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The Parient Protection and Afford-
able Care Act of 2010 is a landmark
healthcare bill designed to substantially
reform. how healtheare is inanced and
delivered in the United States.! One of
the central funding initiatives in the
legislation is the expansion of federally
qualified health centers (“FQHCs” or
“health centers”) as a means of imptov-
ing access to primary healthcare
services for millions of Americans.

FEQHCs also benefited from the
enactment of the American Recovery
and Reinvestment Act (“ARRA"),
which has infused slightly more than
two billion dollars to community health
centers for capital improvements,
expansion {or retention) of personnel
and services, and adoption of health
information technology.” This amount
was intended to offset the double bur-
den of reduced local funding streams
and increases in the number of medi-
cally underserved individuals.

FOHCs are not new. The FQHC
benefit under Medicare was added effec-
tive October 1, 1991, when Section
1861(aa) of the Social Security Act (the
“Act”) was amended by Section 4161 of
the Omnibus Budget Reconciliation
Act of 19907 FQHCs are “safety net”
providers such as community health
centers, public housing centers, curpa-
tient health programs funded by the
Indian Health Service, and programs
serving migrants and the homeless. The
main purpose of the FQHC Program is
to enhance the provision of primary
care services in underserved urban and
rural communities.

In terms of health outcomes, stud-
ies have shown that the presence of, or
patients’ receipt of care from, FQHCs
can reduce rates of avoidable hospital-
izations and improve birth outcomes.
Other studies have examined the
impact of health centers on access to
care, measured as having a usual source
of care or more physician visits, and
found a strong positive relationship.*

The purpose of this article is to
familiarize the reader with FQHCs as
an important player in the healthcare
delivery system of the future.

continued on page 3
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What is an FQHC?

FQHCs are community-based
health centers that primarily serve
medically underserved communities
and vulnerable populations, and have
a clear mission to serve the poor.” To
be designated as federally qualified,
a center must meet several criteria:
{1) serve a health professional short-
age area, medically underserved area,
or medically underserved population;
(2) provide services without regard to
patients’ insurance status; (3} use a
sliding-fee discount payment system
tied to uninsured patients’ income;
and (4) operate as a not-for-profit
entity. What distinguishes FQHCs
from free clinics and other community
health centers is the receipt of federal
funding under Section 330 of the Pub-
lic Health Services Act, (“PHS Act”)
to provide comprehensive primary
care services to uninsured and under-
insured populations.®

FQHCs are regulated by the U.S.
Department of Health and Human
Services Health Resources and Ser-
vices Administration ("HRSA?).
There is no typical “model” health
center, but all share common attri-
butes, such. as their mission to provide
primary and preventive health ser-
vices to underserved populations;
their imperative to maintain strong
leadership, finances and infrastruc-
ture; and the desire to deliver high
quality clinical services.”

An entity may qualify as an
FQHC if it is receiving a grant under
Section 330 of the PHS Act; is
receiving funding from such grant
under a contract with the recipient of
a grant and meets the requirements to
receive a grant under Section 330 of
the PHS Act; or was treated by the
Secretary of the Department of
Health and Human Services (“HHS")
as an FQHC for Medicare Part B
purposes as of January 1, 1990.% Addi-
tionally, a center may qualify as an
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FOQHC if it is operating as an outpa-
tient health program or facility of a
tribe or tribal organization under the
Indian Self-Determination Act or as
an urban Indian organization receiv-
ing funds under Title V of the Indian
Health Care Improvement Act as of
Octobert 1, 1991.°

" A center may quality as an
FQHC “Look-Alike” even if it is not
receiving a grant under Section 330
of the PHS Act if it has been deter-
mined by the Secretary of HHS to
meet the requirements for receiving
such a grant based on the recommen-
dation of the HRSA. As discussed in
more detail below, Look-Alikes
receive many, but not all, of the ben-

efits of full FQHCs.'

Who is Eligible to Obtain
FQHC Funding?

Public and private non-profit
healthcare organizations may apply to
receive Section 330 funding. Applica-
tions and funding opportunities

through HRSA include: !

e New Access Points Grants —
provide funding to support new
service delivery sites that will pro-
vide comprehensive primary
healthcare and access to oral and
mental health services. Applicants
can be existing grantees or new
organizations that do not currently
receive Section 330 grant funds.

» Expanded Medical Capacity Grants —~
provide funding to expand access to
primary health services in the
health center’s current service area
(e.g. by adding new medical provid-
ers or medical services or expanding
hours of operation) Only existing
grantees are eligible to apply.

e Service Expansion Grants — provide
funding to add new or expand exist-
ing mental health/substance abuse,
oral health, pharmacy, and enabling
services'? for special populations at
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existing health centers. Only exist-
ing grantees are eligible to apply.

e Service Area Competition Grants —
provide ongoing competing contin-
uation funding for service ateas
currently served by health center
grantees. Both currently funded
section 330 grantees whose project
pericds have expited and new orga-
nizations proposing to serve the
same areas or populations being
served by existing Section 330
grantees may apply.

Applicants must document a
need for primary care services in their
area, their plan for addressing these
needs, the history and clinical capac-
ity of their organizations, and the
environment of the communities they
serve. They must also provide detailed
budget and staffing information.
HRSA sends all applicants written
notification of the outcome of the
review of their applications, including
a summary of the review committee’s
assessment of the application’s merits
and weaknesses, and whether the
application was selected for funding.

FQHC Scope of Services

FQHCs are expected to provide
primary care and preventive health-
care services. These services must
include, burt are not limited to, physi-
cian services; services and supplies
incident to the services of physicians;
nurse practitioner {“NP”), physician
assistant (“PA”), certified nurse mid-
wife (*CNM™), clinical psychologist
(“CP™), and clinical social worker
(“CSW™) services; services and sup-
plies incident to the services of NPs,
PAs, CNMs, CPs, and C5Ws; visiting
nurse services to the homebound in an
area where the Centers for Medicare
& Medicaid Services (“CMS”) has
determined that there is a shortage of
home health agencies; otherwise cov-
ered drugs that are furnished by, and
incident to, services of a FQHC

continued on bage 4
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provider; and outpatient diabetes self-
management training and medical
nutrition therapy for beneficiaries
with diabetes ot renal disease (effec-
tive for services fumished on or after
January 1, 2006).% FQHCs are also
expected to provide the supportive
services {education, translation, trans-
portaticn, etc.} that promote access to
healtheare.” These services can be
provided directly or through contracts
or cooperative arrangements. The ser-
vices must be responsive to the needs
and culture of the target community
and/or populations.”

Program Fundamentals

in order to qualify for FQHC or
“|ook alike” status, a health center
must be organized, governed and oper-
ated consistent with certain federal
requirements and culture of the target
community and/or populations' as well
as maintain, expand and improve the
availability and accessibility of essential
primary and preventive healthcare ser-
vices and related “enabling” services
provided to low income, medically
underserved and vulnerable popula-
tions that traditionally have limited
access to affordable services and face
the greatest barriets to care. To meet
these requirements and goals, health
centers are required to be located in or
serve a high need community (desig-
nated Medically Underserved Area or
Population) and to provide services
available to all, with fees adjusted
based on. ability to pay.!” Centers are
also required to be governed by a com-
munity board composed of a majority
of health center patients who repre-
sent the population served and to
meet strenuous performance and
accountability requirements regarding
* administrative, clinical, and financial
operations.”®

These health centers serve people
of all ages, races and ethnicities.
According to the latest information

collected by the HRSA (available on
its website at hetp://bphc.hrsa.gov/
about/), in 2008 FQHCs provided
services ro over 17 million individu-
als; approximately 36 percent of
patients were children, seven percent
were 65 or older, 28 percent were
African-American and 33 percent
were Hispanic/Latino. Also according
to the HRSA information for 2008, in
that year FQHCs served approximately
834,000 migrant and seasonal workers
and their families; nearly 934,000
homeless individuals; and nearly
157,000 residents of public housing.

Programs receiving funding to
serve homeless individuals and fami-
lies also must provide substance abuse
services.”? Substance ahuse services
include treatment for alcohel andfor
drug abuse and may use a variety of
treatment modalities.

Required services may be pro-
vided by health center staff or through
defined arrangements with other indi-
viduals or organizations. When a
required service is not provided
directly by health center staff, written
agreements should be developed speci-
fying how the service is provided.
Additionally, all health centers should
have ongoing referral arrangements
with one or more hospitals. Health
center clinicians should obtain admit-
ting privileges and hospital staff
mermbership at their referral hospitals
so health center patients can be fol-
lowed by health center clinicians™ In
cases where hospital arrangements
(including admitting privileges and
membership} are not possible, the
health center must firmly establish
arrangements for hospitalization,
discharge planning and patient track-
ing.?' All health centers are also
required to establish arrangements for
after-houts coverage which, at a mini-
mutn, should ensure telephone access
to the covering clinician and assure
rimely follow-up by health center cli-
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nicians for patients seen after-hours.”

All health centers are required to
maintain a core staff of primary care
clinicians with training and experi-
ence appropriate to the culture and
identified needs of the community
served. All staff must be appropriately
credentialed and licensed.” It is pre-
ferred that the health center directly
employ its core clinical staff or at least
give the Chief Executive Officer the
authority to select and dismiss individ-
ual providers?* Health centers are also
required to maintain a fully staffed
health center management team as
appropriate for the size and needs of
the center.® There must be a Project
Director/Executive Director/Chief
Executive Officer who s accountable
to the goveming board. The governing
board of an FQHC must meet specific
requirernents, including the fact that
at least 51 percent must be consumers
(representative of the clients of the
Center). The size of the board may
range from nine to 25 members.”® The
duties of the board include overseeing
the Center’s mission, vision and val-
ues; determining the nature and scope
of services; and assuring compliance
with federal, state and local laws and
regulations. The board grants profes-
sional staff privileges and evaluates the
quality and utilization of services.
Financial management is key to the
success of an FOHC. Once the board
selects an Executive Director/CEQ, it
is expected that the policies of the
bhoard will be discharged through that

individual.

What are the Attributes

and Benefits of FQHC
Designation and Look-

Alikes!?

There are several benefits to an
FQHC designation, including:

a. Receipt of Section 330 funding;
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b. Enhanced reimbursement for ser-
vices provided to Medicare and
Medicaid patients;

c. Anti-kickback Sratute Safe Harbor
protection;”

d. Medical malpractice coverage

under the Federal Torts Claims Act
(“FTCA™), as explained below;*®

e. The right to have out-stationed
eligibility workers and National
Health Services Corps place-
ment;” and

f. Access to Vaccines for Children
Program,” PHS Drug Pricing Dis-
counts (Section 340B Drug
Pricing),” and grant support and
loan guarantees for capital
improvements.”

“Look-Alikes” receive most of
the benefits listed above, with certain
important exceptions. One key differ-
ence is that designated Look-Alikes
do not receive Section 330 grant
funds. FQHC Look-Alikes also can-
not apply for malpractice coverage
under the FTCA, sc those centers
must maintain separate malpractice
insurance.” A third key difference is
that Look-Alikes are not covered by
the anti-kickback Safe Harbor which
protects arrangements between health
centers and other providers/suppliers
of services that maintain or expand
accessibility or reduce the cost of ser-
vices provided to health center
patients. The Look-Alike designation
does place a center in good position
to convert to full FQHC status at a
later time. ‘

Both grant and “Look- Alike”
FQHCs receive Medicare reimburse-
ment at 80 percent of the All Inclusive
Reimbursement Rate {(“AIRR”}).** The
AIRR is determined based on the
average cost per visit determined by
the health center’s cost report. The
term “visit” is defined by CMS as a
face-to-face encounter between the
patient and a physician, PA, NP,
CNM, visiting nurse, CP, or CSW
during which an FQHC service is ren-
dered.” Encounters with (1) more

Valume 73 Numher 7. Decemhber 20010

than one health professional; and
(2) multiple encounters with the
same health professional which take
place on the same day and at a single
{ocation, constitute a single visit
unless the patient subsequently suffers
an illness or injury requiring addi-
tional diagnosis or treatment.’®
Patients are responsible for 20 percent
of the health center’s usual and
customary cost. Patients do not pay
Part B deductibles, so health centers
receive Medicare “first dollars.”

Only those activities that are part
of the health center’s approved scope
of project under either the grant or
FQHC Look-Alike designation are
entitled to enhanced FQHC Medicaid
and Medicare reimbursements and sec-
tion 340B Drug Pricing benefits. For
purposes of reimbursernent, CMS does

not distinguish between FQHC look-

Alikes and Section 330 grantees.”
Both types of centers are considered
FQHCs and are reimbursed in the

Sarme manner.

Community Collaboration
Opportunities

FQHCs are frequently provided
with, or seek out, opportunities to
enter into arrangements with hospi-
tals or other providers or suppliers to
further the health centers’ mission.
For example, providers or suppliers
may agree to provide health centers
with capital through community
development grants, low cost loans,
reduced price services, or in-kind
donations of supplies, equipment, or
space and other forms of arrange-
ments. Congress has enabled such
collaboration and support by relaxing
laws that generally restrict such activ-
ities. FQHCs enjoy special treatment
under federal anti-kickback and Stark
laws. Section 431 of the MMA
amended the antikickback statute to
create a new Safe Harbor to allow
some health centers to accept needed
goods, items, services, donations, or
loans for free or at reduced rates from
willing providers and suppliers.”” In
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2007, the Office of Inspector General
of the Department of Health and
Human Services (“OIG") published
the final Safe Harbor that protects
certain remuneration provided by an
individual or entity to certain health
centers when all of the following
conditions are satisfied:*

a. There must be a signed, written
agreement detailing the items or
services provided to the health
center;

b. The amount of goods and services
provided must be set out in a fixed
sum, percentage or other fixed
methodology which is not based
on value or value of teferrals;

c. Goods or services must be clinical
or medical in nature or relate to
the services provided by the health
center as part of the scope of its
prant;

d. The health center must reasonably
expect the arrangement to con-
tribute meaningfully te its abilicy
to maintain or increase the amount
or quality of its services;

e. At least annually, the health
center must re-evaluate the
arrangement to ensure it continues
to meet the above standard and
this re-evaluation must be
documented;

f. The health center cannot be
required to or restricted from
making referrals to a particular
individual or facility;

g. Services furnished free of charge or
at a reduced rare must be offered
to all patients regardless of their
payor status or ability to pay;

h. The arrangement must not restrict
the health center’s ahility to enter
into other agreements with other
entities or donors for comparable
goods or services;

i. The health center must provide
effective notification to patients of
their ability to choose any willing
provider or supplier and must dis-
close the existence and nature of

continued on page &
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the agreement arranged under this
safe harkor; and

j. The health center can elect to
require that an entity charge a
referred patient the same rates
charged other non-referred patients
or a reduced rate, where such reduc-
tion applies to the entire charge.

On February 1, 2008, the OIG
issued Advisory Opinion No. 08-01,
which approved an arrangement
involving the participation of FQHCs
and free clinics in “bulk replacement”
patient assistance programs {“PAP”s).
A bulk replacement PAP is an
arrangement that allows pharmaceuti-
cal companies to donate drugs from
the company’s bulk replacement® to
FQHCs and free clinics. Bulk replace-
ment PAPs provide a bulk volume of
free drugs (typically on a monthly or
quarterly basis) to hospitals, pharma-
cies, health centers, clinics, and other
institutions to replace drugs dispensed
tc patients who meet established PAP
criteria. Participating FQHCs and
free clinics must agree to distribute
the free drugs only to patients whose
incomes are less than 200 percent of
the federal poverty level and who do
not have any form of outpatient pre-
scription drug coverage. Accordingly,
donated PAP drugs may not be dis-
pensed to Medicare Part D enrollees
or Medicaid patients. As the QIG
recognized, PAPs provide important
safety net assistance to these unin-
sured patients with limited means.*

In addition to the special treat-
ment of FOQHCs under the federal
anti-kickback law, an imporsant fea-
ture of 330 grant FOQHCs is the
availability of FTCA protection. The
FTCA was enacted in 1946 and per-
mits individuals injured by the
wrongful or negligent acts or omissions
of federal employees, including medi-
cal malpractice, to seek and receive
compensation from the federal govern-
ment through an administrative
process and, ultimately, through the

federal courts.® The FICA, with few
exceptions, provides the exclusive
mezns by which individuals can seek
compensation when injured by federal
employees acting within the scope of
their work for the federal government,
FTCA settlements and judgments in
medical malpractice cases are paid
by the federal government, which
becomes the primary source of provid-
ers’ insurance for those claims and
which, in effect, largely immunizes fed-
eral employees from tort liability,
including medical malpractice. In
1993, medical malpractice coverage
under the FTCA was extended to
FOQHCs in order wo allow the centers
to redirect the funds that would other-
wise be spent on private insurance to
the provision of health services. Cov-
erage under the FTCA is provided at
no cost to the health centers,

Health centers must apply to
HRSA to be covered, or “deemed,” as
organizations that together with their
employees are recognized as federal
employees under the FTCA. for the
purpeses of claims for medical mal-
practice.® As part of this application
process, health centers must demon-
strate that they have policies and
procedures in place to minimize the
risk of malpractice.® FTCA coverage
for health center providers covers
only personal injury caused by negli-
gent or wrongful acts or omissions
within their scope of employment and
within the health center’s scope of
project. As of December 2008, the
latest year for which this information
is available, 85 percent of all health
centers (915 of 1,082) were deemed
by HRSA for FTCA medical mal-

practice protection.*’

FTCA coverage is not the same
as having commercial malpractice
coverage. There are very specific
requirements that must be mert, and
many common activities engaged in
by FQHC:s are not covered by FTCA.

Events that could cause potential
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coverage gaps include furnishing ser-
vices off-site (for example, on-call
arrangements with hospitals), furnish-
ing services to non-health center
patients (for example, providing afrer-
hours cross coverage), or employing
part-time contracors.

Only appropriately credentialed,
licensed and/or certified full-cime indi-
vidual contractors of the health center
are eligible for FTCA malpractice pro-
tection, The coverage is restricted to
acts or omissions which: 1) occur on or
after the effective date that the Secre-
tary of the HHS has deemed the
center covered; 2} are within the
approved scope of the health center’s
project; and 3) are within the scope of
employment, contract for services, or
duties as an officer or director of the
corporation.® The contractors are pro-
tected if they are contracted for more
than 32.5 hours per week and the
health center is the entity that
receives payor compensation for the
services the contractor provides.” If
contracted for less than 32.5 hours per
week, protection eligibility will depend
on the services provided. If a practitio-
ner provides family pracrice, obstetrics/
gynecology, pediatrics, or general
internal medicine services, then he or
she can receive FTCA protection even
if he or she is a part time contracted
provider.” Again, the health center
must be the entity that receives payer
compensation for the services provided
by the contractor. This usually means
that the health center receives the
compensation directly, but in certain
circumstances the compensation may
be passed through the contractor to
the health center.

A health center must contract
with individual physicians in order for
them to receive malpractice protec-
tion.”t If a health center contracts
with a group practice or any other
professional, personzl or private cor-
poration, or any other entity, then
that corporation or entity is not

Volume 23, Number 2, December 2010




eligible for FTCA protections and it
assumes irs own liability. Additien-
ally, all payments for service must be
made from the health center directly
to the individual contractor and not
to that practitioner’s professional cor-
poration or any other entity for the
physician to be covered.™

Trends and Opportunities
Affiliation Agreements

In 1997, the Bureau of Primary
Health Care (“BPHC”) stated it
encouraged health centers to affiliate
with other entities to strengchen their
ability to achieve their mission.”
However, BPHC has also stated that
it is concemed that some affiliation
agreements may compromise health
centers’ compliance with grant
requirements, particularly those of
Section 330. Non-compliance with
grant requirements will result in loss
of the health center’s Section 330
and/or PQHC status and associated
benefits. Therefore, it is important
that health centers consider and com-
ply with their grant requirements
when entering into any collaborations.

An affiliation agreement is an
agreement that establishes a relation-
ship between a health center and one
or more entities such as other health
centers, primary care providers, spe-
cialists, hospirals, HHS agencies,
managed care organizations, and man-
agement services organizations. Types
of formal afhliations may include con-
tractual arrangements, joint ventures
and corporate integration. The risk is
that through these affiliations, the
health center may diminish its sub-
stantive Section 330 role in carrying
out health center activities and
merely serve as a conduit to another
party for a grant award and/or other
benefits (e.g., those of FQHC, FTCA,
and the Drug Pricing Program), and or’
give another party the ultimate
authority to oversee and approve key
aspects of health center activities.
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Healrh centers considering affilia-
tion agreements should examine the
proposed affiliazion to assure that the
following remain in compliance with
all Section 330 requirements:

1. Corporate structure. The BFHC
is particularly concerned about the
“parent-subsidiary model” of cor-
porate integration in which the
health center becomes a subsidiary

of another corporation.”

2. Governance. The governing board
must meet the composition
requirements, especially the Exec-
utive Committee. The Chairman
of the Board may not be selected
by any other entity and no other
entity may select a majority of
the members of rhe Executive
Committee. Additionally, no other
entity may have veto power, includ-
ing “super-majority” provisions

_ which give another entity an effec-
tive veto power.” ‘

3. Management and Finance. The
governing board in particular and
the health center in general must
remain in control of management
and finance. The budget must be
prepared under the direction of
the health center governing board.
No other entity can have the
authority to select or dismiss the
Executive Director, the Finance
Director or the Medical Director.
The establishment of personnel
policies and procedures must
remain under the control of the
health center board.*

4. Health Services. No other entity
should dictate, preclude or other-
wise control health center
relationships with other entities,
The health center board should not
be preciuded from exercising its
authority and fulfilling its responsi-
bilities relative to 1) evaluating
service utilization patterns, produc-
tivity of the center, patient
satisfaction, achievement of center
objectives, development of a patient
grievance process; and 2) adopting
healthecare policies which include
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scope and availability of services,
location and hours of services, and
quality of care audit procedures.™

The BPHC will review proposed
affiliation agreements for compliance
on request. The focus of these reviews
is on federal statutory and regulatory
requirements and program expecta-
tions. In many instances health
centers do not risk loss of integrity or
autonomy with affiliation agreements
such as contracts for ancillary services
and allied health services or agree-
ments with other entities subject to
Section 330 requirements, and the
BPHC will likely not have much con-
cern over these proposals. However,
the BPHC has expressed greater con-
cern for agreements between health
centers and entities whose missions
are not in line with that of the health
center. In response to a review, the
BPHC will provide the health center
with definitive guidance, to the
extent that policy interpretations
have been made.

Community-Based Collaborative
Care Networks

The Patient Protection and Afford-
able Care Act™ includes a provision
to enable the development of Com-
municy-Based Collaborative Care
Networks. These are defined as “...a
consortium of healthcare providers
with & joint governance structure that
provides comprehensive coordinated
and integrated health care services for
low-income populations.”® Each net-
work must include a safety net
hospital that provides services to a
high volume of low income patients.®!
All FQHCs located within the geo-
graphic area served by the coordinated
care network have the option to paz-
ticipate or not. Funding will be
authorized for years 2011 — 2015.%

Nothing in this arrangement,
however, shall change the FQHC’s
obligations to continuously comply
with its mandated requirements and
scope of services based on its HRSA
grant.

continued on page 8
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Conclusion

FQHCs are an important player in
the continuum of healthcare for all
Americans, whether eligible for public
or private insurance. The status and
role of FQHCs will ke significantly
impacted by the recently approved
healthcare reform legislation, especially
in regard to the Community-Based
Collaborative Care Networks. Ameri-
cans can anticipate an increase in
collaborations and alignments between

private and public systems with
FQHCs in the near future.
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