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A. Necessary for the Adequate Support of Primary Care

Section 330 authorizes the provision of “additional™ health services “as may be
appropriate for particular centers™ when those services are “necessary for the adequate
support of the [required| primary health services.™? Therefore. when requesting a
change in scope to add a specialty service to the Federal scope of project. a health center
must demonstrate how the new service will support the provision of the required primary
care services provided by the health center. In other words, the health center must show
that the proposed services function as a logical extension of the required primary care
services already provided by the health center and/or that the proposed services
complement the required primary health care services. Lxamples of services that may be
a complementary extension of primary health care include:

« pulmonary consultations, and/or examinations. where the health center serves a
substantial number of patients with asthma, COPD, Black Lung, or tuberculosis;

« cardiology screenings and diagnoses, where the health center serves a substantial
number of patients at risk for heart disease or high blood pressure:

« minor podiatry outpatient procedures or examinations, where the health center
serves a population with a high prevalence of diabetes:

- psychiatric consultations, examinations and differential diagnoses. where the
health center serves a substantial number of patients with mental health and/or
substance abuse diagnoscs:

« periodontic services, where the health center serves a significant population of
children with poor oral health;

« colonoscopies: and

« appropriate oncological care of health center patients with cancer.

B. Demonstrated Need for the Proposed Specialty Service

Section 330 authorizes the provision of non-required “additional™ health services when
appropriate to meet the needs of the target population. Therefore. when requesting a
change in scope to add a specialty service to the Federal scope of project. a health center
must demonstrate and document the target population’s need for the proposed service.
Unmet need should be described both in narrative format and with data.

In addition, when proposing the addition of a specialty service, the health center must
demonstrate its ability to maintain the level and quality of the required primary health
services currently provided to the target population (see section V above).

C. Funding/Budget/Financial Risk

Any requested change in the Federal scope of project must be fully accomplished with no
additional section 330 grant support. In assessing the financial impact of adding a
service. a health center should consider whether the service will be considered a “FQIIC
service™ and. therefore, be eligible for enhanced FQHC Medicaid/Medicare
reimbursement. In general, the site or service to be added must be able to generate

PHS Act Section 330(a)(1)(13).
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adequate revenue to cover all expenses, including overhead costs incurred by the health
center in managing the site or service. If additional Federal funds will be necessary to
fully implement the change in Federal scope, the grantee should apply for competitive
funding as appropriate, with the awareness that Federal grant dollars are limited. And. as
stated above. the provision of any additional service must not compromise the provision
ol required primary health care services. In summary, when requesting a change in
IFederal scope to add a specialty service to the scope of project, a health center must
demonstrate that adding the new service (1) will not jeopardize the health center’s overall
financial stability and (2) will be accomplished with no additional section 330 grant
[unds.

D. Location of the Service

In order to ensure that the proposed new service will be accessible to health center
patients. and that the health center will be able to maintain appropriate control over
service delivery. the service must be provided at an approved site (sce definition above)
within the Federal scope of project. at a new site that will be proximate to available
FQIIC services,™ or at a location where in-scope services are provided but that does not
meet the definition of a service site. Therefore, when requesting a change in the Federal
scope of project to add a specialty service. a health center must (1) describe the specific
location of the proposed service and (2) demonstrate that the service will be provided at
an approved health center site. a proposed new site proximate to available FQHC services
or at a location where in-scope services are provided but that does not meet the definition
of'a service site. In all cases. health centers must ensure that adequate and appropriate
documentation has been secured to support and enable performance of the specialty
services (e.g.. translation and transportation services as needed).

If a specialty service is provided at a location that does not meet the definition of a
service site, the health center must document the manner by which the referral will be
made and managed and the process for facilitating appropriate follow-up care at the
health center. Additionally, health centers must ensure services are provided in culturally
and linguistically appropriate manner based on the target population(s). And [inally.
once a service is included in the approved scope of project. it must be available equally to
all patients regardless of ability to pay and available through a sliding fee scale according
10 42 C.F.R. 51¢.303(f). Specifically. the discounted fee schedule must provide a full
discount to individuals and families with annual incomes at or below the poverty
guidelines (only nominal fees that do not impede access to care may be charged) and for
those with incomes between 100 percent and 200 percent of poverty. fees must be
charged in accordance with a sliding discount policy based on family size and income.
No discounts may be provided to patients with incomes over 200 percent of the Federal
poverty level.”

" In the latter case, both the service and the site would need to be added to the scope of project.
"Section 330(k)(3)(G) of the PHS Act and 42 CFR Part 51 ¢.303(f).
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E. Additional Considerations

1. State Licensing: Providers must be properly licensed, according to their State or
territory’s laws. to be included within the health center’s Federal scope of project.
Approval of a request to add providers of new services to the Federal scope of project
is contingent upon the health center’s demonstration that all providers associated with
the new service meet the professional, State, and local qualifications necessary to
provide that service.

13

Credentialing and Privileging: All providers must be properly credentialed and
privileged to perform the activities and procedures expected of them by the health
center. “Credentialing™ is the process of assessing and confirming the qualifications
of a licensed or certified health care practitioner. “Privileging™ is the process of
authorizing a licensed or certified health care practitioner’s specific scope of patient
care services. Privileging is performed in conjunction with an evaluation of an
individual’s clinical qualifications and/or performance. It is the responsibility of the
health center to ensure that all credentialing and privileging of providers have been
completed before including a service in the Federal scope of project. Therefore, a
health center requesting the addition of a specialty service to the Federal scope of
{wu_jccl must demonstrate that the credentialing and privileging requircments have
been met.””

-d

3. Potential Staffing Arrangements/Corporate Structure: Health centers utilize a variety of
mechanisms for provider stalling. For instance, health centers may directly employ or
contract with providers and/or have arrangements with other organizations for clinical
staffing of the health center. Health centers are encouraged to carefully consider the
benetits and risks associated with various staffing arrangements becausc cach impacts
health center costs and operations differently. When evaluating change in Federal
scope requests, HRSA will examine the proposed staffing arrangement as part of a
review of the impact of the proposed change on the total organization (c.g., whether the
arrangement necessitates an affiliation agreement). Therefore, health centers requesting
the addition of a specialty service to the I'ederal section 330 scope of project must
provide a clear and comprehensive description of the relevant staffing arrangements
and describe any potential impact on the overall organization.

VII. FTCA COVERAGE
To ensure continuity of FTCA coverage, any specialty service added to the Federal scope of
project must be deseribed in the health center’s next funding application (Service Area
Competition or Budget Period Renewal). However, inclusion of a service within the Federal
scope of project is, in and of itself, not enough to guarantee FTCA coverage. F'TCA deeming
requirements must also be met. For more information on policies and procedures related to
FTCA deeming, please consult PAL 2008-05. “New Requirements for Deeming under the

* See PIN 2002-22 (hup://bphe.hrsa.gov/policy/pin0222.htm) for additional guidance on the credentialing and
privileging of providers.
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IFederally Supported Iealth Centers Assistance Act for Calendar Year 2009
(http://www.bphc.hrsa.gov/policy/pal0805.htm) and the HRSA web site
(hup://www.bphe.hrsa.gov/(ica).

Also note that the definition of “provider™ under the Federal scope of project may not be
consistent with the definition of provider under the relevant statutory F'TCA provisions.
Individuals covered by the FTCA may include others, such as certain lab and radiology
technicians. as described in section 224 of the PHS Act. Likewise, not all provider
arrangements in the Federal scope of project are covered by the FTCA. For example,
volunteer providers, physicians contracted under a professional corporation or employed by
other corporations. and interns/residents/medical students not employed by the health center
may be included as part of the Federal scope of project. but are not covered under the FTCA.
In circumstances where the provider arrangement does not meet the criteria for FI'CA
coverage, health centers should ensure that the provider has sufficient alternative
malpractice insurance.

VIIL. EFFECTIVE DATE

Once this policy becomes effective, some health centers may determine that certain services
do not meet the PIN’s criteria for inclusion within the Federal scope of project. TTRSA will
provide all grantees with an opportunity to modify and/or update their scope of project
information to ensure that every grantee’s scope of project is consistent with the updated
policies. I there are any discrepancies, HRSA will work with grantees to resolve the issues.

IX.CoNTACTS
If you have any questions or require further guidance on the policies detailed in this PIN,
please contact the Bureau of Primary Health Care, Office of Policy and Program
Development at 301-594-4300. 1f you have any questions or require further guidance on the
process for submitting requests for prior approval for changes in scope of project. please
contact your Project Officer.
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ATTACHMENT A

Overview -- Criteria for Prior Approval of a Change in Federal Scope Request

All requests for change in Federal scope of project requiring prior approval will be reviewed by
HRSA to determine if the request complics with the following criteria:

8)

{)j

meets the "no additional section 330 funding” requirement:

does not shift resources away from providing services for the current target population;
furthers the mission of the health center by increasing or maintaining access and
improving or maintaining quality of care for the current target population:

is fully consistent with section 330 of the PHS Act. applicable regulations and policics.
including appropriate governing board representation for changes in service sites and
populations served:

provides for appropriate credentialing and privileging of providers:

does not eliminate or reduce access to a required service:;

does not result in the diminution of the grantee’s total level or quality of health services
currently provided to the target population;

continues to serve a Medically Underserved Arca (MUA) or Medically Underserved
Population (MUP). Please note that the serviee site does not have to be located in an
MUA 1o serve it;

demonstrates approval from the health center’s Board of Directors regarding the change
ol scope and documentation of this approval in the Board minutes; and

10) does not significantly affect the current operation of another health center located in the

same or adjacent service area. as demonstrated by a Board of Directors-endorsed letter of
support from neighboring health centers or an explanation why such a letter(s) cannot be
obtained.

Requests for a change in Federal scope of project to add specialty services must meet all of the
following additional requirements:

1)

2)

demonstrates. in narrative format and with data, that there is current unmet need in the
target population for the proposed new service:

demonstrates that the proposed new service is necessary for the adequate support of
primary health care to the target population (i.e.. demonstrates that the proposed services
[unction as a logical extension of the required primary health care services already
provided by the health center and/or that the proposed services complement the required
primary health care services);

demonstrates that adding the new service will not jeopardize the health center’s overall
[inancial stability and will be accomplished with no additional grant funds: and
describes the location of the proposed new service, and demonstrates that the services
will be provided at an approved site within the scope of project. a proposed new site
proximate to available FQIHC services, or at a location where in-scope services are
provided but that does not meet the definition of a service site.
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