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Q1. What is the definition of a “clinical laboratory”?
Al. A “clinical laboratory” is any place, establishment or institution organized and operated

primarily for the performance of all or any bacteriological, biochemical, microscopical,
serological, or parasitological tests by the practical application of one or more of the
fundamental sciences to material originating from the human body, by the use of specialized
apparatus, equipment and methods, for the purpose of obtaining scientific data which may
be used as an aid to ascertain the state of health.

Q2. What is the definition of a “health care provider/practitioner”?

A2. A “health care provider” is an individual, a trust or estate, a partnership, a corporation
(including associations, joint stock companies and insurance companies), the
Commonwealth, or a political subdivision or instrumentality (including a municipal
corporation or authority) thereof, that operates a health care facility.

A “health care practitioner” is an individual who is authorized to practice some component of
the healing arts by a license, permit, certificate or registration issued by a Commonwealth
licensing agency or board.

Qs3. Will my out-of-state clinical laboratory be subject to inspection by Pennsylvania?

A3. Most likely not. For a clinical laboratory located outside of Pennsylvania, the Department
may exempt or limit the inspection process provided the laboratory is certified or accredited
under CLIA, as well as by its home state to the extent applicable. Any limitation or
exemption would require the out-of-state clinical laboratory to show proof to the
Department’s satisfaction that it has been inspected pursuant to CLIA and/or under the laws
of its home state. However, the Department has the authority at any time to visit, enter,
examine and inspect the premises of an applicant for a clinical laboratory permit or a permit
holder. The Department is reviewing the inspection process that would be used for out of
state clinical laboratories.

Q4. My facility/physician’s office has a clinical laboratory employee from a separate
company that accepts or oversees the collection of urine specimens for drug testing.
Is it acceptable for this person from that laboratory to continue to accept urine
specimens in my facility/physician’s office?

A4. No. The revisions to the Lab Act prohibit clinical laboratory employees from collecting,
handling or accepting specimens obtained from within a health care provider’s/practitioner’s
office. This prohibition now applies to acceptance and/or collection of urine specimens even
though this practice was previously allowed under certain circumstances.

Q5. | have a specimen collector employed by a clinical laboratory that rents space in my
physician office. Is it acceptable for this person to continue to rent space and collect
specimens?
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Ab. No. The revisions to the Lab Act prohibit the placement of personnel in a health care
provider’'s/practitioner’s office or the renting or leasing of space by a clinical laboratory in a
health care provider’s/practitioner’s office, regardless of whether fair market value has been
given.

Q6. | am a physician who owns and operates a clinical laboratory. Is it acceptable for my
employees to continue to collect specimens and send them to my clinical laboratory?

AB. Yes. If a health care provider or practitioner owns the clinical laboratory, it is acceptable for
the clinical laboratory to place its own employees in the health care provider’s/practitioner’s
office to collect specimens.

Q7. | am a physician who does not own or operate a clinical laboratory. Is it acceptable
for my employees to continue to collect specimens and send them out to a clinical
laboratory?

A7. Yes. Provided the laboratory holds a valid permit issued by the Pennsylvania Department of

Health and federal law, as applicable.

Q8. If my clinical laboratory does not offer a certain test, is it acceptable for my clinical
laboratory to refer a test to an out-of-state clinical laboratory?

A8. Yes. For specimens collected within Pennsylvania, it is acceptable for your clinical
laboratory to refer a test to an out-of-state clinical laboratory provided the out of state clinical
laboratory holds a permit issued by the Pennsylvania Department of Health or under CLIA
and its home state. A deadline of August 15, 2014 applies to any out-of-state clinical
laboratory that is now required to obtain a permit under Act 122. Permit applications
submitted after August 15, 2014 may be subject to a penalty. An application form is available
on the Bureau’s web site at www.health.state.pa.us/labs under Clinical Laboratory
Licensure. Permits are valid until August 15, 2015 and annually thereafter.

Q9. My clinical laboratory does not hold a permit from the Pennsylvania Department of
Health. Is it acceptable for my clinical laboratory to test specimens collected within
the Commonwealth of Pennsylvania?

A9. No. Under Act 122, any person or clinical laboratory, either in-state or out-of-state, that tests
specimens in the Commonwealth or collected within the Commonwealth must be licensed by
the Department. A deadline of August 15, 2014 applies to any out-of-state clinical laboratory
that is now required to obtain a permit under Act 122. Permit applications submitted after
August 15, 2014 may be subject to a penalty. An application form is available on the
Bureau's web site at www.health.state.pa.us/labs under Clinical Laboratory Licensure.
Permits are valid until August 15, 2015 and annually thereafter.

Q10. | own or operate an out of state clinical laboratory. Am | permitted to pay physicians
to send specimens collected within Pennsylvania to my laboratory for testing?

A10. No. Under Act 122, it is unlawful for any person or clinical laboratory, regardless of location,
to pay or receive a commission, bonus, kickback or rebate or engage in a split-fee
arrangement in any form with a health care provider or health care practitioner, either directly
or indirectly, for patients or to have their specimens referred to any clinical laboratory
operating within this Commonwealth or any clinical laboratory testing a specimen accepted
or collected within this Commonwealth.
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Q11. | operate a nursing home or other type of in-patient facility. Does Act 122 differentiate
or otherwise provide exceptions for specimen collection services at in-patient
facilities versus outpatient facilities like a physician’s office?

All. No. Under Act 122, it is irrelevant if your facility is considered “in-patient” or “outpatient.” If
your facility fits the definition of a “health care provider” or “health care practitioner’ as
defined in Act 122, then your facility is subject to the prohibitions in Act 122.

Q12. | operate a nursing home. Is it permissible for qualified personnel of the nursing
home to draw specimens from patients and place those specimens in an onsite
collection box for a clinical laboratory to pick up for testing provided the clinical
laboratory is licensed by the Department?

Al2. Yes. Provided that there is no type of commission, bonus, kickback, rebate or split-fee
arrangement between the health care provider/practitioner and the clinical laboratory or an
arrangement where the clinical laboratory leases or rents space from the health care
provider/practitioner to place a collection box or operate a collection station.

Q13. Is it permissible for a nursing home, rural hospital or critical access hospital to
procure the services of an independent contractor to perform specimen collection?

Al3. Yes. Provided there is no direct financial reimbursement by the clinical laboratory receiving
the specimens, including a kickback, split-fee arrangement, or other prohibited activity under
Act 122,

Q14. | operate a nursing home. Is it permissible for qualified personnel of the nursing
home to draw specimens from patients and ship them to a clinical laboratory for
testing?

Al4, Yes. Provided that there is no type of commission, bonus, kickback, rebate or split-fee

arrangement between the health care provider/practitioner and the clinical laboratory and the
clinical laboratory is licensed by the Department.

Q15. | operate a nursing home. Is it permissible for a clinical laboratory to process
specimens at the nursing home?

Al5. No. Itis a violation of Act 122 for a clinical laboratory to come onsite to the office of a health
care provider/practitioner to process specimens.

Q16. | operate a health care practitioner’s office that performs specialized outpatient
procedures that require clinical laboratory personnel to be onsite for frequent testing
during the specialized outpatient procedures. Is it permissible to have a clinical
laboratory onsite to perform those services if the clinical laboratory receives
reimbursement directly from the patient or from an insurance company?

Al6. Yes. |If clinical laboratory testing is so inextricably linked to a procedure, or the clinical
laboratory testing is an integral part of the procedure, whereby the procedure cannot be
performed without clinical laboratory testing taking place during the procedure, the clinical
laboratory testing is considered part of the surgical procedure and thus the Department does
not consider this a violation of Act 122, provided that the clinical laboratory does not give or
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receive any type of commission, bonus, kickback, rebate or split-arrangement with a health
care provider/practitioner. Note, this does not mean that any clinical laboratory testing done
for a surgical procedure is permitted under Act 122. The clinical laboratory testing must be
such that it is part of, and cannot be separated from, the overall surgical procedure. Further,
as clinical laboratory testing is taking place within the Commonwealth or from a specimen
obtained from within the Commonwealth, that clinical laboratory will need a permit to operate
from the Department.

Q17. Is it acceptable for a pathologist affiliated with an outside clinical laboratory to
provide contract work at an ordering physician’s office when the pathologist is not an
employee or member of the ordering physician’s practice group so long as the
pathologist is paid at fair market value or less?

Al7. Most likely not. Act 122 prohibits a person or clinical laboratory from the placement of paid
or unpaid personnel to perform services, including but not limited to specimen collection,
processing the specimen or packaging or handling services or genetic counseling in a health
care provider's or health care practitioner’s office regardless of whether fair market value is
offered or given. If the pathologist performs any of the aforementioned services in a health
care provider's/practitioner’'s office, then those services would be a violation of Act 122
unless the pathologist is considered an integral part of the surgical team such as described
in the previous answer regarding specialized outpatient procedures.

Q18. An insurance company does not separate reimbursements between a health care
provider/practitioner and a clinical laboratory. Instead, the health care
provider/practitioner receives the reimbursement and then pays the clinical
laboratory. Is this permissible under Act 1227

Al8. Yes. Provided the insurance company clearly delineates the amount of reimbursement for
each entity. If instead the insurance company provides one lump sum and the health care
provider/practitioner and the clinical laboratory determine how to split the reimbursement,
that scenario may be considered a split-fee arrangement.

Q19. Is it possible to obtain an exception from the requirements of Act 122 from the
Department if a clinical laboratory does not have the processes in place to accept
insurance reimbursements and thus must rely on payment from the health care
provider/practitioner?

Al9. No. The Department does not have the authority to grants exceptions to Act 122. However,
the answer to the previous question would still apply in this scenario.

Q20. Act 122 contains an exception that allows clinical laboratories to own or invest in a
building in which space is leased or rented for adequate and fair consideration to
health care providers or health care practitioners. Is it permissible under Act 122 for
health care providers/practitioners that own or invest in a building to lease or rent
space for adequate and fair consideration to other health care
providers/practitioners?

A20. Yes. Act 122 amends the Clinical Laboratory Act and thus regulates the actions of clinical
laboratories in relation to each other and with health care providers/practitioners. Therefore,
Act 122 does not prohibit health care providers/practitioners from leasing or renting space in
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buildings to other health care providers/practitioners for adequate and fair consideration,
though other laws may govern those transactions.

Q21. Regarding the previous question, does Act 122 allow health care
providers/practitioners to lease or rent space to clinical laboratories?

A21. Yes. If the health care provider/practitioner owns the clinical laboratory, Act 122 does not
prohibit this arrangement.

If the health care provider/practitioner does not own the clinical laboratory, this arrangement
is still permitted under certain conditions as the prohibitions in Act 122 apply to clinical
laboratories that lease or rent space within a health care provider's/practitioner’s office.
Health care providers/practitioners may lease or rent space to clinical laboratories provided
that the clinical laboratory is separate and independent from the health care
provider/practitioner and there is no type of commission, bonus, kickback, rebate or split-fee
arrangement between the health care provider/practitioner and the clinical laboratory. In
essence, the health care provider/practitioner and the clinical laboratory cannot be engaging
in a “sham” lease or rental agreement where the lease or rental payments from the clinical
laboratory to the health care provider/practitioner act as payment for the referral of patients
for specimen collection purposes.

Q22. Does a markup of anatomical pathology services by an ordering physician, who
performs no component of the service, on a discounted laboratory technical,
professional, or discounted global service client that is billed to the ordering
physician, constitute a fee-split, rebate, or kickback?

A22. Possibly. However, the Department does not regulate the medical profession or insurance
billing practices. Therefore, while the Department would investigate this activity pursuant to
its statutorily-defined authority, the Department would likely refer this matter to the
Department of State for possible violations committed by the ordering physician.

Q23. Is it permissible for a non-licensed facility that performs histological processing of
specimens (i.e. technical component) to engage in any form of specimen soliciting,
collecting, processing, handling, or receiving?

A23. It depends. Section 13.1 of the Clinical Laboratory Act, as amended by Act 122, prohibits a
person or clinical laboratory from soliciting, collecting, processing, handling, or receiving,
among other prohibitions, unless that person or clinical laboratory possesses a permit from
the Department.

However, the Department is still required to have jurisdiction over a facility in order to
enforce the provisions of Act 122 on that facility. If the specimen is tested or collected within
the Commonwealth, then under Act 122 the non-licensed facility is required to obtain a
permit from the Department to perform any component of specimen testing. In that case, the
facility would not be able to engage in any of the services listed in the question unless one of
the statutorily provided exceptions applies. If the specimen is not tested or collected within
the Commonwealth, then the non-licensed facility is not subject to the prohibitions under Act
122 and does not require licensure from the Department.
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Q24. Is it permissible for physicians who are part of a medical practice (either as an
employee or independent contractor) to lease space from the practice for their
separate clinical laboratory?

Q24. Yes. Health care providers/practitioners may lease or rent space to clinical laboratories
provided that the clinical laboratory is separate and independent from the health care
provider/practitioner and there is no type of commission, bonus, kickback, or split-fee
arrangement between the health care provider/practitioner and the clinical laboratory.

Q25. Regarding the question above, what if the medical practice and the clinical laboratory
have a shared waiting room or entrance?

A25. The Department’s concern is whether the medical practice and the clinical laboratory are
engaging in prohibited arrangements under Act 122, such as kickbacks or split-fee
arrangements. The fact that the two entities share a waiting room or entrance does not
make this arrangement illegal under Act 122. Common entrances or shared waiting rooms
are not by themselves prohibited under Act 122.

Q26. Is it permissible for a drug treatment or rehabilitation center to use independent
contractors to procure specimens from patients under Act 1227

Q26. Yes. Due to privacy concerns surrounding drug treatment centers and patients, these
facilities may use independent contractors to procure samples from patients provided there
is no type of direct payment to the independent contractor, kickback, split-fee arrangement,
or other prohibited activity under Act 122 by the clinical laboratory receiving the specimens.

Q27. Is it permissible for a health care practitioner’s office to have a pathologist as part of
its practice?

A27. Yes. Act 122 does not dictate the structure of a health care practitioner’s office. Further,
since the pathologist is part of the practice group, that pathologist does not fall under the
prohibitions for specimen collection under Act 122.

Q28. A critical access hospital serves an Amish population. This hospital supplies kits to
the Amish for purposes of specimen collection. The hospital then sends the Kkits,
containing the collected specimens, to an independent clinical laboratory where the
specimens are processed. Is this permissible under Act 1227

A28. Yes. As long as the clinical laboratory holds a valid permit issued by the Pennsylvania
Department of Health and federal law, as applicable, there is no violation of the Clinical
Laboratory Act.
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