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his section describes the federal regulations aqgdirements for Title X

family planning grant programs. Agencies and cBrtltat do not
receive Title X grant funds are not subject toel'Xl rules. However, these
regulations still provide good direction for delireg high quality,
comprehensive family planning services.

Section B contains material directly from the Odfiaf Population Affairs
(OPA), followed by Oregon-specific information.

Title X Definitions

Family Planning: When an
individual can determine freely the
number and spacing of children.

Family Planning Services:

Clinical, informational, educational,
social, and referral services offered
to anyone of reproductive age
requesting family planning and
reproductive health care.

October 2008 Federal Title X Regulations and Requirements B-1
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This documentProgram Guidelines for Project Grants for FamilyalRhing
ServiceqGuidelines), has been developed by the Officeagulation Affairs
(OPA), U.S. Department of Health and Human ServiB#$HS), to assist current
and prospective grantees in understanding andiatlithe family planning services
grants program authorized by Title X of the Publealth Service Act, 42 U.S.C.
300, et seq The Office of Population Affairs also provides maaletailed guidance,
updated clinical information and clarification gfexific program issues in the form
of periodic Program Instructions to the Regiondicet.

This document is organized into two parts. Paset{ions 1-6) covers project
management and administration, including the gapptication and award process.
Part Il (sections 7—11) covers client services @mic management.

Reference is made throughout the document to $pseittions of the Title X law
and implementing regulations, which are contaimedttachments A and B,
respectively. (Reference to specific sections efrdgulations will appear in
brackets, e.g., [45 CFR Part 74, Subpart C].) fdeerilization regulations are
contained in Attachment C. The DHHS regional offiege listed in Attachment D.
Selected other materials that provide addition&auce in specific areas are
classified afRkesource Documents

1.1 Definitions

Throughout this document, the word “must” indicateandatoryprogram policy.
“Should” indicates recommended program policy retato components of family
planning and project management that the projaatged to utilize in order to
fulfill the intent of Title X. The words “can” antinay” indicate suggestions for
consideration by individual projects.

The “grantee” is the entity that receives a Fedgiraht and assumes legal and
financial responsibility and accountability for taearded funds and for the
performance of the activities approved for fundifilge “project” consists of those
activities described in the grant application anpported under the approved
budget. “Delegate/contract agencies” are thos¢ienthat provide family planning
services with Title X funds under a negotiated tt&n agreement with a grantee.
“Service sites” are those locations where servéatsgally are provided by the
grantee or delegate/contract agency.

October 2008 Program Guidelines B1l-1
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To enable persons who want to obtain family planmiaug to have access to
such services, Congress enacted the Family Plaisgngces and Population
Research Act of 1970 (Public Law 91-572), whicheti@litle X, “Population
Research and Voluntary Family Planning ProgramshéoPublic Health Service
Act. Section 1001 of the Act (as amended) authergrants “to assist in the
establishment and operation of voluntary familynpliag projects which shall offer
a broad range of acceptable and effective famayping methods and services
(including natural family planning methods, infétyi services, and services for
adolescents)” (see Attachment A). The mission & is to provide individuals
the information and means to exercise personatehnidetermining the number
and spacing of their children.

The regulations governing Title X [42 CFR Part S8ppart A] set out the
requirements of the Secretary, Department of HealthHuman Services, for the
provision of family planning services funded undéte X and implement the
statute as authorized under Section 1001 of thédPdbalth Service Act.
Prospective applicants and grantees should retietoegulations (see Attachment
B). This documentrogram Guidelines for Project Grants for FamilyaRhing
Servicesinterprets the law and regulations in operatiageahs and provides a
general orientation to the Federal perspectiveaomly planning.

$ 1 &
3.1 Eligibility

A ny public or nonprofit private entity located irstate (which, by definition,
includes the District of Columbia, Guam, the Commealth of Puerto Rico,

the Northern Mariana Islands, the U.S. Virgin IslanAmerican Samoa, the U.S.
Outlying Islands [Midway, Wakeet al], the Marshall Islands, the Federated States
of Micronesia and the Republic of Palau) is eligitd apply for a Title X family
planning services project grant [59.2, 59.3].

To promote the purposes of Section 1001 of theii\ttte most cost effective and
efficient manner, grants will be made to public aoe-profit private entities to
foster projects most responsive to local needsoprofit private agency,
institution, or organization must furnish evidemdets non-profit status in
accordance with instructions accompanying the pt@eant application form.
Under the law, grants cannot be made to entitigisgiopose to offer only a single
method or an unduly limited number of family plamgpimethods. A facility or
entity offering a single method can receive asst#ainder Title X by participating
as a delegate/contract agency in an approvablegirnbjat offers a broad range of
acceptable and effective medically approved fampliénning methods and services
[59.5(a)(1)].
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3.2 Needs Assessment

n assessment of the need for family planning sesvicust be conducted prior

to applying for a competitive grant award. The reeassessment documents
the need for family planning services for persanthe service area and should
include:

- Description of the geographic area including auswon of potential
geographic, topographic, and other related barteeservice;

- Demographic description of the service area inclgdibjective data
pertaining to individuals in need of family plangieervices, maternal and
infant morbidity/mortality rates, birth rates arades of unintended
pregnancies by age groups, poverty status of thalptons to be served,
cultural and linguistic barriers to services, etc.;

- Description of existing services and need for addél family planning
services to meet community/cultural needs;

- Need indicators that include rates of STDs and pli&talence (including
perinatal infection rates) in the grantee area;

- ldentification and descriptions of linkages witlhet resources related to
reproductive health; and

- Identification and discussion of high priority pdg@iions and target areas.

Grantees should perform periodic reassessmentwtsaeeds. Competitive
grant applications must include a full and updatedds assessment.

3.3 The Application

he Department of Health and Human Services’ OfficBopulation Affairs

administers the Title X Family Planning Progranotigh the DHHS Regional
Offices. An annual announcement of the availabdityitle X service grant funds
sets forth specific application requirements araluation criteria. Applications
must be submitted to the Office of Grants ManagerferFamily Planning
Services on the form required by the Departmeng. dplication forms are
available from the Office of Grants ManagementRamily Planning Services.
Assistance regarding programmatic aspects of pedposparation is available
from the Regional Office. For assistance with adstiative and budgeting aspects
of proposal preparation, contact the Office of Gsdvianagement for Family
Planning Services.
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Unless otherwise instructed, applicants are toaegpo the standard instructions
contained in the application kit and to the PHSpéaimental instructions. An
application must contain:

- a needs assessment

- a narrative description of the project and the neammwhich the applicant
intends to conduct it in order to carry out theuiegments of the law and
regulations;

- a budget that includes an estimate of project irecamd costs, with
justification for the amount of grant funds reqeest59.4(c)(2)] and which
is consistent with the terms of Section 1006 ofAbg as implemented by
regulation [59.7(b)];

- a description of the standards and qualificatitvas will be required for all
personnel and facilities to be used by the project;

- project objectives that are specific, realistiaj ameasurable; and

- other pertinent information as required [59.4(d)(4)

The application must address all points containegkction 59.7(a) of the
regulations, which are the criteria DHHS Region#ld@s will use to decide
which family planning projects to fund and in wiaahount. The application shall
not include activities that cannot be funded unidée X, such as abortion,
fundraising, or lobbying activities.

3.4 Project Requirements
Projects must adhere to:

- Section 59.5 and all other applicable provisionthefregulations, which list
the requirements to be met by each project suppontelitle X.

- The applicable requirements of théaegram Guidelines for Project Grants
for Family Planning Services

- Other Federal regulations which apply to grantsenaater Title X [59.10].
For assistance in identifying other relevant regoites, contact the Regional
Office.
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3.5 Notice of Grant Award

he notice of grant award will inform the grantemtlong DHHS intends to

support the project without requiring it to recongtor funds [59.8]. This
period of funding is called the “project period.hd project will be funded in
increments called “budget periods.” The budgetqzeis normally twelve months,
although shorter or longer budget periods may bebéshed for compelling
administrative or programmatic reasons.

$( &

Il grantees must comply with the applicable ledistg regulatory and

administrative requirements described inBublic Health Service Grants
Policy StatementA copy of thePublic Health Service Grants Policy Statement
may be obtained from the Office of Grants Managerf@mmFamily Planning
Services.

%)
5.1 Voluntary Participation

se by any individual of project services must belgmn a voluntary basis.

Individuals must not be subjected to coercion tenree services or to use or
not to use any particular method of family planniAgceptance of family planning
services must not be a prerequisite to eligibfiiry or receipt of, any other service
or assistance from or participation in any othexgpams of the applicant
[59.5(a)(2)].

Project personnel must be informed that they magultigect to prosecution under
Federal law if they coerce or endeavor to coergepanson to undergo an abortion
or sterilization procedure.

5.2 Confidentiality

Every project must assure client confidentiality gmdvide safeguards for
individuals against the invasion of personal privas required by the Privacy
Act. No information obtained by the project stdfbat individuals receiving
services may be disclosed without the individualifgten consent, except as
required by law or as necessary to provide sentiwése individual, with
appropriate safeguards for confidentiality. Infotima may otherwise be disclosed
only in summary, statistical, or other form thaedmot identify the individual
[59.11].
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5.3 Conflict of Interest

Grantees must establish policies to prevent empkyamsultants, or members
of governing or advisory bodies from using theisipions for purposes of
private gain for themselves or for others.

5.4 Liability Coverage

rantees and/or delegates/contractors should etiseiexistence of adequate

liability coverage for all segments of the projaatded under the grant,
including all individuals providing services. Gowarg boards should obtain
liability coverage for their members.

5.5 Human Subjects Clearance (Research)

Grantees considering clinical or sociological reskarsing Title X clients as
subjects must adhere to the legal requirementsrgmgehuman subjects
research at 45 CFR Part 46, as applicable. A cbfhyese regulations may be
obtained from the Regional Office. Grantees mustisadthe Regional Office in
writing of research projects involving Title X dfies or resources in any segment of
the project.

0% 1
6.1 Structure of the Grantee

Family planning services under Title X grant authomay be offered by
grantees directly and/or by delegate/contract agsraperating under the
umbrella of the grantee. However, the granteesparsible for the quality, cost,
accessibility, acceptability, reporting, and pemfance of the grant-funded
activities provided by delegate/contract agendBrantees must therefore have a
negotiated, written agreement with each delegaté/act agency and establish
written standards and guidelines for all deleggiegect activities consistent with
the appropriate section(s) of tReogram Guidelines for Project Grants for Family
Planning Servicesas well as other applicable requirements suc@uagart C of 45
CFR Part 74, or Subpart C of 45 CFR Part 92. kleghte/contract agency wishes
to subcontract any of its responsibilities or segi a written negotiated agreement
that is consistent with Title X requirements angraped by the grantee must be
maintained by the delegate/contractor. Delegaté&/achagencies should be invited
to participate in the establishment of granteedsieats and guidelines.
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6.2 Planning and Evaluation

Il projects receiving Title X funds must providagees of high quality and be

competently and efficiently administered. To méeise requirements, each
competitive application must include a plan whidantifies overall goals and
specific measurable objectives for the projectquerThe objectives may be
directed to all clients or to specific groups aénts and must be consistent with
Title X objectives. The plan must include an evilracomponent that addresses
and defines indicators by which the project intetadsvaluate itself.

6.3 Financial Management

Grantees must maintain a financial management syftatmeets the standards
specified in Subpart C of 45 CFR Part 74 or Subpawt 45 CFR Part 92, as
applicable, as well as any other requirements imgdxy the Notice of Grant
Award, and which complies with Federal standardsafeguard the use of funds.
Documentation and records of all income and expere must be maintained as
required.

Charges, Billing, and Collections

A grantee is responsible for the implementatiopalicies and procedures for
charging, billing, and collecting funds for thesees provided by the project.
The policies and procedures should be approvetdgadverning authority or
board of the grantee and the Regional Office.

Clients must not be denied project services onibgested to any variation in
quality of services because of the inability to pfAyling and collection
procedures must have the following characteristics:

1. Charges must be based on a cost analysis of aitesmprovided by the
project. At the time of services, clients who asponsible for paying
any fee for their services must be given bills ctise In cases where a
third party is responsible, bills must be submitiethat party.

2. A schedule of discounts must be developed and imghéed with
sufficient proportional increments so that inalitib pay is never a
barrier to service. A schedule of discounts is meglufor individuals
with family incomes between 101% and 250% of thédfal poverty
level. Fees must be waived for individuals with fignmcomes above
this amount who, as determined by the servicepsdgect director, are
unable, for good cause, to pay for family planrsegvices.

3. Clients whose documented income is at or below 1608%e Federal
poverty level must not be charged, although prejeatst bill all third
parties authorized or legally obligated to paydervices.
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Individual eligibility for a discount must be docemted in the client’s
financial record.

4. Bills to third parties must show total charges withapplying any
discount.

5. Where reimbursement is available from Title XIXTotle XX of the
Social Security Act, a written agreement with thigeTXIX or the Title
XX state agency at either the grantee level orgégidcontract agency
level is required.

6. Bills to clients must show total charges less dionaable discounts.

7. Eligibility for discounts for minors who receive midential services
must be based on the income of the minor.

8. Reasonable efforts to collect charges without jedipang client
confidentiality must be made.

9. A method for the “aging” of outstanding accountssirioe established.

10. Voluntarydonations from clients are permissible. Howevkents must
not be pressured to make donations, and donatioss mot be a
prerequisite to the provision of services or siggplDonations from
clients do not waive the billing/charging requirartgeeset out above.

11.Client income should be re-evaluated at least dhynua

Effective financial management will assure the shad long term viability
of the project, including the efficient use of gr&imds. Technical
assistance in achieving this objective is availétien the Regional Office.
Title X projects offering services that are notuigd by the statute,
regulations or these Guidelines should whenevesiplesseek other sources
of funding for such services before applying TKléunds to those

activities.

Financial Audit

Audits of grantees and delegate/contract agenciest be conducted in
accordance with the provisions of 45 CFR Part Téhp@rt C, and 45 CFR Part
92, Subpart C, as applicable. The audits must bdwied by auditors meeting
established criteria for qualifications and indegamce.
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6.4 Facilities and Accessibility of Services

Facilities in which project services are providedwld be geographically
accessible to the population served and should/éiéahble at times convenient
to those seeking services, i.e., they should hagrieg and/or weekend hours in
addition to daytime hours. The facilities shoulddolequate to provide the
necessary services and should be designed to esmufert and privacy for clients
and to expedite the work of the staff. Facilitiegstnmeet applicable standards
established by the Federal, state and local govemtsn(e.g., local fire, building
and licensing codes).

Projects must comply with 45 CFR Part 84, whichhgsids discrimination on the
basis of handicap in Federally assisted progrardsaativities, and which requires,
among other things, that recipients of Federal $upgkerate their Federally assisted
programs so that, when viewed in their entiretgythre readily accessible to
people with disabilities. A copy of Part 84 maydigained from the Regional
office. Projects must also comply with any appliegiirovisions of the Americans
With Disabilities Act (Public Law 101-336).

Emergency situations may occur at any time. Aljguts must therefore have
written plans and procedures for the managemeemnefrgencies.

6.5 Personnel

Grantees and delegate/contract agencies are remafidieeir obligation to
establish and maintain personnel policies that dpnvjih applicable Federal
and state requirements, including Title VI of thgilRights Act, Section 504 of
the Rehabilitation Act of 1973, and Title | of tAenericans With Disabilities Act.
These policies should include, but need not bedidnio, staff recruitment,
selection, performance evaluation, promotion, teation, compensation, benefits,
and grievance procedures. Project staff shouldbadby representative of all
significant elements of the population to be sevgdhe project, and should be
sensitive to and able to deal effectively with titural and other characteristics of
the client population [59.5 (b)(10)].

Grantees must also ensure that:
- Projects are administered by a qualified projectalor;

- The clinical care component of the project operateter the responsibility of
a medical director who is a licensed and qualiplgsician with special
training or experience in family planning;

- Protocols exist that provide all project personmigh guidelines for client
care,;
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- Personnel records are kept confidential;

- Licenses of applicants for positions requiring fisere are verified prior to
employment and that there is documentation thahses are kept current.

6.6 Training and Technical Assistance

Projects must provide for the orientation and invess training of all project
personnel, including the staffs of delegate agenarl service sites. All project
personnel should participate in continuing educeteated to their activities.
Documentation of continuing education should benta@med and used in
evaluating the scope and effectiveness of the staffing program.

Training through regional training centers is aafalié to all projects under the Title
X program. In addition to training, grantees mageree technical assistance for
specific project activities. Technical assistarxprovided by contract from the
OPA and administered through the Regional Offinérimation on training and
technical assistance is available from the RegiQifte.

6.7 Reporting Requirements

( ;rantees must:

1. comply with the financial and other reporting regaients of 45 CFR
Part 74 or 45 CFR Part 92, as applicable; and

2. comply with other reporting requirements as reqllvg DHHS.

6.8 Review and Approval of Informational and Educationd Materials

n advisory committee of five to nine members (tize sf the committee can
differ from these limits with written documentatiand approval from the
Regional Office) who are broadly representativéhefcommunity must review and

approve all informational and educational (I&E) evéls developed or made
available under the project prior to their disttiba to assure that the materials are
suitable for the population and community for whibky are intended and to
assure their consistency with the purposes of Kitl®versight responsibility for
the I&E committee(s) rests with the grantee. Thentge may delegate the | & E
operations for the review and approval of matetialdelegate/contract agencies.
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The 1&E committee(s) must:

- Consider the educational and cultural backgroumidseoindividuals to whom
the materials are addressed,;

- Consider the standards of the population or comiytiaibe served with
respect to such materials;

- Review the content of the material to assure timairtformation is factually
correct;

- Determine whether the material is suitable forghpulation or community to
which it is to be made available; and

- Establish a written record of its determination3. §.

The committee(s) may delegate responsibility ferréeview of the factual,
technical, and clinical accuracy to appropriatgguostaff. However, final approval
of the | &E material rests with the committee(s).

6.9 Community Participation, Education, and Project Promotion

Boards and advisory committees for family planniagyges should be broadly
representative of the population served.

Community Participation

Title X grantees and delegate/contract agencies pmagide an opportunity for
participation in the development, implementatiamg avaluation of the project
(1) by persons broadly representative of all sigaiit elements of the
population to be served, and (2) by persons irctimemunity knowledgeable
about the community’s needs for family planningvgasrs [59.5(b)(10)].

The | & E advisory committee may serve the commupdrticipation function
if it meets the above requirements, or a separatgpgnay be identified. In
either case, the grantee project plan must inciuplan for community
participation. The community participation commett@ust meet annually or
more often as appropriate.
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Community Education

Each family planning project must provide for commity education programs
[59.5(b)(3)]. This should be based on an assessaof¢hé needs of the
community and should contain an implementatione@raduation strategy.

Community education should serve to enhance contgnunderstanding of the
objectives of the project, make known the availgbdf services to potential
clients, and encourage continued participationdrggns to whom family
planning may be beneficial.

Project Promotion

To facilitate community awareness of and acceganoly planning services,
projects must establish and implement planned iieBwvhereby their services
are made known to the community [59.5(b)(3)]. Retgeshould review a range
of strategies and assess the availability of exgstesources and materials.
Promotion activities should be reviewed annuallgt ba responsive to the
changing needs of the community. For more inforamtcontact the Regional
Offices.

6.10 Publications and Copyright

U nless otherwise stipulated, publications resultiogh activities conducted
under the grant need not be submitted to DHHS rior ppproval. The word
“publication” is defined to include computer softwaGrantees should ensure that
publications developed under Title X do not contaformation which is contrary
to program requirements or to accepted clinicatiora. Federal grant support must
be acknowledged in any publication. Except as @tlser provided in the conditions
of the grant award, the author is free to arramgedpyright without DHHS
approval of publications, films, or similar matdsiaeveloped from work supported
by DHHS. Restrictions on motion picture film protioa are outlined in th@ublic
Health Service Grants Policy Statemehnhy such copyrighted materials shall be
subject to a royalty-free, non-exclusive, and io@ble right of the Government to
reproduce, publish, or otherwise use such matdoalSederal purposes and to
authorize others to do so [45 CFR 74.36][45 CFR4R.

6.11 Inventions or Discoveries
amily planning projects must comply with Governmesde regulations, 37

CFR Part 401, which apply to the rights to invemsionade under government
grants, contracts and cooperative agreements.
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Projects funded under Title X must provide cliniaaformational, educational,
social and referral services relating to familynpieng to clients who want such
services. All projects must offer a broad rangaadeptable and effective medically
approved family planning methods and services eithesite or by referral
[59.5(a)(1)]. Projects should make available tertis all methods of contraception
approved by the Federal Food and Drug Administnatio

Part Il of this document has been developed tsagsntees in determining those
services which will be provided to fulfill the missa of Title X.

Projects must provide services stipulated in tkedaregulations, or which are
required by these Guidelines for the provisionighkguality family planning
services.

Projects may also provide those services thatraeaded to promote the
reproductive and general health care of the faplayning client population.

7.1 Service Plans and Protocols

he service plan is the component of the grante@ggt plan, as set forth in the

competitive application, which identifies thosewsees to be provided to
clients under Title X by the project. As part oéthroject plan, all grantees must
assure that delegate/contractors have writtencalimirotocols and plans for client
education, approved by the grantee and signedébgdtvice site Medical Director,
which outline procedures for the provision of eaehvice offered and which are in
accordance with state laws. Clinical protocols nagstonsistent with the
requirements of these Guidelines.

Under exceptional circumstances, a waiver fromréqudar requirement may be
obtained from the Regional Office upon written resjufrom a grantee. In
submitting a request for an exception, the grantast provide epidemiologic,
clinical, and other supportive data to justify tegquest and the duration of the
waiver.
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7.2 Procedural Outline

he services provided to family planning clients] #ime sequence in which they

are provided, will depend upon the type of visid @ime nature of the service
requested. However, the following components masiftered to and documented
on all clients at the initial visit:

Education

- Presentation of relevant information and educatioraterials, based upon
client needs and knowledge;

Counseling

- Interactive process in which a client is assistechaking an informed
choice;

Informed Consent

- Explanation of all procedures and obtaining a galrmsnsent covering
examination and treatment and, where applicabtegthod-specific
informed consent form;

History

- Obtaining of a personal and family medical and aldtistory;

Examination

- Performance of a physical examination and any sacg<linical
procedures, as indicated;

Laboratory Testing

- Performance of routine and other indicated laboyattests;

Follow-up & Referrals
- Planned mechanism for client follow-up;
- Performance of any necessary clinical procedures;
- Provision of medications and/or supplies as needled;

- Provision of referrals as needed.
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Return visits, with the exception of routine suppisits, should include an
assessment of the client’s health status, cur@nptaints, and evaluation of
birth control method, as well as an opportunitgh@nge methods. The following
components must be offered to and documented atiats at the return visit:

History

- Updating a personal and family medical and sodgtbhy;

Examination

- Performance of a physical examination and any sacg<linical
procedures, as indicated;

Laboratory Testing

- Performance of routine and other indicated laboyattests;

Follow-up & Referrals
- Planned mechanism for client follow-up;
- Performance of any necessary clinical procedures;
- Provision of medications and/or supplies as neeaded;

- Provision of referrals as needed.

7.3 Emergencies

mergency situations involving clients and/or staffy occur at any time. All

projects must therefore have written plans forrttamagement of on-site
medical emergencies. At a minimum, written protegalst address vaso-vagal
reactions, anaphylaxis, syncope, cardiac arrestksthemorrhage, and respiratory
difficulties. Protocols must also be in place farexgencies requiring transport,
after-hours management of contraceptive emergerametsclinic emergencies. All
project staff must be familiar with these planspAgpriate training, including
training in CPR, should be available to staff.
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7.4 Referrals and Follow-up

Grantees must assure that delegate/contract aggmoiégge all family planning
services listed in Section 8.0 under “Required Besy” either on-site or by
referral. When required services are to be provimeckeferral, the grantee must
establish formal arrangements with a referral agéoicthe provision of services
and reimbursement of costs, as appropriate.

Agencies must have written policies/procedureddtbow-up on referrals that are
made as a result of abnormal physical examinatidabmratory test findings.
These policies must be sensitive to clients’ comeéor confidentiality and privacy.

For services determined to be necessary but whecbheyond the scope of the
project, clients must be referred to other pro\sder care. When a client is
referred for non-family planning or emergency dalicare, agencies must:

- Make arrangements for the provision of pertinemntlinformation to the
referral provider. Agencies must obtain client'sigsent to such arrangements,
except as may be necessary to provide servicée tpatient or as required by
law, with appropriate safeguards for confidentyalit

- Advise client on their responsibility in complyingth the referral; and

- Counsel client on the importance of such refemal the agreed upon method
of follow-up.

Efforts may be made to aid the client in identifyjmotential resources for
reimbursement of the referral provider, but prgeate not responsible for the cost
of this care. Agencies must maintain a currentdistealth care providers, local
health and human services departments, hospitlsmtary agencies, and health
services projects supported by other Federal pragjta be used for referral
purposes. Whenever possible, clients should bengvehoice of providers from
which to select.

$ #

he services contained in this section must be geal/by all projects funded
under Title X.

The client’s written informed voluntary consentrézeive services must be
obtained prior to the client receiving any clinisarvices. In addition, if a client
chooses a prescription method of contraceptionethod-specific consent form
must be obtained and updated routinely at subségigts to reflect current
information about that method.
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8.1 Client Education

Grantees and/or delegate/contract agencies mustwratten plans for client
education that include goals and content outlinesnsure consistency and
accuracy of information provided. Client educationst be documented in the
client record. The education provided should be@mate to the client’'s age, level
of knowledge, language, and socio-cultural backgdoand be presented in an
unbiased manner. A mechanism to determine thahtbemation provided has
been understood should be established.

Education services must provide clients with tHernmation needed to:
- Make informed decisions about family planning;
- Use specific methods of contraception and idemtifyerse effects;
- Perform breast/testicular self examination;

- Reduce risk of transmission of sexually transmittesg¢tases and Human
Immunodeficiency Virus (HIV);

- Understand the range of available services anguhgose and sequence of
clinic procedures; and

- Understand the importance of recommended scre¢estg and other
procedures involved in the family planning visit.

Clients should be offered information about basiméle and male reproductive
anatomy and physiology, and the value of fertilggulation in maintaining
individual and family health. Additional educatishould include information on
reproductive health and health promotion/diseasegution, including nutrition,
exercise, smoking cessation, alcohol and drug algaseestic violence and sexual
abuse.

Method-Specific Informed Consent

Written informed consent, specific to the contrdaisepmethod, must be signed
before a prescription contraceptive method is mtedi Prior to implementation,
informed consent forms should be approved by thacesite Medical

Director.

The consent forms must be written in a languagerstdod by the client or
translated and witnessed by an interpreter. Toigeomformed consent for
contraception, the client must receive informationthe benefits and risks,
effectiveness, potential side effects, complicatjahscontinuation issues and
danger signs of the contraceptive method chosestiffpeducation and
consent forms for the contraceptive method providedt be part of the
project’s service plan.
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The signed informed consent form must be a pattetlient’s record. All
consent forms should contain a statement thatliet las been counseled,
provided with the appropriate informational matgrgad understands the
content of both. The method-specific consent fonousd be renewed and
updated when there is a major change in the cidmgalth status or a change to
a different prescriptive contraceptive method.

Federal sterilization regulations [42 CFR PartS@hpart B], which address
informed consent requirements, must be complied wtien a sterilization
procedure is performed or arranged for by the ptdgee Attachment C).

8.2 Counseling

he primary purpose of counseling in the family pliag setting is to assist

clients in reaching an informed decision regardhjr reproductive health and
the choice and continued use of family planninghods and services. The
counseling process is designed to help clientdwveamcertainty, ambivalence, and
anxiety about reproductive issues and to enhareiedapacity to arrive at a
decision that reflects their considered self-irgere

The counseling process involves mutual sharingfoirmation. Persons who
provide counseling should be knowledgeable, objectionjudgmental, sensitive
to the rights and differences of clients as indmail$, culturally aware and able to
create an environment in which the client feels fortable discussing personal
information. The counselor must be sufficiently whedgeable to provide accurate
information regarding the benefits and risk, safeffectiveness, potential side
effects, complications, discontinuation issues @aager signs of the various
contraceptive methods. Additionally, the counsslwould be knowledgeable about
the other services offered by the agency. Docuntientaf counseling must be
included in the client’s record.

Method Counseling

Method counseling refers to an individualized digie with a client that covers
the following:

- Results of physical exam and lab studies;

- Effective use of contraceptive methods, includiatunal family planning
(NFP), and the benefit and efficacy of the methods;

- Possible side effects/complications;

- How to discontinue the method selected and infaonatgarding back-
up method use, including the use of certain oratre@eptives as post-
coital emergency contraception;
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- Planned return schedule;
- Emergency 24-hour telephone number;
- Location where emergency services can be obtaaret;

- Appropriate referral for additional services asdexk

Sexually Transmitted Disease (STD) and HIV Coumnsgli

All clients must receive thorough and accurate seling on STDs and HIV.
STD/HIV counseling refers to an individualized digie with a client in which
there is discussion of personal risks for STDs/HING the steps to be taken by
the individual to reduce risk, if necessary. Pessionind to have behaviors
which currently put them at risk for STD/HIV mus given advice regarding
risk reduction and must be advised whether clinwaluation is indicated. All
projects must offer, at a minimum, education abhdid infection and AIDS,
information on risks and infection prevention, aaterral services. On an
optional basis, clinics may also provide HIV rigsassment, counseling and
testing by specially trained staff. When the propiwes not offer these optional
services, the project must provide the client witist of health care providers
who can provide these services.

8.3 History, Physical Assessment, and Laboratory Testm

History

At the initial comprehensive clinical visit, a colafe medical history must be
obtained on all female and male clients. Pertitéstory must be updated at
subsequent clinical visits. The comprehensive nadiistory must address at
least the following areas:

- Significant illnesses; hospitalizations; surgergadal transfusion or
exposure to blood products; and chronic or acutédicaéconditions;

- Allergies;

- Current use of prescription and over-the-countedioations;
- Extent of use of tobacco, alcohol, and other drugs;

- Immunization and Rubella status;

- Review of systems;

- Pertinent history of immediate family members; and
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- Partner history
o injectable drug use
o multiple partners
o risk history for STDs and HIV
o bisexuality.
Histories of reproductive function in female cliemhust include at least the
following:
- Contraceptive use past and current (including adveffects);
- Menstrual history;
- Sexual history;
- Obstetrical history;
- Gynecological conditions;
- Sexually transmitted diseases, including HBV;
- HIV,
- Pap smear history (date of last Pap, any abnorayal tReatment); and
- In utero exposure to diethylstilbestrol (DES).
Histories of reproductive function in male cliemsist include at least the
following:
- Sexual history;
- Sexually transmitted diseases (including HBV);
- HIV; and
- Urological conditions.

Physical Assessment (female)

For many clients, family planning programs arertlogily continuing source of
health information and clinical care. Thereforejratial complete physical
examination, including height and weight, examioatf the thyroid, heart,
lungs, extremities, breasts, abdomen, pelvis, aaim, should be performed.
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While most client services will necessarily relaadertility regulation, family
planning clinics must provide and encourage cliémisse health maintenance
screening procedures, initially and as indicatdohi€s must provide and stress
the importance of the following to all clients:

- Blood pressure evaluation;

- Breast exam;

- Pelvic examination which includes vulvar evaluataod bimanual exam;
- Pap smeatr;

- Colorectal cancer screening in individuals overaty

- STD and HIV screening, as indicated.

Following counseling about the importance of thevebpreventive services, if
a client chooses to decline or defer a service,should be documented in their
record. Counseling must include information abbetpossible health risks
associated with declining or delaying preventiveeening tests or procedures.

All physical examination and laboratory test regments stipulated in the
prescribing information for specific methods of traception must be followed.
Physical examination and related prevention sesvat®uld not be deferred
beyond 3 months after the initial visit, and incase may be deferred beyond 6
months, unless if in the clinician’s judgment thex@ compelling reason for
extending the deferral. All deferrals, including tteason(s) for deferral, must
be documented in the client record. Project prdsosbould be developed
accordingly.

Physical Assessment (male)

Family planning clinics also may be an importanirse of reproductive health
care for male clients. Physical examination shda@lanade available to male
clients, including height and weight, examinatidihe thyroid, heart, lungs,
breasts, abdomen, extremities, genitals and red&xamination should also
include palpation of the prostate, as appropreate, instructions in self-
examination of the testes. Clinics should streesriportance of the following
to male clients:

- Blood pressure evaluation;
- Colorectal cancer screening in individuals overatty

- STD and HIV screening, as indicated.
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Laboratory Testing

Specific laboratory tests are required for the fmiown of specific methods of
contraception. Laboratory tests can also be impontalicators of client health
status and useful for diagnostic purposes. Pregnasting must be provided
onsite. The following laboratory procedures musphwvided to clients if
required in the provision of a contraceptive metrat may be provided for
the maintenance of health status and/or diagnpatigoses, either on-site or by
referral:

- Anemia assessment

- Gonorrhea and Chlamydia test
- Vaginal wetmount

- Diabetes testing

- Cholesterol and lipids

- Hepatitis B testing

- Syphilis serology (VDRL, RPR)
- Rubella titer

- Urinalysis

- HIV testing

Notification of Abnormal Lab Results

A procedure which addresses client confidentiattyst be established to allow
for client notification and adequate follow-up dfreormal laboratory results.

Other Laboratory Services or Procedures

Other procedures and lab tests may be indicatesbime clients and may be
provided on-site or by referral.
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Revisits

Revisit schedules must be individualized based uperclient’s need for
education, counseling, and clinical care beyondhavided at the initial and
annual visit.

Clients selecting hormonal contraceptives, intrangedevices (IUDs), cervical
caps, or diaphragms for the first time should beedaled for a revisit as
appropriate after initiation of the method to rentk its proper use, to check for
possible side effects, and to provide additionfdrimation or clarification. A
new or established client who chooses to continoetod already in use need
not return for this early revisit unless a needrémvaluation is determined on
the basis of the findings at the initial visit.

8.4 Fertility Regulation

Reversible Contraception

Currently, the reversible methods of contracepin@tude barrier methods
(female and male), IUDs, fertility awareness methattural family planning,
and hormonal methods (injectables, implants, ar@lsjtain oral contraceptive
regimens have been found by the Federal Food ang Administration to be
safe and effective for use as postcoital emergeonnyraception when initiated
within 72 hours after unprotected intercourse. Mbign one method of
contraception can be used simultaneously by atclied may be particularly
indicated to minimize the risks of STDs/HIV and gmancy. Consistent and
correct use of condoms should be encouraged fpeations at risk for
STDs/HIV.

Permanent Contraception

The counseling and consent process must assurinéheliient’s decision to
undergo sterilization is completely voluntary andda with full knowledge of
the permanence, risks, and benefits associatedevitale and male
sterilization procedures. Federal sterilizationutagjons, which address
informed consent requirements, must be complied wtien a sterilization
procedure is performed or arranged for by the ptdgee Attachment C).
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8.5 Infertility Services

rantees must make basic infertility services abéél@ao women and men
desiring such services. Infertility services areegarized as follows:

Level |  Includes initial infertility interview, edwation, physical
examination, counseling, and appropriate referral.

Level Il Includes such testing as semen analyssessment of ovulatory
function and postcoital testing.

Level Il More sophisticated and complex than Levand Level I
services.

Grantees must provide Level | infertility servi@sa minimum. Level Il infertility
services may be offered in projects with cliniciaviso have special training in
infertility. Level Il services are considered te beyond the scope of Title X
program.

8.6 Pregnancy Diagnosis and Counseling

Projects must provide pregnancy diagnosis and cougs® all clients in need

of this service. Pregnancy testing is one of thetraommon reasons for a first
visit to the family planning facility. It is therefe important to use this occasion as
an entry point for providing education and coumsghbout family planning.

Pregnancy cannot be accurately diagnosed and stiageayh laboratory testing
alone. Pregnancy diagnosis consists of a histeegrnancy test, and physical
assessment, including pelvic examination. Projslotalld have available a
pregnancy test of high sensitivity. If the medieahmination cannot be performed
in conjunction with the laboratory testing, theeadli must be counseled as to the
importance of receiving a physical assessment@s &® possible, preferably

within 15 days. This can be done on-site, by a idenselected by the client, or by
a provider to which the client has been referredheyproject. For those clients

with positive pregnancy test results who electdotimue the pregnancy, referral for
early initiation of prenatal care should be mader@®s planning to carry their
pregnancies to term should be given informatioruélgood health practices during
early pregnancy, especially those which serve dbept the fetus during the first
three months (e.g., good nutrition, avoidance abldng, drugs, and exposure to x-
rays). For clients with a negative pregnancy diag)dhe cause of delayed menses
should be investigated. If ectopic pregnancy ipseated, the client must be referred
for immediate diagnosis and therapy.
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Projects must offer pregnant women the opportunitye provided information and
counseling regarding each of the following options:

- Prenatal care and delivery;
- Infant care, foster care, or adoption; and

- Pregnancy termination.

If requested to provide such information and colingeprovide neutral, factual
information and nondirective counseling on eacthefoptions, and referral upon
request, except with respect to any option(s) abith the pregnant woman
indicates she does not wish to receive such infooma@and counseling [59.5(a)(5)].

Clients who are found not to be pregnant shouldiben information about the
availability of contraceptive and infertility secds, as appropriate.

8.7 Adolescent Services

dolescent clients require skilled counseling anetagpropriate information.
Appointments should be available to them for colingeand clinical services
as soon as possible.

Adolescents seeking contraceptive services mustfbened about all methods of
contraception. Abstinence as well as contracethesafer sex practice options to
reduce risks for STD/HIV and pregnancy must beudised with all adolescents. It
is important not to assume that adolescents argafigractive simply because they
have come for family planning services. As the cacgptive needs of adolescents
frequently change, counseling should prepare tlrensé¢ a variety of methods
effectively.

Adolescents must be assured that the counselisgassare confidential and, if
follow-up is necessary, every attempt will be memlassure the privacy of the
individual. However, counselors should encouragailfaparticipation in the
decision of minors to seek family planning serviaad provide counseling to
minors on resisting attempts to coerce minors @mgaging in sexual activities.
Title X projects may not require written consenpafents or guardians for the
provision of services to minors. Nor can the projemtify parents or guardians
before or after a minor has requested and recdiiteddX family planning services.
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8.8 ldentification of Estrogen-Exposed Offspring

he children of women who received DES or similamhanes during

pregnancy may have abnormalities of their repradecystems or other
fertility related risks. As part of the medicaltoigy, clients born between 1940 and
1970 should be asked if their mothers took estregieming pregnancy. Clients
prenatally exposed to exogenous estrogens shoegd/eeinformation/education
and special screening either on-site or by referral

4% #

he following related health services, which canrnove quality of care, may be
offered if skilled personnel and equipment aralaiste.

9.1 Gynecologic Services

amily planning programs should provide for the diegjs and treatment of

minor gynecologic problems so as to avoid fragntemaor lack of health care
for clients with these conditions. Problems suckiagnitis or urinary tract
infection may be amenable to on-the-spot diagrersistreatment, following
microscopic examination of vaginal secretions ameirMore complex procedures,
such as colposcopy, may be offered, provided tivdatians performing these
services have specialized training.

9.2 Sexually Transmitted Diseases (STD) and HIVIRS

he increasing incidence and prevalence of STDs$icp&arly among

adolescents, requires that family planning projeutsease their efforts to
provide education and information about the momamon STDs and HIV/AIDS.
Projects should make available detection and treatiof the more common STDs.
At-risk clients should be urged to undergo examameand treatment as indicated,
either directly or by referral. When treatmentiie\pded on-site, appropriate
follow-up measures must be undertaken.

Gonorrhea and Chlamydia tests must be availableliemts requesting IUD
insertion. Tests for gonorrhea, syphilis, chlamyatha HIV should be provided as
indicated by client request or evidence of incrdassk for infection.

Grantees and/or delegate contract agencies mugtlgevith state and local STD
reporting requirements.
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9.3 Special Counseling

lients should be offered appropriate counselingjr@ferral as indicated

regarding future planned pregnancies, managementofrent pregnancy, and
other individual concerns (e.g., substance useande, sexual abuse, domestic
violence, genetic issues, nutrition, sexual congegtc.) as indicated.
Preconceptional counseling should be providedeafdirent’s history indicates a
desired pregnancy in the future.

9.4 Genetic Information and Referral

Basic information regarding genetic conditions stdaé offered to family
planning clients who request or are in need of sahices. Extensive genetic
counseling and evaluation is beyond the scopeeoTitle X program. Referral
systems should be in place for those who requitbdu genetic counseling and
evaluation.

9.5 Health Promotion/Disease Prevention

Family planning programs should, whenever possjiri@yide or coordinate
access to services intended to promote health maweipt disease. Programs are
encouraged to assess the health problems prevalin@ populations they serve
and to develop strategies to address them.

9.6 Postpartum Care

amily planning programs may provide postpartum aallaboration with

local agencies or institutions which provide prahand/or intrapartum care. If
a family planning program undertakes responsibibtypostpartum care, such care
should be directed toward assessment of the wonpéwy'sical health, initiation of
contraception if desired, and counseling and edutaglated to parenting, breast
feeding, infant care, and family adjustment.

%$ 3
10.1 Equipment and Supplies
guipment and supplies must be appropriate to e ¢y care offered by the

project. Projects are expected to follow applicdf#eeral and state regulations
regarding infection control.
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10.2 Pharmaceuticals

gencies must be operated in accordance with Fededadtate laws relating to

security and record keeping for drugs and deviths.inventory, supply, and
provision of pharmaceuticals must be conductecaor@ance with state pharmacy
laws and professional practice regulations.

It is essential that each facility maintain an adeg supply and variety of drugs
and devices to effectively manage the contracepidesls of its clients. Projects
should also ensure access to other drugs or detfiaeare necessary for the
provision of other medical services included witthe scope of the Title X project.

10.3 Medical Records

Projects must establish a medical record for evéentwho obtains clinical
services. These records must be maintained in @aooe with accepted
medical standards and State laws with regard trde®tention. Records must be:

- Complete, legible and accurate, including docuntentaf telephone
encounters of a clinical nature;

- Signed by the clinician and other appropriatelyngd health professionals
making entries, including name, title and date;

- Readily accessible;

- Systematically organized to facilitate prompt ®tal and compilation of
information;

- Confidential,
- Safeguarded against loss or use by unauthorizeopsr
- Secured by lock when not in use; and

- Available upon request to the client.

October 2008 Program Guidelines B1-28



Content of the Client Record

The client’s medical record must contain sufficigribrmation to identify the
client, indicate where and how the client can ba&tacted, justify the clinical
impression or diagnosis, and warrant the treatraedtend results. The required
content of the medical record includes:

- Personal data;

- Medical history, physical exam, laboratory testersl results, and
follow-up;

- Treatment and special instructions;
- Scheduled revisits;

- Informed consents;

- Refusal of services; and

- Allergies and untoward reactions to drug(s) recdritdea prominent and
specific location.

The record must also contain reports of clinicadliings, diagnostic and
therapeutic orders, and documentation of continaarg, referral, and follow-
up. The record must allow for entries by counsetind social service staff.
Projects should maintain a problem list at the tiafreach chart listing
identified problems to facilitate continuing evaioa and follow-up. Client
financial information should be kept separate fitben client medical record. If
included in the medical record, client financidbirmation should not be a
barrier to client services.

Confidentiality and Release of Records

A confidentiality assurance statement must appetrd client’s record. The
written consent of the client is required for tieéense of personally identifiable
information, except as may be necessary to prasedeces to the client or as
required by law, with appropriate safeguards forficentiality [59.11]. HIV
information should be handled according to law, @k separate whenever
possible. When information is requested, agendiesld release only the
specific information requested. Information colextfor reporting purposes
may be disclosed only in summary, statistical,tbeoform which does not
identify particular individuals. Upon request, dlis transferring to other
providers must be provided with a copy or summadneir record to expedite
continuity of care.
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10.4 Quality Assurance and Audit

quality assurance system must be in place thaiges for ongoing
evaluation of project personnel and services. Thaity assurance system
should include:

- An established set of clinical, administrative gmdgrammatic standards by
which conformity would be maintained;

- A tracking system to identify clients in need olidav-up and/or continuing
care;

- Ongoing medical audits to determine conformity vatiency protocols;

- Peer review procedures to evaluate individual clam performance, to
provide feedback to providers, and to initiate eotive action when
deficiencies are noted;

- Periodic review of medical protocols to insure nbamance of current
standards of care;

- A process to elicit consumer feedback; and

- Ongoing and systematic documentation of qualityi@sxe activities.
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TITLE X - POPULATION RESEARCH AND VOLUNTARY
FAMILY PLANNING PROGRAMS (Title X Statute)

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

(a) The Secretary is authorized to make grantadoeater into contracts with public or
nonprofit private entities to assist in the estiiient and operation of voluntary family
planning projects which shall offer a broad ranfjaazeptable and effective family planning
methods and services (including natural family plag methods, infertility services, and
services for adolescents). To the extent practgahbitities which receive grants or contracts
under this subsection shall encourage fahgbyrticipation in projects assisted under this
subsection.

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

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

(d) For the purpose of making grants and contractier this section, there are authorized to
be appropriated $30,000,000 for the fiscal yeairepdune 30, 1971; $60,000,000 for the fiscal
year ending June 30, 1972; $111,500,000 for tlwalfigear ending June 30, 1973, $111,500,000
each for the fiscal years ending June 30, 1974 Jand 30, 1975; $115,000,000 for fiscal year
1976,
$115,000,000 for the fiscal year ending Septembed 877;
$136,400,000 for the fiscal year ending Septembed378;
$200,000,000 for the fiscal year ending Septembed 379;
$230,000,000 for the fiscal year ending Septembed 380;
$264,500,000 for the fiscal year ending Septembed 881,
$126,510,000 for the fiscal year ending Septembed 382;
$139,200,000 for the fiscal year ending Septembed 883;
$150,030,000 for the fiscal year ending Septembef884; and
$158,400,000 for the fiscal year ending Septembed 885.

S0 in law. See section 931(b)(I) of Public Law ¢35 Stat. 570). Probably should be “family.”
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FORMULA GRANTS TO STATES FOR FAMILY PLANNING SERVIC ES
SEC. 1002 [300a]

(a) The Secretary is authorized to make grants) fibotments made under subsection (b), to
State health authorities to assist in plannin@léishing, maintaining, coordinating, and
evaluating family planning services. No grant mayniade to a State health authority under this
section unless such authority has submitted, addapproved by the Secretary, a State plan for a
coordinated and comprehensive program of familpiulag services.

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

(c) For the purposes of this section, the termatéStincludes the Commonwealth of Puerto
Rico, the Northern Mariana Islands, Guam, Ameri8amoa, the Virgin Islands, the District of
Columbia, and the Trust Territory of the Pacifiaigls.

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

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

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

(b) For the purpose of making payments pursuagtaaots and contracts under this section,
there are authorized to be appropriated $2,000@0Me fiscal year ending June 30, 1971,
$3,000,000 for the fiscal year ending June 30, 18$42000,000 for the fiscal year ending June
30, 1973; $3,000,000 each for the fiscal yearsrendune 30, 1974 and June 30, 1975;
$4,000,000 for fiscal year ending 1976; $5,000,fad@he fiscal year ending September 30,
1977; $3,000,000 for the fiscal year ending Septamb, 1978; $3,100,000 for the fiscal year
ending September 30, 1979; $3,600,000 for thelfisgar ending September 30, 1980;
$4,100,000 for the fiscal year ending Septembed981; $2,920,000 for the fiscal year ending
September 30, 1982; $3,200,000 for the fiscal gading September 30, 1983; $3,500,000 for
the fiscal year ending September 30, 1984; andd®3)B0 for the fiscal year ending September
30, 1985.

RESEARCH

SEC. 1004 [300a-2]
The Secretary may —

(1) conduct, and

(2) make grants to public or nonprofit private et and enter into contracts with public or
private entities and individuals for projects figsearch in the biomedical, contraceptive
development, behavioral, and program implementdiadds related to family planning and
population.
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INFORMATIONAL AND EDUCATIONAL MATERIALS
SEC. 1005 [300a-3]

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

(b) For the purpose of making payments pursuagtaats and contracts under this section,
there are authorized to be appropriated $750,00th&fiscal year ending June 30, 1971,
$1,000,000 for the fiscal year ending June 30, 1871250,000 for the fiscal year ending June
30, 1973; $909,000 each for the fiscal years endlimg 30, 1974, and June 30, 1975;
$2,000,000 for fiscal year 1976; $2,500,000 forftbeal year ending September 30, 1977;
$600,000 for the fiscal year ending September 9881$700,000 for the fiscal year ending
September 30, 1979; $805,000 for the fiscal yedmgnSeptember 30, 1980; $926,000 for the
fiscal year ending September 30, 1981; $570,00€hfiscal year ending September 30, 1982;
$600,000 for the fiscal year ending September 9831$670,000 for the fiscal year ending
September 30, 1984; and $700,000 for the fiscal greding September 30, 1985.

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

(a) Grants and contracts made under this subchsipéfirbe made in accordance with such
regulations as the Secretary may promulgate. Theuatrof any grant under any section of this
title shall be determined by the Secretary; extiegitno grant under any such section for any
program or project for a fiscal year beginning mfiene 30, 1975, may be made for less than 90
per centum of its costs (as determined under régokaof the Secretary) unless the grant is to be
made for a program or project for which a grant wasle (under the same section) for the fiscal
year ending June 30, 1975, for less than 90 peuwgeaof its costs (as so determined), in which
case a grant under such section for that prograpnapect for a fiscal year beginning after that
date may be made for a percentage which shalleteds than the percentage of its costs for
which the fiscal year 1975 grant was made.

(b) Grants under this title shall be payable iohsinstallments and subject to such
conditions as the Secretary may determine to beopppte to assure that such grants will be
effectively utilized for the purposes for which nead

(c) A grant may be made or contract entered intteusection 1001 or 1002 for a family
planning service project or program only upon aasces satisfactory to the Secretary that--

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

(2) no charge will be made in such project or pangifor services provided to any person
from a low-income family except to the extent thayment will be made by a third party
(including a government agency) which is authoriaed under legal obligation to pay such
charge.
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For purposes of this subsection, the term “low-medamily” shall be defined by the Secretary
in accordance with such criteria as he may pres@tbas to insure that economic status shall not
be a deterrent to participation in the programsstess under this title.

(d)(1) A grant may be made or a contract enteremunder section 1001 or 1005 only upon
assurances satisfactory to the Secretary thandonal or educational materials developed or
made available under the grant or contract wilsbiable for the purposes of this title and for
the population or community to which they are tonfeede available, taking into account the
educational and cultural background of the indigiduo whom such materials are addressed and
the standards of such population or community wapect to such materials.

(2) In the case of any grant or contract under@ed001, such assurances shall provide for
the review and approval of the suitability of suchterials, prior to their distribution, by an
advisory committee established by the grantee otractor in accordance with the Secretary's
regulations. Such a committee shall include indiaid broadly representative of the population
or community to which the materials are to be madslable.

VOLUNTARY PARTICIPATION
SEC. 1007 [300a-5]
The acceptance by any individual of family plannsagvices or family planning or population
growth information (including educational mater)gtsovided through financial assistance under
this title (whether by grant or contract) shalMmduntary and shall not be a prerequisite to
eligibility for or receipt of any other service assistance from, or to participation in, any other
program of the entity or individual that providetth service or information.

PROHIBITION OF ABORTION
SEC. 1008 [300a-6]
None of the funds appropriated under this titldidi@used in programs where abortion is a
method of family planning.

!Section 1009 was repealed by section 601(a)(1){®ublic Law 105-362 (112 Stat. 3285).
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Title X Family Planning Program Regulations

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 plangi
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 suittabil
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 Grantee 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.
Source: 65 FR 41278, July 3, 2000, unless othemased.

Sec. 59.1 To what programs do these regulations
apply?

The regulations of this subpart are applicadbline
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 consishef
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. T®
Sec. 59.2 Definitions.

As used in this subpart:

Actmeans the Public Health Service Act, as
amended.

Family means a social unit composed of one
person, or two or more persons living togetheg as
household.

Low income familyneans a family whose total
annual income does not exceed 100 percent of the
most recent Poverty Guidelines issued pursuan?to 4
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 reasonpaip
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 parthef
entity's net earnings benefit, or may lawfully bigne
any private shareholder or individual.

Secretarymeans 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.

Stateincludes, in addition to the several States, the
District of Columbia, Guam, the Commonwealth of
Puerto Rico, the Northern Mariana Islands, the U.S.
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Virgin Islands, American Samoa, the U.S. Outlying
Islands (Midway, Wake, et al.), the Marshall Island
the Federated State of Micronesia and the Republic
of Palau.

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

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

Any public or nonprofit private entity in a $ta
may apply for a grant under this subpart.

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

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

(b) An individual authorized to act for the
applicant and to assume on behalf of the applitant
obligations imposed by the terms and conditions of
the grant, including the regulations of this subhpar
must sign the application.

(c) The application shall contain--

(1) A description, satisfactory to the Secrgtaf
the project and how it will meet the requiremerfts o
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 perstel
and for all facilities to be used by the projectda

(4) Such other pertinent information as the
Secretary may require.

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

(a) Each project supported under this part must

(1) Provide a broad range of acceptable and
effective medically approved family planning
methods (including natural family planning methods)
and services (including infertility services and
services for adolescents). If an organization sffer
only a single method of family planning, it may
participate as part of a project as long as thigeent
project offers a broad range of family planning
services.

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

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

(4) Provide services without regard to religion
race, color, national origin, handicapping conditio
age, sex, number of pregnancies, or marital status.

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

(i) 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 informatiamda
counseling, provide neutral, factual informatioman
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 bed@a
by a third party (including a government agency)
which is authorized to or is under legal obligation
pay this charge.

(8) Provide that charges will be made for s
to persons other than those from low-income familie
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) wil
be made in accordance with a schedule of fees
designed to recover the reasonable cost of prayidin
services.

(9) If a third party (including a Government
agency) is authorized or legally obligated to paty f
services, all reasonable efforts must be made to
obtain the third-party payment without applicatiin

! Section 205 of Pub. L. 94-63 states: “Any (1) afi or
employee of the United States, (2) officer or emppof
any State, political subdivision of a State, or attyer
entity, which administers or supervises the adrtriati®n
of any program receiving Federal financial assistaor
(3) person who receives, under any program reggivin
Federal assistance, compensation for services cotices
or endeavors to coerce any person to undergo ati@bo
or sterilization procedure by threatening such @ensith
the loss of, or disqualification for the receipt ahy benefit
or service under a program receiving Federal firdnc
assistance shall be fined not more than $1,000 or
imprisoned for not more than one year, or both.”
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any discounts. Where the cost of services is to be
reimbursed under title XIX, XX, or XXI of the Sotia
Security Act, a written agreement with the titlexxI
XX or XXI agency is required.

(10)(i) Provide that if an application relates t
consolidation of service areas or health resousces
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 participatehie t
development of the application. Local and regional
entities include existing or potential subgrantees
which have previously provided or propose to
provide family planning services to the area pregos
to be served by the applicant.

(i) Provide an opportunity for maximum
participation by existing or potential subgrantaes
the ongoing policy decisionmaking of the project.

(12) Provide for an Advisory Committee as
required by Sec. 59.6.

(b) In addition to the requirements of parayrég
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 toifam
planning (including physician's consultation,
examination prescription, and continuing supervisio
laboratory examination, contraceptive supplies) and
necessary referral 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 fgmi
planning, including counseling, referral to andnfro
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--

(i) Achieve community understanding of the
objectives of the program;

(i) Inform the community of the availabilityf o
services; and

(iif) Promote continued participation in theojarct
by persons to whom family planning services may be
beneficial.

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

(5) Provide services without the impositioreofy
durational residency requirement or requiremertt tha
the patient be referred by a physician.

(6) Provide that family planning medical seesc
will be performed under the direction of a physicia
with special training or experience in family

planning.

(7) Provide that all services purchased fojquio
participants will be authorized by the project dice
or his designee on the project staff.

(8) Provide for coordination and use of referra
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 servicegar
provided by contract or other similar arrangements
with actual providers of services, services will be
provided in accordance with a plan which estabshe
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 grantee. The grantee must be prepared to
substantiate, that these rates are reasonable and
necessary.

(10) Provide, to the maximum feasible extent, a
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. T}

Sec. 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 Secretaryhbat t
project shall provide for the review and approval o
informational and educational materials developed o
made available under the project by an Advisory
Committee prior to their distribution, to assuratth
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 establistsed
follows:

(1) Size. The Committee shall consist of nogew
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

Title X Family Planning Program Regulations | Grants for Family Planning Services 3



population or community for which the materials are
intended.

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

(i) Consider the educational and cultural
backgrounds of individuals to whom the materiaks ar
addressed;

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

(i) Review the content of the material to @ss
that the information is factually correct;

(iv) Determine whether the material is suitaiole
the population
or community to which is to be made available; and

(v) Establish a written record of its deterntioas.

Sec. 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 foretbe
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 particutlae,
number of low- income patients to be served;

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

(3) The relative need of the applicant;

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

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

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

(7) The degree to which the project plan
adequately provides for the requirements set fiarth
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 igrémt
be made for a project which was supported, under
section 1001, for less than 90 percent of its ciosts
fiscal year 1975. In that case, the grant shalbeot
for less than the percentage of costs coveredéy th
grant in fiscal year 1975.

(c) No grant may be made for an amount equal to

100 percent for the project's estimated costs.

Sec. 59.8 How is a grant awarded

(a) The notice of grant award specifies howglon
HHS intends to support the project without reqgrin
the project to recompete for funds. This periodleda
the project period, will usually be for three todi
years.

(b) Generally the grant will initially be fone year
and subsequent continuation awards will also be for
one year at a time. A grantee must submit a separat
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
grantee's progress and management practices, @and th
availability of funds. In all cases, continuatiomaads
require a determination by HHS that continued
funding is in the best interest of the government.

(c) Neither the approval of any application tio
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 portionrof a
approved application.

Sec. 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.

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

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

37 CFR Part 401--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
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nonprofit organizations, and commercial
organizations; and certain grants and agreements
with states, local governments and Indian tribal
governments

45 CFR Part 80--Nondiscrimination under programs
receiving Federal assistance through the
Department of Health and Human Services
effectuation of Title VI of the Civil Rights Act of
1964

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

Sec. 59.11 Confidentiality

All information as to personal facts and
circumstances obtained by the 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 othenfo
which does not identify particular individuals.

Sec. 59.12 Additional conditions

The Secretary may, with respect to any grant,
impose additional conditions prior to or at thediof
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. T}

Subpart B [Reserved]

Subpart C--Grants for Family
Planning Service Training

Authority: Sec. 6(c), 84 Stat. 1507, 42 U.S.C. 380a
sec. 6(c), 84 Stat. 1507, 42 U.S.C. 300a-1.

Source: 37 FR 7093, Apr. 8, 1972, unless othernited
Sec. 59.201 Applicability

The regulations in this subpart are applicabléne
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 figm
planning service programs described in sectiond 100
and 1002 of the Public Health Service Act (42 U.S.C
300, 300a).

Sec. 59.202 Definitions.

As used in this subpart:

(a) Act means the Public Health Service Act.

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

(c) Nonprofit private entity means a privateityn
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 developmhe
the purpose of which is to promote and improve the
delivery of family planning services.

Sec. 59.203 Eligibility.

(a) Eligible applicants. Any public or nonpttofi
private entity located in a State is eligible tglydor
a grant under this subpart.

(b) Eligible projects. Grants pursuant to satti
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 duratmm, f
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 supfort o
a program whose duration is longer than three
months where he determines (1) that such program is
consistent with the purposes of this subpart aihd (2
that the program's objectives cannot be accompulishe
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 FR1,799
Apr. 24, 1975]

Sec. 59.204 Application for a grant.

(a) An application for a grant under this subpa
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shall be submitted to the Secretary at such tinge an
in such form and manner as the Secretary may
prescribée. The application shall contain a full and
adequate description of the project and of the mann
in which the applicant intends to conduct the prbje
and carry out the requirements of this subpart,aand
budget and justification of the amount of grantdsin
requested, and such other pertinent informaticthes
Secretary may require.

(b) The application shall be executed by an
individual authorized to act for the applicant dad
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.6.80d
1507 (42 U.S.C. 300, 300a-1, and 300a-4))

[37 FR 7093, Apr. 8, 1972, as amended at 49 FR&811
Sept. 27, 1984]

An approvable application must contain each of the
following unless the Secretary determines that the
applicant has established good cause for its oomssi

(a) Assurances that:

(1) No portion of the Federal funds will be dge
train personnel for programs where abortion is a
method of family planning.

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

(3) No project personnel or trainees shalllen t
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 ardmeto
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.

Sec. 59.205 Project requirements

(d) Provision of a method for development @& th

! Applications and instructions may be obtained fitbim
Program Director, Family Planning Services, at the
Regional Office of the Department of Health and Fdnm
Services for the region in which the project ibéo
conducted, or the Office of Family Planning, Offmiethe
Assistant Secretary for Health, Washington, DC 2020

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.

Sec. 59.206 Evaluation and grant award.

(a) Within the limits of funds available forcu
purpose, the Secretary may award grants to assist i
the establishment and operation of those projects
which will in his judgment best promote the purmose
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:

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

(ii) Improvement of the family planning service
delivery skills of family planning and health seres
personnel;

(i) 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 imprdve
approaches to program planning and deployment of
resources;

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

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

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

(6) The degree to which the project plan
adequately provides for the requirements set fioarth
Sec. 59.205.

(b) The amount of any award shall be determined
by the Secretary on the basis of his estimateef th
sum necessary for all or a designated portion refctli
project costs plus an additional amount for indirec
costs, if any, which will be calculated by the
Secretary either: (1) On the basis of his estiroate

Title X Family Planning Program Regulations | Grants for Family Planning Services 6



the actual indirect costs reasonably related to the
project, or (2) on the basis of a percentage obala
portion of, the estimated direct costs of the mbje
when there are reasonable assurances that thé use o
such percentage will not exceed the approximate
actual indirect costs. Such award may include an
estimated provisional amount for indirect cost$oor
designated direct costs (such as travel or supply
costs) subject to upward (within the limits of
available funds) as well as downward adjustments to
actual costs when the amount properly expended by
the grantee for provisional items has been detathin
by the Secretary.

(c) Allowability of costs shall be in conforma
with theapplicable cost principles prescribed by
Subpart Q of 35 CFR part 74.

(d) All grant awards shall be in writing, shedit
forth the amount of funds granted and the periad fo
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, grantees 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 FR2619
Sept. 19, 1973]

Sec. 59.207 Payments.

The Secretary shall from time to time make
payments to a grantee of all or a portion of arangr
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.

Sec. 59.208 Use of project funds.

(a) Any funds granted pursuant to this subpart
well as other funds to be used in performance f th
approved project shall be expended solely for
carrying out the approved project in accordancé wit
the statute, the regulations of this subpart, ¢énes
and conditions of the award, and, except as may
otherwise be provided in this subpart, the appleab
cost principles prescribed by subpart Q of 45 CFR
part 74.

(b) Prior approval by the Secretary of revisidn
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 ofjori

(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 FR2619
Sept. 19, 1973]

Sec. 59.209 Civil rights.

Attention is called to the requirements of @I
of the Civil Rights Act of 1964 (78 Stat. 252, 42
U.S.C. 2000d et seq.) and in particular section@01
such Act which provides that no person in the White
States shall, on the grounds of race, color, aonak
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 impelmentingrsuc
title VI, which applies to grants made under thastp
has been issued by the Secretary of Health and
Human Services with the approval of the President
(45 CFR part 80).

Sec. 59.210 Inventions or discoveries.

Any grant award pursuant to Sec. 59.206 isesubj
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 b
the grantee and by the Secretary to assure that no
contracts, assignments or other arrangements
inconsistent with the grant obligation are contithue
or entered into and that all personnel involvethin
supported activity are aware of and comply withhsuc
obligations. Laboratory notes, related technicéhda
and information pertaining to inventions and
discoveries shall be maintained for such periodd, a
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.

Sec. 59.211 Publications and copyright.

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

Sec. 59.212 Grantee accountability.

(a) Accounting for grant award payments. All

payments made by the Secretary shall be recorded by

the grantee in accounting records separate from the
records of all other grant funds, including funds
derived from other grant awards. With respect thea
approved project the grantee 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 iradire
costs meeting the requirements of this part: Pexyid

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 cfi su
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 accounté&ie
interest earned on grant funds, pending their
disbursement for grant purposes. A State, as d&fine
in section 102 of the Intergovernmental Cooperation
Act, means any one of the several States, thei@istr
of Columbia, Puerto Rico, any territory or poss@ssi
of the United States, or any agency or instruméntal
of a State, but does not include the governments of
the political subdivisions of the State. All graege
other than a State, as defined in this subseatimst
return all interest earned on grant funds to thaeFa
Government.

(d) Grant closeout--(1) Date of final accougtia
grantee shall render, with respect to each approved
project, a full account, as provided herein, athef
date of the termination of grant support. The
Secretary may require other special and periodic
accounting.

(2) Final settlement. There shall be payablia¢o

Federal Government as final settlement with respect

to each approved project the total sum of:

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

(ii) Any credits for earned interest pursuant t

paragraph (c)(1) of this section;

(iif) Any other amounts due pursuant to subgpait
M, and O of 45 CFR part 74.
Such total sum shall constitute a debt owed by the
grantee to the Federal Government and shall be
recovered from the grantee or its successors or
assignees by setoff or other action as provided by
law.

[36 FR 18465, Sept. 15, 1971, as amended at 38GEBR?
Sept. 19, 1973]

Sec. 59.213 [Reserved]
Sec. 59.214 Additional conditions.

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

Sec. 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 thibsart
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 741sha
also apply to grants to all other grantee orgaiuinat
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]
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Sterilization of Persons in Federally Assisted
Family Planning Projects

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

Sec. 50.201 Applicability.

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

Sec. 50.202 Definitions.

As used in this subpart:

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

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

Institutionalized individuameans an individual
who is (1) involuntarily confined or detained, unde
civil or criminal statute, in a correctional or
rehabilitative facility, including a mental hospita
other facility for the care and treatment of mental
illness, or (2) confined, under a voluntary
commitment, in a mental hospital or other facifiy
the care and treatment of mental iliness.

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

Public Health Serviceneans the Office of the
Assistant Secretary for Health, Health Resourcés an
Services Administration, National Institutes of
Health, Centers for Disease Control, Alcohol, Drug
Abuse and Mental Health Administration and all of
their constituent agencies.

The Secretaryneans 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.

Sterilizationmeans any medical procedure,
treatment, or operation for the purpose of rendgerin
an individual permanently incapable of reproducing.

[43 FR 52165, Nov. 8, 1978, as amended at 49 FR®81
Sept. 27, 1984]

Sec. 50.203 Sterilization of a mentally competent
individual aged 21 or older.

Programs or projects to which this subpartiggpl
shall perform or arrange for the performance of
sterilization of an individual only if the followm
requirements have been met:

(a) The individual is at least 21 years olthat
time consent is obtained.

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

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

(d) At least 30 days but not more than 180 days
have passed between the date of informed consent
and the date of the sterilization, except in theeoaf
premature delivery or emergency abdominal surgery.
An individual may consent to be sterilized at tineet
of premature delivery or emergency abdominal
surgery, if at least 72 hours have passed after he
she gave informed consent to sterilization. Indase
of premature delivery, the informed consent must
have been given at least 30 days before the expecte
date of delivery.

Sec. 50.204 Informed consent requirement

Informed consent does not exist unless a cansen
form is completed voluntarily and in accordancehwit
all the requirements of this section and Sec. &0
this subpart.

(a) A person who obtains informed consent for a
sterilization procedure must offer to answer any
guestions the individual to be sterilized may have
concerning the procedure, provide a copy of the
consent form, and provide orally all of the follai
information or advice to the individual who is te b
sterilized:

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

(2) A description of available alternative nmeadl
of family planning and birth control,

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

(4) A thorough explanation of the specific
sterilization procedure to be performed;
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(5) A full description of the discomforts andks
that may accompany or follow the performing of the
procedure, including an explanation of the type and
possible effects of any anesthetic to be used;

(6) A full description of the benefits or advages
that may be expected as a result of the steritinati
and

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

(b) An interpreter must be provided to ass$ist t
individual to be sterilized if he or she does not

understand the language used on the consent form or

the language used by the person obtaining the
consent.

(c) Suitable arrangements must be made toeénsur
that the information specified in paragraph (ajhig
section is effectively communicated to any indivatiu
to be sterilized who is blind, deaf or otherwise
handicapped.

(d) A witness chosen by the individual to be
sterilized may be present when consent is obtained.
(e) Informed consent may not be obtained while the
individual to be sterilized is:

(1) In labor or childbirth;

(2) Seeking to obtain or obtaining an abortion;

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

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

Sec. 50.205 Consent form requirements.

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

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

(1) The individual to be sterilized; and

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

(3) The person who obtains the consent; and

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

(c) Required certifications. (1) The person
obtaining the consent must certify by signing the
consent form that:

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

(ii) He or she explained orally the requirensefotr

informed consent as set forth on the consent form,
and

(i) To the best of his or her knowledge aredidf,
the individual to be sterilized appeared mentally
competent and knowingly and voluntarily consented
to be sterilized.

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

(i) Shortly before the performance of the
sterilization, he or she advised the individuabé&
sterilized that no Federal benefits may be withdraw
because of the decision not to be sterilized,

(ii) He or she explained orally the requirenseiotr
informed consent as set forth on the consent form,
and

(i) To the best of his or her knowledge aradidf,
the individual to be sterilized appeared mentally
competent and knowingly and voluntarily consented
to be sterilized. Except in the case of premature
delivery or emergency abdominal surgery, the
physician must further certify that at least 30lay
have passed between the date of the individual's
signature on the consent form and the date upon
which the sterilization was performed. If premature
delivery occurs or emergency abdominal surgery is
required within the 30-day period, the physiciansinu
certify that the sterilization was performed lesart
30 days but not less than 72 hours after the date o
the individual's signature on the consent form
because of premature delivery or emergency
abdominal surgery, as applicable. In the case of
premature delivery, the physician must also state t
expected date of delivery. In the case of emergency
abdominal surgery, the physician must describe the
emergency.

(3) If an interpreter is provided, the intetgre
must certify that he or she translated the inforomat
and advice presented orally, read the consent form
and explained its contents and to the best of the
interpreter's knowledge and belief, the individizal
be sterilized understood what the interpreter ki
or her.

Sec. 50.206 Sterilization of a mentally
incompetent individual or of an institutionalized
individual.

Programs or projects to which this subpartiggpl
shall not perform or arrange for the performanca of
sterilization of any mentally incompetent individua
or institutionalized individual.
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Sec. 50.207 Sterilization by hysterectomy.

(a) Programs or projects to which this subpart
applies shall not perform or arrange for the
performance of any hysterectomy solely for the
purpose of rendering an individual permanently
incapable of reproducing or where, if there is more
than one purpose to the procedure, the hysterectomy
would not be performed but for the purpose of
rendering the individual permanently incapable of
reproducing.

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

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

(2) The individual or her representative, iffahas
signed a written acknowledgment of receipt of that
information.

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

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

(ii) The individual requires a hysterectomy &ese
of a life-threatening emergency in which the
physician determines that prior acknowledgment is
not possible.

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

(i) That the woman was already sterile, statirey
cause of that sterility; or

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

Sec. 50.208 Program or project requirements.

(a) A program or project must, with respecaty
sterilization procedure or hysterectomy it perforons
arranges, meet all requirements of this subpart.

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

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

Sec. 50.209 Use of Federal financial assistance.

(a) Federal financial assistance administesethé
Public Health Service may not be used for
expenditures for sterilization procedures unless th
consent form appended to this section or another
form approved by the Secretary is used.

(b) A program or project shall not use Federal
financial assistance for any sterilization or
hysterectomy without first receiving documentation
showing that the requirements of this subpart have
been met. Documentation includes consent forms,
and as applicable, either acknowledgments of réceip
of hysterectomy information or certification of an
exception for hysterectomies.

[43 FR 52165, Nov. 8, 1978, as amended at 47 FRB37
Aug. 4, 1982]

Sec. 50.210 Review of regulation.

The Secretary will request public comment an th
operation of the provisions of this subpart notdat
than 3 years after their effective date.

APPENDIX TOSUBPART B OF PART 50—
REQUIRED CONSENTFORM

NOTICE: YOUR DECISION AT ANY TIME
NOT TO BE STERILIZED WILL NOT RESULT IN
THE WITHDRAWAL OR WITHHOLDING OF
ANY BENEFITS PROVIDED BY PROGRAMS OR
PROJECTS RECEIVING FEDERAL FUNDS.

CONSENT TOSTERILIZATION

| have asked for and received information about
sterilization from (doctor or clinic). When
| first asked for the information, | was told thhe
decision to be sterilized is completely up to meak
told that | could decide not to be sterilized. tfdcide
not to be sterilized, my decision will not affecym
right to future care or treatment. | will not lozry
help or benefits from programs receiving Federal
funds, such as A.F.D.C. or Medicaid that | am now
getting or for which | may become eligible.

| UNDERSTAND THAT THE STERILIZATION
MUST BE CONSIDERED PERMANENT AND
NOT REVERSIBLE. | HAVE DECIDED THAT |
DO NOT WANT TO BECOME PREGNANT,
BEAR CHILDREN OR FATHER CHILDREN.

| was told about those temporary methods dhbir
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control that are available and could be provideché&
which will allow me to bear or father a child ireth
future. | have rejected these alternatives andeshos
to be sterilized.

| understand that | will be sterilized by an
operation known as a . The discomforts,
risks and benefits associated with the operative ha
been explained to me. All my questions have been
answered to my satisfaction.

| understand that the operation will not beelon
until at least 30 days after | sign this form. |
understand that | can change my mind at any time
and that my decision at any time not to be stexiliz
will not result in the withholding of any benefits
medical services provided by federally funded
programs.

| am at least 21 years of age and was born on

(day), (month), (year).
l, , hereby consent of my own free
will to be sterilized by by a method
called . My consent expires 180 days

from the date of my signature below.

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

Representatives of the Department of Health and
Human Services or

Employees of programs or projects funded by tha
Department but only for determining if Federal laws
were observed.

I have received a copy of this form.

Signature
Date:
(Month, day, year)

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

Ethnicity and Race Designation
Ethnicity:

Hispanic or Latino

Not Hispanic or Latino

Race (mark one or more):

American Indian or Alaska Native

Asian

Black or African American

Native Hawaiian or Other Pacific Islander
White

INTERPRETERS STATEMENT

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

| have translated the information and advice
presented orally to the individual to be steriliznd
the person obtaining this consent. | have also read
him/her the consent form in language
and explained its contents to him/her. To the bést
my knowledge and belief he/she understood this
explanation.

Interpreter
Date

STATEMENT OF PERSONOBTAINING CONSENT

Before (name of individual), signed the
consent form, | explained to him/her the naturéef
sterilization operation , the fact that it is
intended to be a final and irreversible procedune a
the discomforts, risks and benefits associated itvith

| counseled the individual to be sterilizedttha
alternative methods of birth control are available
which are temporary. | explained that sterilization
different because it is permanent.

| informed the individual to be sterilized that
his/her consent can be withdrawn at any time aatl th
he/she will not lose any health services or any
benefits provided by Federal funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 yeard ahd
appears mentally competent. He/She knowingly and
voluntarily requested to be sterilized and app&ars
understand the nature and consequence of the
procedure.

Signature of person obtaining consent
Date

Facility

Address

Sterilization of Persons in Federally Assisted Family Planning Projects 4



PHYSICIAN'S STATEMENT

Shortly before | performed a sterilization cgtéon
upon (name of individual to be
sterilized), on (date of sterilization),

(operation), | explained to him/her the naturehaf t
sterilization operation (specify type of
operation), the fact that it is intended to benalfiand
irreversible procedure and the discomforts, risk$ a
benefits associated with it.

| counseled the individual to be sterilizedttha
alternative methods of birth control are available
which are temporary. | explained that sterilization
different because it is permanent.

| informed the individual to be sterilized that
his/her consent can be withdrawn at any time aatl th
he/she will not lose any health services or besefit
provided by Federal funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 yeard ahd
appears mentally competent. He/She knowingly and
voluntarily requested to be sterilized and appetred
understand the nature and consequences of the
procedure.

(Instructions for use of alternative final
paragraphs:Use the first paragraph below except in
the case of premature delivery or emergency
abdominal surgery where the sterilization is
performed less than 30 days after the date of the
individual's signature on the consent form. In ¢éhos
cases, the second paragraph below must be used.
Cross out the paragraph which
is not used.)

(1) At least 30 days have passed between tiee da
of the individual's signature on this consent f@unal
the date the sterilization was performed.

(2) This sterilization was performed less tBan
days but more than 72 hours after the date of the
individual's signature on this consent form becanfse
the following circumstances (check applicable box
and fill in information requested):

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

Physician
Date

PAPERWORKREDUCTION ACT STATEMENT

A Federal agency may not conduct or sponsat, an
a person is not required to respond to, a collaatio
information unless it displays the currently valid
OMB control number. Public reporting burden for
this collection of information will vary; howevene
estimate an average of one hour per response,
including for reviewing instructions, gathering and
maintaining the necessary data, and disclosing the
information. Send any comment regarding the burden
estimate or any other aspect of this collection of
information to the OS Reports Clearance Officer,
ASBTF/Budget Room 503 HHH Building, 200
Independence Avenue, SW., Washington,

DC 20201.

Respondents should be informed that the cadlect
of information requested on this form is authorized
by 42 CFR part 50, subpart B, relating to the
sterilization of persons in federally assisted publ
health programs. The purpose of requesting this
information is to ensure that individuals requegtin
sterilization receive information regarding theksis
benefits and consequences, and to assure the
voluntary and informed consent of all persons
undergoing sterilization procedures in federally
assisted public health programs. Although not
required, respondents are requested to supply
information on their race and ethnicity. Failure to
provide the other information requested on this
consent form, and to sign this consent form, may
result in an inability to receive sterilization
procedures funded through federally assisted public
health programs.

All information as to personal facts and
circumstances obtained through this form will bielhe
confidential, and not disclosed without the
individual's consent, pursuant to any applicable
confidentiality regulations.

[43 FR 52165, Nov. 8, 1978, as amended at 58 FR333
June 17, 1993; 68 FR 12308, Mar. 14, 2003]

[Revised as of October 1, 2003]
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Region | -CT, ME, MA, NH, RI, VT
Kathleen Desilets

JFK Federal Building

15 New Sudbury Street, Room 2126
Boston, MA 02203

ph: 617-565-1062

fx: 617-565-4265
kathleen.desilets@hhs.gov

Region Il = NJ, NY, PR, VI
Robin Lane

26 Federal Plaza, Room 38-100
New York, NY 10278

ph: 212-264-3935

fx: 212-264-9908
robin.lane@hhs.gov

Region Il - DE, D.C., MD, PA, VA, WV
Pam Kania (Co-RPC)
pamela.kania@hhs.gov
ph: 215-861-4649
D. Lynn Gronseth, M.P.H. (Co-RPC)
dickielynn.gronseth@hhs.gov
ph: 215-861-4656

The Public Ledger Bldg., Ste. 426
150 S. Independence Mall West
Philadelphia, PA 19106-3499

fx: 215-861-4623

Region IV —KY, MS, NC, TN, AL, FL, GA, SC

Edecia Richards

Atlanta Federal Center

61 Forsyth Street, S.W., Ste. 5B95
Atlanta, GA 30303-8909

ph: 404-562-7900

fx: 404-562-7899
edecia.richards@hhs.gov

Region V —IL, IN, Ml, MN, OH, WI
Tamara Cox

233 North Michigan Avenue, Ste. 1300
Chicago, IL 60601

ph: 312-353-7800

fx: 312-353-7800
tamara.cox@hhs.gov

Region VI —AR, LA, NM, OK, TX
Evelyn Glass

1301 Young Street, Suite 1124
Dallas, TX 75202

ph: 214-767-3088

fx: 214-767-3425
evelyn.glass@hhs.gov

Region VIl — IA, KS, MO, NE

Delia Jones

Federal Office Building, Room S1800
601 East 12th Street

Kansas City, MO 64106

ph: 816-426-2924

fx: 816-426-2178
delia.jones@hhs.gov

Region VIII — CO, MT, ND, SD, UT, WY
Jill Leslie

Federal Building, 4th Floor

1961 Stout Street

Denver, CO 80294-3538

ph: 303-844-7856

fx: 303-844-2019

jill.leslie@hhs.gov

Region IX —AZ, CA, HI, NV, and the six
U.S. Associated Pacific jurisdictions
Nancy Mautone-Smith

90 7" Street, Suite 5-100

San Francisco, CA 94103

ph: 415-437-7984

fx: 415-437-8004
nancy.mautone-smith@hhs.gov

Region X —-AK, ID, OR, WA
Marjie Witman

2201 Sixth Avenue, M/S RX-29
Room 800

Seattle, WA 98121-2500

ph: 206-615-2501

fx: 206-615-2481
marjie.witman@hhs.gov

Regional Office Program Consultants | Regional Health Administrators
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Region | —-CT, ME, MA, NH, RI, VT
RADM Michael R. Milner, PA-C
JFK Federal Bldg., Room 2100
Boston, MA 02203

ph: 617-565-4999

fx: 617-565-1491
Michael.milner@hhs.gov

Region Il =NJ, NY, PR, VI

CAPT Robert Davidson, MSW, LCSW
26 Federal Plaza, Room 3835

New York, NY 10278

ph: 212-264-2560

fx: 212-264-1324
robert.davidson@hhs.gov

Region Il — DE, D.C., MD, PA, VA, WV
Dalton Paxman, Ph.D.

The Public Ledger Bldg., Ste. 436

150 S. Independence Mall West
Philadelphia, PA 19106

ph: 215-861-4631

fx: 215-861-4623
dalton.paxman@hhs.gov

Region VI —AR, LA, NM, OK, TX
CAPT Epi Elizondo, PhD, PA-C
1301 Young Street, Suite 1124
Dallas, TX 75202

ph: 214-767-3879

fx: 214-767-3617
epi.elizondo@hhs.gov

Region VIl — IA, KS, MO, NE
RADM John T. Babb

601 East 12th Street, Room S-1801
Kansas City, MO 64106

ph: 816-426-3291

fx: 816-426-2178
john.babb@hhs.gov

Region VIII — CO, MT, ND, SD, UT, WY
CAPT Zachary Taylor, MD, MS

Federal Building

1961 Stout Street, Room 498

Denver, CO 80294

ph: 303-844-7860

fx: 303-844-2019
zachary.taylor@hhs.gov

Region IV —KY, MS NC, TN, AL, FL, GA, SC Region IX —AZ, CA, HI, NV, and the six U.S.

CAPT Clara H. Cobb, MS, RN
Sam Nunn Atlanta Federal Center
61 Forsyth Street, S.W., Ste. 5B95
Atlanta, GA 30303-8909

ph: 404-562-7894

fx: 404-562-7899
clara.cobb@hhs.gov

Region V —IL, IN, Ml, MN, OH, WI
CAPT James M. Galloway, MD

233 North Michigan Avenue, Ste. 1300
Chicago, IL 60601

ph: 312-353-1385

fx: 312-353-0718
james.qgalloway@hhs.gov

Associated Pacific jurisdictions
Ronald Banks, M.D., M.P.H.
90 7" Street, Suite 5-100

San Francisco, CA 94103

ph: 415-437-8096

fx: 415-437-8004
ron.banks@hhs.gov

Region X —AK, ID, OR, WA
Patrick O'Carroll, MD, MPH
2201 Sixth Avenue, M/S RX-20
Seattle, WA 98121-2500

ph: 206-615-2469

fx: 206-615-2481
patrick.ocarroll@hhs.gov
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The following is a list of selected resources tralvide additional guidance in specific areas. It
is intended to assist programs in administering fhide X grant and in providing services to
clients. The list is not intended to be exhaustna,does it imply endorsement of any of the
non-governmental resources.

The Law, Regulations, and Guidelines
The Title X Family Planning statute (42 USC 300seq.) and regulations can be obtained from:

o Office of Family Planning
Office of Population Affairs
Office of Public Health and Science
U.S. Department of Health and Human Services
4350 East West Highway, Suite 200
Bethesda, MD 20817
(301) 594-4008
http://www.hhs.gov/opa/

o Office of Population Affairs Clearinghouse
P.O. Box 30686
Bethesda, MD 20824-0686
301-654-6190
E-mail: OPA@Tascon.com

Application, Grants Administration, and Legal Issues

o Grants Management
http://www.hhs.gov/grantsnet

o Grants Process Policy Notices for Title X Familaiihing Servicesev. 1999
(Available from Title X Grants Management Offic&QIL Young Street, Ste.766, Dallas,
TX 75202; 214-767-3490)

Resource List for Title X Family Planning Programs 1



Project Management and Reporting Requirements

o Annual Report for OPA Title X Family Planning Pragr Grantees Forms and Instructions
(Available from the Regional Office).

o Office of Pharmacy Affairs, Health Resources and/iSes Administration, U.S. Department
of Health and Human Services. http://www.hrsa.gpa/o

Client Services

o Cultural Competence
http://www.omhrc.gov/

o Title VI of the Civil Rights Act of 1964; Policy Gdance on the Prohibition Against
National Origin Discrimination as it Affects Persowith Limited English Proficiency.
Federal Register, Vol. 65, No. 169. 52762 — 52Hf..//www.hhs.gov/ocr/lep/

o U.S. Preventive Services Task ForGelide to Clinical Preventive Servigeznd Edition.
Chapter 63 Counseling to Prevent Unintended Pregnaiashington, DC: U.S. Department
of Health and Human Services, 1996. http://odplgpbs.dhhs.gov/pubs/guidecps/

o0 Hatcher, Robert A., et. d&Contraceptive Technology, Seventeenth RevisedBdirdent
Media, Inc. 1998.

o American College of Obstetricians and Gynecologitsergency Oral Contraception
ACOG Practice Patterns. Number 3. Washington, O American College of Obstetrics
and Gynecologists, December, 1996.

0 Your Contraceptive Choices for Now, for LatBethesda, MD: U.S. Department of Health
and Human Services, Public Health Service, OfficRapulation Affairs. Updated spring
1998.

o Green M, Palfrey JS, eds. 20Bfight Futures: Guidelines for Health Supervisidnmfants,
Children and Adolescentarlington, VA: National Center for Education ind#ernal and
Child Health. http://www.brightfutures.org./

o American Medical AssociatioiGuidelines for Adolescent Preventive Services (GAPS
recommendations and rational€hicago: American Medical Association. 1994

o Primary and Preventive Health Care for Female Adoents American College of
Obstetricians and Gynecologists, November 1999.

Resource List for Title X Family Planning Programs 2



o American College or Obstetricians and Gynecolog(Stsdelines for Women's Health Care
1996.

o Centers for Disease Control and Preventi®®8 Guidelines for Treatment of Sexually
Transmitted DiseaseMMWR 1998: 47 (RR-1); 1-118.
http://www.cdc.gov/nchstp/dstd/1998 STD_Guidlin8s/a.633.pdf

o Centers for Disease Control and PreventiRevised Guidelines for HIV Counseling, Testing
and Referral October 17, 2000. http://www.cdc.gov/hiv/frn.htm

Health Promotion/Disease Prevention

o0 U.S. Department of Health and Human Servitt=althy People 201®nd ed. With
Understanding and Improving Health and Objectiedrhproving Health. 2 vols.
Washington, DC: U.S. Government Printing Office vidmber, 2000.
http://www.health.gov/healthypeople/

0 Guidelines for Health Education and Risk Reduchativities.CDC, National Center for
Prevention Services, Division of Sexually TransedtDiseases/HIV Prevention. Publication
date: 04/01/1995. http://aepo-xdv-www.epo.cdc.gawvider/PrevGuid

o0 U.S. Preventive Services Task ForGelide to Clinical Preventive Servigeznd Edition.
Chapter 63 Counseling to Prevent Unintended Pregnaiashington, DC: U.S. Department
of Health and Human Services (HHS), 1996. httpphmosophs.dhhs.gov/pubs/guidecps/
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he purpose of the Title X program is to assishmestablishment and

operation of voluntary family planning projects.r8ees consist of
education, comprehensive medical services, a marege of acceptable
and effective family planning methods, and soaal/Ees necessary to
aid individuals to determine freely the number apdcing of their
children. Agencies receiving Title X funding musake these services
their primary activity. The priority is to serviease from low-income
families.

In addition, the Office of Population Affairs, thederal agency that funds
Title X, has established a set of national priestisome of which they
may elect to emphasize during a given Title X g@mie. These may
change over time. The current program prioritiegidlative mandates,
and other key issues are listed below.

he following priorities represent the overarchiruglg for the Title X
Tprogram.

1. Assure ongoing high quality clinical family plangiand related
preventive health services that will improve them health of
individuals, with priority for services to individils from low income
families.

2. Assure access to a broad range of acceptable tautived family
planning methods and related preventive health@that include
natural family planning methods, infertility sergg; and services for
adolescents; highly effective contraceptive methbdsast and
cervical cancer screening and prevention servitascorrespond with
nationally recognized standards of care; STD and ptevention
education, counseling, testing and referral; adelesabstinence
counseling; and other preventive health serviddse broad range of
services does not include abortion as a methodroily planning.

3. Assure compliance with state laws requiring naaificn or the
reporting of child abuse, child molestation, sexalaise, rape or
incest.

October 2008

Title X Program Priorities B2-1



4.

5.

Encourage the participation of families, parentsl/ar legal guardians
in the decision of minors to seek family planniegvices; and provide
counseling to minors on how to resist attemptsoree minors into
engaging in sexual activities.

Address the comprehensive family planning and dtleefth needs of
individuals, families, and communities through eatrh to hard-to-
reach and/or vulnerable populations, and partnemitig other
community based health and social service provithesprovide
needed services.

he following legislative mandates have been pathefTitle X
appropriations for each of the last several yedide X family

planning services projects should include admiaiste, clinical,
counseling, and referral services necessary tarerglherence to these
requirements.

“None of the funds appropriated in this Act maynh@de available to
any entity under Title X of the Public Health SeesiAct unless the
applicant for the award certifies to the Secrethay it encourages family
participation in the decision of minors to seekifgrmplanning services
and that it provides counseling to minors on howesist attempts to
coerce minors into engaging in sexual activities.”

“Notwithstanding any other provision of law, no pider of services
under Title X of the Public Health Service Act sl exempt from any
state law requiring notification or the reportingcbild abuse, child
molestation, sexual abuse, rape, or incest.”

n addition to the Program Priorities and LegisktWandates, the
following key issues have implications for TitlepXojects and should

be acknowledged in the program plan:

1.
2.
3.

Cost of contraceptives and other pharmaceuticals;
Efficiency and effectiveness in program manageraadtoperations;

Management and decision-making through performameasures and
accountability for outcomes;

October 2008
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4. Linkages and partnerships with community and fagised
organizations;

5. Addressing CDC'’s “Revised Recommendations for HBsfIng of
Adults, Adolescents and Pregnant Women in Healtle Gattings,”
and incorporating the “ABC” concepts for HIV prewiem counseling
(that is “A” for extramarital abstinence; “B” forelfaithful in marriage
or committed relationships; and, “C” for correctiasonsistent
condom use). For individuals at increased riskctontracting or
transmitting HV, the message should include “A,”*Bnd “C”.

6. The use of electronic technologies, such as eleictigrants
management capabilities, electronic health inforomat
infrastructures, electronic access to health qualformation, and
similar electronic systems;

7. Data collection (such as Family Planning Annual &tep FPAR) for
use in monitoring performance and improving fanpilgnning
services;

8. Service delivery improvement through translatioto ipractice of
research outcomes and focus on family planningraladed
population issues; and

9. Utilizing practice guidelines and recommendatiates;eloped by
recognized national professional organizationskeukral agencies,
in the provision of evidence-based Title X clinisakvices.
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Section 1008 of Title X of the Public Health Serviget (the law that
established federally funded family planning progsa states that
“none of the funds appropriated under this titlalsbe used in programs
where abortion is a method of family planning.”

he federal government interprets Section 1008 tamtleat abortions
as well as any activities that promote or encousdg®tionsmay not
beconducted by Title X family planning programs.

Activities such as the following have been founddxyeral officials to
promote or encourage abortion:

- Providing counseling that promotes any particufation

- Making abortion appointments for clients

- Having clients sign abortion consent forms

- Providing speakers to debate in opposition to aldirtion speakers.

- Advocating the need for abortion in the community.

- Producing or showing audio-visual aids which enageror promote

a favorable attitude to abortion

A number of federal documents have been publishetatify and
interpret the Section 1008 abortion regulationgoli need additional
information on this issue, please contact the RaRidnning Program.

Every family planning program
must provide non-directive
pregnancy diagnosis and
counseling to all clients in need
of this service, even though
activities related to abortion are
restricted. See Options
Counseling on the following

page.
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Section 8.6, Pregnancy Diagnosis and Counselintheofederal
Program Guidelines for Project Grants for FamilyaRhing Services
states:

Projects must offer pregnant women the opportunitye provided information
and counseling regarding each of the following @i

Prenatal care and delivery;

Infant care, foster care, or adoption; and,

Pregnancy termination.
If requested to provide such information and colingeprovide neutral, factual
information and nondirective counseling on eacthefoptions, and referral upon
request, except with respect to any option(s) abith the pregnant woman
indicates she does not wish to receive such infaomand counseling.

This nondirective counseling is also referred to@isons counseling

Due to the sensitive nature of this issue for siaff local communities,
we require that clients with unintended pregnanbggiven a single
handout that provides referral information to loesources for all three
options. If there are no local resources for amgieption, indicate where a
member of your community can go to receive theisesv This will help
fulfill the requirement for nondirective counseljras well as serving
clients who may change their minds, or who wardawsider a different
alternative after leaving the clinic.
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Sterilization is one of the many contraceptive segiyour family planning
clinic must make available to clients. You can nth&t requirement by
providing information and/or referrals for the pedare.

Any sterilization service provided in Title X cloeg must comply with federal
regulations. This includes services made availdbtaugh the Family Planning
Expansion Project (FPEP). Clients eligible for @regon Health Plan (OHP) may
have sterilizations funded with state resourcesutin the Division of Medical
Assistance Programs (DMAP). Most, but not all,ief same federal regulations
apply in these cases. See the online OHP provigidedor more information:
http://www.dhs.state.or.us/policy/healthplan/maimh

Federal sterilization regulations are included #a¢hment C of th€rogram
Guidelines for Project Grants for Family Planningr8ices(Section B.1 of this
manual).

f your family planning progrararrangesfor sterilizations, you must follow

federal sterilization regulations as noted abdweanging for a sterilization
includes such actions as making an appointmentawtther provider for the
surgical procedure or providing transportationhe s$ite where the procedure will
be performed. See the Vasectomy Section of thisualgA.7) for additional
information related to participation in the TitleOtegon Vasectomy Project.

Federal funds
may not be used
to pay for sterilization
procedures to
persons under age 21.

October 2008
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Federal regulations require that clients must valtiht give informed consent

prior to sterilization. Exhibits 5 and 6 in Sectidrv, Sterilization: Vasectomigs
are the current consent forms in English and Spanisn the Office of Population
Affairs (OPA) Clearinghouse, which you can photocégr use in your program.
Forms can also be downloaded from the OPA Cleadugé website at:
http://www.hhs.gov/opa/pubs/download_pubs/down|gaths.html

The site also includes a wide variety of publicasi@n sterilization and other
family planning issues.

Sterilized persons remain eligible to be serveditfe X family planning clinics
as long as they are of reproductive age (femal®&Q0male 10 and older) and
they receive medical services and/or counselirgedIto Title X’s broad
definition of family planning. However, Medicaidrs&es for family planning
(OHP or FPEP) are limited to those individuals wlguire contraceptive care.
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I itle X requires that clinics must make basic infigytservices
available to women and men desiring such servisea.minimum,
Level | services must be provided.

- Level | includes initial infertility interview, educatiophysical
examination, counseling, and appropriate referral.

- Level Il includes such testing as semen analysis, assessfnen
ovulatory function, and postcoital testing.

- Level lll is more complex than Level | and Il services and i
considered to be beyond the scope of a Title X janog

SeeProgram Guidelines for Project Grants for FamilyaRhing Services
Section 8.5, for additional information.

his program* is available for family planning pragts to identify,

educate, treat, and follow up on female family piag clients with
chlamydia and as many of their partners as posolg Title X family
planning program in Region X may participate. Fgmilanning clinics
must apply selective screening criteria when usihtamydia tests
provided by the DHS Public Health STD Program aadlié Health
Laboratories. Those criteria are included infegion X Infertility
Prevention Program GuidelinéSection E of this manual). The program
is directed by CDC/STD Services with funding frame hational
Infertility Prevention Act.

*Formerly the Region X Chlamydia Project

October 2008
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As with other programs for which your agency receifesleral funds
through DHS — Public Health, your family planninggram must
assure compliance with federal laws relating tdigasues as:

- Nondiscrimination [Title VI of the Civil Rights Aadf 1964]

- Consideration of the disabled [Title II of the Anwans with
Disabilities Act (ADA) of 1990]

- Protection of human subjects [Code of Federal Raiguis, Title 45,
Part 46 (2005)

- Restrictions on the use of federal funds for lobigy[i31 USC,
Section 1352 (the “Byrd Amendment”)]

- Drug-free workplace [Drug-Free Workplace Act of 838r federal
contractors and grantees]

- HIPPA, the Health Insurance Portability and Accaibiltty Act of
1996

- Prohibition of smoking

he Office of Population Affairs periodically senaoist Program
Instructions and other memos that update or clané/Program
Guidelines. This section provides digests of tHeWwang updates:

- Title X Services for Non-citizens (08/05/1998)
- Compliance with State Reporting Laws (01/12/1999)

- Screening for Cervical and Colorectal Cancer andi&léy
Transmitted Diseases (STD) (10/29/2003)

- Updated Safety Information for Depo-Provera Cordpdiwe
Injection (02/10/2005)

- Clarification on Title X Guidelines Re: Delayed ¥elExams and
HOPE Project (02/03/2003)

Complete text of many of the Program Instructiomd mmemos is
available at:
http://www.hhs.gov/opa/familyplanning/toolsdocsktiuction.html

October 2008
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(OPA memo date: 08/05/1998)

N on-citizens, regardless of their alien status, khoat be banned
from the Title X family planning program based $plen their alien
status unless such exclusion is already authobyezhother statute.

he memo clarifies terms of the Personal Respoitgibihd Work

Opportunity Reconciliation Act of 1996 (PRWORA)[LP104-193,
which restricts access to “federal public benefitsspecified “qualified
aliens.” In an August 4, 1998ederal Registenotice, the Department of
Health and Human Services identified 31 prograras phovide “federal
public benefits.”

The Title X family planning program is not on thiat; its services are not
considered to be federal public benefits as defureter the terms of
PRWORA.

October 2008
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- ) *
(OPA Program Instruction Series OPA 99-1; 01/12/1999)
(OPA Program Instruction Series OPA 08-01; 06/05/2006)

N otwithstanding any other provision of law, no pigfi of services
under Title X of the Public Health Service Act stid exempt from
any state law requiring notification, or reportiofgchild abuse, child
molestation, sexual abuse, rape, or incest.

he FY 1999 Omnibus Appropriations bill (P.L. 105¢2,7section 219,

states that Title X providers must report suchdeats to the
appropriate state authority in accordance witredaw. A Reminder
Notification of this requirement was issued in 6/0the authority to
enforce compliance lies with the states. Oregole Mtdelegates should
therefore be familiar with Oregon’s reporting reganents, and may be
advised to consult with their own attorneys forafie guidance.

From the OPA Program Instruction memo of 1/12/99:

Findings of such instances coming within the atilie State law should
be documented in the medical record and reportedcasred.... The
Office of Population Affairs encourages effortsattgment existing
training programs for Title X providers to ensupimal medical
assistance.... Grantees should fully understariddbkgations under
State law related to reporting when such acts oz are disclosed,
and they should review current protocols for resjxgto such reports.
We also encourage enhanced counseling and edued#fiiots targeted to
the unique needs of adolescents. Title X provideessncouraged to
continue to work...in an interdisciplinary manneathwother local health
care providers who may also have reporting obligetiunder State law,
law enforcement officials, child protective sengcsocial service
experts, and others.
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Achild abuse policy will be deemed compliant by Eaenily
Planning Program if it contains, at a minimum, fbieowing
elements:

Agency has policy in place that all clients aréodinformed of reporting
obligations of clinic staff prior to requesting sk history information.

Clients are also to be informed in advance thatices will be provided
whether or not the client provides responses tetipes about the age of the
sexual partner.

Policies require a child abuse report if staff teaf:
Sexual activity involving any child under the adeld

Sexual activity involving anyone under the age &f\here forcible
compulsion has been used

Sexual activity where the sexual partners areeadlas siblings, or as
parent or stepparent and child.

Sexual activity involving anyone under the age ®Who is incapable of
consent because of mental or physical disability

Sexual activity involving anyone under the age ®fhere one partner is
three years or more younger than the other.

Policies detail basic procedures for reportingitbes law enforcement or DHS
Child Protective Services.

Policies do not need to require clinic staff togstigate to determine whether
reportable activities have occurred. Howevels itticommended for purposes
of doing adequate screening of the service neetledflients that all clients be
asked as part of their sexual history;

If coercion or compulsion has occurred in theirusdxelationships, and

If their sexual partner or partners are in a positf authority over them;
in the case of those under the age of 18, thisitiein should include
individuals who are significantly older than theg.a
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Resources
- American Cancer Society: Guideline for

3

3 # 3 3
(OPA Program Instruction Series OPA 03-01; 10/29/2003)

With the concurrence of agency medical director8e T providers
should ensure that their medical protocols andtmeacelated to
cervical cancer and colorectal cancer screeningespond with current
recommendations issued by these professional ag@ons: American
College of Obstetricians and Gynecologists (ACO&herican Cancer
Society (ACS), and U.S. Preventive Services Taskd-0QJSPSTF).

Individual agency protocols should note the speafandard of care used
in developing the protocols; the date the protoease revised; and
specifics about initiating screening and screeinibgrvals. The protocols
should continue to take into account individuagtirisks, use of specific
methods of contraception, and current nationaldgteds of care. During
on-site monitoring visits, protocols will be revied/to assure they meet
current standards of care.

Title X Program Guidelines for Project Grants for FamilyaRhing
ServicesSection 8.3, specifies that the initial physieshmination
for females must include a Pap test, and
that colorectal cancer screening must be
provided for both male and female clients

the Early Detection of Cervical Neoplasia over the age of 40.
and Cancer, Saslow et al.; CA A Cancer

Journal for Clinicians, Vol. 52:6, Nov/Dec

Since publication of the Title X guidelines

2002. .

- ACOG Practice Bulletin # 45, Cervical In 2001_’ ACOG, AC_:S’ 'and USPST, .
Cytology Screening, Aug. 2003. professional organizations that establish

- U.S. Preventive Services Task Force national standards of care, have published
(SL?eF;SanF_Jan 2003): Cervical Cancer — revised recommendations for cervical

. US Prevgéntive Services Task Force and/or colorectal cancer screening based
(USPSTF-July 2002): Colorectal Cancer — on current evidence.
Screenina.
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(OPA Program Instruction Series OPA 03-01; 10/29/2003)

Il clients served in Title X clinics should havéherough history and
physical assessment performed that includes scrgémi risk of
STDs.

Regardless of whether or not an annual Pap teshiducted, clinicians
should screen young, sexually active women (age24)=at least
annually for Chlamydia. In high-prevalence areasagrhea screening
should also be part of the routine annual STD stungetests for these
women. Clients who are symptomatic for other STisugd be screened
according to the current Centers for Disease Cbatrd Prevention STD
Treatment Guidelines (http://www.cdc.gov/std/treat). In addition,
providers should inquire about sexual behaviorsess ongoing risk for
STDs, and counsel about risk avoidance and riskatezh.

Sexually transmitted diseases continue to be of @onfor clients
served in Title X service projects. Each year, ypsexually active
females have the highest reported rates of Chlaaraidl gonorrhea, both
in Oregon and nationally.
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(OPA Program Instruction Series OPA 05-01; 02/10/2005)

I n November 2004, the U.S. Food and Drug AdminismatFDA)
announced that a “black box” warning would be adietthe labeling
of Depo-Provera Contraceptive Injection. The wagmotes that:

- Prolonged use of Depo-Provera may result in sigaifi loss of bone
density.

- The loss is greater the longer the drug is adnarestand may not
be completely reversible after discontinuation.

- Depo-Provera Contraceptive Injection should be @sed long-term
birth control method (i.e., longer than two yearsly if all other
methods are inadequate.

- It is unknown if use of the drug during adolesceacearly
adulthood will reduce peak bone mass and incrdeseagk of
osteoporaotic fracture in later life.

Title X providers should ensure that their medmaltocols, informed
consent, and practice related to the use of DepuePa Contraceptive
Injection are consistent with this warning. Speciasideration should be
given to the potential impact of long-term usediolascence and early
adulthood.

Depo-Provera has been authorized for use in Titfarled projects
since October 29, 1992, when the FDA announcedoappof the
drug for the prevention of pregnancy. Although Bi®A has indicated that
Depo-Provera remains a safe and effective conttaegphis warning
adds important information for physicians and pateThe label is based
on analysis by the FDA and Pfizer (manufacturddepo-Provera) of data
from two separate studies that showed Depo-Pravefééct on bone
density during prolonged use.
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(Memo from Office of Family Planning, Region X; 02/03/2003)

linics that participate in the Hormonal Contraceptwith Optional

Pelvic Examination project (HOPE) must use a ddifeércost center
for staff and services in order to distinguish #hpatients from Title X
clients. This is necessary because the HOPE pi®jaalicy on pelvic
examinations does not meet the more stringent Xitlequirements for
initial exams. The differences:

Title X | HOPE Project

A physical examination and related preventionClients areencouragedto
servicesshould not be deferredbeyond 3 receive an initial

months after the initial visit, and no casemay | examination when receiving
be deferred beyond 6 months, unless if in theg prescribed contraception, but
clinician’s judgment there is a compelling there isno further
reason for extending the deferral (e.g., if the | expectationthat an
client has recently been a victim of sexual examination be conducted if
assault and is fearful of an exam). Deferral | the client chooses not to do
beyond 6 months should be an extremely rare so.

occurrence, and must be documented.

After the initial examination, follow-up exams
should be based on national medical standards
of care, taking into account clinician judgment
and client need.

Delegates are expected to review this practice guhiair monitoring
activities to ensure compliance with Title X. Dugioomprehensive
and periodic site reviews, the grantee (DHS FaRlignning Program)
and the Region X office will also assess compliamuauding complete
separation of the HOPE project from the Title Xgyam.
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Each spring, every local public health authority K4 in Oregon
receives a comprehensive community assessmennandlglan
packet that must be completed and returned. Searras of the packet
specifically address family planning.

All Title X family planning delegates also recei@éNotice of Grant
Award (NGA) and an extensive interagency agreerfrtent the DHS
Contracts Office in Salem. The contract and NGA tnhessigned and
returned prior to July 1 so that funding for thatféscal year can begin.

Program elements:The contract contains general and specific program
elements (formerly called assurances). A copy efctlirrent program
element for family planning services follows at #red of this section in
Exhibit 1. Minor revisions are anticipated in aufteé contract amendment.

Funding: Family planning grant funding is based on a fdaragreed
upon by the Office of Family Health and the Confexe of Local Health
Officials (CLHO). The current formula provides aahbase amount and
distributes the remaining funds on a per clientdbdsis described on
page B7-3.

The funding period is July 1 through June 30. Ahgrgges in funding
throughout the year are initiated through the @mttamendment process.
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he federal program occasionally makes additionadiifug available

in the form of “directed supplement” or “speciabjact” funds.
When applying for these funds, keep in mind thaisoaderation is often
given to projects that address specific nationagpam priorities. You'll
find a list of the current priorities in Section2B.

We recommend developing outlines for appropriagesh projects in
advance, since proposal deadlines for this addedirig are often very
tight.

Grant payments are made to your agency monthly.afeuequired to

submit quarterly expenditure reports to the Ofi€&inancial
Services. A sample of the current Revenue and Elpera Report used is
included in this section as Exhibit 2.

Accuracy is important. Please take care to ensure that expenditure
reports are accurate by line item. Personal Seespenditures must be
based on time activity reports where appropriate.

Final expenditure reports. Family Planning Service Grant funds may not
be carried forward to the next year. It is in youerest, therefore, to

spend up to the limit of your grant. We recommepeinsling OFH funds
before local funds so that there is no danger wdi$ubeing lost.
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The Office of Family Health and the Conference ofdldHealth
Officials have approved the current version offdmaily planning
funding formula, which went into effect beginning\1, 2006. The
formula is used to distribute Title X and Title Yagt funds to serve low-
income clients who do not have public or privatedioal insurance.

After exploring a variety of funding models durigg05, an ad hoc
funding formula workgroup recommended the followfogmula:

1. Distribute a base amount of $5,000 to each agenc .

2. Distribute the remaining funds on a per-clientb  asis, using the
total number of non-Medicaid (non-FPEP and non-OHP)
clients served by each agency in the prior year.

This straightforward solution, the workgroup judgeauld reflect a set of
critical guiding principles (see list below), whiéso avoiding potential
problems due to subjective weighting or poor gyalsata.

1. Family planning services should be available inrgweunty.

2. Title X funds should be focused on providing diriehily planning
services to low-income women and others who caTess services
elsewhere.

3. Title X providers are required to follow the TitkeStandards of Care.

4. Some funding stability should be maintained in otdesupport
continuity of services.

5. Some consideration should be given to equity irinere per client.
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Title X requires every family planning program ta fees for all
family planning services and supplies. Fees shbeldesigned to
recover the reasonable costs of providing senaoelsmay include
clinical, support, and administrative costs. (Reguients are listed in
Program Guidelines for Project Grants for FamilyaRhing Services
Section 6.3.)

Each agency is responsible for developing its oendollection policies
to meet its own unique circumstances. The inforomaith this section is
intended to help. Please note, however, that magspell out every
situation that may arise.

Important Basic Guidelines

- The goal is taharge fees based on the client's ability to pajee
collection policies and practices should never baraier to a client
receiving services.

- Clients may not be subjected to any variation in qality of services
because of inability to pay.

- Employees within the same agency nmietver consistent messagds
clients about fee collection.

Federal regulations clearly state that clients meser be denied
services because of an inability to pay. This &tuld be reflected in
your clinic’s fee policy, in any clinic signage addsing fees, and in any
discussions with clients about fees.

Who Qualifies As “Unable to Pay”

- Clients with incomes below 100% of the federal poyvtevel are
assumed to be unable to pay and cannot be cha&gedhe sliding fee
scales, titled “Family Planning Program Service Sngply Discount
Schedules,” located in Exhibit 3 of this section.
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A client whose income is above the federal povigl but is unable to
pay for good cause (as determined by the projeettdir) may have the
fee waived, in full or in part. The project mustetenine, as accurately

as possible, the client’s ability to pay based ufaonily income.

Note: In the case of minors seeking confidential sesjipgst the
minor’s income may be used in fee assessments.

I n accordance with federal rules, fees collecteallifamily planning
clinics funded through Oregon’s Office of Familyata must be kept
separate from other funds. The state’s Grant Assesastate:

Fees collected by the family planning and MCH paogs, including
insurance and Medicaid reimbursement, must be ateddor
separately and may not roll into the general funti@end of each grant
year. The fees must stay with the family plannind ®ICH programs
and be available for use in these programs indhewing year.

Voluntary donations from clients are permissiblejernthe following
conditions:

- Clients must not be pressured to make donatiomsdanations
must not be a prerequisite to the provision ofisessor supplies.

- Client donations do not waive billing/charging regments.

- Any donation policy, including information offeredbout the
agency's ability to accept donations, must be egalonsistently
across all clients, regardless of fee or paymexntist

Y our program must base its fees on an authorizdohglfee scale that
incorporates federal poverty guideline figures. Theent scales
issued by the federal government (“Family Planr#nggram Service and
Supply Discount Schedules” and “Family Planningli8lj Fee Scale) are
in Exhibit 3 and Exhibit 4 of this section, respeely. If your family
planning program prefers to use a different slbmit a request in
writing to the Oregon Family Planning Program. Yoeguest will be
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submitted to Region X for approval.

In order to apply the sliding fee scale, you mwetednmine the client’s
family size and income. Instructions for makingglaalculations are
spelled out in th€VR Instruction Manuabn page D3-9 in Section D of
this manual.

Important Considerations about Fees
- Clients whose incomes are at or above 250% ofatierél poverty level
must be charged the full fee for services and segppl

- Clients whose incomes are between 100% and 250#e déderal
poverty level must be charged according to an agarsliding fee
scale.

- Clients whose incomes are at or below 100% of ¢derfal poverty level
must not be charged.

- No flat or minimum fees of any sort (no-show fesispensing fees,
family planning lab handling fees, etc.) may berged. As noted
below, voluntary donations may be discussed witblgnts.

- No one may be denied services based on an inatalgpy.

- Proof of income is not required to receive Titlesefvices.
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he Clinic Visit Record (CVR) serves as the datdection tool for
the Region X Family Planning Information System asdhe billing
mechanism for services provided to FPEP clients.

All agencies (Title X and FPEP) must fill out a CV¥®& every family
planning visit by a client of Oregon’s Family Plamg Program. For
complete information on filling out a CVR, see theegon CVR
Instruction ManualSection D.)

Reporting deadlines and other important dates thalysspecifically
to recipients of federal grant funds (Title X otl&iV) follow.

Agency Reviews
Agency reviews for Title X delegate agencies ateedaled on a rotating
basis. (See Exhibit 5 of this section for a cursaitedule.)

Annual Plan Request

By June 1, each local public health authority naugimit an annual plan
for family planning services covering the periodyJuthrough June 30 of
the succeeding year. The Family Planning Prograihrswpply the
required format and current service data for usmmpleting the plan.

Annual Request for Information

Known as “the January mailing,” this packet reqgsi@stormation required
for the State of Oregon’s federal Title X grant igadion. The request is
usually sent to local agencies in early Januaryisuwddie back to the state
in approximately three weeks.
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Budget Projection

A projected budget for Family Planning Servicesazow the period of
July 1 through June 30 of the succeeding yeartimgted to the State
Family Planning Office annually. The required fatnand due date are
supplied by the Family Planning Office, generabypart of the local
agency contract process. See Exhibit 7 for a samplget projection
worksheet and instructions.

Local Agency Contracts

A contract outlining all requirements for fundingist be signed annually
between the State of Oregon and each local pubdttihauthority. The
contract contains a specific program element ferftlamily Planning
Program. This signing process takes place in MayJame.

Expenditure Reports

Quarterly expenditure reports are due to the OfficEinancial Services
on October 25, January 25, April 25, and July 2%.rRore information on
local agency contracts and expenditure reportsSsegon B.7

Pap Smear Results

All agencies are now required to provide data alduabrmal pap results
for the previous calendar year for purposes oFRderal Family Planning
Annual Report. This information will be requestadhe Annual Request
for Information packet described above.

October 2008

Reporting Requirements B9-2



& #* $%

Agency reviews are part of an ongoing effort to eatd and provide

technical assistance to Title X-funded agenciegyTdre conducted
on-site by DHS Public Health every third year, atating basis. The
Family Planning Program staff provides follow-upidg the other two
years.

The current on-site agency review schedule thr@@fl® can be found in
Exhibit 5 of this section. In Exhibit 6, copiestbk Family Planning
Program Review, Family Planning Records Review, FIREcords
Review and Region X IPP/Family Planning Chart Auddls are
included.
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Exhibit 1: Program Element #41: Family Health Services (FHBamily Planning Services
Exhibit 2: Oregon DHS Revenue & Expenditure Report

Exhibit 3: Title X Service and Supply Discount Schedule

Exhibit 4: 2008 Family Planning Sliding Fee Scale

Exhibit 5: Family Planning Program Review Schedule

Exhibit 6: Agency Review Tools

Exhibit 7: Budget Projection Worksheet and Instructions
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