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GDPR compliance: Considerations for
U.S. healthcare organizations

by Amy Joseph and Krietta Bowens Jones

Key questions and concepts to help U.S. healthcare providers understand the new
privacy law and how it may affect their businesses.

iceul Compliance considerations in the organization
and operation of Federally Qualified Health Centers
by Jared Brooner

The FQHC designation brings with it a host of requirements and regulatory
considerations, but also some benefits, such as federal grant funding and 340B Drug
Program eligibility.

First impressions: Integrating compliance

into onboarding
by Jenna Walker Misiti

Having Compliance take an active role with new employees helps set expectations right
from the start.

iceul SAMHSA: New substance use disorder
disclosure requirements
by Hannah E. Grantham and Tenny Soleymani

Afinal rule in 2018 updates and modernizes the Part 2 regulations that govern patient
privacy rights for substance abuse treatment.

Organ procurement and transplantation:

From the basics to the issues
by Lori Wink, Todd Selby, and Joseph Krause

Hospitals, physicians, and transplant centers must deal with regulatory oversight, payment
methodologies, donors, and compliance issues, all the while doing what is best for individuals.

The IMM and the MOON: Mixing days and hours
by Ronald Hirsch

Medicare patients must receive two specific notices from Medicare regarding inpatient
and observation services and their right to appeal discharge from a hospital, but when?

New compliance training requirements for
Medicare Advantage

by Joan W. Feldman and Stephanie M. Gomes-Ganhao

CMS has eliminated some of the contractor training that MA Sponsors were required to
provide, but that doesn’t mean compliance training should be abandoned.

Record retention strategies when systems
get replaced
by Shannon Larkin

Maintaining legacy systems to preserve old patient files can be risky, so plan ahead to
find the right path forward.

Compliance

TODAY

EDITORIAL BOARD

Gabriel Imperato, Esq., CHC, CT Contributing Editor
Managing Partner, Nelson Mullins Broad and Cassel
Donna Abbondandolo, CHC, CHPC, CPHQ, RHIA, CCS, CPC
Vice President & Corporate Responsibility Officer,
Revenue Cycle, Mercy Health

Janice A. Anderson, JD, BSN, Shareholder, Polsinelli PC

Nancy J. Beckley, MS, MBA, CHC, President

Nancy Beckley & Associates LLC

Robert Carpino, JD, CHC, CISA, Chief Compliance and
Privacy Officer, Avanti Hospitals, LLC

Cornelia Dorfschmid, PhD, MSIS, PMP, CHC
Executive Vice President, Strategic Management Services, LLC

Tom Ealey, Professor of Business Administration, Alma College
Adam H. Greene, JD, MPH, Partner, Davis Wright Tremaine LLP
Gary W. Herschman, Member of the Firm, Epstein Becker Green

David Hoffman, JD, FCPP, President
David Hoffman & Associates, PC

Richard P. Kusserow, President & CEO, Strategic Management, LLC

Tricia Owsley, Compliance Director, University of Maryland
Medical System

Erika Riethmiller, Director, Privacy Incident Program, Anthem, Inc
Daniel F. Shay, Esq., Attorney, Alice G. Gosfield & Associates, PC

James G. Sheehan, JD, Chief of the Charities Bureau
New York Attorney General’s Office

Debbie Troklus, CHC-F, CCEP-F, CHRC, CHPC, CCEP-I
Managing Director, Ankura Consulting

EXECUTIVE EDITORS: Gerry Zack, CCEP, Incoming CEO, HCCA
gerry.zack@corporatecompliance.org

Roy Snell, CHC, CCEP-F, CEO, HCCA
roy.snell@corporatecompliance.org

NEWS AND STORY EDITOR/ADVERTISING: Margaret R. Dragon
781.593.4924, margaret.dragon@corporatecompliance.org

COPY EDITOR: Patricia Mees, CHC, CCEP, 888.580.8373
patricia.mees@corporatecompliance.org

DESIGN & LAYOUT: Pete Swanson, 888.580.8373
pete.swanson@corporatecompliance.org

PROOFREADER: Bill Anholzer, 888.580.8373
bill.anholzer@corporatecompliance.org

PHOTOS ON FRONT COVER & PAGE 16: John Jernigan
Photography

Compliance Today (CT) (ISSN 1523-8466) is published by
the Health Care Compliance Association (HCCA), 6500 Barrie
Road, Suite 250, Minneapolis, MN 55435. Subscription rate
is $295 a year for nonmembers. Periodicals postage-paid at
Minneapolis, MN 55435. Postmaster: Send address changes to
Compliance Today, 6500 Barrie Road, Suite 250, Minneapolis, MN
55435. Copyright © 2018 Health Care Compliance Association.
All rights reserved. Printed in the USA. Except where specifically
encouraged, no part of this publication may be reproduced, in any form
or by any means without prior written consent of HCCA. For Advertising
rates, call Margaret Dragon at 781.593.4924. Send press releases to
M. Dragon, 41 Valley Rd, Nahant, MA 01908. Opinions expressed
are not those of this publication or HCCA. Mention of products and
services does not constitute endorsement. Neither HCCA nor CT is
engaged in rendering legal or other professional services. If such
assistance is needed, readers should consult professional counsel
or other professional advisors for specific legal or ethical questions.

VOLUME 20, ISSUE 10

888.580.8373  hcca-info.org

H Compliance Today October 2018



E Compliance Today  October 2018

by Lori Wink, Todd Selby, and Joseph Krause

Organ procurement
and transplantation:
From the basics to the issues

» To be paid by Medicare, Organ Procurement Organizations (OPOs) and transplant centers must be members of the United
Network for Organ Sharing (UNOS), which manages the Organ Procurement and Transplantation Network (OPTN).

» Transplant centers and OPOs must comply with multiple oversight agencies and requirements, including OPTN policies and

guidelines and the Medicare Conditions of Participation (CoPs).

» Medicare pays for organ procurement and transplants through various payment methodologies, including cost

reimbursement.

» Because of the unique nature of these services, the government closely monitors this area, and organizations must be careful

to avoid enforcement actions.

» Arrangements between transplant centers, OPOs, and physicians should comply with federal anti-kickback laws.

Lori Wink (lwink@hallrender.com), Todd Selby (tselby@hallrender.com) and

Joseph Krause (jkrause@hallrender.com) are Shareholders of Hall Render.

he process of donating, procuring, and

transplanting organs, tissues, and eyes

involves a significant coordinated effort
among individuals and organizations. This
process includes the donor hospital, organ
procurement organization, transplant hospital,
and physicians and staff involved in
each step. Each of these individuals
and organizations must comply with
laws and policies of the Centers for
Medicare & Medicaid Services (CMS)
and the requirements of the Organ
Procurement and Transplantation
Network (OPTN).

Because of the number of organizations
and individuals involved, and because organ
donation is cost reimbursed by Medicare,
these services present unique challenges. This

Wink
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article discusses regulatory oversight
by OPTN and CMS, the payment
methodology for organ transplants,
and compliance issues. It is important
for providers to understand these
points to avoid enforcement from
violations of Medicare and OPTN reg-
ulations and policies, properly report
costs and statistics related to organ
procurement, and comply with fraud
and abuse laws.

Selby

Regulatory oversight

With several different agencies
overseeing organ procurement and
transplantation, it is important for
transplant centers and federally
designated Organ Procurement
Organizations (OPOs) to understand the roles
of each agency and the requirements related to
its services.

Krause



Organ Procurement and Transplantation
Network

The OPTN was created by federal law, but it

is a private, not-for-profit entity with expertise
in organ procurement and transplantation.
The OPTN standardized the process for organ
donation and allocation across the country.
The OPTN includes all OPOs and transplant
centers and is managed under contract by the
United Network for Organ Sharing (UNOS).
The OPTN'’s primary purpose is to operate and
monitor an:

equitable system for allocating organs
donated for transplantation; maintain a
waiting list of potential recipients; match
potential recipients with organ donors
according to established medical criteria
for allocation of organs and, to the extent
feasible, for listing and de-listing trans-
plant patients; facilitate the efficient,
effective placement of organs for trans-

plantation; and increase organ donation.!

As a result, the focus and enforcement of
the OPTN is different and narrower than CMS
enforcement under its regulations.

Conditions of Participation

The Medicare program has different require-
ments under the CoPs for OPOs and transplant
centers.

Organ, tissue, and eye procurement CoP
The hospital CoP for organ, tissue, and eye
procurement (42 C.ER. 482.45) is intended to
promote organ donation and transplantation.
The CoP applies to all hospitals participating
in Medicare regardless of whether the hospi-
tal is accredited. With regard to accreditation,
The Joint Commission standards also address
organ, tissue, and eye procurement, which
are very similar to those contained in the CoP
but should not be overlooked. Hospitals are

required to have an agreement with an OPO to
provide the OPO, or a third party designated
by the OPO, with routine referrals of all deaths
that occur in the hospital or for individuals
whose deaths are imminent. This notifica-

tion must be provided regardless of medical
suitability for organ donation and occur prior
to approaching the family regarding organ
donation.

Hospitals also must have an agreement
with at least one tissue bank and one eye bank
to cooperate in the retrieval, processing, pres-
ervation, storage, and distribution of tissues
and eyes. The CoP allows hospitals to enter
into tissue and eye arrangements that do not
involve the OPO. This provision addressed
concerns that serving as a focal point for both
organ and tissue donation would place too
great of a burden on the OPO.

The interpretive guidelines to the CoP
require hospitals to develop protocols that
define “imminent death” and “timely notifi-
cation.” Many states have laws in place that
define death, so relying on those laws would
be a means of determining “imminent death”
for the purpose of developing these protocols.

The CoP allows only representatives or
individuals trained by the OPO (designated
requestors) to approach families to explain
their donation options and make the actual
request for donation. Although the OPO has
the responsibility of approaching the family
regarding organ donation, it is recommended
that a hospital representative be included
when approaching the family. Studies have
shown that when a representative of the hospi-
tal and the OPO approach the family together,
consent for organ donation is higher.

With regard to education, the CoP requires
the hospital to work cooperatively with the
OPO, tissue bank, and eye bank with staff
education. This education would include
explaining donation issues, reviewing death
records to improve identification of potential
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donors, and maintaining potential donors
while necessary testing and placement of
potential donated organs, tissue, and eyes
take place.

Transplant Centers/Programs CoP

The CoPs regarding transplant centers

are located at 42 C.ER. 482.68 —482.104.

An advance copy of the State Operations

Manual (SOM) interpretive guidelines for

organ transplants was issued by CMS on

March 11, 2016 and revised on May 3, 2016,

but the guidelines have yet to be published

in the SOM.

Transplant centers must be located in a
Medicare-certified hospital and be in compli-
ance with the general hospital CoPs. They
must also be a member of OPTN and comply
with those requirements.

The CoPs require notices to CMS and
patients. For example, transplant centers are
required to notify CMS and patients when
there are changes relative to the transplant
center’s program. The CoPs also require notifi-
cation of:

» changes in transplant team key staff,

» termination of the OPO agreement,

» inactivation of the transplant program,

» when the transplant surgeon is unavail-
able (if the transplant center is staffed by a
single surgeon or physician), and

» atleast 30 days before termination of
participation in Medicare.

In the event of a Medicare termination, the
transplant center must provide assistance to
patients who wish to transfer to the waiting
list of another Medicare-certified transplant
center.

Transplant centers must have written cri-
teria to determine a patient’s suitability for
placement on a transplant waiting list that
include a fair and non-discriminatory distri-
bution of organs. The same holds true if the

888.580.8373

transplant center performs living donor trans-
plants. If requested, the transplant center must
provide its patient selection criteria to the
patient or dialysis facility. Living donors must
be given a psychosocial evaluation and pro-
vide informed consent for the potential organ
donation.

Lists of potential organ donation recipients
must be current and updated on an ongoing
basis. This includes updating clinical infor-
mation as necessary, removing patients from
the waiting list as necessary (e.g., the patient
dies or receives the transplant), and notifying
the OPTN within 24 hours after a patient is
removed from the waiting list.

Transplant centers must maintain accu-
rate and current patient management records
for any patient who receives an evaluation
for placement on the transplant center’s wait-
ing list and patients admitted for an organ
transplant, including for living donor trans-
plants. The transplant center must also have
written patient management protocols for the
transplant and discharge phase of the organ
transplant. Documentation required in the
patient management record includes whether
the patient has been placed on the transplant
center’s waiting list, a decision not to place a
patient on the waiting list, and the inability
to place the patient on the waiting list due to
the need for additional clinical testing. If the
patient is receiving a kidney transplant, the
patient’s dialysis facility must be notified. If a
patient is removed from the waiting list, the
patient must be notified no later than 10 days
after the date the patient was removed.

Transplant centers must develop, imple-
ment, and maintain a written, comprehensive,
and data-driven Quality Assessment and
Performance Improvement program. This
program must monitor and evaluate the
performance of the transplant center’s ser-
vices, including services provided under
arrangement.



Transplant centers must ensure all indi-
viduals providing or supervising services
at the transplant center are qualified to pro-
vide or supervise transplant services. The
transplant center must be supervised by a
qualified transplant director and have a clini-
cal coordinator to ensure continuity of care
throughout the transplant process.

Transplant centers that perform living
donations must identify an independent
living donor advocate or living donor team
to protect the rights of living or prospective
living donors. The independent living donor
advocate or team must have knowledge
of organ donation, transplantation medi-
cal ethics, and informed consent, and also
understand the impact organ donation may
have on the donor’s family. The advocate
or team must also represent and advise the
donors, protect and promote the interests of
the donors, respect the donors” decisions, and
ensure they are free from coercion.

The CoPs require transplant centers to
implement written patient informed consent
policies. These policies should inform the
patient of the evaluation process and surgical
procedures, alternative treatments, potential
risks, and the patient’s right to refuse the
transplant. The informed consent process is
similar for living donors but includes addi-
tional requirements, such as:

» national and transplant center-specific
outcomes for beneficiaries and living
donors,

» the potential that future health problems
associated with the donation may not be
covered by insurance, and

» the donor’s right to opt out of the decision
to donate at any time.

0PO Requirements for Certification

In addition to the CoPs for hospitals and
transplant centers, CMS also has OPO
Requirements for Certification (42 C.ER.
486.301-486.348). OPOs cannot be paid for

the cost of organs procured from OPOs
unless it meets these requirements.

As mentioned above, hospitals are
required to have an agreement with an OPO.
Likewise, the OPO requirements state that
an OPO must enter into an agreement with
any hospital in the OPO’s service area that
requests an agreement, but, at a minimum,
the OPO must have an agreement with 95%
of Medicare-certified hospitals in its service
area. If a hospital has an agreement with a
tissue bank other than the OPO, it must coop-
erate with the tissue bank for potential tissue
donors. A waiver process exists for hospitals
that wish to have an agreement with an OPO
in another service area, subject to approval
from CMS.

It is important to note that CMS will only
designate one OPO per service area, and the
agreement is for four years. CMS will open
up competition for a new OPO if the OPO
has been decertified and all appeals have
been exhausted, or if the OPO voluntarily
withdraws from Medicare. OPOs undergo-
ing a change of ownership must notify CMS
in advance of the proposed change. CMS
considers the merger or consolidation of one
OPO with another as a change of ownership.
An OPO must also notify CMS if it wishes to
change its service area.

On August 10, 2018 CMS issued a new
survey protocol for OPOs and made revisions
to the OPO interpretive guidelines. The goal of
the new survey protocol is to promote consis-
tency in the survey process to ensure all OPO’s
are surveyed using standard survey protocol

The survey protocol instructs surveyors on
what is required for pre-survey preparation.
For example, surveyors will review any com-
plaint information since the OPO’s last survey
as part of the pre-survey preparation.

The survey protocol sets forth activities
and documentation requested during the
entrance conference. Some of the entrance con-
ference activities would include introducing
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the survey team, provide a general timeframe
for the length of the survey, and requesting a
secure place to work. Information requested
at the entrance conference would include a
map of the OPO’s designated service area, the
OPOs organization chart, and the governing
body bylaws.

The survey protocol also addresses the
administrative review functions of the survey.
Part of the administrative review includes a
review of the OPO’s agreements with the hos-
pitals, tissue and eye banks, and transplant
programs. A review will also be conducted
of the OPO’s advisory board and governing
board, including governing board oversight of
the OPO’s QAPI committee.

The survey protocol also addresses donor
record review. This includes a review of donor
and evaluation management. Donor evalu-
ation protocols would include chart review
requirements, lab testing requirements, and
timeframes for donor activities. Donor man-
agement protocols would include screening
tests, ventilation management, and optimal
vital signs. Surveyors will select a minimum
of 10 records for review.

Personnel record review and interview
is also addressed in the survey protocol. The
surveyors will utilize the organizational
chart and/or staff list to select a sample of
personnel files to review and conduct inter-
views. This review should cover all staff
positions, including contract employees. The
personnel review will focus on licensure
and credentialing of staff. The survey pro-
tocol sets forth very detailed staff interview
guidelines for the organ procurement coor-
dinator, organ recovery coordinator, and
medical director.

The final task addressed by the survey
protocol is a review of the OPO’s QAPI pro-
gram. This includes a review of the QAPI
plan, minutes of the QAPI committee, and
QAPI policies. Surveyors are also instructed
to interview the QAPI staff utilizing interview

888.580.8373

guidelines, similar to the staff interview
guidelines.

Payment and reimbursement

Medicare covers these organ transplants:
kidney, heart, lung, heart/lung, liver, pancreas,
pancreas/kidney, intestinal/multi-visceral,
and stem cell transplants for certain condi-
tions.” Services related to the acquisition and
transplantation of organs may be covered by
Medicare through various payment methods.

Medicare Part A reimburses organ acqui-
sition costs as pass-through costs based on
the ratio of Medicare transplants to total
transplants. Under this system, Medicare
makes interim payments based on reasonable
costs. At the end of the year, each hospital
or OPO files a cost report, and the Medicare
Administrative Contractor (MAC) reconciles
the interim payments with allowable costs as
defined in Medicare regulations and policy.?

Medicare Part A reimburses centers for
the costs of transplant surgeries and organ
recipients’ inpatient and post-transplant care
through the Inpatient Prospective Payment
System and diagnosis-related group (DRG)
payments, which are set at a predetermined
rate per discharge for groups of patients that
demonstrate similar resource consumption
and length-of-stay patterns.*

Medicare Part B pays for physician and
other services furnished to live donors or
recipients during and after transplants. Private
payers also cover services related to organ
acquisition and transplants that may be simi-
lar to the Medicare program.

Background and payment for OPOs

OPOs coordinate the procurement, preserva-
tion, and transport of organs and maintain

a system for locating prospective recipients
for available organs, and they are certified to
cover specific geographic areas.” CMS recog-
nizes two types of OPOs: independent OPOs
(IOPOs) and hospital-based OPOs (HOPOs).®



IOPOs are freestanding organizations that
have a distinct governing body separate from
any transplant hospital and are not subject

to the control of a hospital or considered a
department of the hospital. HOPOs operate
within an associated transplant hospital’s
administrative and financial structure.

IOPOs are paid by the transplant hospi-
tal or other OPO that receives and purchases
organs. IOPOs do not bill Medicare directly
for organ procurement services, but they are
paid for procuring organs by the transplant
hospital or OPO, which pays the IOPOs its
standard acquisition charge (SAC) for those
organs. Medicare pays the IOPO for any
unpaid costs or recovers any overpayments
for kidneys at the end of the cost-reporting
period. Medicare does not pay or recover pay-
ments for non-kidney organs procured at an
IOPO; instead, this happens on the transplant
hospital’s cost report.

The costs incurred by a HOPQO, on the
other hand, are paid through the hospital
cost report. Settlement for a HOPO's costs
is included in the settlement of the trans-
plant hospital’s cost report. A HOPO is not
separately reimbursed as an IOPO but is
reimbursed through the transplant hospital’s
cost report. Medicare pays the cost of organ
procurement for organs transplanted into
Medicare beneficiaries and organs sold to
other transplant centers or OPOs, less the rev-
enue received.

Payment for transplant hospitals

There are two payment components to hos-
pitals for organ transplantation services. The
transplant hospital is reimbursed for the
reasonable and necessary costs associated
with acquiring the organ (i.e., organ acquisi-
tion costs) and is paid a prospective payment
rate based on a DRG for the organ transplant.
Services associated with organ acquisition are
billed from the excising hospital (or other sup-
plier/provider) to the OPO, which then bills

the transplant hospital. The excising hospital
or other supplier/provider that furnishes
services in the excising of the organ does not
submit a bill to Medicare.

Medicare pays only for organ acquisi-
tion costs related to transplants for Medicare
beneficiaries.” Medicare’s covered portion of
organ acquisition costs is based on the ratio
of the number of “Medicare usable organs” to
the “total usable organs” (each as defined by
Medicare).? The Medicare program reduces
such costs by any revenue received for the
organs, including payments that the trans-
plant hospital received from OPOs and other
transplant hospitals.’

Each transplant hospital must develop
a SAC for acquiring an organ from costs it
expects to incur in the acquisition of organs.
The SAC reflects an average of the total
actual costs associated with procuring either
cadaveric donor organs or living donor
organs by type of organ (e.g., tissue typing,
pre-transplant evaluation services for recipi-
ents and donors, outpatient services prior to
admission for donor and recipient work-ups,
surgeon fees for excising organs, organ
transport costs).

Hospitals must maintain separate cost
centers for each type of organ to assist in
developing the SAC and allocating costs
appropriately (e.g., heart, kidney, or lung) and
keep detailed records that identify the services
furnished, the charges, the person receiving
the service (donor/recipient), and the potential
transplant donor.

Payment for other providers and suppliers
Physicians and other suppliers (e.g., labo-
ratories) that furnish services as part of

the excising and acquisition of organs are
included in the cost-based reimbursement to
the OPO or transplant hospital. These entities
bill the OPO or transplant hospital for their
services and do not directly bill the Medicare
program.
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When pre-transplant laboratory services are
performed by a histocompatibility laboratory,
interim rates established by the contractor are
used by the laboratory in billing a transplant
hospital or OPO. The MAC determines the final
payment to the histocompatibility laboratory by
reconciling interim payments and reasonable
costs during final settlement of the Medicare
cost report.

Medicare Part B separately covers payment
for the services of the physician(s) who per-
forms the organ transplant surgery, follow-up
physician services, and the related course of
immunosuppressive drugs. Laboratory tests
performed for the organ recipient following the
transplant are covered as Medicare Part B ser-
vices unless the services are part of a hospital
inpatient stay.

Compliance challenges

Organ procurement and transplant laws, regu-
lations, and guidance create challenges for those
providing services to patients. These challenges
results from multiple agencies being involved in
the oversite of the services, multiple providers
being involved in the services, and the specific
rules and requirements related to accounting
for costs incurred and payments made for the
services. The following describes some of the
issues that OPOs, hospitals, and physicians
should be aware of regarding organ procure-
ment and transplant.

Enforcement related to organ acquisition costs
Over the years, the Office of Inspector General
(OIG) has audited hospital and OPO cost reports
to determine whether they are accurately
reporting organ acquisition costs, including
statistics and other issues related to organ
transplantation. For example, OIG’s FY 2003
Work Plan included a study of whether certified
heart transplant centers were meeting Medicare
certification criteria and a study of organ dona-
tion rates at transplant centers.

888.580.8373

Because organ acquisitions are cost reim-
bursed by Medicare, enforcement agencies are
concerned about the proper reporting of costs,
statistics, and incentives to maximize costs.
Also, because the rules related to determining
organ acquisition costs are complicated and
require maintaining specific records, hospitals
or OPOs can easily make mistakes or misapply
the rules. For example, a hospital must separate
costs associated with services before a trans-
plant (which are included in organ acquisition
costs) from costs incurred during and after
transplant (which are generally paid for under
the Medicare DRG), and hospitals must main-
tain separate accounts and cost centers for each
type of organ.

In its review of transplant centers, OIG
identified overpayments to hospitals, because
hospitals improperly included post-transplant
expenses in the organ acquisition cost center
and claimed unallowable and unsupported sal-
aries, medical director fees, laboratory costs, and
floor space.” To the extent that costs were part of
post-transplant activities, but were included in
organ acquisition costs, the hospital would have
been paid twice: once through the DRG as part
of the transplant surgery and again as an organ
acquisition cost. In response, hospitals claimed
that they lacked awareness and understanding
of Medicare requirements for claiming organ
acquisition costs or stated that they had inadver-
tently claimed costs that were not allowable as
organ acquisition costs. Additionally, some hos-
pitals did not have all the necessary systems in
place to identify, allocate, document, and claim
organ acquisition costs consistent with Medicare
requirements.

In reviews of OPOs, OIG found that OPOs
have incorrectly reported organ statistics, such
as underreporting organs, that resulted in
Medicare overpaying its share of organ procure-
ment costs," and that OPOs were incorrectly
reporting lung statistics (i.e., reporting double
lungs as one organ).”?



The government has pursued a civil false
claims lawsuit against at least one hospital that
was initiated by a whistleblower.” In this case,
it was alleged that the hospital reported costs
for work unrelated to organ acquisition costs,
including employee salaries, medical director
fees, laboratory charges, and square footage that
were not incurred or used for organ acquisition
activities and, thus, did not qualify for reim-
bursement. The hospital reportedly paid more
than $6 million to settle the allegations and
entered into a corporate integrity agreement.

Compliance with privacy laws

OPOs require access to medical record infor-
mation in order to provide services. OPOs’
functions are addressed in two exemptions

in the federal privacy regulations. First, a
healthcare provider may use or disclose infor-
mation if and as required by law. The Medicare
regulations specifically require the sharing of
information for organ and tissue donation. For
example, the Medicare CoPs require hospitals
to refer all potential organ and tissue donors to
the OPO and require OPOs to conduct medical
record reviews. Second, a healthcare provider
can release information without an authori-
zation to an OPO or other entities “involved

in the procurement, banking or transplanta-
tion of cadaveric organs, eyes or tissue, for the
purposes of facilitating organ, eye or tissue
donation and transplantation.”*

These exemptions allow hospitals to release
information related to organ donation with-
out patient consent by, and to, donor hospitals,
transplant centers, OPOs, OPTN/UNOS, tissue
banks, and laboratories.

Federal fraud and abuse laws

The Stark Law and Anti-Kickback Statute are
federal laws that prohibit making payments to
physicians who incentivize their referral of ser-
vices paid for by federal healthcare programs.
Multiple providers and physicians are part of

the continuum of services that relate to an organ
donation, beginning with the coordination of
the donor’s donation and the harvesting of the
organ, to the OPO procurement and allocation
of the organ, to the transplant of the organ, to
follow-up services after the transplantation of
the organ. The donor hospitals and physicians
involved in the harvesting of the organs are
typically compensated by the OPO for their
services, and then the OPO is subsequently
reimbursed by Medicare, other insurers, and
the transplant center. Hospitals, physicians,

and other providers should consider these fed-
eral laws when evaluating and entering into
arrangements that involve making payments to
physicians related to their organ procurement
services. The payment arrangements may need
to be structured to conform to the requirements
of a Stark Law exception or Anti-Kickback
Statute safe harbor.

Conclusion

Organ donation, procurement, and transplan-
tation involve a coordinated effort among
numerous organizations and individuals. These
stakeholders must understand the applicable
Medicare and OPTN regulations and policies
to, properly report costs and statistics related

to organ procurement, comply with fraud and
abuse laws, and avoid enforcement from CoP
violations.
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