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INTRODUCTION

for states working to address access, costs, and quality issues within their health delivery sys-

tems. With more than 1,000 sites in 37 states', the emergence of retail clinics as an alternate
provider has shaken up traditional health care models and can no longer be viewed as a passing trend for
the following reasons:

The recent growth of retail clinics across the United States presents opportunities and challenges

* Retail clinics are accessible. They are usually found in suburban settings within a drug store, grocery
store, or mass merchandise store. They are open during evening and weekend hours, without waits or
appointments.

* Retail clinic services often cost less. Because clinics are mostly staffed by lower cost providers such as
nurse practitioners and have lower overhead costs, prices for services can be substantially less than
alternatives such as an emergency room or urgent care center.?

* Retail clinics provide evidence-based care.” They deliver a limited range of services, but all services
delivered adhere to established clinical practice guidelines.

Despite these apparent benefits, the growth of retail clinics poses many challenges for states. Many of
these challenges are familiar, such as scope of practices issues, corporate practice of medicine laws, and
reimbursement policies. But there are other issues for states to consider, including:
® Retail clinics may fragment patient care. By delivering services outside a patient’s medical home,
primary care providers may not be aware of immunizations provided or reoccurring problems.

® Retail clinics may provide inappropriate care. Physician groups worry that limited physician oversight
and reliance on computerized treatment protocols may lead to serious problems being missed or the
wrong care being delivered.

® Retail clinics may strain safety net providers. Some community health centers are concerned that they
will have to compete with retail clinics for primary care providers and possibly patients.

This paper explores how states are using their regulatory and licensing tools to promote, structure, or
limit the growth of retail clinics. State approaches in these areas differ, as do state interpretations of how
existing regulations fit the retail clinic model. While most states are not regulating retail clinics, those that
do, provide a variety of approaches that may be useful for those considering future action.

Analysis of State Regulations and Policies Governing the Operation and Licensure of Retail Clinics

National Academy for State Health Policy



METHODOLOGY

e conducted an email survey of 50 states’ and the District of Columbia’s Medicaid and Licens-

ing and Certification agencies using a survey tool that was developed with the help of state

officials and national experts. (See Appendix A for survey results). Surveys were returned from
48 Medicaid agencies and 48 Licensing and Certification agencies. The three states that did not return
surveys do not have any retail clinics.

Using advice from experts and research from the web, we selected six states — California, Florida, lllinois,
Massachusetts, New Jersey, and Texas — to further explore state policies that affect the operation of retail
clinics. The six states were selected because their experiences provide interesting lessons for other states.
We conducted interviews with stakeholders in each of the states to understand state policies for regulat-
ing health services in retail settings. We used interview protocols that were tailored for each stakeholder
group. We interviewed representatives of state Medicaid and Licensing and Certification agencies; retail
clinics; organizations that represent health care providers including physicians, nurse practitioners, and two
state primary care associations; as well as state legislators and/or their staff. Though each state’s response
is unique, common themes emerged that might prove useful for states considering how to address the
emergence of retail clinics.
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ISSUES FOR STATE PoLicy MAKERS TO CONSIDER

hile most states are allowing market forces to dictate retail clinic survival, this article describes
a variety of regulatory measures taken by states with regard to retail clinics. Many states share
views that retail clinics may help improve access to care and control costs. Only one state
is collecting data from retail clinics to monitor quality; practitioner and facility licensing, medical home
regulations, and consumer feedback are other approaches being used to help monitor the safe delivery of
health care.

Access To CARE

Many states see retail clinics as a way to expand access to care for some populations for some services.
For certain populations — such as insured families with children — the suburban locations and expanded
hours of retail clinics are seen as a convenience. These patients would likely seek care in a traditional set-
ting if a retail clinic were not available. For the underinsured — those with health insurance but with high
deductibles or other out-of-pocket costs — retail clinics may provide an affordable way to receive basic
health services. For other groups, retail clinics represent a culturally familiar health care delivery site. For
example, MediGo clinics, located in Navarro Pharmacies in Florida, seek to serve Hispanics who are cultur-
ally familiar with receiving health services in a pharmacy.*

Whether retail clinics can improve access for the underserved depends on several factors, including out-of-
pocket costs to the patient, accessibility of the clinics, and availability of needed treatments. Retail clinic
operators point out that charges at a retail clinic are lower than at most doctors’ offices, urgent care cen-
ters, and certainly emergency rooms. Patients without insurance (who pay for the full cost of each service)
may benefit from these lower costs. However, representatives of community health centers in California
and Massachusetts contend that since retail clinic services are not provided on a sliding payment scale, the
ability of retail clinics to reach the underserved is limited. Although low income, uninsured patients who
qualify for these sliding scale fee arrangements may find lower out-of-pocket costs at community health
centers, for those that do not qualify, retail clinics may provide lower prices for select services.

Most Medicaid billing systems do not distinguish retail clinics separately from physician offices and so the
Point of Sale (POS) would most likely indicate “office” during the claims submission. In many states, prac-
titioners can submit claims for services at retail clinics under their individual provider numbers, but most
Medicaid officials interviewed thought it unlikely that Medicaid beneficiaries are seeking services at retail
clinics.

In Massachusetts, the Medicaid agency is currently working through technical issues so that they will be
able to recognize and therefore reimburse retail clinics — rather than individual practitioners — as Med-
icaid providers. The retail clinic chain MinuteClinic has been working directly with the state to complete
the necessary applications to be enrolled as a MassHealth (Medicaid) provider. Medicaid officials in both
Washington and Oregon said they would enroll retail clinics as Medicaid providers, but have received no
requests to do so yet. Many retail clinics do not plan to accept Medicaid as payment, mainly citing low
reimbursement rates.

A few states indicated in their survey that Medicaid managed care plans include retail clinics in their
networks and therefore reimburse for care provided to Medicaid beneficiaries. Some Medicaid managed
care networks in Georgia, Kansas, and Tennessee include retail clinics. Arizona indicated that if services are
emergent or urgent, then the plans would be obligated to pay for those services at retail clinics. But if the
services provided are routine and should have been obtained from the member’s primary care provider,
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then the health plan could deny payment for those services. Idaho and lllinois both use primary care case
management programs to manage their Medicaid beneficiaries and stated that retail clinics could be used
by beneficiaries if prior authorization was received from the primary care provider. Retail clinic operators
said prior authorization is a significant hurdle for patients and can significantly deter their use of retail
clinics.

A few retail clinics are using novel approaches to increase access to physicians, manage chronic condi-
tions, or reach out to needy populations. For example, Access Clinic in Texas uses telemedicine to fa-
cilitate doctor-patient interactions. The Lindora Clinic in California provides 10-week programs to help
patients manage obesity-related chronic diseases in addition to providing acute care services. The Atlan-
tiCare system in New Jersey includes both a retail clinic and an after-hours clinic at a Federally Qualified
Health Center (FQHC) as an emergency room diversion provider. While these variations are currently the
exceptions, they provide potential models to explore as retail clinics become more prevalent throughout
the U.S. health care system.

Costs oF CARe

Affordable prices for both consumers and payers make health care services at retail clinics attractive.
Retail clinics, which generally charge $40-80 for services, offer price transparency at the door so custom-
ers can make informed decisions. Advertising the price of services at retail clinics became an issue for two
of the states interviewed for this study. lllinois and Massachusetts both introduced legislation or regula-
tions that restricted the scope of advertising for retail clinics. In each state, the Federal Trade Commission
advised against the proposed provisions.> (See also Table 2,page 13.)

When retail clinics first opened, most of them required cash payments and did not accept any public or
private insurance. This has changed dramatically—the share of out-of-pocket costs to consumers us-
ing retail clinics fell from 100 percent in 2000 to 15.9 percent in 2007.° Most retail clinics now accept
private insurance, some accept Medicare and a few accept Medicaid. Only one of the retail clinics we
interviewed, Take Care Health, is currently accepting Medicaid payments, although not in all the states in
which they operate. Other retail clinic operators are currently in negotiations with Medicaid agencies.

For public payers such as Medicaid, state policy makers agreed that emergency room diversion is the
most attractive aspect of expanding access to retail clinics. While retail clinics do not provide emergency
medical care, they may be helpful in diverting patients with acute but non-emergent conditions from a
nearby emergency room and thus reduce the costs of care. One study found the average total cost for a
retail clinic episode was $51 less than in the urgent care setting, $55 less than in the physician office, and
$279 less than in the emergency department.” “(The same study cautioned that retail clinics might po-
tentially increase the overall cost of care by either increasing demand from consumers who might ordinar-
ily self-treat, and/or by inappropriately delaying preventive or chronic care that would have been provided
during a physician’s office visit.)®

A New Jersey retail clinic operator described how they have begun to open retail clinics in an effort to
more appropriately triage patients. HealthRite’s CEO said that almost everyone who uses HealthRite clin-
ics also accesses other parts of the AtlanticCare system.” HealthRite believes that such integrated systems
are likely to benefit patients, as well as providers and health care systems, by facilitating treatment of all
patients in the most appropriate settings.

QuaLity oF CARE
States have responsibility to protect public health by ensuring the safe delivery of health care. Although
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many states monitor patient safety and quality data by requiring health facilities—not practitioners’
offices—to report patient safety data, none collected data from retail clinics, because retail clinics are
generally treated like practitioners’ offices. States are monitoring quality of care through licensure of
practitioners and health care facilities and consumer complaints. Some physician group stakeholders
contend that states should also be monitoring how retail clinics affect medical homes.

Licensing practitioners

According to the retail clinic representatives, the most powerful state regulatory tools affecting their
operations are the scope of practice regulations that govern nurse practitioners and other non-physician
medical personnel. Most retail clinics are staffed by nurse practitioners. For a majority of the states sur-
veyed, the care provided in the retail clinic setting is not subject to oversight by health departments, but
by the applicable practitioner licensing authority, for instance, the Board of Nursing.

Eleven states allow nurse practitioners to practice independently without physician oversight, but the
majority requires some degree of supervision.'® Some states specify an upper limit on the number of
nurse practitioners that a single physician may supervise. Some states also regulate the frequency and
proximity of that supervision, requiring the physician to be on site for a certain number of hours or
within a certain radius of a nurse practitioner-staffed clinic. (See Table 1 on page 11 for six state com-
parisons.) These kinds of regulations can greatly affect the cost structure of retail clinics and may affect
where retail clinics locate, their staffing, and their hours of operation.

Additionally, regulations that govern the scope of practice for nurse practitioners have a potentially large
impact on the services offered by retail clinics. Because nurse practitioners are the primary practitioners
in most retail clinic models, any restrictions on their scope of practice will affect how they can provide
care in retail settings. Most states allow nurse practitioners to diagnose and treat illnesses, order tests,
and prescribe medications following a written clinical protocol or physician collaboration.

Both the Massachusetts Medical Society and the Florida Academy of Family Physicians view the supervi-
sion laws as an important aspect of safeguarding the health of the public. In contrast, the Illinois Society
for Advanced Practice Nursing feels this kind of supervision is counterproductive, especially in light of
the shortage of primary care practitioners. The retail clinic operators similarly view these supervision
requirements largely as an unnecessary burden that has no impact on quality. They cite a few small stud-
ies that have compared adherence to treatment guidelines in retail clinics with other settings and found
retail clinics compare favorably."'? They point to adequate quality controls stating nurse practitioners
follow protocols imbedded in and prompted by the electronic medical records that all retail clinics em-
ploy. In addition:

¢ All retail clinic operators report a strong internal quality control that includes physicians reviewing

charts.

* Take Care Health clinics track and trend HEDIS" scores against the national average for
streptococcal infections, bronchitis, and upper respiratory infections.

* HealthRite sends all its nurse practitioners to an FQHC “boot camp” where they practice clinical
guidelines for 30 days. This “boot camp” provides an intensive orientation at a full-scope primary
care facility to expose the nurse practitioners to a wide range of patients and medical conditions.
HealthRite conducts a 100 percent file review for the first 90 days of a new employees’ work that
tapers to 10 percent at the end of the first year.

e MinuteClinics receive accreditation from the Joint Commission for meeting the ambulatory care
standards applicable for services provided in retail settings."
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Licensing health care facilities

Health care facilities licensing is a regulatory tool used by states to ensure that basic structural require-
ments are in place in order to provide safe, quality care. State regulations of the physical space of health
care facilities vary. In general, states require hospitals and nursing homes to meet the most stringent facil-
ity standards. In a majority of states, retail clinics are treated like private physician offices and therefore,
are not subject to regulation.

A few states provide separate regulations for ambulatory, urgent care, and physician offices. These types
of regulations may affect the operations of retail clinics, which are located in settings that average between
200 and 500 square feet.” In Rhode Island, retail clinics would fall into the current Organized Ambula-
tory Care category. However, since most clinics cannot meet the privacy and physical environment criteria
under this category, there are no retail clinics in Rhode Island.

Massachusetts took a different approach. Retail clinics could not operate under the state’s regulations for
licensed clinics without multiple waivers, so the state was prompted to promulgate new regulations. These
regulations specifically addressed the physical space standards for retail clinics as well as issues such as
continuity of care (see below)." Only two other states, Arizona and Florida, are licensing retail clinics. In
Florida, some corporate-owned retail clinics are licensed, while those that are owned by a licensed practitio-
ner are not. (See page 9 for more on corporate ownership and organizational issues.) Retail clinics in Arizona
are licensed by the Department of Health services under the category of Outpatient Treatment Centers.

Kentucky and New Hampshire are currently in the process of drafting regulations to license retail clinics.
Kentucky is proposing licensing regulations for retail clinics under the title “minor care health clinics.”
Under these regulations, retail clinics will be allowed to perform only those services that the state defines
as “minor health care.” In addition, retail clinics will be prohibited from treating patients younger than 18
months. Both physicians and nurse practitioners at retail clinics will be required to work from established
protocols. Physician’s assistants will be permitted to work in the clinics, but a nurse practitioner must be
on site during operating hours.

Similarly, New Hampshire plans to license retail clinics. In New Hampshire, they will fall under the category
of “outpatient clinics, laboratories, and collection centers.” There are currently no retail clinics operating
in New Hampshire.

A few states surveyed have recently begun policy discussions regarding the emergence of retail clinics in
their state. Connecticut held a legislative forum in August 2008 to determine whether retail clinics in the
state should be regulated. Lawmakers concluded that retail clinics are more akin to a physician’s office
rather than a full service clinic, and no action is currently warranted. The Kansas Health Policy Authority
has been closely following the growth of retail clinics in their state and the health care industry and con-
sumer response to inform their state policies. In Tennessee, the Board of Nursing and the Board of Medi-
cal Examiners plan to discuss retail clinics in a joint meeting within the next year. The groups will discuss
applicable rules and regulations for retail clinics.

Medical homes

Are retail clinics medical home wreckers? Physician provider groups tend to think so and believe states
should play a larger role in oversight—only Massachusetts has done this. Physician provider groups feel
that a retail clinic is a poor substitute for a regular source of comprehensive primary care otherwise known
as a medical home. But a recent study found that most people who seek care at retail clinics do not have
medical homes."” For these patients, physician groups want to make sure that retail clinics are trying to
help them make a connection to a regular source of primary care.

Analysis of State Regulations and Policies Governing the Operation and Licensure of Retail Clinics

National Academy for State Health Policy



For those patients with medical homes, physician groups feel that retail clinics fail to adequately communi-
cate with primary care providers about services delivered and ultimately undermine the doctor/patient or
medical home relationship. Compounding this is a perceived lack of follow-up care after a patient’s visit to
a retail clinic to find out if the patient is improving and is getting connected with a primary care provider.

In response, a Take Care retail clinic representative stated that within 24 hours of their visit all patients re-
ceive a follow-up phone call from the nurse practitioner who provided treatment to check on the patient’s
health and treatment status. Clinic operators stated that all patients leave with a copy of their visit record
and, if consent is given, a copy is also faxed to their primary care provider’s office. Clinic operators also
stressed efforts to help patients find a primary care provider if they did not have one already and some
said they keep lists of nearby providers who are accepting new patients.

However, physician provider groups do not feel that these efforts are uniformly followed. For example,

the California Academy of Family Physicians members report that patients do not always receive written
visit records from retail clinics. With the exception of Massachusetts, states have not been involved in this
aspect of regulation. As one state legislative director pointed out, continuity of care is largely up to the
individual patient and states may have few appropriate mechanisms to influence what an individual does
after they leave any medical provider’s office.

Customer satisfaction

All states interviewed investigate consumer health care complaints on a case-by-case basis, but complaints
have not been an issue with regard to retail clinics. National, independent surveys have measured con-
sumer satisfaction with retail clinics in the areas of quality of care, convenience, and costs, with each of
these areas receiving ratings of about 90 percent.” Our interviews with retail clinic operators revealed the
following statistics:

® According to Take Care Health, patient satisfaction data compiled by Gallup reveals overall
satisfaction has been about 96 percent.

* HealthRite retail clinics in New Jersey reports consumer satisfaction ranking in the 85" percentile
when compared with other urgent care centers.

* According to RediClinic in Texas, 97 percent of their consumers would recommend the clinic to friends
and family.

Conflicts of Interest

Our study of six states turned up two areas of concern regarding potential conflicts of interest for retail
clinics. First, because retail clinics are very often located within a larger store that includes a pharmacy,
some people are concerned that practitioners in the retail clinic will over-prescribe or selectively prescribe
both prescription and over-the-counter medications that are for sale at the host store. For instance, CVS
recently introduced its Rx Health Savings Pass program, through which customers who enroll receive both
discounted generic drugs and discounts on Minute Clinic visits."” Retail clinic operators told us that pa-
tients are informed that they can purchase their medications at any location of their choosing.

Second, some physician groups feel that alcohol and tobacco products should not be sold in stores that
also provide health care. In Illinois, the lllinois Medical Society supported a bill prohibiting retail clinics
statewide from operating in stores that sell alcohol and tobacco. The bill was introduced in the lllinois leg-
islature in 2008 but did not pass. A letter of opinion from the Federal Trade Commission criticized com-
ponents of this bill as anticompetitive and pointed out that cigarettes are already for sale at many drug
stores and grocery stores that house a pharmacy.?® (See Table 2, page 13.)
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Corporate ownership and organizational issues

In many states, the regulation of healthcare facilities varies according to both the health care functions
performed (hospital, nursing home, outpatient clinic) and the organizational structure of the entity (for-
profit, not-for-profit, private). In some states, corporations are expressly prohibited from employing physi-
cians; in other states, this “corporate practice of medicine” rule is derived from multiple sources of law. The
corporate practice of medicine is a legal doctrine that generally prohibits anyone who is not a licensed
medical provider from “interfering with or influencing the physician’s professional judgment.”?" The doc-
trine bans for-profit and not-for-profit corporations from directly employing physicians. The intent of this
doctrine is to ensure that non-physician entities do not influence treatment decisions so that physicians

retain ultimate responsibility over the practice of medicine.?* %

Because corporate practice of medicine guidelines vary from state to state, legal ownership of retail clin-
ics is an important factor that decides how and if states will regulate those clinics. Thus, retail clinics have
adopted various ownership configurations in order to fit into the existing regulatory structures of a given
state. For example, New Jersey forbids the corporate practice of medicine, which means physicians are
prohibited from being employed by a corporation to provide medical services. In response to this prohibi-
tion, one retail clinic operator in New Jersey reorganized two years ago to remove themselves from under a
larger corporate umbrella. Today, each retail clinic is independently owned and operated by a physician or
group of physicians, even within one retail clinic “chain.” For regulatory purposes, these clinics’ operations
are considered the private practice of medicine.?*
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LESSONS LEARNED FROM S1X STATES’ APPROACHES

Massachusetts has written regulations specific to retail clinics. Many state policy makers are wait-

ing for market forces to decide whether retail clinics should stay or go. In the meantime, they will
continue their present regulatory roles — as one state legislative director stated, “States can regulate the
buildings or the people who work in the buildings.” As retail clinics establish staying power, policy makers
may consider other options.

Few states have developed regulations to govern retail clinics’ organization and operations. Only

These six states were selected because they provided interesting lessons and approaches for other states
to consider. New Jersey was selected because it offered insight into how retail clinics organized to fit in the
existing health care system; Texas, because of its nurse practitioner oversight regulations; lllinois, because
of recent legislative activity; Florida because of its unique licensure structure; Massachusetts, because of
recent regulations to create a separate licensure category for retail clinics; and California, because of its
interest in exploring how retail clinics fit into its health delivery system.

NEew JERSEY

Several chains are operating a total of 30 retail clinics in New Jersey. The New Jersey Department of Health
and Senior Services regulates ambulatory care facilities with regard to the physical facility and infection
control measures, but exempts private
physicians’ offices from regulation

or licensure in the state. Thus, retail
clinics in New Jersey have chosen to

Organization of retail clinics in New Jersey: The
Physician Captive

Several companies operate retail clinics in New Jersey. In organize as private physicians’ offices.
order to qualify as exempt from state regulation and li- The retail clinics use a “closely held
censure, these retail clinics are legally organized as private physician captive” model in which each
physician practices rather than ambulatory care clinics. clinic location is owned by a physician
Each retail clinic is owned by an independent physician but all clinics are managed by a larger
and staffed by nurse practitioners. The clinics then con- corporate entity.

tract with a for-profit company for management services,

which includes hiring staff and billing patients and insur-

ance companies. This model is known as a “closely held Licensing officials we spoke with in the
physician captive.” state were unsure whether retail clinics
could improve access to care for the
underserved, noting that they do not
provide free or reduced-cost care. In

HealthRite clinics were originally organized as part of

the non-profit AtlantiCare health system. However, this
arrangement conflicted with state corporate practice

of medicine laws, so in 2006 HealthRite restructured.
HealthRite clinics are now independently owned by physi-
cians in the for-profit AtlantiCare Physician Group, not by
the non-profit AtlantiCare health system. HealthRite has a
management contract with AtlanticCare to provide billing
and other services for the retail clinic. State regulations
prohibit HealthRite from advertising its affiliation with the
rest of the AtlanticCare hospital system. The two entities
do link to one another’s web sites.

contrast, retail clinic operators in New
Jersey feel the extended hours of the
retail clinic model can help meet the
needs of underserved or transient resi-
dents. One operator of a retail clinic in
New Jersey also operates an after-hours
clinic at an FQHC: nurse practitioners
who provide care at the HealthRite
retail clinic are encouraged to also take
shifts — for pay — at the FQHC's after-
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hours clinic. The retail clinic provides limited services and does not accept Medicaid, while the after-hours
clinic offers a wider array of health services and does accept Medicaid reimbursement.

Texas

There are 79 retail clinics run by several operators in Texas. Texas limits the corporate practice of medicine;
therefore, for-profit corporations, unless exempted, cannot directly employ physicians. However, other cli-
nicians — including nurse practitioners — can be employed by corporations. Thus, retail clinics in Texas
are owned by corporations that directly employ nurse practitioners. The corporations then enter into
independent contractor arrangements with physicians who supervise those nurse practitioners.?

Texas tightly regulates the supervision of nurse practitioners by physicians. In addition, these regulations
vary according to the regions of the state.?® Generally, for a nurse practitioner to have prescribing au-
thority, a physician must be at the clinic with the nurse practitioner 20 percent of the time. In medically
underserved areas, including rural areas, however, this rule is relaxed to one oversight visit by a physician
every 10 business days. Retail health clinic operators feel that this requirement increases their costs with-
out improving quality of care. The Coalition for Nurses in Advanced Practice told us that they see these
regulations as a significant hindrance.

During the last legislative session in Texas, legislation was introduced to loosen the nurse practitioner
oversight regulations.?” The bill did not pass, but a similar bill may be introduced in the 2009 legislature.
Lawmakers who support the bill hope that less restrictive regulations might encourage the expansion of
retail clinics that could provide convenient sources of care and curb inappropriate use of emergency de-
partments.

TaBLE 1. PHysICIAN OVERSIGHT OF NURSE PRACTITIONERS IN SiX STATES 28

STATE RATIO NP:MD | OTHER REGULATIONS

Physician collaboration and written practice protocol required. Physician

California 4:1 .. . . L.
supervision required for prescriptions

Physician supervision required. Physician may not supervise more than four

Florida 4 offices in addition to the physicians’ primary practice location.
Physician collaboration and written practice protocol required. Physician
lllinois None stated delegation required for prescriptions. Physician must be on-site once per

month.

Physician supervision and written practice protocol required. Physician must

Massachusetts | None stated review charts once every three months.

Physician collaboration required for prescriptions. Physician must review

New Jersey None stated charts (% not specified).
Physician supervision and written practice protocol required. Physician
Texas 31 delegation required for prescriptions. Physician must be on-site 20 percent

of the time (less in underserved areas). Physician must review 10 percent of
all charts (less in underserved areas).
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None of the Texas retail clinic operators that we spoke to accept Medicaid. The Medicaid agency in Texas
told us that clinicians working in retail settings could apply to be Medicaid practitioners using the regular
enrollment process. Some Medicaid managed care plans in Texas are exploring the option of including
retail clinics in their networks.

ILLNoIS

There are 65 retail clinics in lllinois. Retail clinics are considered physician offices and therefore are not
licensed or subject to oversight by the Department of Public Health, and are not required to have a
Certificate of Need licensure.? This may change, according to the Department of Public Health. As the
number of retail clinics grows, the state will examine if and how to regulate these clinics so that they fit
into the existing service delivery system.

Scope of practice regulations are handled through the lllinois Department of Financial & Professional
Regulation. Current state law requires physicians to meet once per month with the nurse practitioners
they supervise, but does not specify any duration of time for that meeting.*° In addition, nurse practitio-
ners must have a written collaborative agreement with a physician to make diagnoses and prescribe treat-
ment and medications.’' According to the lllinois Society for Advanced Practice Nursing, there is no limit
on the nurse practitioner to physician ratio, although there have been attempts by the Medical Society to
alter this. The lllinois Society for Advanced Practice Nursing does not want to see new regulatory require-
ments for retail clinics out of concern that it might spread to more oversight and regulation for other
outpatient settings.

lllinois Medicaid has been reimbursing for services at retail clinics, but with a new managed care model
underway, this may change. Now, most Medicaid and All Kids*? beneficiaries who are not enrolled in a vol-
untary managed care organization will be required to receive health care through lllinois Health Connect.*
Beneficiaries select a primary care provider who has agreed to provide or coordinate most services their
patients need. The Medicaid agency is in the process of finalizing a referral process, but the initial plans
were not to pay for services provided by a provider who: (1) is not the primary care provider, or (2) does
not have a referral from the primary care provider.** Participating primary care providers agree to see (or
refer) beneficiaries with urgent non-emergency conditions within 24 hours.>® When the referral process is
finalized, enrolled Medicaid providers who work at a retail clinic may receive payment for services with a
referral, and according to lllinois Medicaid, this referral could be backdated a maximum of 14 days. Retail
clinic representatives feel that this referral process will result in the loss of their Medicaid and All Kids
business.

In response to the increasing trend of retail clinics in the state, the lllinois State Medical Society advo-
cated for the introduction of House Bill 5372 in February 2008. The bill added regulations to “ensure
patient safety and adequate follow-up care.”* It would have authorized the Department of Public Health
to issue a separate application and permit for each retail clinic with exceptions for certain owners (for
example, physician-owned or hospital-owned clinics) as well as ban the sale of tobacco and alcohol in
facilities that housed retail clinics.*” Under the bill, inspections would occur within 90 days of applica-
tion and if approved, a one-year permit would be granted. The Department of Public Health opposed the
legislation due to “fiscal problems” and the bill, after some contentious debate, was not passed out of the
Rules Committee.

Rep. Elaine Nekritz was approached by CVS shortly after the bill was introduced to write a letter to the
Federal Trade Commission (FTC) voicing concerns over what the pharmacy chain perceived to be anti-
competitive provisions in HR 5372. The FTC came out strongly against many provisions of the bill (see
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TABLE 2. FEDERAL TRADE CoMMISSION WEIGHS IN ON ILLINOIS LEGISLATION

The Federal Trade Commission (FTC) is charged with preventing unfair methods of competition and
unfair or deceptive acts of practice in or affecting commerce.?® Although the FTC commended lllinois
in its efforts to open new points of access to health care through new models of delivery, concerns
were expressed over provisions that may have caused undue burden on retail clinics thereby limiting
their ability to compete.

lllinois proposal (HB 5372) FTC comments

Advertising Prohibits facility’s ability to May prohibit or impede consumer access to truthful
advertise comparisons of its fees | and non-misleading information about prices for
for available services with the fees [ basic medical services.

of other facilities.

Clinic operations A physician may be a medical Undue and costly limitation; could give larger
director of no more than 2 retail | institutional health providers an advantage if they
clinics.* use their existing physician staff to fill this role;

different supervisory requirements for advanced
practice nurses are imposed in this setting than in
other settings.*

Insurance Payments | Retail clinics must be subject This “non-discrimination provision” restricts the
to the same co-payment and ability of third party payers to negotiate favorable
deductible requirements that terms and to manage costs for health services.

are required of others provided
for a similar service in a different

setting.
Alcohol and Prohibits a clinic being located Restriction could limit the supply of retail clinics or
Tobacco sales in any store that has alcohol or significantly raise the costs of the clinics and the

tobacco products for sale to the | prices for services; no similar prohibition exists for
public. other health care facilities offering the same services
or staffing or for pharmacies and pharmacy services.

inset) and Rep. Nekritz said she found herself receiving emails and calls, mostly supportive, as well as me-
dia interest and attention. During an interview with Rep. Nekritz, it was her sense that “the purpose of the
bill was to slow the growth of clinics and regulate them to the point that made them no longer viable.”
She said she feels there is a role for retail clinics to play in serving underserved populations and feels that
these alternate systems of care are worth pursuing.

FLORIDA

There are 139 retail clinics in Florida, more than in any other state. Like other states, Florida does not
license retail clinics that are owned by licensed health care practitioners — but in Florida retail clinics can
be owned by nurse practitioners. Florida has a unique licensure structure for corporate-owned clinics
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Anti-Fraud Campaign Spurs Regulation of
Florida’s Retail Clinics

The regulation of retail clinics in Florida was an inadver-
tent result of a grand jury investigation of fraud in the
automobile personal injury insurance industry.** Inappro-
priate diagnostic testing, inflated charges, and over-utili-
zation of treatments had resulted in soaring costs of auto
insurance premiums. In 2003, the legislature passed a law
that required health care clinics to be licensed and estab-
lished the Health Care Clinic Unit within the Bureau of
Health Facility Regulation at the Agency for Health Care
Administration.* The Health Care Clinic Unit is charged
with denying, revoking, or suspending licensure of clinics
that bill insurance companies for fraudulent claims.*® Ac-
cording to the Bureau of Health Facility Regulation, retail
clinics that are corporately owned are subject to licensure
by the state; practitioner-owned clinics are not. The ap-
plication process for retail clinic licensure includes criminal
background checks on chief operating officers, clinic staff,
and board members.*” Licensure is granted for two years
and the renewal process consists of field visits and in-
spections that focus on the “business side” of clinics. Any
concerns on the medical side of operations are referred to
the state Medical Board.

The advantage for retail clinics to be recognized as

a Medicaid provider would be from an accounting
perspective—if there was a turnover at their clinics, the
cash flow would continue regardless of the change of
providers. This kind of change would require the state to
change their Medicaid claims processing systems.

(Florida Medicaid official)

(for example, there are 60 Minute
Clinics and 36 Little Clinics with

this license*') that was established
with the sole purpose of preventing
fraudulent business practices and “to
prevent significant cost and harm to
consumers.”* (See text box.) The
Health Care Clinic Unit at the Agen-
cy for Health Care Administration
requires applicants to pay a $2,000
licensure fee that is required again at
renewal of licensure and change of
ownership. Applicants must provide
evidence of sufficient assets, credit,
and projected revenues to cover li-
abilities and expenses for the first 12
months of operation.*

Florida has also seen changes in its
oversight of nurse practitioners and
physician assistants, including those
who work at retail clinics. In 2006,
legislation was signed into law (Safe
Supervision Bill) that limits the num-
ber of clinic sites where a physician
may supervise physician assistants or
nurse practitioners to no more than
four satellite offices, in addition to
their primary place of practice.*®

State Medicaid officials said that
Medicaid does not recognize retail
clinics in their own right as provid-
ers. Claims could be paid to nurse
practitioners or physician assistants
who submit claims under their own
Medicaid provider number, but the
agency does not track this data.
The advantage for retail clinics to be
recognized as a Medicaid provider

would be from an accounting perspective — if there was a turnover at their clinics, the cash flow would
continue regardless of the change of providers. This kind of change would require the state to change its
Medicaid claims processing systems. Florida Medicaid has not queried it's Medicaid managed care organi-
zations to see if they are paying claims from providers from retail clinics. (A spokesperson from WellCare,
the state’s largest Medicaid managed care plan, said they are not.) Medicaid officials have said they are
open to the possibility of retail clinics alleviating emergency department crowding and helping with access
to care, but feel that the fee schedule may be too low for them to participate.
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MASSACHUSETTS

The Commonwealth of Massachusetts has undergone an intensive process to fit retail clinics into its health
service delivery system that address issues regarding physical space and fragmentation of medical care.
When CVS Minute Clinic requested permission to open several retail clinics in 2006, the state realized that
its existing clinic regulations did not match the retail clinic model. In order to issue a full clinic license, the
state would have needed to grant multiple waivers and would not have had the ability to limit the scope

of services offered once a license was granted. As these waivers were being considered, other interested
stakeholders began to convey their concerns. It became clear to the state that new regulations were
needed in order to address these issues, raised primarily by the medical community.

In response, the Massachusetts Department of Public Health, Bureau of Health Care Safety and Qual-

ity developed the “limited service clinic” (LSC) regulations and convened two public hearings at which
they received dozens of comments and written testimony from stakeholders, including the Federal Trade
Commission. Public health advocates expressed concern regarding tobacco sales, corporate profits, and
fragmentation of care, among other issues. Although the legislature was not involved in writing the regula-
tions, many letters of support for the retail clinic model were received from some state legislators and
other advocates.

Department of Public Health officials expressed some surprise that the Massachusetts Medical Society
cited quality and safety concerns with regard to unsupervised nurse practitioners — especially given the
limited scope of services offered at clinics. The input from the Massachusetts Academy of Family Physi-
cians and Massachusetts Medical Society helped shaped regulations that, for the first time in the United
States, addressed strengthening retail clinic ties to primary care. CVS Minute Clinic opened its first limited
service clinic in Medway, Mas-
sachusetts on September 17,
2008 and plans to open sev-

Linking Limited Service Clinics (LSC) to Primary Care

One of the reasons the Massachusetts medical community opposed eral more in the near future.*
retail clinics was the fear that the clinics would create fragmenta-
tion of care by leaving the patient’s primary care provider out of
the loop. Regulations were promulgated to address those concerns.
The Department of Public Health has hired a full-time nurse prac-
titioner to oversee all aspects of the limited service clinic licensure.
So far she has reviewed all clinic policies and procedures to verify
compliance and has made site visits to verify that construction is

consistent with submitted plans. Policies for the clinics include:

Safety net issues

The role of retail clinics in
providing health care to safety
net populations was discussed
during the stakeholder in-
terviews. The Massachusetts
League of Community Health
Centers raised issues of wheth-
er the emergence of clinics in
areas served by Community
Health Centers will impact the
Health Profession Shortage
Area (HPSA) designation that
allows health centers to receive
federal assistance to recruit

* Retail clinics will make referrals to primary care practitioners
including physicians, nurse practitioners, and community health
centers;

* Retail clinics must maintain rosters of primary care providers
who are accepting new patients;

* Clinics must develop a process to identify and limit, if
necessary, the number of their repeat encounters with
individual patients;

* With patient consent, the retail clinic will provide a copy of the

visit encounter to the patient’s primary care practitioner; scarce primary care practitio-

ners and other federal grants.
With nurse practitioners in
short supply in the state, the

50
* Retail clinics must provide a toll-free number that will enable a

caller to speak with a live practitioner during off-hours.
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Massachusetts League of Community Health Centers also expressed concern about vying for the same
scarce practitioners and being unable to compete with probable higher salaries offered by retail clinics.

According to the Department of Public Health, the Commissioner of Health has encouraged community
health centers to open limited service clinics. Although some have indicated interest, at the time of this
publication, none have done so. Representatives from the Massachusetts League of Community Health
Centers said they would want a limited service clinic operated by a community health center to be part of
a health center’s cost structure and therefore receive Medicaid cost-based reimbursement encounter rate
for FQHCs.*' Medicaid is expected to pay limited service clinics a rate that reflects their overall lower cost
structure and this, according to the Massachusetts League, would not be sufficient to support the health
centers’ costs. Cost-based reimbursement allows the health centers to provide comprehensive services for
all patients.

Massachusetts Medicaid has also been developing ways to enroll limited service clinics as Medicaid provid-
ers. The agency plans to have this process in place in 2009. The Massachusetts League of Community
Health Centers expressed concern about the complexity of the Medicaid eligibility and enrollment process
and wondered what a retail clinic will do if a patient presents unsure about his or her eligibility. Would

the retail clinic direct the patient to the community health center for enrollment or eligibility verifica-

tion and then have the person return to the retail clinic to receive services? The League felt that the best
retail clinic model would be staffed with nurse practitioners and community health workers who can enroll
people in coverage, connect them to a primary care doctor, and ensure they get there.

CALIFORNIA
There are 90 retail clinics currently open in California, operating under different models and offering dif-
ferent types of services; all are exempt from state licensure.>

One of the largest is MinuteClinic, with 61 locations in southern California. MinuteClinic provides the
typical array of retail clinic services — treatments for common illnesses, chronic disease screening, and vac-
cination — and in California also provides tuberculosis testing. MinuteClinic accepts some insurance.>®

Another retail clinic chain, QuickHealth, operates in nine locations in northern California. QuickHealth is

staffed by physicians, in addition to some mid-level practitioners, and therefore can provide a wider scope
of acute and chronic care services. QuickHealth does not accept any insurance, but will provide consum-

ers with a receipt that they can submit to their insurers for reimbursement.>*

The Lindora Clinic has been operating in California for 37 years. With nine locations in RiteAid pharma-
cies, Lindora Clinics focus on weight loss and chronic disease management while also offering a limited
range of acute care services. They do not currently accept insurance, but are negotiating with Blue Cross
Blue Shield.

Finally, Sutter Express Care is the retail clinic arm of Sutter Health, a non-profit network of hospitals and
physicians in northern California offering the typical scope of retail clinic services. Sutter Express Care
clinics accept private health insurance and Medicare, but do not accept Medicaid.*

While these four clinic chains are operating successfully using various models of organization and employ-
ing varying reimbursement strategies, other retail clinic chains have indicated to the Governor’s office that
there are barriers to opening clinics in California. Governor Schwarzenegger’s health care advisor told us
the Governor is supportive of the retail clinic model. He believes retail clinics might help curb the rate of
growth of health care costs by providing affordable primary care in a more accessible setting, while also
alleviating the burden in the state’s over-crowded emergency rooms.
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California prohibits the direct employment of physicians by corporations, often called “the corporate
practice of medicine.”*® The Medical Board of California interprets this law to also prohibit management
services organizations from arranging for or advertising medical services, even where physicians own and
operate the business.”” However, retail clinics can organize as a “professional medical corporation” in which
only physicians and other licensed professionals own shares.*® The Lindora Clinic retail clinics operate
under this model.

Practice Issues for Nurse Practitioners

California allows nurse practitioners to provide health services and order medications under a standard
protocol with a physician. California has relatively strict standards for the supervision of nurse practitio-
ners by physicians. The supervisory ratio in California was increased recently, so that one physician may
now supervise four nurse practitioners. The Governor’s Office has proposed increasing the ratio further, to
1:6. The Governor’s Office is also studying the issue of nurse practitioner supervision of unlicensed medi-
cal assistants.

TaBLE 3. PossiBLE STATE PoLicy LEVers
Regulatory Mechanism Impact Example
Regulations for retail clinics could be written as
Create a separate regulatory category .
o broadly or narrowly as needed to apply in these Massachusetts
for retail clinics. )
settings.
Provide more options for businesses New Jersey
like retail clinics to comply with Retail clinics could more easily develop ownership -
exas
corporate practice of medicine structures that comply with state laws.
restrictions.
License retail clinics like other licensed | Facility standards, such as size and sanitation Florid
orida
health care facilities. requirements, would apply.
Streamline oversight of nurse Nurse practitioners and physician assistants would Illinois
practitioners and physician assistants. | require less physician supervision. New Jersey
Impose marketing and advertising Retail clinics could not advertise connections to
o New Jersey
restrictions. larger healthcare systems.
Develop Medicaid reimbursement Retail clinics could be reimbursed by state Medicaid | Massachusetts
policies specific to retail clinics. office at a rate set specifically for retail clinics. (in progress)
. - Continuity of care could be facilitated by improving
Require retail clinics to make referrals . - o
) . connections of retail clinics to the existing health Massachusetts
to primary care providers.
care system.
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Access for the Underserved

Many stakeholders in California are cautious about the ability of retail clinics to extend access to those
who may not be able to afford or access appropriate care in traditional health settings. The California
Primary Care Association would prefer a model that explicitly connects retail clinics to the larger health
care delivery system. It favors requirements that retail clinics make referrals to a regular source of care and
inform low-income customers about other treatment options, such as community health centers.

A representative of the California Department of Health Care Services, which administers the state’s Med-
icaid program, felt that retail clinics could provide a convenient point of care for Medicaid beneficiaries for
acute illnesses, but many Medicaid beneficiaries also have chronic conditions which can not be managed
at a retail clinic. Representatives of the California Department of Public Health noted that retail clinics are,
so far, locating in metropolitan areas, rather than in underserved, rural portions of California.
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CONCLUSION

growth in the number of states regulating clinics. Rather, many states are letting market forces

decide the fate of retail clinics, but there have been some exceptions. Most notably, often in re-
sponse to physician groups, states have increased physician oversight of non-physician practitioners who
work at retail clinics.

D espite the growth of retail clinics in the United States, there has not been a corresponding

Access

State policy makers believe that there is a role for retail clinics to play in expanding access to health
services. Retail clinics reach some populations for a limited set of conditions and may reduce unnecessary
emergency department use. Although it appears that Medicaid beneficiaries have made little use of retail
clinics for health care, this could change as states make payment arrangements that recognize retail clinics
as Medicaid providers. Continued low reimbursement rates by Medicaid may continue to be a barrier to
retail clinics accepting Medicaid as payment. In Massachusetts, the Medicaid agency plans to recognize
retail clinics as a separate entity able to submit claims to Medicaid in 2009. In other states, retail clinic
operators are discussing payment issues with Medicaid agencies. There are Medicaid managed care plans
in some states that allow beneficiaries to seek care at retail clinics.

CosTs

State policy makers may consider costs to the state and costs to the consumer when thinking about retail
clinics. Consumers who appropriately use retail clinics in lieu of emergency rooms may reduce out-of-
pocket costs and possibly overall health system costs. Although, one study cautioned that retail clinics
might increase the overall cost of care by increasing demand from consumers who might ordinarily self-
treat or who might have delayed preventive care. In addition, out-of-pocket costs for patients without
insurance may be higher at retail clinics than at community health centers where services are provided on
a sliding scale for certain income levels.

QuaLiTy ofF CARE

Licensing health facilities and practitioners gives states the ability to monitor patient safety and health
care quality. Most states exempt retail clinics from facility licensure and rely instead on practitioner
licensure by the applicable state board for oversight. Massachusetts’ system of licensing retail clinics
separately distinguishes retail clinics from private physician offices and from other health care facilities.
This allows the state nuanced regulation of retail clinics without regulating other health care practitioners.
It has allowed Massachusetts to regulate retail clinics to promote medical homes by requiring them to
connect better to primary care providers.

As states require increased oversight of health care practitioners such as nurse practitioners, they will
increase the retail clinics’ operating costs and may dissuade some clinic chains from doing business in the
state. Physician groups argue that physician supervision of nurse practitioners is necessary to maintain
quality and ensure patient safety. Others see it differently: retail clinics use evidenced-based guidelines
that deliver appropriate services and ensure that nurse practitioners are operating well within their scope
of care.

CORPORATE OWNERSHIP AND ORGANIZATIONAL ISSUES
State regulations restricting the corporate practice of medicine may limit the proliferation of retail clin-
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ics by requiring physician involvement at each clinic location. However, retail clinics in several states that
prohibit the corporate practice of medicine have found other organizational structures that allow them to
operate.
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APPENDIX A: RETAIL CLINIC SURVEY RESULTS

Number of Medicaid State
Retail Clinics, | Certifies Licenses Type of Facility . . .
Nov. 2008 as Distinct Retail License Licensing Entity
(CCA)* Provider Type Clinics
Alabama 0 no retail clinics
Alaska 0 no retail clinics
Arizona Department
. Outpatient treatment | of Health Services,
* %k
Siizons w no yes center Office of Medical
Facilities Licensing
Arkansas 2 no no
California 90 no no
Colorado 9 no no
Connecticut 13 no no
District of I
Columbia 0 no retail clinics
Delaware 0 no retail clinics
Agency for
Healthcare
Florida 139 no yes Health care clinic Administration,
Health Care Clinic
Unit
Georgia 62 no** no
Hawaii 0 no retail clinics
Idaho 0 no retail clinics
lllinois 65 no no
Indiana 33 no** no
lowa 0 no retail clinics
Kansas 21 no** no
Office of Inspector
Kentuck 13 o in Minor health care General, Cabinet for
y development | clinic Health and Family
Services
Louisiana 0 no retail clinics
Maine 0 no retail clinics
Maryland 32 no no
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Number of Medicaid State
Retail Clinics, | Certifies Licenses Type of Facility . . .
Nov. 2008 as Distinct Retail License Licensing Entity
(CCA)* Provider Type | Clinics
Massachusetts | 7 yes (planned) yes Limited services clinic Department of Public
Health
Michigan 18 no no
Minnesota 51 no** no
Mississippi 0 no retail clinics
Missouri 34 no no
Montana 0 no retail clinics
Nebraska 0 no retail clinics
Nevada 17 no no
New i Outpatient clinics, Bureau of
Hampshire 0 no retail clinics development laboratories, and Health Facilities
psht P collection stations Administration
New Jersey 30 no no
New Mexico 0 no retail clinics
New York 7 no no
North 36 no no
Carolina
North Dakota | O no retail clinics
Ohio 43 no no
Oklahoma 6 no no
Oregon 1 no no
Pennsylvania 41 no no
Rhode Island 0 el it [ Organlze.d ambulatory | Office qf Facilities
care setting Regulation
sz 4 no no
Carolina
South Dakota | O no no
in
Tennessee 52 no**
development
Texas 79 no no
Utah 0 no retail clinics
Vermont 0 no retail clinics

Analysis of State Regulations and Policies Governing the Operation and Licensure of Retail Clinics

National Academy for State Health Policy




23

Number of Medicaid State
teaiClnc, | Cotte | L | Toe ol ening iy
(CCA)* Provider Type | Clinics

Virginia 36 no no

Washington 7 no no

West Virginia 0 no retail clinics

Wisconsin 53 no no

Wyoming 0 no retail clinics

* Number of clinics in each state who are members of the Convenient Care Association, as of November

2008

**Medicaid agencies indicated in their response that one or more Medicaid managed care organizations

reimburse for services provided to beneficiaries.

***Although there are currently no retail clinics in Rhode Island, if they were to apply for licensure, they
would fall in this category.
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