 18 who
were taking the drug and is examining ways to reverse bone mineral density loss. References for
these two studies are attached.

Depo-Provera has been authorized for use in Title X-funded projects since October 29, 1992,
when the FDA announced approval of Depo-Provera for the prevention of pregnancy. Among
females who received services in Title X-funded clinics during calendar year 2003, the Family
Planning Annual Report (FPAR) reflected that 16 percent relied on Depo-Provera as their
primary method of contraception.

As with other prescriptive contraceptive methods, Title X providers should ensure that medical
protocols are developed and followed in accordance with the most current evidence-based
information, accepted standards of care, and current recommendations for use. Title X providers
should ensure that their medical protocols, informed consent and practice related to the use of
Depo-Provera Contraceptive Injection are consistent with the November 17, 2004, “black box”
warning added to the Depo-Provera package insert. Special consideration should be given to the
potential impact of long term use in adolescence and early adulthood. It is incumbent on MDCH
agencies to ensure that delegate agencies and clinics have and use protocols that reflect this
updated safety information.

If you have any questions, please contact Susan Moskosky, Director of the Office of Family
Planning, on 301-594-4008.

Alma L. Golden, M.D., F.A.A.P.

Attachments:

1) Depo-Provera Contraceptive Injection package insert, Revised November 2004.

2) “Dear Healthcare Professional Letter” and “Dear Healthcare Organization Leader Letter”
from U.S. Pharmaceuticals Pfizer Inc, dated November 18, 2004.

3) FDA Talk Paper, November 17, 2004.

4) Requested Medical Information from Pfizer Inc., December 09, 2004. This information
contains a summary of 29 studies and a review of 2 unpublished studies (includes references for
the two studies cited in the Program Instruction).

cc: Regional Program Consultants

Regions I-X

Screening for Cervical and Colorectal Cancer and Sexually Transmitted
Diseases (STD)

DEPARTMENT OF HEALTH & HUMAN SERVICES
Office of the Secretary

Assistant Secretary for Health

Office of Public Health and Science
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Washington, DC 20201

DATE: October 29, 2003
TO: Regional Health Administrators, Regions I-X
FROM: Deputy Assistant Secretary for Population Affairs

SUBJECT: OPA Program Instruction Series, OPA 03-01: Screening for Cervical and
Colorectal Cancer and Sexually Transmitted Diseases (STD)

In January 2001, "Program Guidelines for Project Grants for Family Planning Services" (Title X
Program Guidelines) were revised and distributed to all Title X providers. The purpose of the
Title X Program Guidelines is to assist current and prospective MDCH in understanding and
utilizing the family planning services grants program authorized by Title X of the Public Health
Service Act, 42 U.S.C. 300, et seq.

Currently, Title X Program Guidelines, Section 8.3, specify that the initial physical examination
for females must include a Pap smear. In that same section, the Guidelines specify that colorectal
cancer screening must be provided for individuals over the age of forty, both males and females.

Since 2001, a number of professional organizations that establish national standards of care have
published revised recommendations for cervical and colorectal cancer screening based on current
evidence. In particular, the American College of Obstetricians and Gynecologists (ACOG), the
American Cancer Society (ACS), and the U.S. Preventive Services Task Force (USPSTF) are
recognized groups that have established revised recommendations for standards of care in one or
both of these areas.

With the concurrence of agency medical directors, Title X providers should ensure that their
medical protocols and practice related to cervical cancer and colorectal cancer screening
correspond with current recommendations issued by the formerly mentioned professional groups
(ACOG, ACS, USPSTF). Individual agency protocols should note the specific standard of care
being utilized in the development of said protocols, as well as the date the protocols were
revised. Specifics regarding initiating screening and screening intervals for cervical and
colorectal cancer should be noted in the protocol. Clinical protocols should continue to take into
account individual client risks, use of specific methods of contraception, as well as current
national standards of care.

It is incumbent on MDCH agencies to ensure that delegate agencies and clinics have and use
protocols that meet these standards. Clinical protocols of Title X MDCH, delegates, and clinics
will continue to be monitored by the regional office, particularly during site visits and
comprehensive program reviews

Sexually transmitted diseases (STD) continue to be of concern for clients served in Title X

service projects. For example, each year, young, sexually active females have the highest
reported rates of Chlamydia and gonorrhea, and other STDs are common. All clients served in
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Title X clinics should have a thorough history and physical assessment performed that includes
screening for risk of STDs.

Regardless of whether or not an annual Pap test is conducted, clinicians should screen young,
sexually active women (ages 15 - 24) at least annually for Chlamydia. In high prevalence areas,
gonorrhea screening should also be part of the routine annual STD screening tests for young,
sexually active women. Clients who are symptomatic of other STDs should be screened
according to the current Centers for Disease Control and Prevention STD Treatment Guidelines
(http://www.cdc.gov/std/treatment). In addition to these screening tests, providers should inquire
about sexual behaviors, assess ongoing risk for STDs, and counsel about risk avoidance and risk
reduction.

If you have questions, please contact Susan Moskosky, Director of the Office of Family Planning
at (301) 594-4008.

Sincerely,
Alma L. Golden, M.D., F.A.A.P.
Deputy Assistant Secretary

for Population Affairs

References:

1) American Cancer Society: Guideline for the Early Detection of Cervical Neoplasia and
Cancer, Saslow et al.; CA A Cancer Journal for Clinicians, Vol. 52:6, November/December
2002.

2) ACOG Practice Bulletin Number 45, Cervical Cytology Screening, August 2003.

3) U.S. Preventive Services Task Force (USPSTF-January 2003): Cervical Cancer - Screening.
4) U.S. Preventive Services Task Force (USPSTF- July 2002): Colorectal Cancer -Screening.

Compliance with State Reporting Laws

DEPARTMENT OF HEALTH & HUMAN SERVICES
Office of the Secretary

Office of Public Health and Science

Office of Population Affairs

Washington, D.C. 20201

Date:  January 12, 1999

From: Deputy Assistant Secretary for Population Affairs

Subject: OPA Program Instruction Series, OPA 99-1: Compliance with
State Reporting Laws

To: Regional Health Administrators, Regions [-X
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The Fiscal Year 1999 Omnibus Appropriations bill (P.L. 105-277) contains new language
governing the use of Title X funds. Specifically section 219 states,

Notwithstanding any other provision of law, no provider of services
under title X of the Public Health Service Act shall be exempt

from any State law requiring notification, or reporting of child
abuse, child molestation, sexual abuse, rape, or incest.

This memorandum is intended to serve as a formal notice to the regional offices, as well as Title
X MDCH, concerning compliance with State reporting laws. A copy of this memorandum should
be provided to all Title X MDCH in your region, and Title X providers should refer to this
memorandum as needed, if questions in this area arise.

The language of section 219 means that Title X providers must report such incidents to the
appropriate State authority in accordance with requirements imposed by State laws. The
reporting and notification requirements referenced in section 219 concern State laws; the
authority to enforce compliance with such laws lies with the States. It is therefore important that
MDCH review and be familiar with the relevant reporting requirements in their individual State.
Because State laws vary, it is not possible for this office to provide more specific guidance as to
the requirements of particular States' laws; MDCH are urged to consult with their own attorneys
for specific guidance.

Identified instances of child abuse, child molestation, sexual abuse, rape, or incest present
serious medical and psychological situations for patients and their families. Findings of such
instances coming within the applicable State law should be documented in the medical record
and reported as required by the applicable State requirements. The Office of Population Affairs
encourages efforts to augment existing training programs for Title X providers to ensure optimal
medical assistance in such situations. MDCH should fully understand their obligations under
State law related to reporting when such acts or actions are disclosed, and they should review
current protocols for responding to such reports. We also encourage enhanced counseling and
education efforts targeted to the unique needs of adolescents.

Title X providers are encouraged to continue to work at the local level in an interdisciplinary
manner with other local health care providers who may also have reporting obligations under
State law, law enforcement officials, child protective services, social service experts and others
in order to explore how best to respond to these situations. To accomplish this, regional offices
and Title X MDCH are encouraged to utilize resources available through the regional training
centers and the technical assistance contractor, as well as other available resources.

We appreciate your continued cooperation in assuring that MDCH are aware of their obligations
and hope this memorandum provides clarification on this matter.

Denese Shervington, M.D., M.P.H.

cc: Regional Program Consultants, Regions I-X
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Certifications for Encouraging Family Participation and Counseling to
Minors on How to Resist Coercive Attempts to Engage In Sexual Activities

DEPARTMENT OF HEALTH & HUMAN SERVICES
Office of the Secretary

Assistant Secretary for Health

Office of Public Health and Science

Office of Population Affairs

Washington, D.C. 20201

Date:  February 24, 1998
From: Acting Deputy Assistant Secretary for Population Affairs

Subject: OPA Program Instruction Series, OPA 98-1: Certifications for Encouraging Family
Participation and Counseling to Minors on How to Resist Coercive Attempts to Engage
In Sexual Activities

To: Regional Health Administrators, Regions [-X

The fiscal year 1998 appropriations bill for the Departments of Labor/HHS and Education (P.L.
105-78) contains language governing the use of Title X funds. Specifically, the language states:

"None of the funds appropriated in the Act may be made available
to any entity under Title X of the Public Health Service Act unless
the applicant for the award certifies to the Secretary that it
encourages family participation in the decision of minors to seek
family planning services and that it provides counseling to minors
on how to resist attempts to coerce minors into engaging in

sexual activities."

To implement this requirement, each Title X MDCH is required to have on file with the Office of
Grants Management, an updated Title X Certification of Compliance certifying that the MDCH:
(1) encourages family participation in the decision of minors to seek family planning services,
and (2) provides counseling to minors on how to resist coercive attempts to engage in sexual
activities. Attached for your information is a copy of the revised certification. The Office of
Grants Management will contact each Title X MDCH to obtain the necessary signatures.
Compliance with the signed certification will continue to be an item reviewed by regional office
staff as part of ongoing program oversight activities and during periodic on-site program

reviews.

Clinic staff should be made aware of the new certification requirement. Toward that end, we
encourage sharing of this memorandum with delegate agencies and service providers. We would
also like to take this opportunity to encourage MDCH to review existing policies to assure that
service, counseling and outreach provisions reflect the concerns contained in the appropriations
language. As is always the case, it is important that client records include documentation of all
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counseling and information provided. We also encourage MDCH to assure that appropriate
training is available, including utilization of training available through the Title X training
MDCH, as need be.

If you have any questions, please contact Sam Taylor, Acting Director
of the Office of Family Planning at (301) 594-4008.

Thomas C. Kring
Acting Deputy Assistant Secretary
for Population Affairs

Attachment

cc: Regional Program Consultants
Regions [-X

Emergency Contraception

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Memorandum

Date:  April 23, 1997

From: Acting Deputy Assistant Secretary for Population Affairs

Subject: OPA Program Instruction Series, OPA 97-2: Emergency Contraception

To: Regional Health Administrators
Regions [-X

On February 25, 1997, the Food and Drug Administration (FDA) issued a notice in the Federal
Register announcing that certain regimens of combined oral contraceptives are safe and effective
for postcoital emergency contraception when initiated within 72 hours after unprotected
intercourse. This action is based on the FDA's review of the published literature concerning
postcoital use of currently available oral contraceptives, knowledge of the safety of oral
contraceptives as currently labeled, and on the unanimous conclusion of the FDA Advisory
Committee on Reproductive Health Drugs, which met on June 28, 1996, to consider the safety
and efficacy of this contraceptive option.

According to Section 1001(a) of the Title X statute and Section 59.5(a)(1) of the Title X
regulations, family planning projects must offer a broad range of acceptable and effective family
planning methods. In considering the range of methods that will be offered in a special family
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planning project, Title X MDCH should consider the availability of emergency contraception the
same as any other method which has been established as safe and effective.

As with all other prescriptive contraceptive methods, emergency contraception must be
prescribed in accordance with medically accepted protocol, and in accordance with a sliding fee
scale that is based on the actual cost of providing the service. Resources attached may be helpful
in developing protocols for providing emergency contraception.

Thomas Kring
Attachments (3)

(1) ACOG Practice Patterns on Emergency Oral Contraception,
Number 2, October 1996.

(2) Federal Register, Vol. 62, No. 37, Tuesday, February 25, 1997,
"Prescription Drug Products; Certain Combined Oral Contraceptives

for Use as Postcoital Emergency Contraception."

(3) Gynetics Announcement of Intent to Market "Yuzpe Method" of
Emergency Contraception in 1998.

Fees and Charges to Title X Low-Income Clients and Teenagers (Revised)

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Memorandum
Date:  April 24, 1997
From: Acting Deputy Assistant Secretary for Population Affairs
Subject: OPA Program Instruction Series, OPA 97-1: Fees and Charges to Title X Low-Income
Clients and Teenagers (Revised)

To: Regional Health Administrators, Regions [-X

This memorandum superseded OPA Program Instruction Series OPA 86-5,"Fees and Charges to
Title X Low-Income Clients and Teenagers."

In response to recent questions, this memorandum provides guidance in Title X policy regarding
fees for services, in particular the process for charging fees to low income clients and

unemancipated minors. Applicable regulations and guidelines remain unchanged.

Projects should be aware that Title X regulations require them to:
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-not charge fees to clients from low-income families;

-make all reasonable efforts to obtain third party reimbursement for services; charge fees for
services to all other clients, with a schedule of discounts based on ability to pay;

-design fee schedules to recover the reasonable cost of providing service; and

-not refuse services because of users' inability to pay.

It is important to note that in providing services, Title X projects must assure that priority is
given to persons from low-income families. Low-income families are those whose annual
income is not above 100 percent of the Poverty Income Guidelines issued by the Department.
Clients from low-income families may not be charged for service, including the provision of
contraceptives or related medical services.

Clients from families with annual incomes between 100 and 250 percent of the Income Poverty
Guidelines must be charged for services. Charges for services must be in accordance with a fee
schedule, which has discounts based on ability to pay. In addition, clients from families with
incomes above 250 percent of the Income Poverty Guidelines must be charged a full fee to
recover the reasonable cost of providing services.

When a client is unable to pay, for good cause (as determined by the project director), for family
planning services the fee may be waived. The project must determine, as accurately as possible,
the client's ability to pay based upon family income. This determination and notice of any
applicable waiver should be made prior to the delivery of services and must be conducted each
time a client requests services.

When considering charges to minors for services, several conditions must be taken into account.
If the minor is unemancipated and confidentiality of services is not a concern, the family's
income must be considered in determining the charge for the services. When a minor requests
confidential services, without the involvement of a principal family member, charges for services
must be based on the minor's income.

Income actually available to the minor, such as wages from part-time employment, stipends and
allowances paid directly to the minor, should be considered in determining the minor's ability to
pay for services. Those services normally provided by parents/guardians, e.g., food, shelter,
transportation, tuition, etc., should not be included in determining a minor's income.

Under certain circumstances where confidentiality is restricted to limited members of the family,
e.g., one parent is aware of the minor seeking services but the other is not because of
disagreement regarding the minor's right to receive family planning services, the charges shall be
based on the minor's income if the minor's confidentiality would be breached in seeking the full
charge.

It is not allowable to have a general policy of no fee or flat fees for the provision of services to

minors. Nor is it allowable to have a schedule of fees for minors that is different from other
populations receiving family planning services.
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Projects must seek payment from third parties who are authorized or legally obligated to pay for
services unless, in doing so, patient confidentiality would be compromised. Also, since discounts
or waivers are only applicable to individual clients, billing statements to third parties should
show total charges without any applicable discount or waiver.

I appreciate your continued cooperation in assuring that MDCH are in compliance with Title X
requirements, and I hope this memorandum provides additional clarification on this matter.

Thomas C. Kring

Deferred Physical Examinations for Title X Clients

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Memorandum

Date: June 25, 1993
From: Acting Deputy Assistant Secretary for Population Affairs

Subject: OPA Program Instruction Series, OPA 93-1: Deferred Physical
Examinations for Title X Clients

To: Regional Health Administrators
Regions [-X

The issue of deferral of physical examination for clients beginning oral contraceptives was
recently addressed by the Food and Drug Administration’s (FDA) Fertility and Maternal Health
Drugs Advisory Committee. Current FDA labeling criteria for oral contraceptives require a
complete medical history and physical examination prior to initiation or recommencement of oral
contraceptives. The Committee recommended to the FDA that oral contraceptive labeling be
revised to permit the provision of oral contraceptives prior to a physical examination, and it is
likely that this will be approved by FDA in the near future.

Title X has traditionally taken the position that MDCH should conform to current FDA policy as
expressed in its labeling standards for contraceptives. OPA continues to be of the view that this
policy is appropriate and is, as a general practice, reluctant to waive Guideline criteria which
involve conformance with requirements under FDA labeling instructions.

However, it is highly probable that prescription of oral contraceptives prior to physical
examination will be regularly allowable in Title X projects in the near future, as it appears likely
that the FDA will change its labeling instructions in this regard. The evolution of standards of
practice in this area, and the strong support of the FDA Advisory Committee and national
reproductive health organizations during the discussion of this issue point to the resultant
probability that FDA will indeed change its requirements.
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Therefore, until FDA makes a final decision on this issue, the Office of Population Affairs is
providing authorization to Regional Health Administrators to waive current policy on the
requirement for a physical examination on a case-by-case basis. To ensure patient safety, no
request for waiver of current standards should be approved unless the following requirements are
met:

-- Physical examination and any blood work should not be delayed for more than 3 months after
the initial visit. Substantial justification is warranted for projects that propose as a general
practice to defer the examination beyond the 3-month period. In no case may deferral of the
physical examination be extended beyond a maximum of 6 months.

-- Counseling regarding contraceptive choice, STD protection and the need for a physical
examination (after deferral) must be provided to each client at the initial visit.

-- Written informed consent and medical protocols for delayed examinations must be developed
and approved by the project's medical committee.

Informed Consent:

-- Clients must sign an informed consent form describing the special process for the delayed
examination and explaining the patient package insert information accompanying oral
contraceptives.

Medical Protocols must:

-- Outline what medical, educational and counseling services will be provided at each point
leading up to the examination (i.e., initial visit, follow-up counseling, telephone follow-up, visit
for physical examination and blood work).

-- Provide for verification through a highly sensitive pregnancy test that the client is not
pregnant.

-- Provide that the project will obtain at the initial visit a comprehensive medical history
(including menstrual history, pregnancy history, contraceptive history, and sexual history) which
demonstrates that the client is healthy and has no contraindications for oral contraceptives.

-- Provide that the project will ensure that clients have no symptoms or reported contact with
sexually transmitted diseases (STDs); are provided with information on oral contraceptives and

condoms for STD prevention; and have a negative breast examination for women over age 30.

-- Provide that the project will ensure that any medical problems associated with the delayed
examinations must be documented.

If you have any questions, please contact me or Dr. Barbara Tausey, OPA Chief Medical Officer.

Jerry Bennett
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FPAR: Family Planning Annual Reporting
Requirements and Instructions

FAMILY PLANNING ANNUAL REPORT

The Family Planning Annual Report (FPAR) is one of the required reports that must be
submitted from the Delegate Agencies to Michigan Department of Community Health to The
Office of Population Affairs. The following is a summary of the report. More information and
required forms are available at the following website:
http://opa.osophs.dhhs.gov/titlex/ofp_references.html

It is essential that every delegate agency submit this report to the Michigan Department of
Community Health, Women’s Reproductive Health Unit, accurately and timely. If there are any
questions about the data needed or what is needed to collect that data, consult your agency
consultant immediately for technical assistance. Any instruction that is specific to the State of
Michigan or Region V will be given when the request for the report is submitted by MDCH the
data need must be collected prior to the submission of the report. This is why it is essential that
every delegate agency fully understands and accurately collects the data needed. Failure to
comply with submitting this report accurately and timely will result in sanctions to the program.

http://opa.osophs.dhhs.gov/titlex/fpar-package-01-01-2005.doc

This link will take you to the Family Planning Annual Report, Forms and Instructions, provided
by the Office of Population Affairs. It is also presented in PDF form.

http://opa.osophs.dhhs.gov/titlex/ofp_references.html

This Internet site provides access to other Office of Family Planning reference documents that
may assist with annual reporting.

[I. Introduction

This annual reporting requirement is for family planning services delivery projects authorized
and funded under the Population Research and Voluntary Family Planning Programs (Section
1001 of Title X of the Public Health Service Act, 42 United States Code [USC] 300).' The Office
of Family Planning (OFP) within the Office of Population Affairs (OPA) administers the Title X
Family Planning Program.

Annual submission of the Family Planning Annual Report (FPAR) is required of all Title X
family planning services MDCH for purposes of monitoring and reporting program performance
(45 Code of Federal Regulations [CFR] Part 74> and 45 CFR Part 92°). FPAR data are presented

! Retrieved November 18, 2003, from http://opa.osophs.dhhs.gov/titlex/xstatut.pdf.
? Retrieved November 18, 2003, from http://opa.osophs.dhhs.gov/cfr/45cfr74.pdf.
? Retrieved November 18, 2003, from http://opa.osophs.dhhs.gov/cfr/45cfr92.pdf.
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in summary form, which protects the confidentiality of individuals who receive Title X-funded
services (42 CFR Part 59).*

The FPAR is the only source of annual, uniform reporting by all Title X family planning services
MDCH. It provides consistent, national-level data on the Title X Family Planning Program and
its users. Information from the FPAR is important to OPA for several reasons. First, FPAR data
are used to monitor compliance with statutory requirements, regulations, and operational
guidance set forth in the Program Guidelines for Project Grants for Family Planning Services
(““Program Guidelines™),’ which include:

= Monitoring compliance with legislative mandates, such as giving priority in the
provision of services to low-income persons [Section 1006(c) of Title X of the Public
Health Service Act, 42 USC 300], and

* Ensuring that Title X MDCH and their subcontractors provide a broad range of family
planning methods and services [Section 1001(a) of Title X of the Public Health
Service Act, 42 USC 300].

Second, OPA uses FPAR data to comply with accountability and federal performance
requirements for Title X family planning funds as required by the 1993 Government
Performance and Results Act (GPRA). Current GPRA performance goals for the Title X Family
Planning Program include priority in the provision of family planning services to low-income
individuals, access to and utilization of cervical and breast cancer screening, and access to on-
site human immunodeficiency virus (HIV) testing at Title X-funded clinics.

Finally, OPA relies on FPAR data to guide strategic and financial planning, to monitor
performance, and to respond to inquiries from policymakers and Congress about the program.
The FPAR allows OPA to assemble comparable and relevant program data to answer questions
about the characteristics of the population served by Title X projects, utilization of services
offered, composition of revenues, and program impact. FPAR data are the basis for objective
grant reviews, program evaluation, and assessment of program technical needs.

This version of the FPAR consists of a MDCH Profile Cover Sheet and 14 tables. The data
collected include demographic, social, and economic user characteristics; utilization of family
planning and related preventive health services; utilization of health personnel; and project
revenues. New FPAR data elements include information on such user characteristics as health
insurance coverage and limited English proficiency (LEP); utilization of contraception and
related preventive health services by male family planning users; summary Pap (abnormal) and
confidential HIV (positive) test results; and disease-specific information on sexually transmitted
disease (STD) screening.

* Retrieved November 18, 2003, from http://opa.osophs.dhhs.gov/titlex/ofp_regs_42cfr59_10-1-2000.pdf.

5 Program Guidelines for Project Grants for Family Planning Services, January 2001 , Bethesda, MD: US. Department of Health and Human Services, Office of

Public Health and Science/Cfiee of Population Affairs/Office of Family Planning 30 - R otrieved November 18, 2003, from
http://opa.osophs.dhhs.gov/titlex/2001guidelines/2001 _ofp guidelines.pdf.
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ll. Michigan Family Planning Information
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Michigan Public Health Laws

The Michigan Department of Community Health, (MDCH) has the primary responsibility in
Michigan to receive and administer state and federal funds for family planning services. Family
planning is a mandated health service under the State of Michigan's Public Health Code, Section
333.9131-9133. Guidelines for MDCH administration of the federal program are based on
requirements as cited in the document "Program Guidelines for Project Grants for Family
Planning Services."

Additional guidelines may be required through either the federal or state annual funding process,
or as MDCH deems necessary. The program guidelines found in this document interpret the law
and regulations in the form of standards and provide a general orientation to the federal and state
perspective on family planning. This manual is written to define minimum standards
(requirements) and give recommendations (guidelines) for quality care (professionally preferred
or accepted practice).

The philosophy of the MDCH Family Planning Program, consistent with that of Title X. Family
Planning, is a preventive health measure which positively impacts on the health and well-being
of women, children and families. Effective family planning programs are essential health care
delivery interventions that correlate with decreased high risk pregnancy and decreased maternal
and infant mortality and morbidity. Services provided through family planning clinics allow
women and men to make well-informed reproductive health choices. MDCH funded family
planning clinics are specifically created to address the unmet family planning needs of women
and men below poverty, and those slightly above poverty, but still considered low income, and to
provide access to those with special needs (such as teens). No one is denied services because of
inability to pay.

PUBLIC HEALTH CODE (EXCERPT)
Act 368 of 1978

333.9131 Family planning services; publicity; request by medically indigent individual,
clinical abortions.
Sec. 9131.
(1) The department, and under its supervision a local health department, shall publicize the
places where family planning services are available. The publicity shall state that receipt of
public health services is not dependent on a request or nonrequest for family planning
services.
(2) An effort shall not be made to coerce a medically indigent individual to request or not
request family planning services. The department, and under its supervision a local health
department, shall provide family planning services to a medically indigent individual upon
the individual's request in accordance with standards established under section 9133.
Clinical abortions shall not be considered a method of family planning.

History: 1978, Act 368, Eff. Sept. 30, 1978
Popular Name: Act 368
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Appropriations

http://www.legislature.mi.gov/mileg.asp?page=getObject&objName=2005-SB-0267

These links will outline the appropriations for the Michigan Department of Community Health’s
Title X programs as defined by the Michigan Legislature.

Public Health Codes

Full Text:

http://www legislature.mi.gov/printDocument.aspx?objName=mcl-act-368-0f-1978&version=txt

HIV:
http://www.michigan.gov/documents/mihivlaws_49845 7.pdf

Pharmacy:
http://www.minurses.org/apn/apn-npfag.shtml#prescriptiveauthority

Mental Health Services:
http://www.legislature.mi.gov/(agoamo55jgot2sudjgew3fzd)/mileg.aspx?page=GetMCLDocument&
objectname=mcl-Act-258-0f-1974&queryid=12811010&highlight=mental%20health%20services

Substance Abuse:
http://www legislature.mi.gov/(z4tq10ysqduw4dvS55wl32xouh)/mileg.aspx?page=GetMCLDocum
ent&objectname=mcl-368-1978-6-61&highlicht=substance%20abuse

Adolescent Confidentiality:
http://www.youthlaw.org/downloads/adolescnt confidentiality.pdf

http://pediatrics.aappublications.org/cgi/content/abstract/111/2/394

Adoption:
http://www legislature.mi.gov/(z4tq10ysgqduw4dvs5wl32xouh)/mileg.aspx?page=LoadVirtualDoc
&BookmarkID=6495

Age of Majority:
http://www legislature.mi.gov/(z4tq10ysgduw4v55wl32xouh)/renderHTML fromVD.aspx?Book
markID=6622

Immunization:
http://www.michigan.gov/documents/mcir_brochure 6597 7.pdf

The full text of Michigan’s Public Health Code can be found at the first link. The ensuing links
offer information on specific information crucial to Title X program implementation.
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Sexual Coercion Legislation

Sexual coercion can be accomplished by several different means. For example, the perpetrator
may be in a position of authority over the child, use a weapon or be a member of the child’s
household. A full explanation of the Michigan’s statute is available at the following link:

http://www.legislature.mi.gov/(glov2kggesOash55unx2mxnp)/mileg.aspx?page=GetMCLDocum
ent&objectname=mcl-750-520c¢

http://www legislature.mi.gov/(astSns55wvnujh55b54mbas5)/mileg.aspx?page=GetMCLDocum
ent&objectname=mcl-750-520e

Mandated Child Abuse Reporter Legislation

In Michigan the following is a list of professionals that are considered mandatory reporters of
child abuse and neglect:
e Physicians; coroners; dentists; registered dental hygienists; medical examiners; nurses;
persons licensed to provide emergency medical care; audiologists;
e School administrators; school counselors; school teachers; regulated child care providers;
e Psychologists; marriage and family therapists; licensed professional counselors; certified
social workers; social workers; social work technicians;
e Law enforcement officers.
e Members of the clergy

The following links will provide further assistance in this subject:

http://www.smith-lawfirm.com/mandatory reporting.htm

http://www.michigan.egov/documents/ DHS-MandatedReportersGuide 119708 7.pdf

Child Protective Services Legislation

Child Protection Law in Michigan is strictly prescribed by the state legislature. Following is a
link to the original state statute from 1975, with an amended update from 2004:
http://www.legislature.mi.gov/(np5xz045usdfqr45x3xda355)/mileg.aspx?page=GetMCLDocume
nt&objectname=mcl-act-238-0f-1975

http://www.legislature.mi.gov/(sazrkcuv2auaj2eliaf4lh55)/mileg.aspx?page=BillStatus&objectna
me=2004-HB-5589&queryid=12810292

http://courts.co.calhoun.mi.us/99juv011.htm

Michigan Attorney General Opinions: www.michigan.gov/ag
Cases: http://www.law.cornell.edu
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MDCH Contracts
Comprehensive Planning, Budgeting, and Contract

Comprehensive Budget and Planning Contracts (CBPC) are the contracts between Michigan
Department of Community Health (MDCH) and local health departments. These contracts and
budget materials are managed by the Contract Management Section (CMS) within MDCH.

Prior to the beginning of each fiscal year, individualized contracts and instructions are sent out to
the local health departments. Any performance data needed for the year will be included. The
contracts are reviewed by the local health departments, signed and returned with budgets. Twice
a year, or as needed, CMS seeks to incorporate budgets into the CPBC. Budgets are
incorporated through the amendment process. Final amendments are made in July. An
electronic process has been developed to obtain budget approvals. This expedites the process
significantly. Now, the entire process at the Department, including the tiered reviews, are
completed in two weeks.

The CBPC’s are reviewed at several levels: when received at CMS, by the program contract
manager for review, followed by a review by program staff to evaluate budget and expenditures
and assure they are consistent with the program plan presented. This is where targets or
performance indicators are also reviewed to assure they were met.

The Annual Budget for Comprehensive Local Health Services Form follows.
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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

LHD - PROGRAM BUDGET - COST DETAIL

DCH 0387 7/98

Replaces FIN-121 PAGE OF
Program Code Budget Period Date Prepared
Local Agency Original Amended Amendment
Budget Budget O Number
POSITIONS TOTAL
POSITION DESCRIPTION REQUIRED SALARY COMMENTS
TOTAL 0 $0
FRINGE BENEFITS: COMPOSITE
(Specify) FICA LIFE INS. DENTAL INS. RATE 0.00%
UNEMPLY INS. VISION INS. WORK.COMP. AMOUNT $
RETIREMENT HEARING INS.
HOSP. INS OTHER:
EQUIPMENT (Specify):
$
TOTAL EQUIPMENT $0
SUB-CONTRACTS (Specify):
$
$
s
TOTAL SUB-CONT. $0
OTHER EXPENSES (Specify if any item exceeds 10% of Total Expenditures)
SUPPLIES AND MATERIALS $
TRAVEL $
COMMUNICATIONS $
SPACE COST $
OTHER: $
TOTAL OTHER $0
OTHER COST DISTRIBUTIONS INDIRECT COST CALCULATION
Description of cost being distributed: Percent distributed Amount _
to this program: Distributed BASE $ X RATE %=$
General Environmental Health % $ BASE $ % RATE %=$
% $
GRAND TOTAL PROGRAM EXP.
% $

$0

COMPLETION IS A CONDITION OF FUNDING (AUTH. P.A. 368 OF 1978)
DCH-0387
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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

DCH 0410 7/01
Replaces Fin-120

ANNUAL BUDGET
for COMPREHENSIVE

LOCAL HEALTH SERVICES

Page of

Local Agency

Prepared By:

Date Prepared

Agreement Period

Approved By:

Date Approved

EXPENDITURE CATEGORY
1 | Salaries & Wages

2 | Fringe Benefits
3 | Cap Exp for Equip & Fac
4 | Contractual (Secondary-Recipient Org)
5 | Other Expenses:
6 Supplies & Materials
7 Travel
8 Communication Costs
9 County/City Central Services
10 Space Costs
11 All Others (ADP, Cont. Emp. & Misc.)
12 | Total Direct Expenditures
13 | Admin. O/H Cost Rate #1 __ %
14 | Admin. O/H CostRate #2 %
15 | Total Direct & Admin Expenditures

16a | Other Cost Distributions:

17 | Total Expenditures

Exclusion Items

18 | Fees & Collections - 1st & 2nd Party

19 | Fees & Collections - 3rd Party

20 | Federal/State Funding (Non-MDCH)

2l1a | Local Non-LPHO

22 | Other Non-LPHO

23 | MDCH - Non-CPBC

24a | MDCH - CPBC

Q)| = |T|Q||D|Q|O|T

N

Total MDCH - CPBC (Sum of Lines 24a-j)

N
o

Total Exclusions: Lines 18-23 & 25

Net Allowable Expenditures For Local Public Health Operations

27 | Net Allowable Expenditures

28 | State LPHO

29 | Local Funds - Other

COMPLETION IS A CONDITION OF FUNDING. (AUTH. P.A. 368 OF 1978)

DCH-0410
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Non-Health Department Budget Forms and
Instructions
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Minimum Program Requirements
Instructions

Minimum Program Requirements

e The Family Planning Program Minimum Program Requirements can be found on the
Accreditation website. Go to http://www.accreditation.localhealth.net/ — TOOLS—Categorical
Programs/ Minimum Program Requirement for Family Planning.

Minimum Program Requirements (MPR’s) are indicators that are written based on the Federal
Registry for Title X Family Planning Programs (the law), the Office of Population Affairs (OPA)
Family Planning Standards and Guidelines, the Michigan Department of Community Health Family
Planning Standards and Guidelines, and Clinical Best Practice Models.

Each “Indicator” is based on requirements that are cross-referenced to the above documents. The
references can be found listed with the Indicators. The Indicator is a mandate that refers to a
minimum standard that must be in place to be in compliance with the MDCH (Michigan
Department of Community Health) for a grant award to support a Family Planning Delegate
Agency.

Below the Indicator are measurements to determine whether the Indicator is met. These Indicators
are used in the Site Review process to evaluate compliance with grant requirements. Any Indicator
that is out of compliance will need to be corrected. Go to the Accreditation website listed above for
detailed information.

Minimum Program Requirements and Indicators are updated on an annual basis. This is an
ongoing process of improvement, working toward optimal clarity and objective measurement of
required program components and compliance to those components.

These Indicators are also tied to the Comprehensive Planning, Budgeting, and Contract Procedures
(CPBC) that list the MPR’s as a requirement to be met in the contracting process between local
health departments and the Michigan Department of Community Health and part of the contract
process with Non-Local Health Departments as part of the annual budget and contracting
procedures between the agency and the Michigan Department of Community Health.
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Michigan Department of Community Health
Minimum Reporting Requirements (MPR)

The federally mandated minimum program reporting requirements for delegate agencies are
explained here. It is mandatory that agencies submit these documents and do so by the deadlines
set forth within. These requirements are subject to change as legislative, fiduciary and other
aspects of the program change.

These documents include the:

FPAR (Family Planning Annual Report)
Family Planning Needs Assessment and Health Care Plan
Public Health Service Sterilization Record (PHS-6044)

The State of Michigan, Department of Community Health also requires that delegate agencies
report project outputs (unduplicated number of clinic users) as a comparison to the State funded
minimum performance expected.

It is crucial that these reports are submitted accurately and timely. The information is used for
essential activities not limited to legislative reporting, federal reporting requirements for the State,
budgeting, fun ding, and other aspects of financial management. In addition, this data provides
statistical information needed for program evaluation, assessment of need, and other activities
required of Title X Family Planning Projects.

The list of forms that follows summarize the reports and their timelines. The forms on this list will
also be given to delegate agencies during their contracting process.

61



Michigan Department of Community Health
Minimum Reporting Requirements (MPR)
Family Planning Program

V. Agency
Required Report Source Document Reason/Use Due Date
FPAR Federal MID —Year Report
Profile Sheet Requirement (Jan-June) due July
20
Table 1 Client visit record
Table 2 Client visit record Annual Report (Jan-
Table 3 Client visit record Dec) due January 20
Table 4 Client visit record
Table 5 Client visit record
Table 6 Client visit record
Table 7 Client visit record
Table 8 Client visit record
Table 9 Client visit record
Table 10 Client visit record
Table 11 Client visit record
Table 12 Client visit record
Table 13 Client visit record
Table 14 General ledger or
Accounting reports
Family Planning Needs | Program Statistics Federal Due November 15
Assessment and Health Requirement
Care Plan
Public Health Service Client charts and/or Federal Quarterly Reports
Sterilization Record Sterilization Log Requirement due by: April 15,
(PHS-6044) Only required | July 15, Oct. 15, and
for those Jan. 15
agencies with
sterilizations
Project Outputs:
Total State Funded Minimum Performance
A. Target Performance Expected
Measure Expectation
Unduplicated number of Number
Clinic Users B. Percent

95%
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Needs Assessment and Annual Plan
Instructions

Needs Assessment and Annual Plan
Instructions

Michigan Department of Community Health’s Family Planning Program, as part of its Federally
required grant mandates, must have every delegate agency develop and submit a needs
assessment and annual plan. The sections that follow include all of the areas that must be
covered in the plan.

An existing delegate agency applying for continuing funding must submit an updated Needs
Assessment, Heath Care Annual Plan and Budget that contain:

Need Assessment

A.

Data on estimated need/demand for services (e.g. estimates of women in need of services,
estimates of teenagers in need of services, percent of poverty, STI rates/prevalence, infant
mortality rates, teen birth rates). An estimate of the number of clients to be served, with
special emphasis on the number of low-income women and men the program anticipates on
serving on an annual basis.

Geographic description of the service area, including topographic, and other related barriers
to service

Demographic description of the services area including objective data pertaining to
individuals in need of family planning services, maternal and infant morbidity/mortality
rates, birth rates and rates of unintended pregnancies by age groups, poverty status of the
populations to be served, cultural and linguistic barriers to services, etc.

Health Care Annual Plan

A.

D.

A narrative description of the program and the manner in which the applicant intends to
conduct it in order to meet all applicable federal and state requirements.

. Identify other major health care providers and agencies providing similar services in your

service delivery area.

Describe linkages or possible linkages with other health and social agencies related to
reproductive health.

A Progress Report on previous year goals and objectives.

63



Identify project goals and objectives for the coming year that are specific, measurable,
attainable, realistic, and time specific and address Title X priorities. Objectives must include
plans for community participation, program promotion, and community education). Specific
measurable goals must include plans for community participation, program promotion, and
community education.

Provide a list of members of your Family Planning Advisory Board and/or Education
Committee, meeting schedule, and identify Family Planning Advisory Board and/or
Education Committee’s function in the provision of family planning services in your region.
Section 6.9 of the Standards and Guidelines Manual.

A written formal plan for Community Promotion Activities that targets priority populations.
Section 6.9.2 of the Standards and Guidelines Manual

. A written plan for addressing the needs of clients with Limited English Proficiency (LEP).

Section 5.6 of Standards and Guidelines Manual.

A written formal plan for Community Education Activities based on regional needs. Section
6.9.3 of the Standards and Guidelines Manual

Identify all services to be provided to clients under Title X. Identify clinic locations, hours of
operation, (particularly evening and weekend hours) supply pick up times and/or justification
if these hours are not available. Identify the projected caseload of men, women and teens to
be served by your facility.

Budget

A.

C.

D.

Provide a budget that includes estimates [59.4(c)(2)] and which is consistent with the terms
of Section 1006 of the Act as implemented by regulation [59.7(b)] of income and costs, and

justification for amount of funding requested.

Describe staffing in all clinic locations, including qualification of all staff members.
Provide the most recent organization chart for the agency.

The plan must address all points contained in Section 59.7(a) of the regulations

Family Planning/Breast and Cervical Cancer Control Program Joint Program
Requirements

A.

The FP/BCCCP Demonstration Project is a joint program designed to provide diagnostic
services to Title X (Family Planning) clients who have Pap tests indicating possible cervical
cancer. Extensive data is required by the Center for Disease Control and Prevention (CDC)
for each woman served by federal funds. Dates of service and results of testing are required
prior to authorizing reimbursement to providers. Therefore, data about the abnormal Pap
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smear will have to be transmitted from the Family Planning program to the designated
BCCCP agency prior to arranging diagnostic services.

B. Women eligible for this program will be Title X clients, under age 40, be uninsured or under-
insured, and with incomes under 250% of poverty. A Family Planning client meeting these
eligibility criteria will sign a release form to allow her data to be provided to the BCCCP.
Forms will be provided to the Family Planning agencies for recording data required for
referral to a BCCCP agency. All data required for enrollment in the BCCCP will be
collected by the BCCCP agency.

C. Once the BCCCP agency accepts the Family Planning client in this project, she becomes the
sole responsibility of the BCCCP agency, and the BCCCP agency must made every effort to
ensure the woman receives proper service.

D. Dates and results of all diagnostic procedures must be recorded in the Michigan Breast and
Cervical Cancer Information System (MBCIS) by the BCCCP agency before reimbursement
can be approved.

E. The data must indicate the outcome of testing with a final diagnosis of cancer/not cancer and,
if cancer, the stage and date of treatment initiation. It is expected that there will be extensive
communication between the referring Title X agency and the BCCCP agency managing the
diagnostic process, so that the women will proceed seamlessly through the medical
system(s).

F. The BCCCP agency must provide results of diagnostic evaluation to the referring Family
Planning agency upon request, and upon completion of the diagnostic process.

G. If cancer is diagnosed the woman will have access to the BCCCP treatment network, and the
BCCCP agency must make every effort to ensure that the woman receives proper treatment.

Detailed project requirements can be found in Section 3.4(A)(1-20) Project Requirements. If

there are any questions related to the requirements or submission instructions, the program
consultant for your agency should be contacted.
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Financial Management
Audit Requirements

Financial Management Audit Requirements
Following are the Audits that are required of all Family Planning Title X Delegate Agencies.

This section only applies to Contractors designated as subrecipients (OPA—. MDCH—Health
Department & Non-Health Department Delegate Agencies) Contractors designated as vendors
are exempt from the provisions of this section.

A. Single Audit

Provide, consistent with regulations set forth in the Single Audit Act Amendments of 1996, P.L.
104-156, and Section .320 of Office of Management and Budget (OMB) Circular A-133, “Audits
of States, Local Governments, and Non-Profit Organizations,” (as revised) a copy of the
Contractor’s annual Single Audit reporting package, including the Corrective Action Plan, to the
Department.

The federal OMB Circular A-133 requires either a Single Audit or program-specific audit (when
a contractor is administering only one federal program) of agencies that expend $500,000 or
more in federal awards during the Contractor’s fiscal year.

Contractors who have a Single Audit conducted as a result of $500,000 or more in expenditures
of Federal awards must submit the Single Audit reporting package, management letter, if issued,
and Corrective Action Plan to the Department even if Federal funding received from the
Department results in less than $500,000 in expenditures.

The Contractor must also assure that the Schedule of Expenditures of Federal Awards includes
expenditures for all federally funded grants.

B. Financial Statement Audit

Contractors exempt from the Single Audit requirements that receive $500,000 or more in total
funding from the Department in State and Federal grant funding must submit a copy of the
Financial Statement Audit prepared in accordance with generally accepted auditing standards
(GAAS), and management letter, if one is issued. Contractors exempt from the Single Audit
requirements that receive less than $500,000 of total Department grant funding must submit a
copy of the Financial Statement Audit prepared in accordance with GAAS if the audit includes
disclosures that may negatively impact MDCH-funded programs, including, but not limited to
fraud, going concern uncertainties, financial statement misstatements, and violations of contract
and grant provisions.
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C. Other Audits

The Department or federal agencies may also conduct or arrange for “agreed upon procedures”
or additional audits to meet their needs.

D. Notification

When a Contractor is exempt from both the Single Audit requirements and the Financial
Statement Audit requirements because funding is below the thresholds described above and there
are no disclosures that may negatively impact MDCH-funded programs, the Contractor must
submit an Audit Status Notification Letter that certifies these exemptions. The Audit Status
Notification Letter must be signed by the Contractor’s Financial Director or their designee.
Attachment E contains the required Audit Status Notification Letter. Contractors should not
send the completed letter to the Department with their signed agreement, but should submit as
directed in item 7.

E. Due Date

The Single Audit reporting package, management letter, if one is issued, and Corrective Action
Plan; Financial Statement Audit and management letter, if one is issued; or Audit Status
Notification Letter shall be submitted to the Department within nine months after the end of the
Contractor’s fiscal year.

F. Penalty

Delinquent Single Audit or Financial Statement Audit

If the Contractor does not submit the required Single Audit reporting package, management
letter, and Corrective Action Plan; or the Financial Statement Audit and management letter
within nine months after the end of the Contractor’s fiscal year, the Department may withhold
from the current funding an amount equal to five percent of the audit year’s grant funding (not to
exceed $100,000) until the required filing is received by the Department. The Department may
retain the amount withheld if the contractor is more than 120 days delinquent in meeting the
filing requirements.

Delinquent Audit Status Notification Letter

Failure to submit the Audit Status Notification Letter, when required, may result in withholding
from the current funding an amount equal to one percent of the audit year’s grant funding until
the Audit Status Notification Letter is received.

G. Where to Send

A copy of the Single Audit reporting package, management letter, if one is issued, and

Corrective Action Plan; Financial Statement Audit and management letter, if one is issued; or the
Audit Status Notification Letter must be forwarded to:
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Michigan Department of Community Health Office of Audit
Quality Assurance and Review Section

Capital Commons Center

P.O. Box 30479

Lansing, Michigan 48909-7979

400 S. Pine Street

Lansing, Michigan 48933

As an alternative to paper filing, the audit report and related documentation may be submitted to
the above address on a CD-ROM in a Portable Document Format (PDF) compatible with Adobe
Acrobat (read only). The audit report and related documentation should be assembled as one
document in the following order:

Financial Statement Audit Report/Single Audit Report, Corrective Action Plan or other
information as applicable to MDCH grants, and Management Letter (Comments and

Recommendations).

Another alternative is to send notification to the above address that the required audit materials
may be accessed, in Adobe PDF, from the Contractor’s website.

H. Management Decision

The Department shall issue a management decision on findings and questioned costs contained
in the Contractor’s Single Audit within six months after the receipt of a complete and final audit
report. The management decision shall include whether or not the audit finding is sustained; the
reasons for the decision; and the expected Contractor action to repay disallowed costs, make
financial adjustments, or take other action. Prior to issuing the management decision, the
Department may request additional information or documentation from the Contractor, including
a request for auditor verification of documentation, as a way of mitigating disallowed costs.

In addition to the above audits, an extensive review financial component of the delegate agencies
is done every three years with the routine comprehensive site review. If any concerns are noted
at that time, a corrective action plan is expected, along a revisit or other following to the degree
necessary.
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lll. Program Standards and Guidelines
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1.0 Introduction to the Program Guidelines

Reference is made throughout the document to specific sections of the Title X law and
implementing regulations. (Reference to specific sections of the regulations will appear in
brackets, e.g. [45 CFR Part 74, Subpart C].). Selected other materials that provide additional
guidance in specific areas are classified as Resource Documents.

The format used in this document correlates with the Program Guidelines For Project Grants
For Family Planning Services, (2001), U.S. Department of Health and Human Services.

1.1  DEFINITIONS

Throughout this document, the words required or must indicate mandatory program
requirements. The symbol “*” will be used next to required services both in the Program
Standards and Guidelines and Evaluation Criteria sections. All items without the symbol
indicate services which are recommended, but not required. Standards refer to minimally
required services.

The word should indicate recommended program guidelines and policies. These guidelines and
policies reflect current acceptable medical or professional practices and are highly recommended
by the Michigan Department of Community Health in order to fulfill the intent of Title X. The
words “can” and “may” indicate suggestions for consideration by individual projects.

The "MDCH" is the entity that receives a Federal grant and assumes legal and financial
responsibility and accountability for the awarded funds and for the performance of the activities
approved for funding.

The "project" consists of those statewide activities described in the Michigan Department of
Community Health (MDCH) grant application submitted to the Office of Population Affairs
(OPA), Family Planning Program and supported under the approved budget. For more
information about the OPA family planning program, go to http://opa.osophs.dhhs.gov/titlex/ofp-
service-MDCH-listing.html.

“Delegate/contract agencies” are those entities that provide family planning services with
Federal Title X funds under a negotiated, written agreement with MDCH. “Service sites” are
those locations where services actually are provided by the MDCH or delegate/contract agency.

References made throughout the document to Title X law and Federal policy can be explored in
their entirety in the Title X Regulations section of this manual. Michigan Department of
Community Health (MDCH) official family planning policy will also be included in this manual,
as indicated.
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2.0 The Law, Reqgulations and Guidelines

The philosophy of the MDCH Family Planning Program is consistent with that of Title X.
Family planning is a preventive health measure which positively impacts on the health and well-
being of women, children and families. Effective family planning programs are essential health
care delivery interventions that correlate with decreased high risk pregnancy and decreased
maternal and infant morbidity and mortality. Services provided through family planning clinics
allow women and men to make well-informed reproductive health choices. MDCH funded
family planning clinics are specifically created to address the unmet family planning needs of
women and men below poverty, and those slightly above poverty, but still considered low
income, and to provide access to those with special needs (such as teens). No one is denied
services because of inability to pay.

A. To enable persons voluntary access to family planning services, Congress enacted the Family
Planning Services and Population Research Act of 1970 (Public Law 91-571), which added
Title X, "Population Research and Voluntary Family Planning Program," to the Public Health
Services Act. Section 1001 of the Act (as amended by Public Laws 94-63 and 95-613), "The
Secretary is authorized to make grants to and enter into contracts with public and nonprofit
private entities to assist in the establishment and operation of voluntary family planning
projects which shall offer a broad range of acceptable and effective family planning methods
and services (including natural family planning methods, infertility services and services to
adolescents)." The mission of Title X is to provide individuals the information and means to
exercise personal choice in determining the number and spacing of their children.

The regulations governing Title X (42 CFR, Part 59, Subpart A), published in the Federal
Register on June 3, 1980, amended on February 2, 1988, and on July 3, 2000 are the
requirements of the Secretary, Department of Health and Human Services, for the provision
of family planning services funded under Title X, and implement the statute as authorized
under Section 1001 of the Public Health Services Act.

B. The Michigan Department of Community Health, (MDCH) has the primary responsibility in
Michigan to receive and administer state and federal funds for family planning services.
Family planning is a mandated health service under the State of Michigan's Public Health
Code, Section 333.9131-9133. Guidelines for MDCH administration of the federal program
are based on requirements as cited in the document Program Guidelines for Project Grants
For Family Planning Services available at the following website:
http://opa.osophs.dhhs.gov/titlex/ofp.html. Additional guidelines may be required through
either the federal or state annual funding process, or as MDCH deems necessary.

C. The program guidelines found in this document interpret the law and regulations in the form
of standards and provide a general orientation to the federal and state perspective on family
planning. This manual is written to define minimum standards (requirements) and give
recommendations (guidelines) for quality care (professionally preferred or accepted practice).
This manual is designed to be used:

1. In the orientation of all new family planning staff members,
2. For annual quality assurance review procedures required of all delegate agencies.
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2.1 MDCH FAMILY PLANNING PROGRAM
ACCREDITATION/SITE REVIEWS

The Michigan Department of Community Health (MDCH) Family Planning Program staff
conduct site reviews to determine whether MDCH supported family planning delegate agencies
are managed effectively and comply with the Federal Title X regulations [42 CFR Part 59,
Subpart A]. All Title X Delegate Agency Family Planning Programs in Michigan are required to
have this comprehensive site visit by the MDCH every three years as part of the Family Planning
Grant monitoring process. The same Minimum Program Requirements developed from the
Federal Regulations are used to evaluate both Health Department and Non-Health Department
Title X agencies. There is a difference in the way the visits are coordinated for Health
Department Delegate agencies as compared to Non-Health Department delegate agencies. The
mandatory comprehensive site reviews are referred to as “Accreditation” visits for health
department Family Planning programs and “Site Reviews” for Non-health department Family
Planning programs.

Health department delegate agencies have their Title X Family Planning Programs reviewed as
part of the Michigan Local Public Health Accreditation Program. Family Planning is only one of
the categorical programs that are reviewed in a health department as part of the accreditation
process.

The Michigan Local Public Health Accreditation Program seeks to assure and enhance the
quality of local public health in Michigan by identifying and promoting the implementation of
public health standards for local public health departments, and evaluating and accrediting local
health departments on their ability to meet these standards. Family Planning program
accreditation visits are coordinated, under contract through MDCH, by Michigan Public Health
Institute (MPHI).

Coordination, in this case, refers to scheduling, providing guidance to locate the tools, etc.
Health Department staff can expect to receive correspondence from MPHI regarding these
issues. Non-Health Departments are coordinated by the MDCH program staff. All
Site/Accreditation reviews are conducted by MDCH Family Planning program reviewers.
Site/Accreditation reviews are conducted using the same methodology, assessment tools and
federally mandated program requirements.

Both health departments and non-health departments should use the following website for more
information about the Accreditation Process, Minimum Program Requirements, Pre-Materials
Required, Guidance Documents and Self-Assessment tools:
http://www.accreditation.localhealth.net/.

Click here for detailed information about Site Reviews, Monitoring Visits and Technical
Assistance.
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3.0 The Application Process

3.1 ELIGIBILITY

Any public or nonprofit private entity located in Michigan is eligible to apply for a Title X
family planning services project grant through MDCH (Federal Register 59.2, 59.3). Grants will
be made to foster projects most responsive to local needs. Entities must furnish evidence of non-
profit status in accordance with instructions accompanying the project grant application.
Agencies must ensure that Title X services will not be integrated or co-mingled with other
programs.

Specific criteria have been established by Title X and MDCH to ensure that any delegate agency
funded by Title X is able to meet the program requirements set forth by law. Any agency
meeting these criteria may submit a competitive bid application to MDCH for consideration as a
delegate agency. These criteria are as follows:

A. A public or private non-profit entity located in the State of Michigan is eligible to apply for a
Title X service grant as a delegate agency.

B. Delegate agency status will be approved only to those entities that provide comprehensive
family planning methods (see Section 8.0 of the Standards and Guidelines for details).

C. Grants cannot be made to entities that propose to offer only a single method or an unduly
limited number of family planning methods. An organization offering a single or limited
number of family planning methods may receive Title X assistance by participating as a
special service provider if a formal agreement is in place with a project or facility offering a
broad range of family planning services.

D. The organization has a governing board that is representative of the community or a program
specific family planning advisory council.

MDCH has the right to delete agency status for the following reasons:

A. A local health department currently served by a non-profit agency emerges as having greater
capacity to deliver expanded services and desires to become the county jurisdictional entity
for family planning. Local health departments have the primary responsibility to meet the

health needs of vulnerable populations (Public Health Code, 2000: Section 333.2473).

B. Delegate status is a time limited special project. In this case deletion will occur at end of
specified project time but the agency may apply for consideration for continuing funding.

C. Chronic non-compliance (as determined by the State of Michigan) on any of the following:
1. Family Planning Annual Report (FPAR)

2. Financial Audit
3. Adherence to contract requirements

73



4. Program Review criteria and/or failure to establish an approved annual health care plan
and follow-up on cited deficiencies.

Delegate agency status will not be removed without formal written notification by MDCH.
Delegate agencies will be given enough advance notice to allow them the opportunity to respond
to a change in status prior to termination of funding. The only exception will be funding of a
time limited special project. In this case, MDCH will automatically delete this project at the end
of the special funding period; MDCH retains the option of granting or rejecting requests by the
project for additional or continuation funding.

3.2  NEEDS ASSESSMENT

An assessment of the need for family planning services in the service area must be conducted
prior to applying for a competitive grant award and supplied in the annual application thereafter.
The information will be used to ensure that services are being delivered in areas under-served by
other medical and/or social welfare facilities. At a minimum, the needs assessment must include
the following:

*A.Description of the geographic area including a discussion of potential geographic,
topographic, and other related barriers to service;

*B.Demographic description of the service delivery area including objective data pertaining to
individuals in need of family planning services (Examples include but are not limited to
maternal and infant mortality/morbidity rates, estimates of women/teenagers in need of
services, teen birth rates and teen pregnancy rates, rates of unintended pregnancy by age
groups, and indicators of the poverty status of the populations to be served). Also discuss
cultural and linguistic barriers to services;

*C.Description of existing services and the need for additional family planning services to meet
community/cultural needs;

*D.Rates and/or prevalence of STIs and HIV (including perinatal infection rates) in the service
delivery area;

*E. Identification and description of linkages with other resources related to reproductive health;
and

*F. Identification and discussion of high priority populations and target areas and an estimate of
the number of clients to be served, with special emphasis on low-income women and men.

Any delegate agency considering expanding their service area or the services provided by their

agency must also submit a needs assessment justifying this expansion. This must be approved by
MDCH prior to implementation if additional funding will be required.
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3.3 THE APPLICATION

The Michigan Department of Community Health receives funds from the Department of Health
and Human Services' Office of Population Affairs to administer the Title X Family Planning
Program in Michigan. Every three years, interested applicants in Michigan must submit a
competitive bid application as set forth by MDCH. Applicants must follow the format and
content as detailed in the competitive bid guidance. The application and technical assistance are
available from the MDCH. The grant will cover a three year period.

Annually, agencies awarded Title X funding in the competitive bid process must submit an
application for continuing delegate status which includes an annual health care plan. The plans
must be submitted to MDCH and follow the guidance provided by MDCH (See Section 6.2 of
the Standards and Guidelines for details). Technical assistance is available. The annual health
care plan must include:

*A.A detailed needs assessment as described in Section 3.2 of the Standards and Guidelines.

*B. A narrative description of the program and the manner in which the applicant intends to
conduct it in order to meet all applicable federal and state requirements.

*C. An annual plan including project objectives that are specific, measurable, attainable, realistic
and time specific and will carry out the requirements of Title X. A report on the previous

years goals and objectives must be included if applicable.

*D.An estimate of the number of clients to be served, including detailed information on the
anticipated number of teens, men, and low-income women.

*E. A budget that includes an estimate of project income and costs, with justification for the
amount of grant funds requested.

*F. A description of standards used and qualifications of all project personnel.
*G.A current organizational chart.

*H.A description of all services to be provided to clients under Title X. List clinic locations and
clinic hours, including supply pick-up times.

*I. A description of the function of the Family Planning Advisory Council and/or Information
and Education Committee, including a meeting schedule, list of members and other

requirements as detailed in Section 6.9 of the Standards and Guidelines.

*J. A written plan for Community Education Activities based on regional needs and
incorporating Section 6.9.3 of the Standards and Guidelines.

*K. A written plan for Community Promotion Activities that target priority populations and
incorporating Section 6.9.2 of the Standards and Guidelines.
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*L. A written plan for addressing the needs of clients with Limited English Proficiency (LEP)
and incorporating Section 5.6 of the Standards and Guidelines.

*M. Written assurance (signed by the governing board or director) and documentation of the
policy that abortions are not provided as a method of family planning in the program.

*N. Other pertinent information as required by MDCH and detailed in the annual health care
plan guidance. (Federal Register 59.4(c)(4)).

The application must address the following points, which are part of the criteria MDCH will use
to decide which family planning projects to fund and in what amount:

*A.The number of patients, and in particular, the number of low-income patients to be served
*B.The extent to which family planning services are needed locally

*C.The relative need of the applicant

*D.The capacity of the applicant to make rapid and effective use of the funds

*E. The adequacy of the applicant’s facilities and staff

*F. 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

*@G.The degree to which the project plan adequately provides for the Title X requirements.

The application must not include activities that cannot be funded under Title X, such as abortion,
fundraising, or lobbying activities.

3.4 PROJECT REQUIREMENTS

All delegate agencies providing family planning services must assure the following requirements.

*A.Provision of a broad range of effective medically approved family planning methods and
services including natural family planning methods, infertility services and services for
adolescents. (Sections 8.4 and 8.7)

*B.Services will be provided to clients: (Section 5.1)
*1. On a voluntary basis
*2. Without coercion to accept services or any particular method of family planning
*3. Without making acceptance of services a prerequisite to eligibility for any other service
or assistance in other programs
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*C.Provide services in a manner that will protect each individual's dignity and will respect the
diverse cultural and social practices of the service area population. (Section 5.0)

*D.Provide services impartially to all without regard to religion, race, color, national origin,
handicapping condition, age, sex, number of pregnancies or marital status in accordance with
Title VI of the Civil rights Act of 1996. (Section 5.0) In addition, all delegate agencies must
have a policy that assures meaningful access to family planning services for persons with
limited English proficiency. This means that language assistance must be provided that
results in accurate and effective communication at no cost to the client. (Section 5.6)

*E. Not provide abortions as a method of family planning. A project must offer pregnant women
the opportunity to be provided information and counseling on prenatal care and delivery;
infant care, foster care, or adoption; and pregnancy termination. Information on any of these
options must be factual, neutral and nondirective. (Section 8.6)

*F. Persons from low-income families are given priority in the provision of services. Agencies
must strive to increase use of services by historically under-served segments of the
population (people of color, non-English speaking persons, persons abusing substances,
homeless persons, etc.).

*G.Low-income individuals (below 100% of poverty) are not charged except where third party
payment is authorized. (Section 6.3)

*H.Clients must not be denied services or be subjected to any variation in quality of service
because of inability to pay. Charges will be made to persons other than low-income
individuals (at or below 100% poverty) based on the following: (Section 6.3)

*1. Current Federal Department of Health and Human Services (DHHS) Poverty Guidelines
*2. Sliding fee scale schedule provided by MDCH.
*3. Annual cost analysis of all services provided.

*I. Individuals from families with an annual income over 250% poverty will be charged to
recover the reasonable cost of providing services

*J. Reasonable effort is made to recover third party payment from all sources. (Section 6.3)

*K. Establish a Family Planning Advisory Council to provide community participation and to
review, on a regular basis, program and policy issues and establish an Information and
Education Committee to review educational materials to assure that they are suitable for the
population or community to which they are to be made available (Refer to Section 4.0, A3
and Section 6.8 of the Standards and Guidelines for specific requirements)

*L. Provide for medical services related to family planning including:
*1. Physician's consultation
*2. Examination
*3. Prescription
*4., Continuing supervision of clients
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*5. Laboratory examination

*6. Contraceptive supplies

*7. Referral to other medical facilities when medically indicated
*8. Effective usage of contraceptive devices and practices

*M. Provide for social services related to family planning including:
*1. Counseling
*2. Referral to and from other social and medical services agencies
*3. Referral to any ancillary services which may be necessary to facilitate clinic attendance

*N. Provide informational and educational programs designed to: (Sections 6.9.2 and 6.9.3)
*1. Achieve community understanding of program objectives
*2. Inform community of availability of services
*3. Promote continued participation in the project by persons to whom family planning
services may be beneficial

*0. Orientation and in-service training are provided for all project personnel. (Section 6.6)
*P. Services are provided without residency requirement or physician referral.

*Q. Medical services are provided under the direction of a physician with special training or
experience in family planning. (Section 6.5)

*R. All services purchased for the project participants are authorized by the project director or
director's designee.

*S. Provide for coordination and use of referral arrangements with other appropriate providers
supported by other federal programs. (Section 7.4)

*T. Agreements on methods and rates of payments for medical care by contracted or referral
providers are in place and are reasonable and necessary.

*U. Provide an opportunity for a broadly based representation from the service population and
those in the community knowledgeable about family planning needs, to participate in the
development, implementation and evaluation of the project. (Section 6.9)

*V. Other requirements which apply to grants made under Title X as detailed in the MDCH
Standards and Guidelines.

3.5 NOTICE OF GRANT AWARD

The notice of grant award will inform the MDCH how long MDCH intends to support the project
without requiring it to recompete for funds. This period of funding is called the "project period."
The project will be funded in increments called "budget periods." The budget period is normally
twelve months, although shorter or longer budget periods may be established for compelling
administrative or programmatic reasons.
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4.0 Grant Administration

All delegate agencies must comply with MDCH and federal grants administration requirements
(Public Health Service Grants Policy Statement), including the following:

*A.All Family Planning Directors must be familiar with the MDCH Family Planning Standards
and Review Manual and the Title X law and regulations.

*B. All delegate agencies receiving Title X funds must provide services of high quality which
meet minimum program standards.

*C.Delegate agencies must have a Family Planning Advisory Council which will review general
program/policy issues and make recommendations to the agency on organization,
management and operation of the Family Planning Program.

*1. The composition of these boards or advisory committees must be representative of the
population in the community served and include persons knowledgeable about family
planning.

*2. Number of members serving on each group must be a minimum of five and should be no

more than nine. Permission to waive this standard with good cause must be submitted to
MDCH.

*3. Each group must meet at least twice a year to:

*a. Review the delegate program plan, assess accomplishments and suggest future
program goals and objectives.

*b. Review the agency’s progress toward meeting the needs of the priority population in
the service area and for making the clinic service and policies more responsive to
their needs and preferences.

*4. Minutes must be kept of all meetings.

*D. Delegate agencies must have an Information and Education Committee which reviews all

new educational materials. The Family Planning Advisory Council may take on this role.
(See Section 6.8 of the Standards and Guidelines for details).
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5.0 Legal Issues

* A.Written protocols and operating procedures are required to meet the standards of the legal
issues described in 5.0 through 5.6.

*B.Services must be provided without regard to religion, race, color, national origin, creed,
handicap, sex, number of pregnancies, marital status, age, sexual orientation, and
contraceptive preference in a manner that protects the dignity of the individual.

5.1 VOLUNTARY PARTICIPATION

Use by any individual of delegate agency services must be solely on a voluntary basis.
Individuals must not be subjected to coercion to receive services or to use or not to use any
particular method of family planning. Acceptance of family planning services must not be a
prerequisite to eligibility for, or receipt of, any other service or assistance from or participation in
any other programs of the applicant [59.5(a)(2)].

Personnel must be informed that they may be subject to prosecution under Federal law if they
coerce or endeavor to coerce any person to undergo an abortion or sterilization procedure.

5.2 CONFIDENTIALITY

Every delegate agency must assure client confidentiality and provide safeguards for individuals
against the invasion of personal privacy, as required by the Privacy Act. No information obtained
by the project staff about individuals receiving services may be disclosed without the individual's
written consent, except as required by law or as necessary to provide services to the individual,
with appropriate safeguards for confidentiality. Information may otherwise be disclosed only in
summary, statistical, or other form that does not identify the individual [59.11]. Confidentiality
under Title X cannot be invoked to circumvent Michigan reporting requirements for Child Abuse
and Neglect.

*A.Every effort should be made to have all written and verbal exchanges between clients and
office/clerical staff kept private, so that other clients in the waiting room or other uninvolved
staff do not know who is visiting the clinic nor the reason for the visit. An example would be
keeping the sign-in sheet from being inappropriately read by other people.

5.3  CONFLICT OF INTEREST

Delegates must establish policies to prevent employees, consultants, or members of governing or
advisory bodies from using their positions for purposes of private gain for themselves or for
others.
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54 LIABILITY COVERAGE

* A.Liability insurance coverage must be assured for all segments of the program funded
under the Title X grant, including all personnel providing direct patient services.

B.Liability insurance coverage should be considered for members of the Governing Board
and Advisory/Education Committee.

5.5 HUMAN SUBJECTS CLEARANCE (RESEARCH)

Delegates considering clinical or sociological research using Title X clients as subjects must
adhere to the legal requirements governing human subjects research at 45 CFR Part 46, as
applicable. A copy of these regulations may be obtained from the Regional Office. Delegates
must advise the MDCH in writing of research projects involving Title X clients or resources in
any segment of the project.

* A.Delegates considering clinical or sociological research must adhere to legal requirements
governing human subjects research, specifically with regard to informed consent.
*1. MDCH must approve human subject research. The following criteria must be met:
*a. Informed consent of client
*b. Approval of research by a properly constituted committee of the MDCH institution
(MDCH).

*B. All delegate agency requests for research approval must be submitted to MDCH and in turn
MDCH must forward requests to the regional DHHS office and the Office of Population
Affairs for final approval.

5.6 LIMITED ENGLISH PROFICIENCY (LEP)

*A.All delegate agencies must ensure meaningful access to services for persons with limited
English proficiency.

*B. All delegate agencies must develop and implement a written plan regarding the process for
providing language assistance to LEP clients. Guidance can be found in Federal
Register/Vol. 67, No 22/Friday 1, 2002/Notices and Federal Register/Vol 68, No. 153/Friday,
August 8, 2003/Notices.

*C.The scope and complexity of the plan must consider:
*1. Size of the LEP population eligible to be served or likely to be encountered.
*2. Frequency of contact with the LEP population.

*D.All LEP plans must include:
*1. Statement of the agency’s commitment to provide meaningful access for LEP persons.
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*2 Statement that services will not be denied to a client because s/he is limited English
proficient.

*3. Statement that clients will not be asked or required to provide their own interpreter.
Because of the concerns for confidentiality and the sensitive nature of the information
that clients may disclose during services, the use of family and friends as interpreters is
strongly discouraged.

If the client chooses to use family or friends, first inform the client of the right to receive
free interpreter services and permit the use of family/friends only after the offer has been
declined and documented.

*4, At minimum, delegate agencies must include and address the following within their LEP
Plans:
*a..Identify LEP individuals who need language assistance.
*b. Language assistance measures
Oral interpretation
Written translation
*c. Training staff
*d. Providing notice to LEP persons
*e. Monitoring and updating the LEP plan.

5. MDCH will provide technical assistance for the development of the LEP plan.

*6. Each delegate agency must submit its LEP plan with their Annual Health Care Plan for
review my MDCH.

7. MDCH will review delegate agencies’ LEP practices and policies during site review.
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6.0 Project Management

6.1 STRUCTURE OF THE MDCH

Family planning services under Title X grant authority may be offered by MDCH directly and/or
by delegate/contract agencies operating under the umbrella of the MDCH. However MDCH is
responsible for the quality, cost, accessibility, acceptability, reporting, and performance of the
grant-funded activities provided by delegate/contract agencies. MDCH must therefore have a
negotiated, written agreement with each delegate/contract agency and establish written standards
and guidelines for all delegated project activities consistent with the appropriate section(s) of the
Program Guidelines for Project Grants for Family Planning Services, as well as other applicable
requirements such as Subpart C of 45 CFR Part 74, or Subpart C of 45 CFR Part 92.

If a delegate/contract agency wishes to subcontract any of its responsibilities or services, a
written negotiated agreement that is consistent with Title X requirements must be established and
Delegate/contract agencies should be invited to participate in the establishment of MDCH
standards and guidelines. It is the responsibility of the delegate to ensure that, given the
necessary information, every effort is directed to total compliance with regulations.

*A.MDCH must provide each delegate agency with an updated MDCH Family Planning
Program Standards and Review Manual. This manual will be routinely provided online
through the MDCH website. A hard copy will be provided upon request.

*B.MDCH must perform a program review on individual delegate agencies a minimum of every
three years.

C. MDCH is responsible for providing technical assistance and consultation as needed to ensure
that the delegate agencies are in compliance with all applicable state/federal regulations and
laws.

All requests for technical assistance should be forwarded to MDCH in writing.

6.2 PLANNING AND EVALUATION

All projects receiving Title X funds must provide services of high quality and be competently
and efficiently administered. To meet these requirements, each delegate agency must provide a
plan which identifies overall goals and specific measurable objectives for the project period. The
objectives may be directed to all clients or to specific groups of clients and must be consistent
with Title X objectives. The plan must include an evaluation component that addresses and
defines indicators by which the project intends to evaluate itself.

*A.Annual Health Care Plan must include:

*1. A needs assessment that includes (see section 3.2 for details):
*a. Geographic description of the service area.
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*b. Demographic description of the service area.
*c. Description of existing services and need.
*d. Need indicators.
*e. Description of linkage with other providers.
*2. A Progress Report on the previous year's objectives.
*3. Goals and objectives
*a. Identify overall goals and specific measurable objectives for the coming year,
including time-frames for completion and an evaluation component. Objectives must
include plans for community participation, program promotion, and community
education. Goals and objectives should be S.M.A.R.T. (Specific, Measurable,
Attainable, Realistic and Time Sensitive).
*4, Community Participation
a. Provide a list of members of your agency board of directors or the advisory/education
committee if different, and the agencies or population they represent.
b. Provide a written formal plan for Community Promotion Activities that targets
priority populations. (See Section 6.9.2 of the Standards and Guidelines for details)
c. Provide a written formal plan for Community Education Activities based on regional
needs. (See Section 6.9.3 of the Standards and Guidelines for details)
*5. Service Plan
*a. Identify all services to be provided to clients under Title X including services hours
and clinic locations (Title X Regulations 59.5).
b. Provide a written plan for addressing Limited English Proficiency (LEP). (See
Section 5.6 of the Standards and Guidelines for details)
*6. Projected Caseload
*a. Based on the number of unduplicated users in your most recent performance contract,
project the number of adolescents (age 15-18), the number of clients at or below
100% of poverty, above 100% but not more than 150% of poverty, above 150% but
not more than 185 % of poverty, above 186% of poverty but not more than 200% of
poverty, above 200% but not more than 250% of poverty level, and above 250% of
poverty level.

6.3 FINANCIAL MANAGEMENT

Delegates must maintain a financial management system that meets the standards specified in
Subpart C of 45 CFR Part 74or Subpart C of 45 CFR Part 92, as applicable, as well as any other
requirements imposed by the Notice of Grant Award, and which complies with Federal standards
to safeguard the use of funds. Documentation and records of all income and expenditures must
be maintained as required.

6.3.1 CHARGES, BILLING, AND COLLECTIONS

A delegate is responsible for the implementation of policies and procedures for charging, billing,
and collecting funds for the services provided by the project. The policies and procedures should
be approved by the governing authority or board of the MDCH.
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Clients must not be denied family planning services or be subjected to any variation in quality of
services because of the inability to pay. Billing and collection procedures must have the
following characteristics:

*A.Charges must be based on a cost analysis of all services provided by the project. At the time
of services, clients who are responsible for paying any fee for their services must be given
bills directly. In cases where a third party is responsible, bills must be submitted to that

party.

*B. A schedule of discounts must be developed and implemented with sufficient proportional
increments so that inability to pay is never a barrier to service. A schedule of discounts is
required for individuals with family incomes between 101% and 250% of the Federal poverty
level. Fees must be waived for individuals with family incomes above this amount who, as
determined by the service site project director, are unable, for good cause, to pay for family
planning services.

*C.Clients whose documented income is at or below 100% of the Federal poverty level must not
be charged, although projects must bill all third parties authorized or legally obligated to pay
for services.

*D.Individual eligibility for a discount must be documented in the client's record/file.

*E. Bills to third parties must show total charges without applying any discount.

*F. Where reimbursement is available from Title XIX or Title XX of the Social Security Act, a
written agreement with the Title XIX or the Title XX state agency at either the MDCH level
or delegate/contract agency level is required.

*G.Bills to clients must show total charges less any allowable discounts.

*H.Eligibility for discounts for minors who receive confidential services must be based on the
income of the minor.

*I. Reasonable efforts to collect charges without jeopardizing client confidentiality must be
made.

*J. A method for the "aging" of outstanding accounts must be established.

*K.Voluntary donations from clients are permissible. However, clients must not be pressured to
make donations, and donations must not be a prerequisite to the provision of services or
supplies. Donations from clients do not waive the billing/charging requirements set out

above.

*L. Client income should be re-evaluated at least annually.
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6.3.2 FAMILY PLANNING ANNUAL REPORT

The Family Planning Annul Report (FPAR) Table 14 must be compiled using current financial
data and must be accurate and complete. Table 14 must be submitted with the following
information included:

* A.Administrative costs and cost per medical encounter should be reasonable for the size and
complexity and type of project.

*B.Income from Title XIX (Medicaid) must be shown on FPAR Table é 14 as appropriate.

*C. Voluntary donations are not considered patient collections, but must be reported as other
revenue (14 of Table14, FPAR).

Effective financial management will assure the short and long term viability of the delegate,
including the efficient use of grant funds. Technical assistance in achieving this objective is
available from the MDCH. Title X delegates offering services that are not required by the
statute, regulations or these Guidelines should whenever possible seek other sources of funding
for such services before applying Title X funds to those activities.

6.3.3 FINANCIAL AUDIT

Audits of delegate/contract agencies must be conducted in accordance with the provisions of 45
CFR Part 74, Subpart C, and 45 CFR Part 92, Subpart C, as applicable. The audits must be
conducted by auditors meeting established criteria for qualifications and independence.

6.4 FACILITIES AND ACCESSIBILITY OF SERVICES

Facilities in which project services are provided should be geographically accessible to the
population served and should be available at times convenient to those seeking services,
i.e., they should have evening and/or weekend hours in addition to daytime hours.

The facilities should be adequate to provide the necessary services and should be designed to
ensure comfort and privacy for clients and to expedite the work of the staff. Facilities must meet
applicable standards established by the Federal, state and local governments (e.g., local fire,
building and licensing codes).

Projects must comply with [45 CFR Part 84], which prohibits discrimination on the basis of
handicap in Federally assisted programs and activities, and which requires, among other things,
that recipients of Federal funds operate their Federally assisted programs so that, when viewed in
their entirety, they are readily accessible to people with disabilities. A copy of Part 84 may be
obtained from the Regional office. Projects must also comply with any applicable provisions of
the Americans with Disabilities Act (Public Law 101-336).
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If sterilizations are performed on-site by the delegate, they must conform to facility standards as
established by the MDCH.

In an effort to assure accessible and acceptable client services, it is strongly encouraged that
each delegate agency offer late afternoon, evening, and/or weekend clinic hours.

Emergency situations may occur at any time. All projects must therefore have written plans and
procedures for the management of medical and non medical emergencies.

6.5 PERSONNEL

Delegates, or their organizing body, must establish and maintain written personnel policies that

comply with federal and state requirements and Title VI of the Civil Rights Act, Section 504 of
the Rehabilitation Act of 1973, and Title 1 of Americans with Disabilities Act (Public Law 101-
336).

A. These policies must cover all required (*) items and should cover all other items.
[59.5(b)(10)].
*1. Staff recruitment and selection methods.
*2. Methodology for performance evaluation.
*3. Staff promotion.
*4. Staff termination.
*5. Compensation and benefits.
*6. Grievance procedures.
*7. Staff orientation.
*8. Nondiscrimination in hiring employees.
*9. Patient confidentiality issues.
*10. Duties, responsibilities, and qualifications of each staff position.
11. A system for replacing key staff members in case of illness, vacation or unexpected
absence.
12. Use of volunteer employees.
13. Use of contractual consultants in providing service.
14. Project personnel should reflect racial and ethnic diversity of population being served
and be sensitive to the cultural needs of the client population.
*15. Licenses for those positions requiring licensure.

*B.Delegates must ensure that:

*1. Delegate projects are administered by a qualified project coordinator.

*2. The medical care component of the project operates under the supervision of a medical
director who is a licensed and qualified physician with training or experience in
family planning. If colposcopy and related services are provided the supervising
physician must be trained in colposcopy/cryotherapy as part of an OB/GYN residency or
provide to MDCH documentation of a minimum two-day training course or its
equivalent.
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*3. Clinicians other than physicians performing medical functions do so under protocols

*4.
*5.
*6.

*7.

*8.

9.

and/or standing orders approved by the medical director.

*a. Physical assessment, diagnosis, treatment, and provision of medication and devices
must be performed by a physician or licensed and/or certified mid-level (non-
physician) clinician. These mid-level clinicians (non-physicians) shall include nurse
practitioners, certified nurse midwives, and physician assistants.

*b. All mid-level practitioners must maintain current licensure and certification by the
standards defined by Public Act 368 of 1978 as amended, Part 4, R338.10406, as
defined by the Michigan Department of Licensing and Regulation, Board of Nursing,
in the General Rules, or by the Council of Allied Health Education (for the
Certification of Physician Assistants); and that other health professionals and para-
professionals may be utilized to perform non-medical responsibilities, or assist in
medical functions as approved by the medical director.

*c. Upon the completion of the training program and supervised preceptorship, a nurse
must take and pass the appropriate national certification exam for her specialty before
using the designation “certified.” A waiver may be granted per individual nurse, to
practice in the above capacity if it is necessary to take the national certification exam
more than once.

The following documents must be submitted to MDCH so appropriate assessment can
be made regarding waiver consideration:
*1. Listing of current job duties
*11. Training/experience of nurse
*1i1. Current curricula vitae of nurse and physician
*1v. Description of how physician supervises/evaluates
*v. Proof of liability insurance for physician and nurse
*vi. Request from program director and supervising physician
*vii. A specific training/continuing education plan for the next twelve months.
Personnel records are kept confidential.
Organizational chart and personnel policies are available to all personnel.
Job descriptions are available for all positions are reviewed annually, and are updated as
needed.
Annual evaluation of all project personnel is conducted.
*a. The written evaluation is discussed with the employee and is kept in the employee's
personnel files.
*b. Mid-level practitioners must be evaluated annually by a physician or another mid-
level practitioner.
All clinicians employed in the family planning program must agree to follow the
appropriate clinic procedures and/or standing orders and protocols.
Personnel policies should be reviewed and updated as needed.

*10. The agency is in compliance with OSHA regulations regarding transmission of blood

borne disease (e.g. HIV, Hepatitis B, etc.).
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6.6

TRAINING AND TECHNICAL ASSISTANCE

A. Delegates must provide for orientation and in-service training for all project personnel.

1.
2.

*3.

4.

5.

*6.

The agency should document attendance at training and continuing education programs.
All staff should be offered the opportunity to attend training programs, particularly
Region V training programs, MDCH training programs, and the annual family planning
update at least once per year.

All staff, including administrative and support staff, as well as direct service providers,
must be trained regarding prevention, transmission and infection control in the health care
setting of sexually transmitted infections including HIV (See Section 8.8).

Funding for training and continuing education should be included in each year’s
operating budget.

Registered nurses and mid-level practitioners should be offered appropriate educational
opportunities so as to comply with requirements of the licensure/certification process.
Staff must be trained in the unique social practices, customs and beliefs of the under-
served populations of their service area.

B. Delegates should annually conduct (1) an assessment of the training needs of their staff; and
(2) an evaluation of the scope and effectiveness of all educational programs offered.

1.
2.

3.

Educational opportunities should be developed to assist in meeting identified needs.
These training needs should be shared with the state training program or the training
advisory committee.

Evaluation of educational programs should be used to assist the delegate in planning
future in-service training programs and determining any changes needed in established
training programs.

C. Delegates should have one person assigned to develop in-house training capabilities.

D. Delegates should have appropriate clinical resource books available for staff such as:

1.
2.

3.

6.7

Family Planning Perspectives (AGI)

The most current annual edition of Contraceptive Technology and monthly editions of
Contraceptive Technology Update.

Drug Facts and Comparisons, or current PDR

REPORTING REQUIREMENTS

Delegate agencies must comply with the Office of Population Affairs (OPA) Family Planning
Annual Report (FPAR). In addition, the delegate agency must file an annual health care plan and
report of expenditures, and must report user, encounter, revenue, and contraceptive method data
on the FPAR at intervals specified by MDCH.

*A. All delegate agencies must comply with MDCH minimum reporting requirements policy.

*1.

Any problem identified in the FPAR report will be followed up by the MDCH agency
consultant immediately by telephone consultation, and, if needed, through a subsequent
comprehensive on-site consultation.
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*2. Male users are reported on the FPAR only if the primary purpose of their visit is the
provision of family planning services.

*C. Sterilization reporting requirements must be met.

*1. All projects must be in compliance with Title X regulations on minimum age, waiting
period between signing of consent and surgical procedure and informed consent.
Documentation that these requirements have been met should be found in the client’s
chart and/or the sterilization log (See Attachment C of the federal Program Guidelines,
Jan. 2001 and Section 8.4 of this manual for specific standards and evaluation criteria
relating to sterilizations).

*D.All MDCH family planning annual plan and budget reporting requirements must be met.

6.7.1 INDICATORS FOR FUNDING

*A.The family planning funding formula, which is used to allocate funds from MDCH to the
delegate agencies, will be annually reviewed by the Family Planning Advisory Council, with
final approval by the Michigan Department of Community Health.

6.8 REVIEW AND APPROVAL OF INFORMATIONAL AND
EDUCATIONAL MATERIALS

An advisory committee of five to nine members (the size of the committee can differ from these
limits with written documentation and approval from MDCH) who are broadly representative of
the community must review and approve all informational and educational (I & E) materials
developed or made available under the project prior to their distribution to assure that the
materials are suitable for the population and community for which they are intended and to
assure their consistency with the purposes of Title X. Oversight responsibility for the I & E
committee(s) rests with the MDCH. The MDCH may delegate the I & E operations for the
review and approval of materials to delegate/contract agencies.

The I & E committee(s) must:

A. Consider the educational and cultural backgrounds of the individuals to whom the materials
are addressed;

B. Consider the standards of the population or community to be served with respect to such

materials;

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

Determine whether the material is suitable for the population or community to which it is to

be made available; and

E. Establish a written record of its determinations [59.6].

SRS
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The committee(s) may delegate responsibility for the review of the factual, technical, and clinical
accuracy to appropriate project staff. However, final approval of the I & E material rests with
the committee(s).

6.9 COMMUNITY PARTICIPATION, EDUCATION, AND PROJECT
PROMOTION

* A.Boards and advisory committees for family planning services should be broadly
representative of the population served. Title X MDCH and delegate/contract agencies must
provide an opportunity for participation in the development, implementation, and evaluation
of the project. This may be accomplished by:

1. Use of client satisfaction surveys.

2. Inclusion of teens and low-income women on the Advisory Council.

3. Asking for client input on educational and informational materials.

4. Use of client surveys designed to elicit what services may be seen as needed by clients
but not available.

5. Including, persons knowledgeable about the community’s need for family planning
services. [59.5(b)(10)].

B. The governing board or program specific family planning advisory committee (or the
Information and Education Committee) may be used to fulfill the community participation
requirement provided this group is representative of the community served. In either case,
the delegate’s plan must include a plan for community participation.

*1. The committee fulfilling the community participation function must meet two times a
year or more often as appropriate.

C. Each delegate agency should develop guidelines or by-laws for community participation
activities.

*D.The delegate agency’s Annual Health Care Plan must include a plan for community
participation for its project.

6.9.1 COMMUNITY EDUCATION

Each family planning project must provide for community education programs [59.5(b)(3)].
This should be based on an assessment of the needs of the community and should contain an
implementation and evaluation strategy.

Community education should serve to enhance community understanding of the objectives of the
project, make known the availability of services to potential clients, and encourage continued
participation by persons to whom family planning may be beneficial. A written plan inclusive of
goals, objectives, measurement criteria and based on an assessment of the needs of the service
delivery area must be submitted with the agency’s Annual Health Care Plan
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* A.Community education objectives must be delineated in the agency's annual plan. These
objectives should address one or more of the following examples:

1.

2.

An emphasis on developing and maintaining a positive community climate for program
activities;

Coordination with other community agencies to avoid duplication of services and to
eliminate gaps in service;

Outreach to clients of agencies or institutions which are likely to serve individuals in need
of family planning care;

Orientation for professional staff of agencies or institutions likely to counsel or refer
clients for family planning services.

B. A variety of strategies should be used for community education based on the objectives of
the program and the intended audience. These may include:

1.
2.

Distribution of educational materials;

Educational sessions to:

a. Schools

b. Community groups

c. Professionals;

Assisting community schools and groups in the development of family life and human
sexuality curricula;

System for handling telephone requests for information;

Family planning library.

C. Community education activities should be directed toward a minimum of two target groups:

Wbk W=

Teens,

Parents,

Teachers, school counselors, school nurses, school principals and school board members;
Clergy;

Medical professionals and workers in health settings;

Members of minority populations;

Members of the media;

Community leaders in business and/or government;

Workers in youth service agencies, community service offices, drug rehabilitation
centers, crisis centers and mental health centers.

D. Funding for community education should be identified in the operating budget.

1.

The agency should have a system in place to evaluate the quality and effectiveness of the
community education program.
a. Evaluation should take place twice a year and assess the quality and effectiveness of
community education programs.
b. Documentation of all community education activities should occur and should contain
the following information.
1. Number of educational sessions held
ii. Type of audience addressed
iil. Attendance at each activity, if applicable
iv. Number of pamphlets, brochures, etc. distributed.
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v. Number of news releases issued, public service announcements (PSAs) and
advertisements developed
vi. Audience evaluations

2. The community education program should provide information on the following:
1. Need for family planning services in the community
ii. Services provided by the agency
iii. Human sexuality and family life education
iv. Parent-child communication
v. Parental involvement
vi. Sexually transmitted infections
vii. Health promotion
viii. Availability of other related community services
ix. Teen issues
*3. AIDS education/information must be included in community education presentations.

6.9.2 PROJECT PROMOTION

*A. To facilitate community acceptance of and access to the delegate's family planning services,
delegates must establish and implement planned activities whereby their services are made
known to the community. In planning for program promotion, projects should review a range
of strategies and assess the availability of existing resources and materials. [59.5(b)(3)].

*1. Delegates must have a formal, written plan for program promotion. This plan must be
submitted with the annual needs assessment and health care plan.
*2. Low income women and teens must be included in the target groups the agency has
identified for program promotion activities.
3. Promotional activities should be reviewed annually and updated in response to the
changing needs of the community.

B. A variety of approaches should be used for promotional activities based on the goals of the
program and the intended audience. Suggested approaches include:
1. Distribution of posters and brochures.
2. Distribution of a newsletter to:
a. Clients
b. Board and committee members
c. Community leaders
d. Elected officials
e. Local school board
3. Providing information to the public through mass media:
Television
Radio
Newspaper and/or magazines
Open houses
Distribution of family planning fact sheets
Speakers bureau

mo a0 o
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4. Providing information to professionals working with the agency's target population in
order to help them better counsel and/or refer potential family planning clients.
a. Health and social services agencies
b. Local physicians
c. Youth service groups
5. Assisting community schools and groups in developing curricula in family life and
human sexuality which includes, but is not exclusive to, the importance of preventing
pregnancy and disease through abstinence.
a. The delegate should assign a family planning staff member to serve on these groups.
6. Maintaining a teen advisory or peer counseling group.
a. Part of the function of this group should be to deliver family planning information to
their peers.

6.10 PUBLICATIONS AND COPYRIGHT

Unless otherwise stipulated, publications resulting from activities conducted under the grant need
not be submitted to Department of Health and Human Services (DHHS) for prior approval. The
word "publication" is defined to include computer software. MDCH should ensure that
publications developed under Title X do not contain information which is contrary to program
requirements or to accepted clinical practice. Federal grant support must be acknowledged in
any publication.

Except as otherwise provided in the conditions of the grant award, the author is free to arrange
for copyright without DHHS approval of publications, films, or similar materials developed from
work supported by DHHS. Restrictions on motion picture film production are outlined in the
Public Health Service Grants Policy Statement.

Any publications of the delegate agency must be approved by the delegate’s Information and
Education Advisory Committee prior to disbursement.

Any such copyrighted materials shall be subject to a royalty-free, non-exclusive, and irrevocable

right of the Government to reproduce, publish, or otherwise use such materials for Federal
purposes and to authorize others to do so [45 CFR 74.36][45 CFR 92.34 ].

6.11 INVENTIONS OR DISCOVERIES

*A Delegates must comply with government-wide regulations 37 CFR Part 401, regarding any
inventions or discoveries made by any activities that are federally funded.

*B Delegates must assure that no contracts, assignment or other arrangements inconsistent with

the grant obligation are entered into or continued and that all personnel involved in the grant
activity are aware of and comply with such obligations.
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Part |1

7.0 Client Services

All family planning delegate agencies funded under Title X must provide clinical, informational,
educational, social and referral services relating to family planning to clients who want such
services. All delegate agencies must offer a broad range of acceptable and effective medically
approved family planning methods and services either on-site or by referral [59.5(a)(1)].
Delegate agencies should make available to clients all methods of contraception approved by the
Federal Food and Drug Administration.

Part IT of this document has been developed to assist delegate agencies in determining those
services which will be provided to fulfill the mission of Title X.

e *Delegate agencies must provide services stipulated in the law or regulations, or
which are required by these Guidelines for the provision of high quality family
planning services.

e Delegate agencies may also provide those services that are intended to promote the
reproductive and general health care of the family planning client population.

A. The program manager should have appropriate skills to provide both management direction
and direct patient services to the family planning program.
1. The program manager's time should be reasonably allocated between management and
direct patient care.
2. The program manager should participate in the development and evaluation of the
following:
Annual service plan
Annual program plan and budget
The quality assurance Plan
The client data or tracking system
Program development, implementation, and evaluation
In-service training of clinical staff
g. Clinical procedure and protocol manual(s)
3. The program manager should serve as a liaison between the family planning program and
the medical community.
4. The program manager should assume responsibility for hiring, evaluating, and
terminating, if necessary, all clinical staff within the family planning program.

mo a0 o

*B.The clinic staff must use approved protocols for the provision of all family planning services.
*1. Protocol manual must be present at each clinic site.
*2. MDCH Title X Family Planning Standards and Guidelines Manual must be present at
each clinic site.

C. Clinic operations plan should be in place.
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*1. Emergency arrangements must be available for after hours and weekend care and must be
either posted, given to, and/or explained to clients.

2. The traffic flow pattern in the clinic should be organized to promote privacy and
confidentiality.

3. Clinic hours should be convenient for the target population.
4. Procedure to be followed in case of fire, disaster, or other emergency should be posted.
5. The staffing level of providers should be appropriate for the size and complexity of the
project.
*a. Mid-level practitioners must be licensed and certified to practice as such in the state
of Michigan.

*b. A special waiver request may be considered by MDCH if above is not in place.

D. The clinic flow should be efficient and promote delivery of high quality services.
1. The agency should have a written procedure for scheduling client appointments.
a. Individual client appointments should be used for increased clinic efficiency.
b. Clients should be able to be scheduled for appointments within two weeks of calling
the clinic.
Teens should be able to be scheduled within 2-4 days of calling the clinic.
Initial exam clients should receive all services in less than two hours.
Annual exam clients should receive services in less than 1 1/2 hours.
Birth control refill clients should receive all services in less than 1/2 hour.
Clients with positive pregnancy tests should receive all services in less than 1 1/2
hours.
The agency should schedule supply pick-ups at various times of the day and week to
provide convenience to the client and promote efficient use of staff time.
i.  Clients should be able to make appointments for specific times for the following visit
types: new, initial medical, annual medical, and medical problem.
j. Clients should be scheduled for all needed services in one visit.
k. Separate rap sessions for teens are discouraged.
2. The agency should have written procedures for handling service delivery to walk-ins,
urgent problems and emergencies.
3. The no-show and walk-in rates should not exceed 25-30% of total appointments.
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E. All clients should be informed of their rights and responsibilities as related to the delivery of
family planning services. Suggested approaches include:
1. Use of a consent form delineating these rights and responsibilities.
2. A poster on the wall.
3. An informational brochure.
4. Verbal explanation followed by a signed statement indicating the client has received the
information.

*F. Delegate agencies must provide services stipulated in the law or regulations or which are
required by these guidelines for the provision of high quality family planning services.

*G.The clinic must have adequate space and lighting, and should be clean and attractive. The
facility must provide for the confidentiality and privacy of the client.
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*H.Confidentiality of information is assured by:

1.

ol o

7.1

Inclusion of consent forms

Verbalized to clients

Posted in clinic

Stated in policy and procedure manual

Stated in signed staff confidentiality statement

SERVICE PLANS AND PROTOCOLS

As part of the project plan, all delegate agencies must have written clinical protocols and plans
for client education, approved by the MDCH and signed by the agency’s Medical Director,
which outline procedures for the provision of each service offered and which are in accordance
with state laws. Clinical protocols must be consistent with the requirements of these Guidelines.

The service plan is the component of the delegate agency’s health care plan which is developed
by the medical director and clinical staff and which identifies those services to be provided to
clients under Title X. As part of the service plan, all delegate agencies at each service site must
have written protocols which detail specific procedures for the provision of each service offered.
Plans must be written in accordance with Title X program guidelines, state laws and current
medical practice and must cover the services provided at initial visits, annual revisits, and other
revisits, including supply and problem revisits, and signed by the medical director.

*A.The following “*”” marked areas must be included in the clinic procedure and/or clinician
protocol manual(s). If non-asterisk (“*”) marked areas are included as routine services, they
must have a written protocol. These procedures and protocols must be reviewed annually.

*1.

*2.
*3.
*4.
*5.
*6.
*7.
*8.
*9.

Specific procedures to be performed for the initial visit; annual visit; and other revisits,
including supply visits, medical problem visit and pregnancy testing/counseling.
History and physical examination requirements for each type of visit.

Permanent and temporary contraception.

Informed consent.

Client eligibility.

Supply distribution.

Client education and counseling.

Services to minors.

Pregnancy diagnosis and counseling.

*10. Medical follow-up

*11. Laboratory testing.

*12. Referral procedures

*13. Infertility services

*14. Emergencies

*15. HIV/AIDS education, counseling and voluntary testing
*16. Equipment and supplies

*17. Medical records

*18. Confidentiality and release of record

*19. Quality assurance
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*20. Standing orders

*21. Clinic personnel - job descriptions and responsibilities
*22. Medical supervision

*23. Pharmaceuticals

*24. Any other services provided by the program

25. Clinic flow for client visit

26. Management of minor reproductive diseases/disorders
*27. Sexually transmitted infections (including HIV).

28. Management of high-risk contraceptive clients

*B.Under exceptional circumstances, a waiver from a particular requirement in the guidelines
must be submitted to MDCH. In submitting a request for such an exception, the delegate
agency must provide epidemiological, clinical, and other supportive data to justify the request
and the duration of the waiver. All waivers must, in turn, be forwarded by MDCH to the
Region V Family Planning Office.

7.2 PROCEDURAL OUTLINE

*A.Service delivery to all clients must include the following:
*1. Assuring clients are treated courteously and with dignity and respect.
*2. Assurance of confidentiality.
*3. The opportunity to participate in planning their own medical treatment.
*4. Encouraging clients to voice any questions or concerns they may have.
*5. Materials and/or interpreter available for those with limited ability to read or understand
English and for those who may be blind or hearing impaired.

*B.Services provided to a client at a family planning visit will depend upon the type of visit and
the nature of the service requested. However, the following components must be offered to
and documented on all clients at the initial visit:

*1. Client education, including use of relevant educational materials (pamphlets, audio-
visual, brochures, etc.).
*a. Education includes information about all contraceptive methods and may include
information about basic male and female reproductive anatomy and physiology.
*b. HIV/AIDS education and information must be presented to clients.
c. Client education should be individualized as much as possible based upon client
needs and knowledge.
*2. Explanation of all procedures, range of available services, and agency fees and financial
arrangements.
*3. Signed general consent covering examination and treatment and where applicable a
method specific informed consent form.
*4. Personal, family and social history including:
a. Cancer
b. Previous hospitalizations
c. Sexual risk behavior
d. Drug/substance abuse
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Pregnancies
Current or previous methods of birth control
Major illnesses including STIs
Early coronary artery disease
Blood clots/stroke
Hepatitis
Epilepsy
Hyperlipidemia
. OB/GYN problems
Migraine headaches
Blood transfusion/products prior to 1984
DES exposure
Diabetes
Cardiac problems
Hypertension
Partner history
u. Smoking
*5. Physical examination.
*6. Laboratory testing.
*7. Individual counseling. This is an interactive process in which a client is assisted in
making an informed choice.

*a. Must be done prior to client making informed choice regarding particular
contraceptive method.

*b. Clients must be provided with counseling about the risk, prevention and offered
voluntary testing for HIV/AIDS.

*c. HIV/AIDS prevention education should incorporate the “ABC” message. That is, for
adolescents and unmarried individuals the message should include “A” for
abstinence, for married individuals or those in committed relationships, the message
is “B” for the faithful; and, for individuals who engage in behavior that puts them at
risk for HIV, the message should include “A, B & C” for correct and consistent
condom use.

*8. Performance of any necessary clinical procedures.
*9. Provision of medication and/or supplies.

a. Written specific instructions on how to use chosen birth control method.

b. Must include danger signs and when, where, and how to obtain emergency care,
return schedule and follow-up. All return visits should include an assessment of the
client’s health status and the opportunity to change methods.

*10. Follow-up and Referral

a. Planned mechanism of client follow-up

b. Performance of any necessary clinical procedures

c. Provision of referrals as needed
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. New clients electing non-prescription methods of contraception may defer the required initial

work-up.

*1. Clients must be counseled about the importance of preventive services, and the dangers
and health risks involved if they defer or decline them. If the client decides to decline or
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defer a service, both the counseling that took place and the reason for the deferral must be
documented in the client record. Physical exam and other related prevention services
should not be deferred more than 3 months after the initial visit, and in no case may be
deferred beyond 6 months, unless in the clinician’s professional judgment there is a
compelling reason to do so.

2. On future visits, these clients should be encouraged to have a routine exam and
appropriate laboratory testing performed.

D. All return visits (except for routine supply visits) should include an assessment of the client's
health status and the opportunity to change methods.

*E. Clients with prescriptive contraceptive methods must be given the following information
prior to leaving the clinic:
*1. Results of the history, physical and lab tests that may have a bearing on choice of method
*2. A suggested return visit date
*3. Any needed referral
*4. Emergency contacts for night, weekend, or holidays.

7.3  EMERGENCIES

All delegate agencies should be prepared for various emergency situations. Medical and facility
emergencies place different responsibilities on clinic staff.

*A.Emergency situations involving clients and/or staff may occur any time; therefore, all
agencies must have written plans and protocols/ operating procedures to cover the following
(“*” marked) medical emergency situations and should be in place for all other items.
*1. Fainting (syncope)

*2. Shock

*3. Cardiac arrest

*4. Respiratory distress

*5. Vaso-vagal reactions

*6. Hemorrhage

*7. Anaphylaxis

*8. Emergencies requiring ambulance services, after hours management of contraceptive
emergencies and clinic emergencies.

*9 Fire, natural disaster, robbery, power failure, and harassment.

*B. Staff should be trained in emergency procedures and must be familiar with the plans. All
licensed medical staff providing direct patient care services must be trained in CPR and hold

current certification.

*C.There must be a procedure in place for maintenance of emergency resuscitative drugs,
supplies, and equipment.

D. All client medical emergencies requiring referral to another provider should have referral
results documented in client's record.
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7.4

REFERRALS AND FOLLOW-UP

*A.Delegate agencies must provide all services listed in Section 8.0 under “Required Services”
either on-site or by referral. Written protocols and operating procedures for referrals and
follow-up must be in place that meet the following required (“*” marked) standards and
should be in place for all other items.

*1.

%4,

For required services provided by referral, the project must have in place formal
arrangements regarding the provision of services and reimbursement of cost (these are for
minimally required services) with the referral organization, as appropriate.

Agencies must have written policies/procedures for follow-up on referrals that are made
as a result of abnormal physical examination or laboratory test findings. These
procedures must be sensitive to clients’ concerns for confidentiality and privacy.

. Agencies should provide for coordination and use of referral arrangements with other

providers including health care providers, local health and human services departments,
hospitals, voluntary agencies, and health service projects supported by other federal
programs.
*a. Providers must be selected by procedures which assure fairness in selection practice
and identify providers of acceptable quality.
*b. Referral lists must be current and reviewed annually.
c. When possible, clients should be given a choice of at least two providers from which
to select.
Referral procedures must include description and arrangements for the following:
a. Emergency referrals (level 1 referrals) requiring immediate referral to the provider.
b. Urgent referrals (level 2 referrals), which should be followed up in 2 weeks with the
client.
c. Essential referrals (level 2 referrals) , which are followed up with the client at the
professional’s discretion.
d. Discretionary referrals which are followed up with the client as necessary.
*e. Client consent for release of pertinent information to another provider.
f. System to document appropriate referrals have been made and follow-up has taken
place as needed.
g. System for ascertaining client feedback about referral providers.
Follow-up procedures should include the following:
a. A system which documents:
1. A method to identify clients needing follow-up.
ii. Action(s) taken to follow-up on referred clients (e.g., was referral appointment
kept).
iii. Client referral information has been received from the referral provider and
placed in the medical record.
iv. Actions taken in response to recommendations from referral provider have been
implemented.
e If recommendations not acted upon, the clients’ medical record should
document the reason for this.
v. The client has been given a complete explanation of the referral and need for
follow-up including:
e *Reason for referral
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*Services to be received from the referral agency.

*Directions to the referral agency.

*When to return to the family planning clinic.

* Any instruction the client may need to help assure they will follow through
with the referral and follow-up.

e *An assurance of confidentiality.

e *Mechanisms for follow-up should be negotiated with the client at their first
visit and follow-up method should be noted on the follow-up card and in the
client's medical record.

B. For services determined to be necessary but which are beyond the scope of the project,
clients must be referred to other providers for care. When a client is referred for non family
planning or emergency clinical care, agencies must:

*1. Make arrangements for the provision of pertinent client information to the referral
provider. Agencies must obtain client's consent to such arrangements, except as may be
necessary to provide services to the patient or as required by law, with appropriate
safeguards for confidentiality.

2. Advise client on their responsibility in complying with the referral.

Counsel client on the importance of such referral and the agreed upon method of follow-

up.

[98)
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SECTION 8.0 REQUIRED SERVICES

MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
FAMILY PLANNING STANDARDS AND GUIDELINES

8.0 REQUIRED SERVICES

The services and service components in this section must be provided by all Title X funded
projects. All information must be presented in a way that is unbiased and appropriate to the
client’s age, level of knowledge, language, and socio-cultural background. Consent must be
obtained voluntarily.

8.1 CLIENT EDUCATION

*A.Informed Consent
Delegate agencies may need to obtain multiple types of written informed consent, depending
on the services a client will receive: a specific consent is needed for general clinical services,
a second, method-specific for prescription birth control, and a third for sterilization. In
addition, consent to release information must also be obtained before any client information
is released.

*1. A written consent for general services must be signed by the client prior to receiving any
clinical services. The general consent form should inform the client of all routine clinic
procedures that will be provided, including pregnancy testing, supplies or medications.

*2. A contraceptive method-specific consent form must be completed before each
prescription birth control method is given. Informed consent can only be obtained after
information is given on the specific contraceptive method’s benefits and risks,
effectiveness, potential side effects, complications, discontinuation issues and danger
signs of the contraceptive method chosen. The information given must be specific to the
contraceptive method including the unique characteristics of the different delivery
systems. There must be a separate consent for each prescriptive method. Under no
circumstances can methods be combined on the consent forms.

*3. A specific Sterilization Consent that complies with Federal sterilization regulations [42
CFR Part 50, Subpart B], which addresses informed requirements, must be complied with
when a sterilization procedure is performed or arranged by the delegate agency.

*4. All consent forms must:

*a. Be written in the primary language of the client or translated and witnessed by an
interpreter.

*b. Be part of the client’s record.

*c. Be updated if there is a change in the client’s health status or a change to a different
prescriptive method.

*d. Not require parental or partner consent to receive services. NOTE: all clients should
be encouraged to discuss their services with their partners. Adolescents must be
encouraged to discuss their services with their parent or adult family member. This
must be documented in the client record.
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5. All consent forms should:
a. Be approved by the agencies’ medical director.
b. Contain a statement that consent is voluntary; counseling and education have been
provided; and all the client’s questions have been satisfactorily answered; and that the
client has understood the content of all information given.

*B.Delegate agencies must have written client education plans that include goals and content
outlines to ensure the consistency and accuracy of the education. The education provided
must be documented in the client’s record. The education must provide enough information
for the client to make informed decisions about their reproductive health. It must include
information on the specific methods of birth control and their use, safety, effectiveness,
benefits, risks, complications, discontinuation issues, adverse effects, danger signs and
effectiveness in preventing sexually transmitted infections. The education provided should
be appropriate to the client’s age, level of knowledge, language and socio-cultural
background and be presented in an unbiased manner.

A procedure must be in place for evaluating the quality effectiveness of the educational
component of the family planning program at least annually. The procedures should include
detail on the specific educational focus for initial, annual, other revisits and supply visits.

*1. The following required service components must be provided on site or through formal,
contractual referral arrangements. Details about the required services are in the
subsections that follow:

*a. Client education

*b. Counseling

*c. History

*d. Physical assessment

*e. Laboratory testing

*f. Revisit procedures

*g. Fertility regulation

*h. Level I infertility services

*1. Pregnancy diagnosis and counseling

*j. Adolescent services

*k. STI/HIV education, counseling, and testing
j- Identification of estrogen exposed offspring

*2. Following are educational topic areas that must be provided:

a. Birth control methods:
*1. Abstinence
*11. Hormonal Contraceptives (oral, injectable, implants, patch, ring)
*111. Condoms (male and female)
*1v. Diaphragm, Cervical Cap
*v. Intrauterine Device (IUD)
*vi. Natural family planning
*vii. Spermicides
*viii. Sterilization
*b. Emergency contraception education and referral must be provided.
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*c. Instruction in breast/testicular self-exam;
*d. Education on reducing the risk of Sexually Transmitted Infections (STIs) including

Human Immunodeficiency Virus (HIV). Prior to education, the clinic staff should
determine the client’s level of knowledge about HIV/AIDS and STIs and use client
centered counseling to assess individual circumstances and risks.

There should be a variety of educational materials provided and given directly to the
client and not just made available on tables or in racks.

Specific education for the contraceptive methods and the method-specific consent forms
must be part of the delegate agency’s service plan. A method to assess the client’s
educational needs should be performed on every visit to the clinic.

a.

Individualized educational needs are identified and addressed during the visit. On

initial visits, clients should be offered information about basic male and female

anatomy and physiology and the value of fertility regulation in maintaining individual

and family health. On the following visits, information on reproductive health and

health promotion, disease prevention, including nutrition, exercise, smoking

cessation, alcohol and drug abuse, domestic violence and sexual abuse, and the value

of fertility regulation in maintaining individual and family health.

1. Teaching should include information on what clinical services are available and
what to expect during the clinic appointment.

i1. The client should receive teaching about the importance of routine screening tests
and other procedures involved in making a family planning visit.

iii. A system for evaluating the client’s understanding of the teaching and
information given during the clinic visit should be in place.

A variety of teaching methods may be used, for example:

1. One-on-one instruction with the client

i1. Videotape or DVD

iii. Pamphlets or other written media

iv. Group discussion
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8.2 COUNSELING

The main reason for counseling is to assist clients to reach informed choices about their
reproductive health and continued use of family planning methods and services. The counseling
process should be designed to help clients resolve uncertainty, ambivalence, and anxiety about
their reproductive health and increase their ability to make decisions that that fit their lifestyle.

The counseling process involves mutual sharing of information. It should be provided by
someone who is knowledgeable, objective, non-judgmental, sensitive to the rights and
differences of clients as individuals, culturally aware and able to make the client comfortable
while sharing personal information. The counselor must have the knowledge to provide accurate
information about the benefits and risks, safety, effectiveness, potential side effects,
complications, discontinuation issues and danger signs of various contraceptive methods. The
counselor should also be aware of other services and referral agencies.

Documentation of counseling must be in the client’s record.

A. Method Counseling
Method counseling is an individualized discussion that includes the following:
1. The results of the physical exam and lab testing;
2. How to use contraceptive methods, including natural family planning (NFP), and the
benefit and efficacy of the methods;
3. Possible side effects and complications;
How to discontinue the method selected and information regarding back up method use,
including the use of certain oral contraceptives as post-coital emergency contraception;
Planned return schedule;
Emergency 24-hour telephone number;
Location where emergency services can be obtained; and
Appropriate referral for additional services as needed.

o
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Special counseling services that are provided on-site and/or referred out (e.g., future planned
pregnancies, management of a current pregnancy, sterilization, and other individual
problems).

B. Sexually-Transmitted Infection (STI) and HIV (Human Immunodeficiency Virus)
Counseling

*All clients must receive thorough and accurate counseling on STIs and HIV. Counseling
refers to an individualized discussion with a client that involves personal risks for STIs/HIV,
and the steps to be taken by the individual to reduce risks that are identified. Clients with at
risk behaviors for STIs/HIV must be advised about risk reduction and if clinical evaluation is
needed.

*1. All delegate agencies must offer at minimum:
*a. Education about HIV infection and AIDS (Acquired Immune Deficiency Syndrome)
*b. Information on risks and infection prevention
*c. Referral services
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*2.

8.3

Delegate agencies may provide HIV risk assessment, counseling and testing by certified
HIV counselors. If the agency does not provide this service, they must provide the client
with a referral list of health care providers who can provide this service.

HISTORY, PHYSICAL ASSESSMENT, AND LABORATORY TESTING

A. History

*At the initial comprehensive clinical visit, a complete medical history must be obtained on
female and male clients. At minimum, the history must include the following:

*1.

*2.
*3.
*4.
*5.
*6.
*7.

*8

*9.

Significant illnesses; hospitalizations; surgery; blood transfusion (prior to 1984) or
exposure to blood products; and chronic or acute medical conditions

Allergies

Current use of prescription and over-the-counter medications

Extent of use of tobacco, alcohol, and other drugs

Immunizations and Rubella status

Review of systems

Pertinent history of immediate family members

. Partner history of:

*a. injectable drug use

*b. multiple partners

*c. risk history for STIs and HIV

*d. bisexuality

Histories of reproductive function in female clients must include at least the following:

*a. Contraceptive use, past and current (including any adverse effects); reasons for
stopping past method

*b. Menstrual history, including last menstrual period (LMP)

*c. Sexual history

*d. Obstetrical history

*e. Gynecological conditions

*f. Sexually-transmitted diseases, including Hepatitis B Virus (HBV)

*g. HIV

*h. Pap smear history (date of last Pap, any abnormal Pap, treatment)

*1. In-utero exposure to diethylstilbestrol (DES).

*10. Histories of reproductive function in male clients must include at least the following:

*a. Sexual history

*b. Sexually transmitted infections (including HBV)
*c. HIV

*d. Urological conditions

*11. Pertinent history must be updated at subsequent visits.
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B. Physical Assessment (female)

For many clients, Family Planning programs are the only continuing source of health
information and clinical care. Therefore, an initial complete physical exam, including height
and weight, examination of the thyroid, heart, lungs, extremities, breasts (beginning at age
20), abdomen, pelvis, and rectum, should be performed. The primary reason for family
planning visits is fertility regulation but, other health maintenance screening is important and
should be encouraged.

*Clinics must provide and stress the importance of the following to all clients:
*1. Blood pressure evaluation

*2. Clinical breast exam, including instruction in self-exam (beginning at age 20)
*3. Pelvic examination including vulvar evaluation and bimanual exam

*4. Pap smear as indicated

*5. Colo-rectal cancer screening if over 50

*6. STI and HIV screening, as indicated.

*Clients must be counseled about the importance of the above preventive services, and the
dangers and health risks involved if they defer or decline them. If the client decides to
decline or defer a service, both the counseling that took place and the reason for the deferral
must be documented in the client record.

Delegate agencies protocols must be developed to ensure that:

*1. All physical examination and laboratory tests required by the prescribing information for
specific methods of contraception must be followed.

*2. Physical exam and related prevention services should not be deferred more than 3 months
after the initial visit, and in no case may be deferred beyond 6 months, unless in the
clinician’s professional judgment there is a compelling reason to do so.

*3. All deferrals and the reason(s) must be documented in the client record.

Protocols should be developed accordingly.
C. Physical Assessment (male)

Family planning clinics are an important source of reproductive health care for male clients.
A physical exam should be provided that includes: height and weight, examination of the
thyroid, heart, lungs, breasts (beginning at age 20), abdomen, extremities, genitals and
rectum. Examination should also include palpation of the prostate, as appropriate, and
instructions in self-examination of the testes. Clinics should stress the importance of the
following to male clients:

1. Blood pressure evaluation

2. Colorectal cancer screening in individuals over 50

3. STI and HIV screening, as indicated.
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D.

Laboratory Testing

*Specific laboratory tests are required for the provision of specific methods of contraception.
These tests are also indicators of health status and are useful for diagnostic reasons.
Pregnancy testing must be provided onsite. These tests are provided to the client unless
written results of the test done within the past 12 months are obtained and put in the medical
record.

*Written laboratory protocols and operating procedures must be in place that meet the

following required (

(33 33

marked) standards. If there is no (“*”) asterisk they should be in

place:

1.

The following laboratory tests may be provided either on-site or by referral and must be
provided if indicated for a specific method of contraception.
*a. Hemoglobin or hematocrit (as indicated)
*b. Pap Smear (as indicated)
*c. Gonorrhea and Chlamydia test
d. Vaginal wet mount
*e. Pregnancy test, as indicated or requested
f. Glucose testing, as indicated
g. Cholesterol and lipids, as indicated
h. Hepatitis B testing
i. Syphilis serology (VDRL, RPR)
j. Rubella titer
k. Urinalysis, as indicated
1. HIV testing
m. Colo-rectal screen for women over 50

Note: The initiation and periodicity of cervical cytology screening (Pap) must comply
with the American College of Obstetricians and Gynecologists Practice Bulletin (Number
45, August 2003) and the MDCH Pap smear protocol issued on March 16, 2004.

. Quality control, equipment maintenance and proficiency testing for on-site lab testing.
. Assurance of high quality lab testing for off-site labs.

*a. Compliance with Clinical Laboratory Improvement Amendments (CLIA) regulations
effective September 2, 1992. Following is a CLIA website for more information:
http://www.cms.hhs.gov/clia

b. A system for assessing credentials of contracting labs should be in place.
c. Competitive bidding should take place prior to contracting with an outside lab.

*d. Cytology services must be provided by laboratories compliant with state licensure
regulations

. Referral and follow-up for abnormal tests must include:

*a. Documentation of the appropriate management for abnormalities
*b. Notification of the client

*c. Protection of the client’s confidentiality

*d. Follow-up with the client of significant lab results
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e. Refer the client for necessary service if not provided on-site
f. When initial contact is not successful, a reasonable further effort should be made,
consistent with the severity of the abnormality.

*5. Provision for testing for a variety of STIs as medically indicated. Treatment protocols
and follow-up procedures for positive tests that are compliant with current CDC
guidelines must be in place for all STIs screened for.

a. When medically indicated, screening and treatment for the following STIs is

provided:

1. Condylomata Acuminata (HPV)
2. Chlamydia

3. Trichomonas

4. Genital Herpes

5. Syphilis

6. Gonorrhea

7. HIV (screening only)

b. Screening and treatment for Candidiasis and Bacterial Vaginosis is suggested.
*6. Lab testing, including chlamydia and gonorrhea testing for male clients, if requested.

*B. Written protocols for abnormal Pap smear follow-up must be in place and include the
following:

*1. Client must be notified within six weeks; however, if the client needs a referral to the
Michigan Breast and Cervical Cancer Control Program (MI BCCCP) for diagnostic
services, she must receive follow-up services no later than 60 days after the Pap test was
performed.

*2. Follow-up contact must be noted in the client’s medical record.

*3. Results of the follow-up must be noted in the client’s medical record.

*4. If unable to contact client, a certified restricted letter must be sent to those clients who
have any high grade lesions or cancer on their Pap smear.

C. When medically indicated the following lab tests and procedures should be provided or

referred:

1. Microscopic exam of vaginal smears and wet mounts.

2. Microscopic exam and/or culture and sensitivity of urine.

3. Selected blood tests including fasting and/or random blood sugar, cholesterol, and other
lipid panels.

*D. A procedure must be established to notify clients of abnormal laboratory test results and
needed follow-up which maintains client confidentiality.

*E. Revisits

Revisit schedules must be individualized based on the client’s need for education,
counseling, and clinical care beyond that provided at the initial and annual visits.
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Clients selecting hormonal contraceptives, intrauterine devices (IUDs), or diaphragms for the
first time should be scheduled for a revisit, if needed, to reinforce proper use, check fit, side
effects, and provide additional information.

A new or established client who chooses to continue a method already in use need not return
for a revisit unless a need for reevaluation is determined on the basis of the findings at the
initial visit.

8.4 FERTILITY REGULATION (CONTRACEPTION)

* A.Written protocols and operating procedures must be in place that meet the following

standards:

*1. A broad range of Federal Drug Administration (FDA) approved methods of contraception
must be made available on site or through referral.

2. Current FDA guidelines as to relative and absolute contraindications should be followed
when prescribing contraceptives.

3. More than one method may be used simultaneously by the client. Clients with high-risk
sexual behavior patterns should be encouraged to use condoms correctly and consistently
in addition to any other chosen method to reduce the risks of STIs/HIV and pregnancy.

*B.Methods of contraception that must be provided and for which written protocols must be in
place include:

Reversible contraception

*1. Abstinence

*2. Hormonal Contraceptives (oral, injectable, implants, patch, ring)
*3. Condom (male and female)

*4. Diaphragm, Cervical Cap

*35. Intrauterine Device (IUD)

*6. Spermicidal

*7. Fertility awareness methods, including natural family planning

*C.Emergency Contraception

*Certain oral contraceptive regimens have been found by the FDA to be safe and effective
for use as postcoital emergency contraception when initiated within 72 hours after
unprotected intercourse. Emergency Contraception education and referral must be provided
to all female clients however, the provision of this service is optional for delegate agencies.
If delegate agencies choose to provide this method the following must occur:

*1. Written protocol must be in place.

2. The client requesting emergency contraception should have a negative, highly sensitive
pregnancy test to exclude a pre-existing pregnancy if indicated by the client’s history.
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3. Birth control counseling should accompany or follow any method used for emergency
contraception purpose in order to discourage women from using this as a routine method
of contraception.

*D.Permanent Contraception (Sterilization)

*1. Counseling and consent process for sterilization must assure that the client’s decision to
be sterilized is absolutely voluntary and made with full knowledge of the permanence,
risks, and benefits associated with both male and female sterilization.

*2. All federal regulations on sterilization must be met by the delegate agency performing or
arranging for this procedure. This includes:

* Assuring that the individual must be at least 21 years of age; mentally competent;
voluntarily giving consent in accordance with Federal Regulation Procedures of 50.204,
Subpart B, 43 FR 52165; and at least 30 days, but not more than 180 days, have passed
between the date of the informed consent and the date of the sterilization, except in the
case of premature delivery or emergency abdominal surgery. Consent to be sterilized at
the time of premature delivery or emergency abdominal surgery may be given if at least
72 hours have passed after he or she gave informed consent. In the case of premature
delivery, the informed consent must have been given at least 30 days before the expected
date of delivery.

8.5 INFERTILITY SERVICES

* Agencies must have written protocols and operating procedures that make basic infertility
(Level I) services, at minimum, available to women and men desiring such services.

Level II services may be offered in projects with infertility trained clinicians. Level III are
services are beyond the scope of Title X projects and require outside referral. Protocols must be
in place that includes: which services are provided either on-site or through referral; how the
services are provided; and the criteria used for diagnosis, scope of services, referral sites, follow-
up, fee schedules and payment mechanisms.

Infertility may be due to either or both male and female factors, therefore, in order to be
valuable, the infertility assessment should include both partners. If both partners do not
participate, the project should consider the benefit of the services.

Infertility services are categorized as follows:

*Level |

This level of service must be offered and includes initial infertility interview or assessment,
education, physical examination, counseling, and appropriate referral. Components include the
following:

*NOTE: Education and counseling must include human reproduction and sexuality, the risk and

benefits to any proposed diagnostic and therapeutic measures and sufficient information for
informed consent.
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*1. Physical exam;

*2. Laboratory testing (hemoglobin/hematocrit, Pap smear, Gonorrhea and Chlamydia, and
other optional testing as indicated).

*3. Appropriate referral.

*The delegate agency's protocols must also have an infertility service component that identifies
and addresses:

*1. What services will be provided, either on-site or by referral.

*2. How services will be provided.

*3. Criteria for diagnosis of infertility, scope of services, identification of referral sites,
follow-up, fee schedules and payment mechanisms.

Level 11
This level of service is optional, but if provided protocols should be in place that assure:

1. A physician with special infertility training supervises the program.

2. Assessment of ovulatory function through basal body temperature and/or endometrial
biopsy is offered.

3. Post-coital testing and semen analysis is offered.

Level 11
These services are more complex than Level I and II services and beyond the scope of the Title
X delegate agency’s program.

8.6 PREGNANCY DIAGNOSIS AND COUNSELING

*Projects must provide pregnancy diagnosis and counseling to all clients in need of this service.
Pregnancy testing is one of the most common reasons for a first visit to a family planning
agency. This opportunity must be taken to provide education and counseling about family
planning.

Written protocols and procedures must meet the following standards:

*A.Pregnancy diagnosis services include:

*1. Informed consent

*2. History

*3. Physical exam, including pelvic exam.
If a physical exam, including pelvic cannot be performed at the time of the pregnancy
test, the client must be counseled about the importance of the physical assessment and
early prenatal care preferably within 15 days. This can be done on-site or through a
referral

*4., Pregnancy test with high sensitivity

113



*B.Pregnancy counseling services must be provided in a non-directive, unbiased manner. If
requested to provide such information and counseling, provide neutral, factual information
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.

*If the pregnancy test is positive, all of the following counseling options to manage the
pregnancy must be offered if appropriate:

1. Prenatal care and delivery;
2. Infant care, foster care, or adoption;
3. Pregnancy termination

*Clients with positive pregnancy tests who elect to continue the pregnancy must receive a
referral for early prenatal care. They should also be counseled about good health practices
during early pregnancy, especially those which serve to protect the fetus during the first three
months (e.g., good nutrition, avoidance of smoking, drugs, alcohol and exposure to x-rays).

*If the pregnancy test is negative, but other clinical indicators are present for pregnancy,
client must be encouraged to have a repeat pregnancy test within the appropriate time frame.
Prescriptive methods of birth control should not be given if pregnancy is suspected. Women
with a negative pregnancy test should have the cause of their delayed menses investigated.

*C.If an ectopic pregnancy is suspected, the client must be referred for immediate diagnosis and
treatment. Clients with a history of pelvic inflammatory disease (PID) (due to Chlamydia
and other STIs) are at high risk for ectopic pregnancies. Follow-up with these clients must
occur and all contact must be documented in the medical record.

D. Personnel involved in pregnancy diagnosis and counseling should have knowledge of:
Pregnancy testing procedures

Prenatal care and delivery

Infant care, foster care and adoption

Pregnancy termination

Local availability of referral services

Methods of contraception

Federal, state and local requirements

Non-directive counseling skills and techniques

Needed documentation
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8.7 ADOLESCENT SERVICES

*A.Adolescent clients require skilled counseling and age-appropriate information. An
atmosphere in which the adolescent is comfortable asking questions should be created. The
agency must address in their annual plan service delivery to teenagers, including the total
number of teens the agency anticipates serving. Delegate agencies must not require written
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consent of the parents or guardians for the provision of services to minors. The delegate
agency must not notify parents or guardians before or after a minor has requested and
received Title X family planning services.

*1. Appointments should be available to them as soon as possible. If seeking contraceptive

services, they must be informed about all methods of contraception. Do not assume that
the adolescent is sexually active because they came for services. As the contraceptive
needs of adolescents frequently change, counseling should prepare them to use a variety
of methods effectively.

*B. Written protocols and operating procedures must be in place that address the following
required standards related to adolescent health:
*1. Adolescent counseling services must consist of:

*a. Assurance of confidentiality of services

*b. Encouraging the teenager to fully participate in the delegate’s medical services,
including laboratory testing. This is mandatory prior to dispensing any prescriptive
method of birth control unless there are protocols in place for the delay of the
physical exam.

*c. Encourage the teenager to discuss their needs with parents or other family members.

*d. Informing teenagers of all methods of contraception, including abstinence as a valid
and responsible option.

*e. Creating an atmosphere in which the teen is comfortable in asking questions.

*f. Discussion of sexually transmitted infections. Teens are at a very high risk of STIs
and HIV infection, and must be encouraged to undergo examination, testing and
treatment as indicated, either on-site or by referral.

*g.  Adolescents should be informed that in special cases, (e.g. suspected child abuse)
that reporting to authorities is required.

*h. Counseling is provided on how to resist attempts to be coerced into engaging in
sexual activities.

C. The delegate should have specialized services for teens. These services should include one
or more of the following:

Nk W=

Teen peer counselors

Special clinic hours for teens

Community education program(s)

Opportunity for priority clinic appointment scheduling within 2-4 days.

A representative of the delegate agency should serve in an advisory capacity to the local
family planning advisory committee, or school district on teen sexuality issues, teen
pregnancy programming or adolescent health issues.
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8.8

*A.

1.

IDENTIFICATION OF ESTROGEN-EXPOSED OFFSPRING

Women born between 1940 and 1970 must be asked if their mothers took estrogens,
particularly diethylstilbestrol (DES) during pregnancy. The children of women who
received DES or similar hormones during pregnancy may have abnormalities of their
reproductive systems or other fertility related risks.

*Clients prenatally exposed to exogenous estrogen must receive information, education
and special screening either on-site or by referral.

Suggested ways for identifying and treating estrogen exposed offspring include:

a. History includes in-utero estrogen.

b. Female clients who were exposed prenatally should be counseled about the risk of
developing a rare cervico-vaginal tumor and pregnancy complications. A referral for
colposcopy should be made.

c. Male clients should be counseled about their risk of certain lesions of the genital tract
and decreased fertility.
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9.0 Related Services

The following related health services, which can improve quality of care, may be
offered if skilled personnel and equipment are available.

9.1 GYNECOLOGIC SERVICES

Family planning delegate agencies should provide for the diagnosis and treatment of minor
gynecologic problems to avoid fragmentation or lack of health care for clients with these
conditions. Problems such as vaginitis or urinary tract infection may be amenable to on-the-spot
diagnosis and treatment, following microscopic examination of vaginal secretions or urine
dipstick testing.

A. On the spot diagnosis and treatment should include:
1. Vaginitis/vaginosis
2. Urinary tract infections

More complex procedures, such as colposcopy, may be offered, provided that clinicians
performing these services have specialized training.

*All delegate agencies must participate in the Breast and Cervical Cancer Control Program
(BCCCP) for client cervical cancer diagnostic services unless other arrangements for payment
are in place. Contact the regional BCCCP coordinator to participate in the program or to initiate
a referral for eligible clients.

9.2 SEXUALLY TRANSMITTED INFECTIONS (STI) AND HIV/AIDS

The increasing incidence and prevalence of STIs, particularly among adolescents, requires that
family planning delegate agencies increase their efforts to provide education and information
about the more common STIs and HIV/AIDS. Delegate agencies should make available
detection and treatment of the more common STIs. At-risk clients should be urged to undergo
examination and treatment as indicated, either directly or by referral. When treatment is
provided on-site, appropriate follow-up measures must be undertaken.

Gonorrhea and Chlamydia tests must be available for clients requesting IUD insertion. Tests for
gonorrhea, syphilis, Chlamydia and HIV should be provided as indicated by client request or
evidence of increased risk for infection.

*A. Sexually transmitted infections written protocols and operating procedures must be in place
that meet the following required (“*” marked) standards and should be in place for all other
items:

*1. Screening and treatment for all sexually transmitted infections must follow current
Centers for Disease Control and Prevention STI Treatment Guidelines.
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*2. An initial gonorrhea and Chlamydia test must be performed before an IUD insertion.

*3. Chlamydia tests should be provided annually for high-risk clients, especially those who
are ages 15-24. Repeat testing in high-risk women ages 15-24 at 3-4 months post
treatment is recommended.

*4. Gonorrhea testing should be offered annually to high risk clients residing in high
prevalence areas.

*5. Delegate agencies must comply with State and local reporting requirements.

*6. When treatment for any STI is provided on-site, the delegate must ensure appropriate
follow-up measures are taken with all persons treated.

*7. When parenteral antibiotics are administered, personnel capable of handling an
anaphylactic reaction must be in attendance and appropriate resuscitation drugs and
equipment must be available.

8. Test for syphilis, as needed.

9. Screening for other STIs as indicated.

*B.HIV/AIDS written protocols and operating procedures must be in place to meet the following
required (“*” marked) standards and should be in place for all other items.
*1. HIV/AIDS services cover:
*a. Education on HIV infection and AIDS
*b. HIV/AIDS counseling on risks, infection prevention and referral services.
*c. Discussion of HIV infection and AIDS must be presented in all appropriate
educational sessions within the community.
*d. Testing
*e. All staff must receive in-service training regarding:
*1. HIV infection and AIDS and its prevention
*11. Transmission and infection control in a health care setting

*C. HIV/AIDS services must include individual client risk assessment, pre and post counseling
and testing. Family planning clients may be referred to a HIV/AIDS Prevention
Intervention Section (HAPIS) certified site within the same agency.

9.3 SPECIAL COUNSELING

Clients should be offered appropriate counseling and referrals as indicated regarding future
planned pregnancies, management of a current pregnancy, and other individual concerns (e.g.,
substance use and abuse, sexual abuse, domestic violence, genetic issues, nutrition, sexual
concerns, etc.) as indicated. Preconceptional counseling should be provided if the client's history
indicates a desired pregnancy in the future.

A. Delegates should provide nutritional problem identification, basic nutritional information,
screening and medical care to clients at high risk of nutrition problems or those requiring
nutritional management of disease.

1. At a minimum, each client having a low hematocrit/hemoglobin should be interviewed to
determine if the cause could be a nutritional deficiency. Information on dietary source of
iron should be given as appropriate.
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B. Preconceptional counseling should be provided if the client’s history indicates a desired
pregnancy in the future.
1. At the client’s request, a health risk appraisal should be provided to help promote a
healthy future pregnancy.
2. Appraisal forms and educational materials must be in place if this service is offered.

*C.Substance abuse counseling and appropriate referral must be provided if indicated by the
client’s history.

9.4 GENETIC INFORMATION AND REFERRAL

Basic information regarding genetic conditions should be offered to family planning clients who
request or are in need of such services. Extensive genetic counseling and evaluation is beyond
the scope of the Title X program. Referral systems should be in place for those who require
further genetic counseling and evaluation

A. Basic information regarding genetic conditions and referral should be offered to clients in
need of this service.

1. Initial screening consists of a careful family history of the client and the client's partner.
a. More complete screening and counseling may be offered directly (by a genetic

counselor who functions in association with clinical genetics team capable of
providing comprehensive services) or indirectly (through referral to a comprehensive
genetic service program).

b. Linkages should be established with a comprehensive genetic service program.

2. In-service training in genetics should be arranged for project staff to enable them to
provide basic genetic information.

3. Literature and informational materials regarding the availability of genetic services,
including but not limited to prenatal diagnosis, should be available in the appropriate
language to all clients on request.

a. Information on MDCH’s statewide genetic screening program should be available to
all clients.

4. When genetic services are offered they should:

a. Be supported by a program of public information and education which is sensitive to
the concerns of local ethnic and religious groups and uphold the dignity of individuals
with congenital physical or mental limitations.

b. Include education and counseling to all clients on a voluntary basis.

c. Include referral for testing or further screening as indicated.

119



9.5 HEALTH PROMOTION/DISEASE PREVENTION

Family planning programs should, whenever possible, provide or coordinate access to services
intended to promote health and prevent disease. Delegate agencies are encouraged to assess the
health problems prevalent in the populations they serve and to develop strategies to address
them.

A. For many clients, family planning programs are their only continuing source of health
information and medical care. Delegate agencies should, whenever possible, provide or
coordinate access to services intended to promote health and prevent disease.

B. Health promotion/disease prevention information should also include the following:

Cancer detection - breast, cervical, testicular and colon
Harmful effects of smoking

Automobile safety

Sexual risk behaviors

Substance abuse

Mental health problems

Weight control

Regular exercise
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9.6 POSTPARTUM CARE

Family planning programs may provide postpartum care in collaboration with local agencies or
institutions which provide prenatal and/or intrapartum care. If a family planning program
assumes responsibility for postpartum care, then they should include the following:

Assessment of the woman’s physical health
Initiation of contraception

Counseling and education about parenting
Breast feeding

Infant care

Post-partum depression

Family adjustment
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10.0 Clinic Management

10.1 EQUIPMENT AND SUPPLIES

Equipment and supplies must be appropriate to the type of care offered by the project. Projects
are expected to follow applicable Federal and state regulations regarding infection control.

A. Equipment and supplies shall be safe, adequate, and appropriate to the type of care offered
by the project.

*B. 1t is the responsibility of the medical director to assure proper selection and maintenance of
equipment and supplies. A written log must be established to document equipment
maintenance and calibration checks.

*C. Appropriate MDCH procedures are followed for purchase and disposition of equipment
costing $5,000 or more.

10.2 PHARMACEUTICALS

Agencies must be operated in accordance with Federal and state laws relating to security and
record keeping for drugs and devices. The inventory, supply, and provision of pharmaceuticals
must be conducted in accordance with state pharmacy laws and professional practice regulations.

It is essential that each facility maintain an adequate supply and variety of drugs and devices to
effectively manage the contraceptive needs of its clients. Projects should also ensure access to
other drugs or devices that are necessary for the provision of other medical services included
within the scope of the Title X project.

*A.According to PH Code Act 368 of 1978
(http://www.legislature.mi.gov/(fedw2m45sywsn33ibepsztea)/mileg.aspx?page=GetMCLDo
cument&objectname=mcl-act-368-0f-1978&queryid=9521433) as amended under Pharmacy
Practice and Drug Control 333.17745, a dispensing prescriber shall only dispense drugs to
his/her clients. Written protocols and operating procedures for the distribution, security and
record keeping of pharmaceuticals and supplies must be in place that meet the following
required standards:

1. The physician supervisor of the Family Planning program is responsible for all policies
and procedures pertaining to the general handling of pharmaceuticals.

*2. Prescription of pharmaceuticals is done under the direction of a physician (who must
have a drug control license for each location in which the storage and dispensing of
prescription drugs occur). The physician may dispense indirectly under his/her
delegatory authority to a R.N. or certified mid-level clinician. Pre-labeled, pre-packaged
oral contraceptives may be distributed if delegated by a dispensing prescriber.

*a. In Title X clinics all medications must be prepackaged.
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*b. All prescriptions vials/packages (including samples) must be labeled and contain the

following information:

*1. Name/address of dispensing agency

*11. Date of prescription

*1ii. Name of client

*1v. Name, strength, quantity of drug dispensed
*v. Directions for use, including frequency of use
*vi. Prescriber's name

*vii. Expiration date

*viil. Record number

*c. All clients must receive verbal and written instructions for each drug. Medication
education sheets should be kept current, annually reviewed and revised if needed.
The nature of drug education should be documented in the medical records.

*d. There must be documentation that in-service education pertaining to the nature and
safety aspects of pharmaceuticals is provided to staff involved in the provision of
medications to clients.

3. The inventory, supply and provision of pharmaceuticals may be delegated to an
appropriately qualified health professional.

a. A specific staff person is responsible for pharmaceutical and clinical supplies
inventory and purchasing.

b. Family planning staff is to be trained in all aspects of pharmaceutical and supply
distribution.

*c. Contraceptive and therapeutic pharmaceuticals are kept in a secure place, either under
direct observation or locked.

*d. Access to pharmaceuticals must be limited to health care providers responsible for
distributing these items.

*e. A system must be in place to monitor the expiration date on drugs and ensure disposal
of all expired drugs,

f. Inventory levels should not exceed a six month stock,

*g. A system for silent notification in case of drug recall must be in place.

*4. A listing (formulary) of all drugs must be kept and annually revised.
*5. The clinic keeps, on-site, an adequate supply and variety of drugs and devices to meet
their client's contraceptive needs.

a. Purchase and use of generic drugs should be based on therapeutic equivalence as
published by the FDA or in the Formularies of Therapeutic Equivalence accepted by
the State Board of Pharmacy.

*6. If narcotics and tranquilizers are stocked, the clinic must keep records proving the count
of the medications at the beginning and end of each day or clinic session.

a. Narcotics and tranquilizers are kept under lock and separate from other drugs.

*7. At a minimum, each site that provides medical services must have the following:

*a. Emergency drugs and supplies for treatment of vaso-vagal reaction.

*b. Emergency drugs and supplies for treatment of anaphylactic shock.

B. Prescriptive Methods for Transfer Clients

1. Clients receiving a full exam within the last twelve months at another provider, may
request that records be sent to the Title X clinic.
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*2. A client history must be completed and an informed consent form obtained. A breast
exam for women over 30 must be offered if a hormonal method is selected. The clinician
will review the transfer records and decide if current prescription can be continued. The
clinician must document the prescription in the client's record.

3. Ifthe clients' last exam occurred over twelve months ago, the client should be treated as a
new client and follow clinical protocols as a new client.

10.3 MEDICAL RECORDS

Projects must establish a medical record for every client who obtains clinical services. These
records must be maintained in accordance with accepted medical standards and State laws with
regard to record retention. Written protocols and operating procedures for medical records must
be in place that meet the following required (“*”” marked) standards and should be in place for all
other items.

*A.General Policy
*1. Each client who receives medical services must have a medical record (this must include
all pregnancy testing/counseling clients).
*a. Records must be available to the client upon request.
*2. Medical records of clients are maintained in accordance with the accepted medical
standards. Records must be:
*a. Complete, legible and accurate, including documentation of telephone encounters of a
clinical nature.
*b. Signed by the physician or other appropriately trained health professional making the
entry, including name, title and date.
*c. Readily acceptable
*d. Systematically organized to facilitate retrieval and compilation of information.
*e. Confidential
*f. Safeguarded against loss or use by unauthorized persons
*g. Secured by lock when not in use
*3. HIPPA regulations must be followed.

*B.Record Contents
*1. The client’s medical record must contain:
*a. Complete and accurate information to identify the client
*b. Documentation of medical telephone encounters
*c. Date and signature of the clinician or other appropriate health care provider making
the entry
i. Signature contains name and title
il. A signature log must be used if full name and title is not used in medical record
*d. Personal data:
1. Name
ii. Address, phone number, and how to contact
1. Age
iv. Sex
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v. Marital status
vi. Income Eligibility (income information should not be a barrier to service)
vii. Number of pregnancies, abortions, live births
viii. Unique client number
ix. Race

*e. Medical history

*f. Results of physical exam

*g. Reports of clinical findings, diagnostic and therapeutic orders

*h. Laboratory test results and follow-up done for abnormal results

*1. Treatments initiated and special instructions and scheduled revisits

*j. Documentation of continuing care, referral and follow-up

*k. Informed consent

*]. Allergies and untoward reaction to drug(s) recorded in a prominent and specific
location

*m. The contraceptive method chosen by the client

*n. Documentation of all counseling, education, and social services given

*o0. Confidentiality assurance statement

p. Problem list at the front of the chart listing identified problems to facilitate continuing
evaluation and follow-up
g. Refusal of service
2. Entries in the client’s record should be:

a. Uniform as to content and format
b. In chronological order

c. Signed and dated

d. Written in ink or typed

e. Legible

f. Accurate

g. Complete

*C.Confidentiality and Release of Records

A confidentiality assurance statement must appear in the client's record. The written consent
of the client is required for the release of personally identifiable information, except as may
be necessary to provide services to the client or as required by law, with appropriate
safeguards for confidentiality [59.11].

HIV information should be handled according to law, and kept separate whenever possible.
When information is requested, agencies should release only the specific information
requested. Information collected for reporting purposes may be disclosed only in summary,
statistical, or other form which does not identify particular individuals. Upon request, clients
transferring to other providers must be provided with a copy or summary of their record to
expedite continuity of care.
*1. A system is in place to maintain confidentiality of client records.
*2. Release of information only with client’s consent or as required by law.

*a. Consent form for release of information is signed by the client and specifies to whom

information may be disclosed.
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b. Only the specific information requested should be released.

*3. HIV, mental health, and substance use information should be handled according to law,
and keep separate whenever possible, and released only with the specific consent of the
client.

*4., Information collected for reporting purposes is disclosed only in summary or statistical
form.

*5. Upon request, clients may see and/or be given a copy of their medical record.

D. Record Monitoring
*1. Monitoring of client medical records must be periodically performed.

2. Concurrent medical record monitoring should be performed after each clinic session by
consistently assigned staff. There should be a system in place to identify medical record
deficits and to resolve identified problems.

*3. Periodic medical record audits must be conducted. Audits should be of randomly
selected records of 20 new patients, continuing patients, teens or method specific users
for compliance to medical practice and documentation standards

If a delegate agency has more than one service site. Charts meeting the above criteria
should be sampled from each agency.

104 QUALITY ASSURANCE AND AUDIT

A quality assurance system must be in place that provides for ongoing evaluation of project
personnel and services. The quality assurance system should include:

*A.Delegate agencies must develop a quality assurance system that provides for the continued
development and evaluation of their services and performance.
*1. The quality assurance system should evaluate all the clinical and educational aspects of
the Family Planning Program.

*B.Quality assurance written protocols and operating procedures, including a system to
implement corrective action when deficiencies are noted, must be in place that assure the
following (“*”” marked) standards and should be in place for all other items.

*1. A health care plan based on an on-going community needs assessment specifying all
services to be routinely provided by the delegate, including additional services for
specific population groups.

*2. A tracking system that identifies clients in need of follow-up and/or continuing care.

*3. Medical audits to determine conformity with standards and current acceptable medical
practice are conducted on an on-going basis.

a. A reasonable number of randomly selected charts are reviewed by the medical
director at least once a month.

b. Elements of the medical audits should address completeness and accuracy of the
medical record.

c. A minimum of 20 medical records per clinic site per month should be reviewed by
the quality assurance personnel. A minimum of five medical records from each
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clinician should be reviewed at this time. All project sites should be represented in
the sampling.
d. Topic criteria audits are strongly suggested.

*4. Annual performance evaluations for all family planning program staff, including the
medical director. This review includes an:

*a. On-going peer review by the medical director of all physicians and mid-level
practitioners.

*5. Annual updating of Clinic Procedures and Clinician Protocol Manuals reflecting current
acceptable medical practices.

*6. Infection control policies and procedures reflecting CDC recommendations and current
acceptable medical practice.

7. A periodic Patient Flow Analysis (PFA).

8. Periodic client satisfaction surveys for input on services provided both on-site and by
referral.
a. Program changes are made based upon client feedback, as indicated.

9. Regularly scheduled staff meetings with minutes to update and/or review medical or
service delivery topics. Minutes or notes should be kept of these meetings.

10. Equipment maintenance checks and calibration of equipment on a regular basis.

11. Laboratory audits:

a. Annual review of credentials of contracted laboratories.
*b. Annual dysplasia or worse pap smear audit ( FPAR, Table 4).
*c. Routine monitoring of documentation of the accuracy of pregnancy testing materials
and adequate training of staff performing these tests.

12. Annual review of educational materials used in both the clinic setting and community
education activities.

13. Annual review of all forms used by the delegate for completeness and applicability.

14. Routine monitoring of critical incident/occurrence reports.

15. Annual review of adequacy of provider liability insurance coverage.

*16. CPR certification of clinic staff as appropriate.

17. Emergency drugs and supplies checked routinely.

18. The process for monitoring the reliability and accuracy of the local client data system
assures program performance, quality care, and generating of maximum revenues. The
following components should be monitored:
a. Missing user data
b. Coding error editing
c. Data outcome

19. Annual financial audit.

. A Quality Assurance Committee should be in place. This committee should meet monthly to

discuss quality assurance issues and to make recommendations for corrective action when

deficiencies have been noted.

1. Ifa formal Quality Assurance Committee is in place, minutes should be kept of all
quality Assurance committee meetings.

2. The function of the Quality Assurance Committee may be assumed by an in-house
nursing or medical advisory committee
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I\VV. Program Monitoring
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Site Reviews

Site Reviews for Non-Health Department
Title X Family Planning Delegate Agencies

Purpose

Non-Health Department Title X delegate agencies under go a site review conducted by the
Michigan Department of Community Health Family Planning Program staff every three years.
The site review is conducted to determine whether MDCH supported family planning delegate
agencies are managed effectively, and are in compliance with federal Title X regulations. [42
CFR Part 59, Subpart A]. All program areas are reviewed: Administration, Finance, Clinical
Services and Community Outreach and Information.

Methodology

Both Local Health Departments and Non-Health Department Delegate Agencies are reviewed by
the same standards of performance, called Minimum Program Requirements (MPRs). MPRs are
program regulatory mandates based on the Federal Register, the Federal Office of Population
Affairs (OPA) Title X Program Guidelines. The MDCH’s Family Planning Program Standards
and Guidelines is a resource that specifically outlines what is needed to meet the program
mandates. These resources are consistent in their expectations for programs but each document
differs in its presentation based on the type of document it is.

The Federal Register, being law, reads as legislation. The Office of Population Affairs Program,
Guidelines for Project Grants for Family Planning Services, is guidance taken from the Federal
Register, used to assist delegate agencies with their implementation. The Federal Register is the
family planning statute itself. It outlines the policy that must be in place, but allows for
interpretation by the State (MDCH) to determine what will be required to carry out the policy.
The MDCH Standards and Guidelines provide the most detail and specific expectations for the
individual Title X Family Planning Delegate Agencies. The requirements in the MDCH
Standards and Guidelines supercedes the information in the OPA Title X Standards and
Guidelines. The MDCH Standards and Guidelines do not contradict the OPA - Guidelines for
Project Grants for Family Planning Services, they provide clarity, specific direction and in some
cases additional information or requirements that may exceed those in the OPA document as
determined by the State.

Agencies will receive a letter three months prior to their review from MDCH indicating when
their review is scheduled, where to find needed documents to prepare for the site review and who
to consult for technical assistance.

The Agency Family Planning Coordinator will be contacted by the MDCH, Family Planning
Program Staff for scheduling. Agencies must have a clinic scheduled during the visit to facilitate
the accurate evaluation of this clinical component of the program. Sites at any location a
delegate agency has may be visited during this process.
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Process

Non-Health Department site reviews are coordinated and conducted by Michigan Department of
Community Health, Family Planning staff. A nurse practitioner reviews the clinic service
portion of the program and public health consultants from MDCH review the administrative
portion of the program including community outreach and information, and finance.

The following are steps in the site review process:

A.

Complete the “Self-Assessment Tool”, an internal program review which is the first step in
the preparation process. This should be started about four months prior to the review. The
“Self-Assessment Tool” can be found at the Accreditation website at:
http://accreditation.localhealth.net/Tools.htm. Unless the agency requests otherwise, the
Family Planning Coordinator will serve as the contact for this process.

Prepare from the list of “Pre-Assessment Required Materials” to be submitted to the MD.
The information needed is available on the Accreditation website. The materials may be
submitted either by hard copy or electronic means. This program requires extensive
protocols and other relevant materials; therefore, these items are reviewed off-site.

IMPORTANT: The Pre-Assessment Required Materials and the Fiscal Questionnaire can be
found at the following website:
http://www.accreditation.localhealth.net/Tool2006/TOC-%20Self-Assessment.doc

From the accreditation website, go to TOOLS— USER GUIDE, you will find it near the end of
the section, beginning on Page 17.

C.

Agencies should submit these materials, one month before the scheduled review, to the
MDCH, Family Planning Program. They can be mailed to the office address or e-mailed to
the address listed in the letter announcing the review.

There are a variety of reviewers that complete the site review. However, all use the same
Family Planning Minimum Program Requirements (MPRs) to evaluate each program.

Pre-Conference

The Administrative Reviewer will take the lead in scheduling and confirming the pre-site review
meeting. This takes place immediately prior to the beginning of the review. The agency may
invite anyone who will be able to provide information regarding the clinical, administrative, or
educational aspects of the program, its operations and logistics.

The preconference is the opportunity for MDCH staff to meet the agency personnel and get
acquainted with the physical aspects of the building, schedules, and so on. It is likewise a time
for the agency staff to meet the program reviewers, and let them know the individual
characteristics of the program and agency lay-out. A sample plan follows:

e Introductions and Overview
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a. Expected time in facility and brief summary of the process
b. Identify resource persons and pertinent staff

Discussion of Clinical times and Expectations

a. The administrative team will need access to the clerical staff (intake process, etc.) and
the financial staff.

b. Both reviewers will need to know when clinics are running for observational
purposes.

c. The clinician will talk with staff about following clients through their entire clinical
experience.

d. Request specific client charts

e. Request any additional materials that may not have been provided in advance.

Logistics
a. Working Room
b. Rest Room

c. Computer terminal access for laptops

Questions and wrap-up

Exit Conference

An exit conference is an opportunity for discussion between the reviewers and the delegate
agency staff regarding the general findings of the review. Health Department exit conferences
are coordinated by MPHI, if desired.

Non-Health Department agencies will also have the opportunity for an exit interview, if desired.

This can be decided at the beginning of the review when other logistical items are being worked

out.

Completed Report

Non-Local Health Departments can expect a report within 30 days. Any indicator that
was not met will be identified. If any MPR was found to be out of compliance it will be
identified with recommendations that are needed to come into compliance. The report
will also include recommendations that will program functioning.

Corrective Plans of Action

The Submission of Corrective Plans of Action and deadlines for Health Departments will
be coordinated through MPHI. For Non-Local Health Departments, the plans will be
submitted to MDCH. Corrective Action Plans start when the on-site exit review is
finished. Technical Assistance from MDCH Family Planning Consultants is available to
assist with developing plans that will meet program regulations.

MDCH Family Planning Response to Plan
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The Corrective Plans of Action will be evaluated by State of Michigan staff.

= Plans may be approved with no further action needed.

= Plans may be approved with conditions such as a site revisit or submission of
materials to the state agency.

= Plans may be rejected in which case instructions will be included advising the
delegate agency about what revisions are needed for acceptance of the plan.

If for any reason an agency is not going to meet the timelines that should notify the
State Agency as soon they are aware of this situation is apparent.

Accreditation Reviews for Title X Family Planning Delegate Agencies within
Michigan Local Public Health Departments

All Title X Delegate Agencies have a comprehensive agency review every three years to
determine whether MDCH supported family planning delegate agencies are managed effectively
and are in compliance with Title X regulations [42 CFR Part 59, Subpart A]. Building on the
work of the Institute of Medicine and the National Association of County Health Officials, the
Michigan Departments of Agriculture, Community Health and Environmental Quality and other
state agencies developed and are committed to implementing the Michigan Local Public Health
Accreditation Program. The process builds on many of the principles outlined in The Future of
Public Health and The National Association of County Health Officials' 1991 Assessment
Protocol for Excellence in Public Health (APEXPH), and aims to institute a baseline standard for
the attributes and services that define a local health department. The Michigan Local Public
Health Accreditation Program, by its mission, seeks to assure and enhance the quality of local
public health in Michigan by identifying and promoting the implementation of public health
standards for local public health departments, and evaluating and accrediting local health
departments on their ability to meet these standards.

All Family Planning Program areas: Administration, Finance, Clinical Services and Community
Outreach and Information will be reviewed. The Michigan Department of Community Health
contracts with the Michigan Public Health Institute (MPHI) to coordinate the accreditation
process for the Family Planning Program. Several other state-contracted programs are also
reviewed during the accreditation process. For more information about the accreditation
program visit the following website: http://www.accreditation.localhealth.net/.
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Accreditation Visits and Site Reviews for Health Department and Non-Health
Department Title X Family Planning Programs

There are different types of providers, who are delegate agencies for Family Planning Title X
grant services. There are currently Health Departments, Planned Parenthoods, Hospital-based
sites, and there are sites provided through the Federally-Qualified Health Plans. These providers
are divided into two categories: Health Departments and Non-Health Departments. Both
categories of agencies, Local Health Departments and Non-Health Department Delegate
Agencies, are reviewed by the same standards of performance, called Minimum Program
Requirements (MPRs). MPRs are program regulatory mandates based on the Federal Register,
the Federal Office of Population Affairs (OPA) Title X Program Guidelines.

The Michigan Department of Community Health’s Family Planning Program Standards and
Guidelines is a resource that specifically outlines what is needed to meet the program mandates.
These resources are consistent in their expectations for programs but each document differs in its
presentation based on the type of document it is. The Federal Register, being law, reads as
legislation. The Office of Population Affairs Program, Guidelines for Project Grants for Family
Planning Services, is guidance used by the States to assist delegate agencies with
implementation. The Federal Register Title X [42 CFR {art 59, Subpart A] is the Family
Planning Statute itself. It outlines the policy that must be in place, but allows for interpretation
by the State (MDCH) to determine what will be required to carry out the policy. The MDCH
Standards and Guidelines provide the most detail and specific expectations for the individual
Title X Family Planning Delegate Agencies. The requirements in the MDCH Standards and
Guidelines supersede the information in the OPA Guidelines for Project Grants for Family
Planning Services. The MDCH Standards and Guidelines do not contradict the OPA -
Guidelines for Project Grants for Family Planning Services, they provide clarity, specific
direction and in some cases additional information or requirements that may exceed those in the
OPA document as determined by the State.

Detailed instructions are available on the accreditation website:
http://www.accreditation.localhealth.net about expectations and planning information that is
needed to prepare for an Accreditation/Site Review. Agencies must have a clinic scheduled
during their site visit to facilitate the accurate evaluation of this component of the program. Any
clinic locations a delegate agency has may be visited during this process.

MPHI handles the coordination of the dates, and the instructions for website use. The Health
Department should begin with a self-assessment. The tools for this can be found at the
accreditation website at: http://accreditation.localhealth.net/Tools.htm. Technical Assistance for
the Family Planning Program is provided through MDCH, Family Planning staff.

IMPORTANT: A User Guide has been developed for agencies to use during the * Required
Materials and the Fiscal Questionnaire can be found at the following website:
http://www.accreditation.localhealth.net/Tool2006/TOC-%20Self-Assessment.doc

From the accreditation website, go to TOOLS— USER GUIDE, you will find it near the end of
the section, beginning on Page 17.
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Monitoring and Technical Assistance

Monitoring Visits

Delegate agencies may be visited during the year prior to a Accreditation/Site Review (3 year
review) and will be visited during the year following a Site Review. These visits will be
specifically to monitor progress on improving areas needing improvement identified during the
previous Accreditation/Site Review. Programs also have a follow-up review if there were any
unmet indicators identified during their Accreditation/ Site Review. This is done to assure that
those areas have been corrected to confirm Title X compliance.

In addition, additional topics that were not discussed during the Accreditation/Site Review
process may be reviewed. The list below is not inclusive. Each Title X Family Planning
Delegate Agency has individual needs, and monitoring with technical assistance is provided on
that basis.

Following are examples of some topics that may be covered during a monitoring visit:

e A review of Advisory Board Activity and Consumer Activities and Involvement

e Methodology used for consumer input (review of satisfaction surveys, etc.)

e Policies and procedures will be reviewed to assure accurate application of the sliding fee
scale, no charge or donation is required for clients with income below 100% of poverty,
charges are distributed proportionally across all services and supplies. Policies that
reflect that clients are never rejected because of inability to pay, and staff performance
also indicates compliance.

e Agency policies that reflect assurance that service provision does not require any
residency or referral requirements, without subjecting individuals to any coercion to
accept services or employ or not employ any particular method of family planning, and
that priority of services goes to low income persons.

¢ Financial monitoring by clinical observation for accurate application of the sliding fee
scale, the donation, and billing process, and application of the poverty guidelines.

e Reassessment of any indicators submitted on a Corrective Plan of Action (CPA).

Technical Assistance (Consultation Visits)

Consultation visits for technical assistance are available as needed. Technical assistance is
provided for areas needing improvement that have been identified through the local agency plan,
a site review, monitoring visit, per the request of the agency or other mechanisms. Technical
assistance visits are pre-arranged between the Family Planning Consultant and the Family
Planning Coordinator or delegated representatives. The content and timing of the visit is
mutually determined between the agency representative and the program consultant. Follow-up
on any areas requiring change found in the Site Review/Accreditation process is considered
routine. Below are examples of areas that technical assistance is available. This list is not
inclusive and delegate agencies may call for technical assistance on any aspect of their operation
requiring regulatory clarification.
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e Any areas needing improvement or clarification in the agency’s Annual Plan will be
discussed, with recommendations being given.

e Assistance with the application of billing and collections procedures (total charges less
discount); third party payer billing instructions (total charges no discount); charges are
determination by cost analysis; and clients are not denied services based on inability to

pay.
e Assisting with the orientation of project staff to Title X regulations, new staff must
receive specific orientation about confidentiality of services, Title X history, regulations

and guidelines.

e Guidance about the development and implementation of method-specific consent forms
with follow-up and assurance of compliance.

e Support and information about the FPAR (Family Planning Annual Report).

e Resource information for the implementation of the “Plan First!” family planning
Medicaid waiver within the projects.

Technical assistance can be arranged by contacting the family planning program consultant.
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V. MDCH Title X Training
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Coordinators Meeting

The Coordinators Meeting is held annually to update all Family Planning Coordinators
throughout the State. This meeting provides a venue for sharing pertinent information related to
program and policy changes or issues. In addition, essential information is presented from the
Michigan Department of Community Health Management and Consultant staff, surrounding
clinic practice and management issues that are in the forefront in Title X Family Planning Clinics
during the year. The meeting is also a unique opportunity for the Coordinators to network with
their colleagues and share their individual experience and expertise.

There are detailed evaluations collected at each workshop. The planning of future meetings
utilizes the information obtained in the review of evaluations from the previous year. Trends in
requests for information, suggestions for improvement, and any other pertinent information
obtained through the evaluation reviews are considered in the planning.

This meeting is coordinated by the Michigan Public Health Institute (MPHI) and the Michigan
Department of Community Health. Meetings are now available through video conferencing.
This media allows for more participation because of reduced travel and the cost-effectiveness of
the presentation style. The conference can be offered in more locations throughout the State in
this form than it can be when it has to be live at each location.

MPHI publishes a calendar annually with all the educational offerings for the year in it. The date
for the Coordinator’s Meeting is listed here. This brochure is circulated to all delegate agencies.
The dates and locations of the programs are listed to allow ample time to save the dates. Visit
the MPHI website at www.mphi.eductrng.net for more information and calendars.
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Annual Conference

Michigan Department of Community Health’s (MDCH) Title X Family Planning Program
sponsors and a comprehensive training workshop for anyone involved with family planning
service. The scope of the audience is wider than the Annual Coordinator’s Meeting. Since this
is a workshop format the meeting generally is scheduled for at least two days.

This annual conference is called the Michigan Update. The workshop meeting place is rotated
geographically to provide access to all areas in Michigan. There are expert speakers on a variety
of topics are brought in. In addition, MDCH Administrative and Management Staff are available
and provide pertinent program information.

In addition to this educational workshop, there are numerous other opportunities to obtain
education and updates related to family planning. These trainings can be completed at a time
convenient for the individual. Continuing Education and Contact Hours are available whenever
possible.

Below are websites that provide education that can be useful to Title X Family Planning Program
providers:

http://www.hcet.org/
http://www.mpres.org/
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Staff and Delegate Agency Training

Family Planning Training and Advisory Committee (TAC) is a standing committee of the
MDCH, Family Planning Program. This committee plans staff and delegate agency training for
the year. The meetings are coordinated by contract with the Michigan Pubic Health Institute’s
(MPHI) Education and Training Team under the advisement of MDCH staff.

The TAC Mission Statement and Objectives

TAC has adopted the following Mission Statement: To improve the quality of reproductive
health for Michigan’s citizens by providing culturally competent education and training
opportunities that strengthen the capacity and ability of Title X service providers to prevent
sexually-transmitted infection’s and reduce unintended pregnancies.

TAC’s Objectives are:

e Adhere to Title X, Region V training (http://www.title10-training.org/), education and
promotion priorities for service delivery areas;

e Determine education and training gaps of Title X health service providers;

e Enhance family planning service delivery through training and education.

The purpose of TAC is to determine training topics, content and make trainer recommendations
for MDCH funded family planning programs. Each training session is linked to the Region V
OPA Priorities and topic linkage to Health People 2010’°s Reproductive Health Objectives.

The training offered is based on a Training Needs Assessment. This is an electronic survey is
used to plan and identify staff and delegate agency training needs. MPHI offers online
registration with all pertinent information including directions, visit
http://www.mphi.eductrng.net/calendar.cfm for information and instructions. The training
planning team takes every opportunity to offer professional contact hours and continuing
education opportunities at every event planned.

Federal Meetings and Conference

Information about The Family Planning program, authorized under Title X of the Public Health
Service Act, is administered within the OPA by the Office of Family Planning (OFP), although
its budget line is located within the Health Resources and Services Administration (HRSA). The
program is funded at $288 million in fiscal year 2005. Susan Moskosky is the Director, OFP.
There is an annual meeting held each year for all Title X Family Planning MDCH. There are
program representatives from each State that attend this meeting. The United States is divided
into Regions. Michigan is located in Region V.

Following is information about Region V Training:

The Region V Title X Family Planning Training Program was established in 1999 to act as one
of ten Regional Training Centers funded by the US Office of Population Affairs, Department of
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Health and Human Services, Title X Family Planning Services. The program delivers education
and training to health care providers and staff in federally funded Title X family planning
programs in the six-state Region V area. Region V is comprised of Illinois, Indiana, Michigan,
Minnesota, Ohio and Wisconsin.

The Region V Family Planning Training Program offices are located in Milwaukee, Wisconsin,
and program staff work closely with the Region V Family Planning Advisory Committee.
Committee members include representatives from each regional Title X MDCH, state Health
Departments and community organizations. The Clinical Advisory Subcommittee, comprised of
clinician representatives from each state, works with the program's expert clinical staff to design
clinical training programming

The National Family Planning Program was created in 1970 as Title X of the Public Health
Service Act (P.L.910572). It is a categorical grant program that provides funding for
comprehensive family planning services. The nationally funded Title X program is administered
by the Office of Family Planning within the Office of Population Affairs
(www.os.dhhs.gov/opa).

Family planning clinics are often the entry point into the health care system for the young and for
low income persons, as well as a principal source of health care for many, particularly those who
are uninsured and do not qualify for Medicaid. Title X has no residential requirement for receipt
of services and no one can be refused services based on the inability to pay. In addition to
contraceptive services, Title X clinics provide basic gynecologic care, screening for breast
cancer, cervical cancer and sexually transmitted diseases-including HIV, infertility services, and
reproductive health education and referrals.

Title X family planning service funds are allocated to ten Department of Health and Human
Services Regional Offices including Region V. DHHS Region V is comprised of six states:
[linois, Indiana, Michigan, Minnesota, Ohio and Wisconsin. The Regional Office solicits
applications, manages a competitive review process, makes awards and monitors program
performance.

Region V/Title X currently supports 12 MDCH services that provide essential family planning
medical and counseling services to over 622,000 persons through a network of 444 clinics.

In Region V:

67 % of the clients live in poverty
33 % are younger than age 20

28 % are a racial minority

3 % are male.

(2002 FPAR)

In Region V, Title X also supports:

5 male involvement initiative projects

4 HIV integration demonstration projects, and the
Family Planning Training Program at MPRES.
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Region V has developed the training priorities that follow. The State Of Michigan Family
Planning Program Training uses these priorities when planning the delegate agency and staff
curriculum:

A. Assuring continued high quality clinical family planning and related preventive service;

B. Assuring access to a broad range of high quality clinical family planning and related

preventive health services that include the following: provision of highly effective

contraceptive methods;

Breast and cervical cancer screening and prevention;

STD and HIV prevention education, counseling and testing; extramarital abstinence

education and counseling; and other preventive health services excluding abortion services;

encouraging family participation in the decision of minors to seek family planning services,
including activities that promote positive family relationships;

E. Improving the health of individuals and communities by partnering with community-based
organizations (CBO0s), and other public health providers that work with vulnerable or at risk
populations;

F. and promoting individual and community health by emphasizing family planning and related
preventive services for hard-to-reach populations, such as uninsured or underinsured
individuals, males, persons with limited English proficiency, adolescents and other
vulnerable or at-risk populations.

SRS

For more detailed information visit the website at: http://www.mpres.org

For more information about the Federal Administration visit the following website-
http://opa.osophs.dhhs.gov/titlex/ofp.html

Program Mandates and Priorities can be found at the following website-
http://opa.osophs.dhhs.gov/titlex/2006_ofp_priorities-mandates-keyissues.txt

Family Planning Advisory Council
The purpose of the Family Planning Advisory Council (FPAC) is:

e To bring together individuals and representatives from communities and organizations
that have commitment to family planning she who can contribute in the development and
improvement of the Family Planning Program.

e Make recommendations on legislative and regulatory changes, planning, expansion,
coordination, implementation and administration of the Family Planning Program to the
appropriate state, local, regional and national bodies.

e Review the program, recommend policies and suggest alternative ways of addressing
problems, including but not limited to, legislative and regulatory changes.

e Review and recommend educational materials for use by state and local Family Planning
Programs.

e Actin an advisory capacity to the Michigan Department of Community Health on all
aspects of the Family Planning Program.
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Functions:

Review and make recommendations on the accessibility, availability and quality of care
for the Title X Federal Grant Application, the Family Planning Standards and Review
Manual, the Family Planning Program Element Plan, and annual program performance
reports.

Review funding reports, make recommendations on proposed federal or state family
planning legislation and proposed family planning legislation, and proposed federal or
state Family Planning Program policies.

Advise the Michigan Department of community Health Bureau of Family, Maternal and
Child Health, Chief on policy, planning and priorities of need of family planning
services, and on any ongoing operational issues of the Family Planning Program.
Promote communication and advocate policy change at state, regional and national levels
in order to strengthen the Family Planning Program.

Advisory Council Standing and Subcommittees

The standing committees include: Nominating/By-Laws
Planning
Information/Education
Medical

The current subcommittees include: Advocacy

Teen and Consumer
Cost Effectiveness and Efficiency

Ad hoc committees are developed at the discretion of the chairperson.

Standing Committee Functions:

Nominating/By-laws - This committee shall annually select a slate of 8 general members
and 3 officers for consideration and approval by the full Family Planning Advisory
Council. In addition, this committee reviews the By-Laws and makes suggestions to and
takes suggestions from the Full Advisory Council.

Planning - This committee chair shall be the Advisory Council chair. The purpose is to
develop a long range plan and annual plan for the Council. The committee is to meet
minimally two times a year.

Information/Education - this committee chair shall also sit on the training program
Advisory Committee. All state developed education materials must be reviewed by this
committee. The committee has oversight responsibilities to see that local delegate agency
information/education committees are active.

Medical Advisory - The committee shall be responsible for reviewing general clinical
aspects of the Family Planning Program and for keeping the Council informed on current
research trends and development in family planning. The MDCH Medical Supervisor
shall be a standing member of this committee.
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Advocacy - The committee shall be responsible for promoting family planning on a state,
regional, and national level.

Teen and Consumer - The committee shall maintain regular review of program, policy,
and educational issues by teens and/or other consumer and regularly review progress
toward improving use of family planning clinics in Michigan by underserved populations
and for making services and policies more responsive to their needs and preferences. The
committee will report regularly at Council meetings.
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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
FAMILY PLANNING ADVISORY COUNCIL

BY-LAWS

Mission: TO IMPROVE THE QUALITY OF LIFE OF ALL MICHIGAN RESIDENTS BY
PROMOTING REPRODUCTIVE HEALTH AND PLANNED PREGNANCIES.

ARTICLE I

OFFICE

The principle office of Michigan Department of Community Health Family Planning Advisory

Council shall be the Michigan Department of Community Health, Bureau of Family, Maternal

and Child Health, P.O. Box 30195, 109 W. Michigan Avenue, 3™ Floor, Lansing, Michigan

48913.

ARTICLE 11

PURPOSE

A. Bring together individuals and representatives from communities and organizations who have
commitment to family planning and who can contribute in the development and improvement
of the Family Planning Program.

B. Make recommendations on legislative and regulatory changes, planning, expansion,
coordination, implementation and administration of the Family Planning Program to the

appropriate state, local, regional and national bodies.

C. Review the program, recommend policies and suggest alternative ways of addressing
problems, including but not limited to, legislative and regulatory changes.

D. Review and recommend educational materials for use by state and local Family Planning
Programs.

E. Actin an advisory capacity to the Michigan Department of Community Health on all aspects
of the Family Planning Program.

ARTICLE III

MEMBERSHIP OF THE MICHIGAN DEPARTMENT OF COMMUNITY HEALTH FAMILY
PLANNING ADVISORY COUNCIL

Section I - Size
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The Advisory Council shall consist of no fewer than fifteen (15) and not more than thirty (30)
members.

Section II - Timing and Frequency of Appointment of Members
A. New members shall be appointed in the Spring of each year to fill expiring terms.

B. A nominating committee appointed by the chairperson shall be established to recruit and
recommend appointments.

C. The nominating committee shall submit a slate of candidates to the Family Planning
Advisory Council at the Spring meeting for approval. The names will then be sent to the
Bureau of Family, Maternal and Child Health’s Chief for final approval and appointment.

Section III - Term of Office

Terms of office shall be either one, two or three years. A member may serve successive terms.

Section IV - Vacancies

Vacancies on the Michigan Department of Community Health Family Planning Advisory

Council shall be filled in accordance with Article I1, Section I, B and C. Each person so

appointed to fill a vacancy shall remain a member for the duration of the term of office to be

filled.

Section V - Power to Appoint other Consultants and Agents

The Michigan Department of Community Health Family Planning Advisory Council shall have

the ability to appoint such other non-voting consultants and agents as the Advisory Council may

deem necessary for the transactions of the affairs of the Advisory Council.

Section VI - Funding

A. The reimbursable expenses incurred, if any, of the Family Planning Advisory Council
members may be fixed by the state of Michigan, Department of Community Health
regulations, in accordance with travel expense policies.

B. In addition, the Family Planning Program of the Bureau of Family, Maternal and Child
Health shall provide administrative support necessary for the effective operation of the
Council, such as postage, typing, etc.

ARTICLE IV

OFFICERS

Section I - Election of Officers
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A. The Family Planning Advisory Council shall elect a chairperson, a vice-chairperson, and a
secretary. All the foregoing officers must be Advisory Council members.

B. The nominating committee will present a slate of officers to the Council at the annual fall
meeting for approval. These names will be sent to the Bureau of Families, Maternal and
Child Health Chief for final approval and appointment.

C. Each officer will be elected for a two-year term and shall not serve in one position for
consecutive terms.

Section II - Removal of Officers

Any officer may be removed by a majority vote of the Family Planning Advisory Council
members whenever, in the judgment of the Council, the goals of the Family Planning Program
would be better served without that individual.

Section III - Duties of Chairperson
A. Preside at all meetings of the Family Planning Advisory Council at which she/he is present.

B. Have general responsibility for issues arising between meetings and active management of
the affairs of the Family Planning Advisory Council and shall see that all orders and
resolutions of the council are carried into effect.

C. Develop agenda for meeting in cooperation with the Family Planning Program's staff
administrative coordinator.

D. Have the general powers of supervision and management usually vested in the office of the
Chairperson of the Council. Any meeting procedure problem shall be resolved with Robert's
Rule of Order.

Section IV - Duties of Vice-Chairperson

The vice-chairperson shall, in the absence or disability of the Chairperson, perform her/his duties
and exercise her/his powers, and shall perform such duties as the Advisory Council may
prescribe.

Section V - Duties of Secretary

A. Attend all general meetings of the Family Planning Advisory Council and record all votes
and the minutes of Council proceedings in a book set forth for that purpose.

B. Give notice of all meetings of the Family Planning Advisory Council as set forth in the By-

Laws and shall perform such other duties as may be prescribed by the Advisory Council or
Chairperson under whose supervision she/he shall be.
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C. The secretary may delegate any of her/his duties, powers, and authorities unless such
delegation is disapproved by the Family Planning Advisory Council.

ARTICLE V

FUNCTIONS OF THE FAMILY PLANNING ADVISORY COUNCIL

A. The Family Planning Advisory Council shall have the authority and responsibility to review
and recommend general policy to include, but not limited to, the following:

1.

8.

Review and make recommendations on accessibility, availability and quality of care for
the Title X Federal Grant Application, the Family Planning Standards and Review
Manual, the Family Planning Program Element Plan, and annual program performance
reports.

Review funding reports, make recommendations for securement of sufficient funding
levels, and develop recommended methods of funding allocation to the delegate agencies.

Review and make recommendations on proposed federal or state family planning
legislation, and proposed federal or state Family Planning Program policies.

Advise the Michigan Department of Community Health Bureau of Family, Maternal and
Child Health Chief on policy, planning and priorities of need of family planning services.

Act in an advisory capacity to the Michigan Department of Community Health, Bureau of
Family, Maternal and Child Health’s Chief on any on-going operational issues of the

Family Planning Program.

Promote communication and advocate policy change at state, regional and national levels
in order to strengthen the Family Planning Program.

Review and recommend standard forms and methods of implementing federal or state
guidelines for achieving efficient operations in the delivery of services.

Review and recommend educational materials for the Family Planning Program.

B. In addition, the Family Planning Advisory Council shall:

1.

Hold regularly scheduled meetings, at least quarterly and special meetings at the call of
the chairperson. A calendar of the meetings for the year shall be established at the fall
meeting.

Adopt By-Laws, and endorse state Family Planning Plan.

Create standing committees, which include Nominating, Planning,
Information/Education, and Medical.
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a. Nominating - This committee shall annually select a slate of 8 general members and 3
officers for consideration and approval by the full Family Planning Advisory Council.

b. Planning - This committee chair shall be the Advisory Council chair. The purpose is
to develop a long range plan and annual plan for the Council. The committee is to
meet minimally two times a year.

c. Information/Education - This committee chair shall also sit on the training program
Advisory Committee. All state developed education materials must be reviewed by
this committee. The committee has oversight responsibilities to see that local
delegate agency information/education committees are active.

d. Medical Advisory - The committee shall be responsible for reviewing general clinical
aspects of the Family Planning Program and for keeping the Council informed on
current research trends and development in family planning. The MDCH medical
supervisor(s) shall be a standing member to this committee. All new medical policies
shall be reviewed by this committee.

e. Advocacy - The Committee shall be responsible for promoting family planning on a
state, regional, and national level.

f. Teen and Consumer - The Committee shall maintain regular review of program,
policy, and educational issues by teens and/or other consumer and regularly review
progress toward improving use of family planning clinics in Michigan by underserved
populations and for making services and policies more responsive to their needs and
preferences. The committee will report regularly at Council meetings.

4. Ad hoc committee may be established at the discretion of the chairperson.

. Advisory Council shall annually appoint a representative to participate on the MDCH-MCH
Advisory Council for liaison purposes.

. Advisory Council shall promote family planning programming through public relations and
marketing strategies.

. Advisory Council shall encourage new approaches in the delivery of services for family
planning.

. The Family Planning Advisory Council in establishing the above mentioned policies shall
NOT:

1. Establish any policy which is inconsistent with the federal and/or state regulation set
forth or which prevents the fulfillment of obligations imposed under any grant.
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2. Involve itself in a specific agency grievance against the Michigan Department of
Community Health.

ARTICLE VI

MEETINGS OF THE MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
FAMILY PLANNING ADVISORY COUNCIL

Section I - Place of Meeting

All meetings of the Michigan Department of Community Health Family Planning Advisory
Council membership shall be at the principle office of the Council in the City of Lansing, unless
otherwise approved by the Advisory Council.

Section II - Annual Meeting

An annual meeting of the Advisory Council shall be held in the fall of each year. Officers shall
be elected at each annual meeting, and such other business may be transacted as may come
before the meeting.

Section III - Notice of Annual Meeting of Members

At least thirty (30) days prior to the date fixed by Section II of this Article for the holding of the
Annual Meeting of the Advisory Council, written notice of the time, place and purpose of such
meeting shall be mailed, as hereinafter provided, to each member entitled to vote at such
meeting.

Section IV - Regular Meetings of the Advisory Council

Regular meetings of the Advisory Council shall be held as directed or approved by the vote of a
majority of the members.

Section V - Special Meetings of the Advisory Council

Special meetings of the Advisory Council may be called by the Chairperson and shall be called
by the Chairperson upon a written request of any six (6) council members. Ten (10) days written
notice shall be given for special meetings of the Council. Notices of special meetings shall state
the purpose(s) of the meeting.

Section VI - Voting Rights

Each member of the Advisory Council, at every meeting of such body, respectively, shall be
entitled to one (1) vote in person.

Section VII - Absenteeism
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In the event that a member of the Advisory Council is absent from any two (2) consecutive
meetings, he/she shall be contacted by the Chairperson to determine continuing interest. In the
event that the individual is not interested in continuing, his/her membership shall terminate
forthwith, and the vacancy thus created may be filled as herein provided.

Section VIII - Quorum

A majority of the total membership of the Advisory Council shall constitute a quorum of
amending By-Laws or voting on any other major issue. The vote of a majority of members of a
quorum, in person, shall decide any questions properly brought before the meeting.

Section IX - Public Meetings

All meetings of the Advisory Council shall be open to the public.

ARTICLE VII

BOOKS, RECORDS AND ACCOUNTABILITY TO MEMBERSHIP

Section I - Maintenance of Records

The proper officers and agents of the Advisory Council shall keep and maintain such books,
records, and accounts of the Advisory Council affairs and such lists of members as the Advisory
Council shall deem advisable. The secretary shall maintain a master file.

Section II - Annual Report

At each annual meeting the Advisory Council will make a report of the membership on the
activities of the Family Planning Program.

ARTICLE VIII
AMENDMENTS

The By-Laws of the Advisory Council may be amended, altered, added to, repealed, in whole or
in part, after being submitted in writing to the membership at least thirty (30) days prior to the
date to be voted on, by the affirmative vote of two-thirds of the Advisory Council members
present and voting at any regular or special meeting of the Council.

Chairperson
ATTEST:
Secretary
Date

Rev. 7/05
BYLAWS.FP
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Glossary of Terms

Approval or Authorization of the Awarding or Cognizant Federal Agency

means documentation evidencing consent prior to incurring a specific cost. If such costs are
specifically identified in a Federal award document, approval of the document constitutes
approval of the costs. If the costs are covered by a State-wide/local cost allocation plan or an
indirect cost proposal, approval of the plan constitutes the approval.

Award
means grants, cost reimbursement contracts and other agreements between a State, local and
Indian tribal government and the Federal Government.

Awarding Agency
means (a) with respect to a grant, cooperative agreement, or cost reimbursement contract, the
Federal agency, and (b) with respect to a subaward, the party that awarded the subaward.

Black-Box Warnings

A black box warning is a type of warning that appears on prescription drugs that may cause
serious adverse effects. It is so named for the black border that usually surrounds the text of the
warning.

Can and May
used in this document indicate suggestions for consideration by individual projects.

Claim

means a written demand or written assertion by the governmental unit or grantor seeking, as a
matter of right, the payment of money in a sum certain, the adjustment or interpretation of award
terms, or other relief arising under or relating to the award. A voucher, invoice or other routine
request for payment that is not a dispute when submitted is not a claim. Appeals, such as those
filed by a governmental unit in response to questioned audit costs, are not considered claims until
a final management decision is made by the Federal awarding agency.

Client / Medical Record

This definition comes from the Title X program guidelines, and clarifies the type of
documentation that must be maintained to document each family planning encounter. Itis a
record established for every family planning user who obtains clinical services, screening or
laboratory services, and/or educational or counseling services and is a confidential record,
accessible only to authorized staff and secured by lock when not in use. A Client/Medical
Record includes Client identification/contact information (personal data); Medical history and
information on allergies and adverse reactions to identified drugs; Physical exam data;
Laboratory test orders, results, and follow-up; Treatment and special instructions; Informed
consent forms; Documentation on the refusal of services, and Allows for entries by non-clinical
services providers such as counseling and social service staff.
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Clinical Laboratory Improvement Amendments (CLIA)

is an Act that sets forth the conditions that all laboratories must meet to be certified to perform
testing on human specimens under the Clinical Laboratory Improvement Amendments of 1988
(CLIA). It implements sections 1861 (e) and (j), the sentence following section 1861(s)(13), and
1902(a)(9) of the Social Security Act, and section 353 of the Public Health Service Act. This
part applies to all laboratories as defined under "“laboratory" in Sec. 493.2 of this part. This part
also applies to laboratories seeking payment under the Medicare and Medicaid programs. The
requirements are the same for Medicare approval as for CLIA certification.

Clinical Services Provider

which is the equivalent of the medical provider. Here are some examples of Clinical Services
Providers: Physicians (family and general practitioners, specialists); Physician’s assistants; Nurse
practitioners; Certified nurse midwives; Other licensed health providers (e.g., nurses) permitted
by state-specific regulations to provide clinical family planning services

Comprehensive Planning and Budgeting Contract’s (CPBC)

this is a budget incorporation process performed between the Contract Management Section
(CMS) and local health departments. Incorporation occurs through the amendment processes. In
the amendment following the receipt of the budget documents, the original budget for the current
fiscal year, is amended into the agreement. This process occurs twice a year or as needed.

Contract

means a mutually binding legal relationship obligating the seller to furnish the supplies or
services (including construction) and the buyer to pay for them. It includes all types of
commitments that obligate the government to an expenditure of appropriated funds and that,
except as otherwise authorized, are in writing. In addition to bilateral instruments, contracts
including but not limited to: awards and notices of awards; job orders, under which the contract
becomes effective by written acceptance or performance; and, bilateral contract modifications.
Contracts do not include grants and cooperative agreements covered by 31 U.S.C. 6301 et seq.

Cost
means an amount as determined on a cash, accrual, or other basis acceptable to the Federal
awarding or cognizant agency. It does not include transfers to a general or similar fund.

Cost Allocation Plan
means central service cost allocation plan, public assistance cost allocation plan, and indirect
cost rate proposal. Each of these terms is further defined in this section.

Cost Objective
means a function, organizational subdivision, contract, grant, or other activity for which cost data

are needed and for which costs are incurred.

Delegate/Contract Agencies
are those entities that provide family planning services with Federal Title X funds under a
negotiated, written agreement with a MDCH.
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Family
means a social unit composed of one person, or two or more persons living together, as a
household.

Family Planning Annual Report (FPAR)
refers to the sole source of annual, uniform reporting by all title X family planning services
grantees. The report is used to provide consistent, national-level data.

Family Planning Encounter

Contact between an individual and a family planning provider that is: documented (i.e., written
record); face-to-face, and takes place at Title X service site and takes place for the stated purpose
of providing services to individuals who want to avoid unintended pregnancies or achieve
intended pregnancies. A family planning visit represents a single family planning encounter.
There are two types of family planning encounters: 1) with a clinical services provider; and 2)
with a non-clinical services provider. The type of encounter is defined by the type of provider
rather than the type of care rendered.

Family Planning Provider

Agency staff that assumes primary responsibility for assessing a client and documenting services
in the client record and that exercise independent judgment as to the services rendered to the
client during an encounter.

Family Planning Service Site

Given the different modes and locations for delivering Title X-funded services, a definition of
what constitutes a Family Planning Service Site an established unit that offers family planning
services -- clinical, educational, and referral -- that comply with Title X program guidelines. In
non-clinic settings, the phrase “established unit” implies that the arrangement for providing Title
X funded care is based on a formal agreement between the Title X agency and the site, and that
services are not provided as a one-time service, but rather are delivered on some type of regular
basis. Examples are: health department clinics; family planning clinics; hospital out-patient
departments/clinics; homeless shelters; detention and correctional facilities; and equipped mobile
vans or mobile personnel

Family Planning User

An individual who has at least one family planning encounter at a Title X service site during the
reporting period. An individual may be counted as a family planning user only once during a
reporting period. Terms “user” and “client” are synonymous and are used interchangeably.
Definition of a Family Planning User has not changed.

Federally Recognized Indian Tribal Government

means the governing body or a governmental agency of any Indian tribe, band, nation, or other
organized group or community (including any native village as defined in Section 3 of the
Alaska Native Claims Settlement Act, 85 Stat. 6880 certified the Secretary of the Interior as
eligible for the special programs and services provided through the Bureau of Indian Affairs.
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Governmental Unit

means the entire State, local, or federally-recognized Indian tribal government, including any
component thereof. Components of governmental units may function independently of the
governmental unit in accordance with the term of the award.

Grantee Department or Agency
means the component of a State, local or federally-recognized Indian tribal government which is
responsible of the performance or administration of all or some part of a Federal award.

Health and Human Services

The United States Department of Health and Human this is the government's principal agency
for protecting the health of all Americans and providing essential human services, especially for
those who are least able to help themselves.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA, Title II) ACT OF
1996; Public Law 104-191:; 104th Congress

is an act to amend the Internal Revenue Code of 1986 to improve portability and continuity of
health insurance coverage in the group and individual markets, to combat waste, fraud, and abuse
in health insurance and health care delivery, to promote the use of medical savings accounts, to
improve access to long-term care services and coverage, to simplify the administration of health
insurance, and for other purposes. The Administrative Simplification provisions of the Health
Insurance Portability and Accountability Act of 1996 (HIPAA, Title II) require the Department
of Health and Human Services (HHS) to establish national standards for electronic health care
transactions and national identifiers for providers, health plans, and employers. It also addresses
the security and privacy of health data. Adopting these standards will improve the efficiency and
effectiveness of the nation's health care system by encouraging the widespread use of electronic
data interchange in health care.

Indirect Cost Rate Proposal

means the documentation prepared by a governmental unit or component thereof to substantiate
its request for the establishment of an indirect cost rate as described in Attachment E of this
Circular.

Local Government

means a county, municipality, city town, township, local public authority, school district, special
district, interstate district, council of governments (whether or not incorporated as a non-profit
corporation under State law), any other regional or interstate government entity, or any agency or
instrumentality of a local government.

Low-Income Family

is 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). This term can also fit a family member
whose income is above the poverty level but, who, as determined by the Project Director is not
able to pay for family planning services.
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Method-Specific Consent Forms

A consent form that contains all the information to make an informed choice about a prescriptive
contraceptive. The information must be specific to the contraceptive method including its
benefits and risks, effectiveness, potential side effects, complications, discontinuation issues and
danger signs.

Michigan Department of Community Health (MDCH)

the entity that receives the Federal Title X grant and assumes legal and financial responsibility
and accountability for the awarded funds and for the performance of the activities (project
activities and delegate agencies) approved for funding.

Midwestern Professional Resources & Education Services, Inc. (MPRES)

is a non profit 501 (c)(3) agency offering services in two major program areas: reproductive
health care education and research. Since the summer of 1999, the founding members of MPRES
have operated the Region V/Title X Family Planning Training Program funded through the US
Department of Health and Human Services. This program provides general training, research
and technical support to healthcare providers and agencies that receive federal support to provide
subsidized reproductive healthcare in a six state region. In addition, MPRES is committed to
seeking additional public and private grant funds to support similar educational programming
through other national granting bodies, state reproductive health entities, and private
organizations.

Non-Clinical Services Providers

are other agency staff that provide client counseling, education, referral services, and non-
invasive routine and other indicated tests. Examples are: Health educators; Social workers; and
Clinic aides.

Non-Clinical Services Record

It is a confidential record, accessible only to authorized staff and secured by lock when not in
use. If a family planning user receives no clinical services, a record still must be established for
that client. Like a medical record, this client record must contain sufficient information to
identify the client, indicate where and how the client can be contacted, and document fully the
encounter. This record is confidential, accessible only to authorized staff, and secured by lock
when not in use.

Non-Profit
as applied to any private agency, institution, or organization mean s that no part of the entity’s
earnings benefit, or may lawfully benefit, any private shareholder or individual.

Performance Expectations
This is the unduplicated count of Family Planning User’s an agency is expected to see annually.

Plan First!
The new Michigan Medicaid Family Planning Section 115 waiver program that expands income
eligibility to 185% of poverty for women aged 19-44 years old for family planning services only.
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Project
refers to those statewide activities described in the Michigan Department of Community Health

(MDCH) grant application submitted to the Office of Population Affairs (OPA), Family Planning
Program and supported under the approved budget.

Program Standards
are minimally required services.

The Region V / Title X Family Planning Training Program

was established in 1999 to act as one of ten Regional Training Centers funded by the US Office
of Population Affairs, Department of Health and Human Services, Title X Family Planning
Services. The program delivers education and training to health care providers and staff in
federally funded Title X family planning programs in the six-state Region V Area. Region V is
comprised of Illinois, Indiana, Michigan, Minnesota, Ohio and Wisconsin.

Required or Must
used throughout this document indicate mandatory program policy requirements.

Service Sites
are those locations where services actually are provided by the MDCH or delegate/contract
agency.

Should

used in this document indicates recommended program guidelines and policies. This reference
typically applies to guidelines and policies that reflect current acceptable medical or professional
practices and are highly recommended by the Michigan Department of Community Health in
order to fulfill the intent of Title X.

Sliding Fee Scale

A schedule of discounts that is proportional and is applied to all individuals with family incomes
between 101% and 250% of the Federal poverty level. This must be developed based on a cost
analysis of all services provided by the project. The scale should assure that no one is denied
services for inability to pay.

State

means any of the several States of the United States, the District of Columbia, the
Commonwealth of Puerto Rico, any territory or possession of the United States, or any agency or
instrumentality of a State exclusive of local government.

Title X

refers to the specific Public Health Service Act, 42 U.S.C. 300, et seq. Law and Federal policy
can be explored in its entirety in the Title X Regulations section of this manual. Michigan
Department of Community Health (MDCH) official family planning policy will also be included
in this manual. References to specific chapters will be in brackets, e.g. [45 CFR Part 74, Subpart
Cl.
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*AAHP
ACCESS
AFDC
*AHPs
*AP
BCBS
BCNEM
BuMFR
BuMO
BuMPI
*CE

CHAMPUS

CHAP
*CPHA

*CSW
DAW
DENIS
DHHS
*DHS
DMB
DPH
DW
EAC
FFS

MDCH ACRONYM LIST

American Assoc of Health Plans (HMOs)

Automated Client Care & Eligibility Support Systems, MI FIA
Aid to Families with Dependent Children

Accountable Health Plans

Assistance Payments, MI FIA

Blue Cross Blue Shield of MI

Blue Care Network of East MI (HMO)

Bureau of Medicaid Fiscal Review, MSA, DCH

Bureau of Medicaid Operations, MSA, DCH

Bureau of Medicaid Policy & Information, MSA, DCH, former BuPP
Continuing Education

Civilian Health & Medical Program of the Uniformed Services, federal
DOD

Community Health Accreditation Program, Nat'l League of Nursing

Community Public Health Agency, DCH, past Dept. of Public Health;
Commission on Professional & Health Activities (Ann Arbor)

Clinical Social Worker

Dispense As Written

Dial in Eligibility Network & Information Service, BCBS
Dept of Health and Human Services, federal

Department of Human Services, Minnesota and other states
Mi Dept of Management & Budget

prior MI Dept of Public Health

Drug Withdrawn by manufacturer

Estimated Acquisition Cost; pharmacy services

Fee For Service
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FFY
FMAP
FNP
*FOIA
FP
FPL
FPS
FQHC
“FSY
FTE
FY
FYE
GA
GA-M
*GAMC
HAP
HBIG
HBV
HCBS
HCFA
HCFA 1500
HCPCS
HCPP
HIC
*HICN
HIV
HMO

Federal Financial Year

Federal Medical Assistance Percentage (federal matching funds)
Family Nurse Practitioner

Freedom of Information and Privacy Act, federal

Family Practice; Family Planning

Federal Poverty Level

Family Plan of Service, men. heal.

Federally Qualified Health Center

Fee screen year

Full Time Equivalent position in state government, civil service
Fiscal Year

Fiscal Year End

General Assistance, MI FIA, ended in 1991; also geographic area
General Assistance Medical

General Assistance Medical Care

Health Alliance Plan, Henry Ford Medical Systems HMO
Hepatitis B Immune Globulin

Hepatitis B Virus

Home & Community Based waiver Services, federal and Medicaid
Health Care Financing Administration, federal

universal health professional billing form

HCFA Common Procedural Coding System

Health Care Prepayment Plan

Health Insurance Code

Health Insurance Claim Number

Human Immunodeficiency Virus

Health Maintenance Organization
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HRSA

*HSA
*IPA
JCAHO
LPN
MA
MAC
MAID
MALPH
MCH
*MDH
MDMB

MDPH

MDS
MID
M/MACS
MMR
MMWR
MPA
*MPCBs
MR/MI
MRN
MSS
MUPC
*NCHS
NDC

Health Resource and Services Administration, fed; Hospital Research &

Statistics Adm.

Health Service Agreement

Independent Physician Associates; individual practice assoc. model HMO

Joint Commission on Health Care Organizations

Licensed Practical Nurse

Medicaid, Medical Assistance

Maximum Allowable Costs, drugs

Medical Assistance Identification card, MI FIA

MI Assoc for Local Public Health

Maternal & Child Health, federal; MI Capital Healthcare, MCMC
Minn. Dept. of Health

MI Dept of Management & Budget

prior MI Dept of Public Health, now MI Dept of Community Health,
Public Health Agency

Minimum Data Set, fed

Medicaid Information Division, BuMPI, MSA
Medicare/Medicaid Automated Certification System
Measles-Mumps-Rubella vaccine

Morbidity & Mortality Weekly Report

Mi Pharmacy Assoc, MI Prosthetics Assoc
MI Multi-Purpose Collaborative Bodies
Mentally Retarded/Mentally Impaired
Medical Record Number, UB-92

Maternal Support Services, MI FIA

MI Uniform Procedural Coding (from CPTs)
National Center for Health Statistics

Nat'l Drug Codes
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NIH
NINR
NLN
NoGA
Non-Par
*NP
*NPI
NVAC
OHMA
OMB
*O0A
*OO0Ps
OPD
OoTC
PA
PAM
*PCN
*PCP
*PDR
PEM
PHS
PMS
*PN
POC
*POS
PPO
PRN

National Institute of Health

National Institute on Nursing Research
National League of Nursing

Not covered for General Assistance Medical
Not Participating Provider

Nurse Practioner

National Provider Indentifier, HCFA
National Vaccine Advisory Committee
Office of Health & Medical Affairs, MI DMB
Office of Management & Budget, federal
Out-Of-Area Coverage

Out-Of-Pocket Costs/ Expenses

Out Patient Depts (labs, etc.)

Over The Counter drugs

Prior Authorization; Physician's Assistant
Program Administrative Manual, MI FIA
Primary Care Network

Primary Care Physician

Physicians Desk Reference

Program Eligibility Manual, FIA

Public Health Service (federal)
Premenstrual Syndrome

Public Notice

Plan of Correction, HCFA; also Solicited POC
Place or Point of Service

Preferred Provider Organization

Latin "pro re nata", as needed
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PRO Professional or Peer Review Organization
PROM Peer Review Organization of MI
PSP Physician Sponsor Plan, MI FIA, statewide
QA Quality Assurance
*QA & R Quality Assurance and Review
*QIl Quality Indicators
RD Registered Dietitian
*RFI Request for Information
*RFP Request for Proposal
RHC Rural Health Clinic
RN Registered Nurse
RO Regional Office, federal
*RTL Retail price, pharmacy
SBI Special Billing Instructions
SBHSP School Based Health Service Programs, MSA
SBS School Based Services, MSA
SLIMB Specified Low-Income Medicare Beneficiaries
SMI Supplementary Medical Insurance, Medicare trust fund.
SPR Standard or Systems Performance Review
sSa single State agency
SSA Social Security Administration, federal
SSI  Supplemental Security Income
SSN  Social Security Number
STD Sexually Transmitted Disease
SUBC State Uniform Billing Committee
*T 5 Title V, for children with disabilities, Soc. Sec. Act
*T 18 Title XVIII (18), for people over 65 years of age, Soc. Sec. Act
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*T 19
TEMAC
THC
*TOS
“TPA
TOQM
UB-92

Title XIX (19), for people who are low income, Soc. Sec. Act
Tobacco-Free MI Action Coalition

Teen Health Centers

Type Of Service

Third Party Administrator

Total Quality Management

Unified Billing form, effective 1992; UB forms began in 1982
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