Michigan
Title X
Family Planning Program
Standards & Guidelines Manual
2006

Michigan Department of Community Health

March 2006



Table of Contents

Federal Legislation and Requirements
A. Laws and Documents
1. Title X
a) Legal Documents
b) Statute
c) Title X Resources and Links
d) Office of Management and Budget Forms
2. HIPAA
a) Statute
b) Internet Resources
3. Homeland Security
a) Statute
b) Internet Resources
4. Civil Rights Act of 1964
a) Statute
b) Internet Resources
B. Federal Program Guidelines and Guidance

1. Program Guidelines for Project Grants for Family Planning
Services 2001

a) Internet Resources

2. Program Priorities, Legislative Mandates, Key Issues and HHS
Priorities, 2005

a) Annual Update



b) Internet Resources
3. Office of Population Affairs Program Instruction Series
a) Documents
1) Updated Safety Information for Depo-Provera
Contraceptive Injection (medroxyprogesterone
acetate injectable suspension) 02/10/2005
1) Screening for Cervical and Colorectal Cancer and
Sexually Transmitted Diseases (STD) 10/29/2003
i) Compliance with State Reporting Laws 01/12/1999
Iv) Certifications for Encouraging Family Participation
and Counseling to Minors on How to Resist Coercive
Attempts to Engage In Sexual Activities 02/24/1998
v) Emergency Contraception 04/23/1997
vi) Fees and Charges to Title X Low-Income Clients and
Teenagers (Revised) 04/24/1997
vii) Deferred Physical Examinations for Title X Clients
06/25/1993

4. Family Planning Annual Reporting Requirement and
Instructions

a) Instructions and Forms
I1.Michigan Family Planning Information
A. Laws
1. Appropriation
2. Public Health Code
a) HIV Statute



b) Pharmacy Statute
c) Mental Health Services Statute
d) Substance Abuse Services Statute
e) Adolescent Confidentiality Statute
f) Adoption Statute
g) Age of Majority Statute
h) Immunization Statute
3. Sexual Coercion Legislation
4. Child Protection Law
5. Mandated Child Abuse Reporter Legislation
B. Michigan Family Planning Program Requirements
1. Contract and Grant Management

a) MDCH Contract

1) Comprehensive Planning, Budgeting and Contracts

1) Standard Contract

b) Minimum Program Requirements Instructions
¢) Minimum Reporting Requirements Instructions
d) Needs Assessment and Annual Plan
e) Financial Management

1. Program Standards and Guidelines

A. PART I

1.0 Introduction to the Program Guidelines



1.1 Definitions
2.0 The Law, Regulations, and Guidelines
2.1 MDCH Program Review
3.0 The Application Process
3.1 Eligibility
3.2 Needs Assessment
3.3 The Application
3.4 Project Requirements

3.5 Notice of Grant Award
4.0 Grant Administration

5.0 Legal Issues

5.1 Voluntary Participation

5.2 Confidentiality

5.3 Conflict of Interest

5.4 Liability Coverage

5.5 Human Subjects Clearance (Research)

5.6 Limited English Proficiency (LEP)
6.0 Project Management

6.1 Structure of the MDCH

6.2 Planning and Evaluation



6.3 Financial Management

6.4 Facilities and Accessibility of Services
6.5 Personnel

6.6 Training and Technical Assistance
6.7 Reporting Requirements

6.8 Review and Approval of Informational Educational
Materials

6.9 Community Participation, Education, and Project
Promotion

6.10 Publications and Copyright

6.11 Inventories or Discoveries

B. PART Il

7.0 Client Services

7.1 Service Plans and Protocols

7.2 Procedural Outline

7.3 Emergencies

7.4 Referrals and Follow-Up
8.0 Required Services

8.1 Client Education

8.2 Counseling

8.3 History, Physical Assessment, and Laboratory Testing



8.4 Fertility Regulation

8.5 Infertility Services

8.6 Pregnancy Diagnosis and Counseling

8.7 Adolescent Services

8.8 ldentification of Estrogen-Exposed Offspring
9.0 Related Services

9.1 Gynecologic Services

9.2 Sexuality Transmitted Diseases (STD) and HIV/AIDS

9.3 Special Counseling

9.4 Genetic Information and Referral

9.5 Health Promotion/Disease Prevention

9.6 Postpartum Care

10.0 Clinic Management
10.1 Equipment and Supplies
10.2 Pharmaceuticals
10.3 Medical Records

10.4 Quality Assurance and Audit
V. Program Monitoring
A. Non Local Health Department Site Visit Reviews

B. Monitoring Visits



C. Technical Assistance

V. MDCH Title X Training
A. Coordinators Meeting
B. Annual Conference
C. Staff and Delegate Agency Training
D. Federal Meetings and Conference
E. Family Planning Advisory Council
1. Membership
2. Subcommittees
3. Bylaws
Glossary of Terms
MDCH Acronym L.ist



|. Federal Legislation and Requirements



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”.
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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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§59.6 42 CFR Ch. | (10-1-00 Edition)
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
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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

32



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 Rep