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I.  Introduction

Under traditional tax-exempt
bond financing arrangements,
nonprofit and municipal hospi-
tals will frequently obtain a
credit enhancement policy, such
as municipal bond insurance or
a bank letter of credit. The pur-
pose of credit enhancement is
to shift the ultimate risk of
repayment from the borrowing
hospital to the bank or bond
insurer. This means that the
bondholder will rely upon the
credit rating of the bank or
bond insurer resulting in bonds
that are easier to market, lower
interest rates and a reduction of
the hospital’s cost of capital.

Recent health system bankrupt-
cies coupled with a decrease in
federal reimbursement rates
paid to hospitals has reduced
the ability of hospitals to obtain
traditional commercial credit
enhancement. The difficulty in
obtaining credit enhancements
has happened at a time when
there has been a corresponding
increase in the market demand

for credit-supported debt.
Consequently, there has been a
dramatic increase in the cost to
hospitals in obtaining credit
enhancement. In other words,
as banks and bond insurers per-
ceive increased default risk (i.e.,
a greater likelihood that they
will have to make a debt service
payment), they charge more for
the guarantees they provide.
Consequently, many hospitals
now believe their only alterna-
tives are to issue bonds support-
ed solely by their own general
obligation without credit
enhancement at punitive interest
rates, or pay significantly more
for any commercial credit
enhancement that may be avail -
able. In either case, the cost of
borrowing has increased. Worse,
for many small hospitals, such
as critical access hospitals, debt
financing simply may no longer
be an option.

This article describes an alterna-
tive credit enhancement vehicle
available to most hospitals,
which allows hospitals to obtain
mortgage insurance through the
United States government to
securitize and credit enhance
their bond issues. The product
is FHA 242 Hospital Mortgage
Insurance (FHA Mortgage
Insurance). Section 242 of the
National Housing Act1 authoriz-
es the Federal Housing
Administration (FHA), an
agency within the Department
of Housing and Urban Develop-
ment (HUD), to help hospitals
obtain affordable financing for
capital projects by means of
FHA Mortgage Insurance. As

an alternative to commercial
credit enhancements, FHA
insured mortgages are backed
by the full faith and credit of
the United States government
which will enable the borrowing
hospital to obtain up to a AAA
debt rating on either taxable or
tax-exempt bond issues. One of
the most appealing terms of the
FHA 242 Hospital Mortgage
Insurance Program (the
Program) is its non-recourse, sin-
gle borrower, general obligation
security pledge. Therefore, if
the borrowing hospital is a
member of a larger health sys-
tem, the debt remains an obliga-
tion solely of the borrowing
entity and does not encumber
in any way the revenues of the
other affiliates in the health sys -
tem. Therefore, the health sys -
tem’s overall credit rating is
unaffected.

The impact of the Program is
to facilitate debt financing of
hospital construction projects
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for many hospitals that have no
alternative cost-effective financ-
ing means. For example, a non-
rated nonprofit hospital seeking
to access tax-exempt financing
without credit enhancement
will borrow at rates of at least
9% due to its modest financial
strength and the inherent risks
associated with the construction
and start-up of a new or
replacement facility. With FHA
Mortgage Insurance immuniz-
ing the bondholders from the
risk of default by the hospital,
the interest rate will drop to
5.5%, or an effective 6.25% after
taking into account the loan
servicing fees and the mortgage
insurance premium. As a result,
the borrowing hospital will
have more funds available to
divert to its healthcare purpos-
es rather than expending its
funds on debt service.

The benefits of FHA Mortgage
Insurance are even more striking
for a community facility or criti-
cal access hospital where the
Program may provide the only
financing option. For these hospi -
tals, the borrowing rate without
credit enhancement could be as
high as 10%, and this assumes
there is even investor demand
for the bonds, which in this mar-
ket environment is unlikely.
Moreover, because critical access
hospitals receive Medicare reim-
bursement under a cost based
system, rather than the national
Prospective Payment System,
their operating profits are bol-
stered and borrowing capacity
increased. In fact, to expand its
universe of critical access hospi-
tals for the Program, HUD per-
mits mortgage bankers to recast
the financials utilizing a cost
based reimbursement methodol-

ogy of critical access hospitals for
the three-year period prior to
their critical access hospital con-
version date. This serves to
improve the financial results
when measuring the hospital’s
historical performance against
the Program’s minimum thresh-
old financial requirements.
Finally, as discussed below, the
critical access hospital is exempt
from HUD-mandated certificate
of need (CON) requirements.

In short, the Program signifi-
cantly increases access to capital
markets, marketedly decreases
borrowing rates, requires rea-
sonable financial eligibility
requirements and standard debt
covenants in the form of a sin-
gle-borrower non-recourse loan,
and does it all under the aus-
pices of a program whose mis-
sion of promoting health is iden-
tical to the borrowing hospital’s
mission. The remainder of this
article will describe some of the
terms and conditions of FHA
Mortgage Insurance, the HUD
application process and certain
state CON requirements.

II.  Terms and Conditions

A.  Borrower

Regardless of whether it is large
or small, urban or rural, non-
profit or proprietary, a hospital
can qualify under the Program if
it is an acute care hospital with
no more than 50% of its revenues
or patient days attributable to
convalescent care, drug and
alcohol dependency, epilepsy,
tuberculosis, or mental health.2

In addition, a hospital must
expect no more than 50% of its
revenues over the life of the proj-
ect plus two years to come from
such sources. As security for the
mortgage insurance, the hospital
must have fee simple title to the

mortgaged property (or in cer-
tain cases be a lessee under a
long-term lease). 

B.  Use of Mortgage Proceeds

Mortgage proceeds may be
used for construction financing,
modernization, remodeling, cap-
ital equipment, expansion,
acquisition or refinancing. If
mortgage proceeds are used for
acquisition or refinancing, a
minimum of 20% of the pro-
ceeds must be used for facility
renovation, rehabilitation or the
purchase of new equipment (but
no more than half of the 20%
may be used for equipment
upgrades).

C.  Term

The term of the mortgage is the
construction period plus 25
years.

D.  Amount

For new construction projects,
the mortgage amount is 90% of
the total project costs, including
equipment, furnishings and land
value. For rehabilitation or refi-
nancing, the maximum insur-
able amount can be up to 100%
of the estimated current costs of
rehabilitation provided such
amount plus any existing debt
does not exceed 90% of the
value of the facility after com-
pletion of the project. This
value is usually the net book
value of the plant, property and
equipment.

E.  Security

The security is provided by a
first mortgage lien on the entire
hospital, including all appurte-
nances such as parking lots,
garages, and medical office
buildings (or in certain cases the
assignment of a long-term lease).

F.  Recourse

FHA has recourse only against
the assets of the borrowing hos-
pital but not the assets of a larg-
er system or obligated group.

G.  Financing Methods

Taxable or tax-exempt bond
financing may be used.

H.  Additional Financing

Additional financing is permit-
ted (especially to cover the 10%
not eligible for the HUD insur-
ance), but revenues or a second
mortgage of the property must
secure such financing and the
security cannot include any fore-
closure rights.

I.  Minimum Financial Requirements

Over the prior three fiscal
years, the hospital should have
an average operating margin
equal to or greater than 0.00%
and average debt service cover-
age equal to or greater than
1.25x. HUD can waive or modi-
fy these requirements. For new
construction projects, HUD will
evaluate proforma financials
against these criteria. Critical
access hospitals have less strenu-
ous requirements.

J.  Mortgage Covenants

Standard covenants regarding
additional debt, transfer of
assets, minimum debt service,
etc., will apply but are generally
kept to a minimum.

K.  FHA Fees

There is an FHA Application
Fee of 0.15% of the mortgage
amount due at the time of the
submission by the FHA mort-
gage banker of the FHA
Mortgage Insurance application.
An FHA Commitment Fee of
0.15% is due upon issuance of
the HUD Firm Mortgage
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Insurance Commitment. At
mortgage closing, there is an
FHA Inspection Fee of 0.5% of
the mortgage amount. Additional-
ly, a mortgage insurance premi-
um of 0.5% times the number of
years in the construction period
is capitalized at closing. On an
annual basis, the mortgage insur-
ance premium of 0.5% of the out-
standing mortgage amount is
paid as part of the monthly
mortgage payments. 

L.  Third Party Fees

Depending on the project, other
fees normally associated with
bond issues will apply (borrow-
er’s counsel, bond counsel, and
placement and other fees for
brokers, mortgage bankers,
investment bankers and finan-
cial consultants). HUD may per-
mit these costs to be capitalized
at closing, subject to the 5% limi-
tation imposed by the IRS on
private activity use.

M.  Escrows

The hospital borrower is
required to establish a Mortgage
Reserve Fund equal to one
year’s debt service within five
years, and two year’s debt serv-
ice within ten years. Standard
escrows for taxes and insurance,
if applicable, will generally be
required. In addition, a working
capital escrow may be required
(especially for new projects),
either through cash postings or
letters of credit, until the project
becomes self-sustaining.

III.  HUD Application
Process

If all goes well, the FHA
Mortgage Insurance process can
take six to nine months from
engagement of the mortgage
banker through mortgage and
loan closing and disbursement of

loan proceeds. Tax-exempt bond
issues can add additional time,
as can regulatory requirements
such as Hart-Scott-Rodino filings
with the Department of Justice/
Federal Trade Commis-sion. The
process begins with the hospital
determining the need for a new
or replacement facility and
assessing its ability to pay the
requisite debt service. The hospi-
tal must select one of a handful
of qualified FHA-licensed mort-
gage banking firms. The firm is
necessary to navigate the hospi-
tal through the application
process, representing and advo-
cating for the hospital, while at
the same time acting in consort
as an underwriter for HUD and
assuring HUD that extending
mortgage insurance coverage to
the hospital is an acceptable
credit risk.

This process commences with an
informal meeting with HUD rep-
resentatives where HUD identi-
fies any significant weaknesses in
the proposed project or the hos-
pital’s ability to meet the mini-
mum financial underwriting
requirements. If HUD approves
the project, the mortgage banker
submits an initial pre-application
to HUD. The contents of the
pre-application are generally pro-
prietary and vary based upon
the recommendation of the
mortgage banker, but can
include, among other things, a
project description and budget,
architectural drawings and plans,
information about the borrowing
hospital, historical and pro
forma financials and utilization
statistics, market and demo-
graphic data, and any CON
approval if required by the state.

At the submission of the pre-
application, the key advisors
meet with HUD to discuss the

pre-application and answer ques-
tions. This team, directed by the
mortgage banker, would include
hospital representatives (board
and management), the owner’s
representative, the construction
manager, the architect, borrow-
er’s counsel, and any investment
bankers and financial advisors.
Assuming HUD gives the go
ahead, the remaining months of
the process consist of continued
communication with HUD, the
Department of Health and
Human Services (HHS) and the
Office of Engineering Services
(OES) (which oversees the
design and construction),
answering questions and provid-
ing additional information and
clarification, HUD and HHS
site inspections, and eventually
receiving the firm commitment
from HUD. During this time,
the hospital is also beginning
the bond financing stage (prepa-
ration of necessary bond and
legal documents) and, there-
after, completing its bond
process (presentation to bond
issuing authority, pricing of
bonds, sale of bonds by invest-
ment bank, etc.) and any other
legal matters such as antitrust
approvals. The mortgage insur-
ance and bonds are closed con-
currently and proceeds become
available for construction draws
and construction commences.
OES continues to oversee the
construction phase through
completion.

IV.  State Certificate of
Need Process

For states that have a CON
process, the project is required
to comply with state CON
requirements and a copy of the
CON approval letter must
accompany the final application
to HUD. For states that do not

have a CON process, borrow-
er’s counsel must work with
HUD and a state agency (such
as the department of health,
bond issuing authority or eco-
nomic development authority)
to develop an alternative
process whereby the state com-
missions and pays for a feasibili-
ty study that: (1) is prepared in
accordance with the principles
established by the American
Institute of Certified Public
Accountants; and (2) assesses,
on a market-wide basis, the
impact of the proposed hospital
on, and its relationship to, other
healthcare facilities and services,
the percentage of excess beds,
demographic projections, alter-
native healthcare delivery sys-
tems, and the reimbursement
structure of the hospital. The
consultant must (1) be selected
by the state and approved by
HUD; (2) demonstrate it has
experience within the prior
three years preparing such a
study; (3) demonstrate that it
presently has the resources and
capacity (in terms of experi-
enced personnel and informa-
tion systems) that would enable
it to conduct the study in accor-
dance with HUD requirements;
and (4) have no conflicts of
interest with the hospital bor-
rower or any of the lenders. 

The state can (and probably
will) require the hospital appli-
cant to reimburse it for the cost
of the feasibility study. In addi -
tion, while a favorable study of
need and feasibility is desir -
able, if not necessary, it is only
a starting point for HUD’s
analysis and not an automatic
indication that HUD will
approve an application. HUD
and DHHS will review the proj-
ect based in part upon the
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study but also in conjunction
with its own internal feasibility
study. For states participating in
the process for the first time,
HUD will generally require evi-
dence that the state has the
authority (statutory, regulatory
or otherwise) to commission
and pay for the study. This is
usually done through a legal
opinion issued by an attorney
for the state (e.g., the office of
the state attorney general or
counsel for the state agency
with which the borrowing hos-
pital is working). An important
exception to all these feasibility
study requirements is for criti -
cal access hospitals. However,
while critical access hospitals
(designated as such by the state
and DHHS) are not required
under the Program to obtain a
feasibility study in order to
qualify for the FHA Mortgage
Insurance, in many cases it is
strongly encouraged.  

In addition to the above federal
statutory requirements, the state
may have additional require-
ments. For example, some states
will select the consultant
requested by the applicant hos-
pital while others bid out the
service. Other states require the
hospital applicant to present sev-
eral names, and give a ranking
of the options, but the state
makes the final selection. In
some states, the department of
health will commission the
study, while in other states it
may be an economic develop-
ment department or the bond
issuing authority. In non-CON
states that do not have an estab-
lished system for selecting a
consultant (e.g., a state in which
no hospital has previously
secured FHA Mortgage

Insurance), borrower’s counsel
will have to work with the
appropriate state agency to
develop the process the state
will use. Generally, the attorney
and state agency will have to
create this process from scratch
but will have input from HUD
and can model procedures that
other non-CON states utilize.

V.  Conclusion

Many hospitals, from large
health systems to a small 25-bed
critical access hospital, can
access low-cost debt financing
by obtaining affordable credit
enhancement through the
Program, a more desirable and
less expensive alternative to
often unreceptive commercial
credit enhancers. While this arti-
cle has provided an overview of
the FHA Mortgage Insurance
process, there remain additional
details that need to be
addressed in each transaction.
These include: HUD require-
ments governing the format and
content of the feasibility study;
the regulatory agreements
between the hospital and HUD;
the mandated third-party
reports needed in the underwrit -
ing process; the trust agreement
governing the Mortgage
Reserve Fund; the formulation
and negotiation with HUD of
specific hospital loan and finan-
cial covenants; the generation of
cash flow analyses for the mort-
gage, the escrow funds and the
bonds; and the HUD-specific
requirements of all members of
the working group including the
owner’s representative, architect
and construction manager.
Through the coordination of
professionals experienced in
healthcare, real estate, munici-
pal finance, law, construction
and design, and most important-

ly FHA regulations, a hospital
can be led through this process
with surprising efficiency. 

1 12 U.S.C. 1701, et seq.
2 12 U.S.C. 1715z-7(b)(1). Similarly
under the Program, nursing homes,
assisted living centers, independent
living centers and intermediate care
facilities can also qualify for FHA
Mortgage Insurance. 12 U.S.C.
1715w.

4 Hospitals and Health Systems Substantive Law Committee

Continued from page 3

Endnotes

Hospitals  
& Health Systems

L eade r sh ip  2001 -02

James Franklin Owens
Chair

Paul Hastings Janofsky &
Walker LLP
23rd Floor

555 S Flower Street
Los Angeles, CA 90071-1560

Phone: (213) 683-6191
Fax: (213) 627-0705

E-Mail: 
jamesowens@paulhastings.com

Edward B. Goldman
Vice Chair

University of Michigan 
Health System

300 North Ingalls, N14B18
Ann Arbor, MI 48109-0476

Phone:  (734) 764-2178
Fax:  (734) 647-2781

E-Mail: egoldman@umich.edu

Cynthia F. Reaves
Vice Chair and Editor
Honigman Miller Schwartz 

& Cohn
2290 1st National Bldg

660 Woodward Ave
Detroit, MI 48226-3583
Phone:  (313) 465-7000
Fax:  (313) 465-8000

E-Mail: creaves@honigman.com

John R. Washlick  
Vice Chair

Cozen O'Conner
1900 Market St

Philadelphia, PA 19103-3527
Phone :  (215) 665-2134
Fax :  (215) 770-2234

E-Mail:  jwashlick@cozen.com



healthlawyers.org 5

Hospitals
&Health Systems x

Hospitals  
&Health Systems xRR

Greetings! 

Hospitals and health systems continue to face challenges in the delivery of healthcare services to the communities they serve. At
the same time, various government agencies refine and release regulations which affect the delivery of care and the status of

many of these health care providers as nonprofit entities. 

This edition of the Hospitals and Health Systems Newsletter touches upon many current issues of interest for SISLC members. Clinical
research, and the effect such research has on test study participants, continues to be an area of focus for medical research centers.
Patient protection, always a central focus of such programs, continues to be in the spotlight as governmental agencies promulgate
rules that refine the conditions under which clinical research must take place. Also contributing to the increased scrutiny of such ini-
tiatives is the ever-present possibility of participant-initiated litigation. 

Governmental agencies have promulgated and revised rules that will affect the operations of hospitals and health systems. The
Internal Revenue Service issued in final form the intermediate sanctions regulations, these regulations have clarified and highlighted
the importance of documenting the fair market value of transactions and identifying, early on, those individuals who will be subject
to the limitations of those rules. Nonetheless, until there is a history of guidance that applies those rules to actual health system oper-
ations, there will be a need for guidance and caution with respect to operations. 

HIPAA and EMTALA rules continue to develop in ways that will impact hospital operations. This edition of the Newsletter focuses
upon the issues raised by the Notice of Proposed Rulemaking and its impact upon HIPAA. Additionally, the EMTALA rule modifi-
cations will impact hospitals and the delivery of critical care.

Next year the Hospitals and Health Systems SISLC will launch new programs for members that are intended to guide our members
through the operational issues which we face in providing services to our communities. We will increase communications through
our listserve as well as through teleconferences and other projects. As always, we solicit your input for ideas on how the SISLC can
continue to serve you.

Best Wishes for a Happy Summer! 

Cynthia F. Reaves, Esquire, Editor
Honigman Miller Schwartz and Cohn, LLP 
Detroit, Michigan 

Did you notice that we’ve changed our name from SISLC to Practice Group? Feedback
from our members indicates that this designation more accurately identifies who we
are and what we do. We haven’t changed our objectives though-our Group is still com-
posed of members who want to increase their level of expertise in and knowledge of
health law issues, grow professionally, gain valuable leadership experience, and net-
work with other health lawyers from across the country. So start looking for us on the
web, in publications, at programs, etc. under our new name:Practice GroupsPractice Groups

SISLCs Get A New NameSISLCs Get A New Name



I.  Introduction

On February 27, 2002, the Centers for Medicare and Medicaid
Services (CMS) published a final rule (Final Rule) implementing a
national Medicare Fee Schedule for payment of ambulance servic-
es.1 The Final Rule contains significant changes to the reimburse-
ment methodologies previously used by Part A Fiscal Intermed-
iaries and Part B Carriers when processing provider and supplier
claims2 for ambulance service. Since it is believed that, on average,
at least Medicare covers 50% of ambulance transports in the U.S.,3

these changes will have a sweeping impact on the entities that pro-
vide the service. In response to this rule, hospitals that own ambu-
lance providers will have to implement major changes in their own
operations to ensure that they obtain and document the informa-
tion necessary to receive the appropriate reimbursement. In addi-
tion, many independent ambulance suppliers benchmark the fees in
their service contracts to the applicable Medicare rate. Hospitals
that contract with such independent suppliers for the provision of
ambulance service will need to be aware of the fee schedule’s serv-
ice levels and payment provisions in order to appropriately pay for
their contracted ambulance services.

II.  Background and History

Section 1861(s)(7) of the Social Security Act (Act) requires that
Medicare Part B provide coverage for medically necessary ambu-
lance service.4 Section 1834(l)(1) of the Act required that CMS
establish a fee schedule for ambulance service via negotiated rule-
making. Previously, ambulance service providers and suppliers had
been reimbursed on a reasonable charge or reasonable cost basis.5

In 1999, CMS published a solicitation for participation in a negotiat-
ed rulemaking process for ambulance service6 and, in 2002, CMS
published a final rule without the opportunity for public comment7,
which was implemented on April 1, 2002. A brief summary of each
change created by the Final Rule follows.

III.  Five (5) Year Phase-in of the New Fee Schedule

CMS recognized that implementation of the National Fee Schedule
(Fee Schedule) would have a significant financial impact on ambu-
lance service suppliers and providers. The Final Rule includes a
five (5) year phased in implementation schedule.8 The phase-in will
be accomplished by reimbursing suppliers a specified percentage of
the fee schedule allowable amount, plus a specified percentage of
the former payment the supplier would have been entitled to.9 It is
important to note the first quarter of 2002 is ignored by CMS; the
first year of the Fee Schedule’s implementation is composed of only
nine (9) months.10

IV.  Mandatory Assignment

Section 1834(l)(6) of the Act requires that all payments for ambu-
lance service must be made on an assignment-related basis. The
Final Rule thus provides that “[e]ffective with implementation of the
ambulance fee schedule … all payments made for ambulance serv-
ice are made only on an assignment-related basis. Ambulance sup-
pliers must accept the Medicare allowed charge as payment in full
and may not bill or collect from the beneficiary any amount other
than the unmet Part B deductible and Part B coinsurance
amounts.”11 CMS’ responses to public comments on the proposed
rule indicate that assignment is mandatory even where Medicare is
the secondary payer.12

V.  New Levels of Service Have Been Identified and
Assigned New HCFA Common Procedural Coding
System (HCPCS) Codes

The Final Rule establishes nationally uniform levels of ambulance
service. The levels of service are first divided by two differing trans-
port modes—by air, or by ground.13 Each mode is then subdivided
by the level of care required by the patient.

A.  Air Transport

Air ambulance transportation is divided into two categories: Fixed
Wing (FW) and Rotary Wing (RW, i.e., helicopter). Air ambulance
transport is covered when “the point from which the beneficiary is
transported to the nearest hospital with appropriate facilities is inac-
cessible by land vehicle, or great distances or other obstacles (e.g.,
heavy traffic) and the beneficiary’s medical condition is not appro-
priate for transport by either basic life support (BLS) or advanced
life support (ALS) ground ambulance.14 The aircraft used to pro-
vide the service must be certified as either an FW Air Ambulance
or an RW Air Ambulance in order for the provider or supplier to
receive Medicare reimbursement.15 Loaded miles to the closest
appropriate facility16 are paid separately, on a per-mile basis.17

B.  Ground Transport

Ground transport is divided into three categories: BLS, ALS and
Specialty Care Transport (SCT). BLS ground ambulance transport
is generally provided where the patient requires no advanced care
enroute, but rather cannot safely be transported by other means.
The Final Rule defines BLS ground ambulance transportation as
“transportation by ground ambulance vehicle and medically neces-
sary supplies and services, plus the provision of BLS ambulance
services. The ambulance must be staffed by an individual who is
qualified in accordance with state and local laws as an emergency
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medical technician-basic (EMT-Basic).”18 BLS ambulance trans-
portation is the most common form of ambulance transport provid-
ed in the U.S. ALS ground ambulance transport is generally pro-
vided when the patient requires BLS ambulance transportation plus
advanced care en route, such as the administration of ALS medica-
tions, or the provision of certain ALS procedures. The Final Rule
requires that ALS provider (EMT-Paramedic) be certified as
required by state or local law. 19

The Final Rule defines SCT as “interfacility20 transportation of a crit -
ically injured or ill beneficiary by a ground ambulance vehicle,
including medically necessary supplies and service, at a level of serv-
ice beyond the scope of the EMT-Paramedic. SCT is necessary when
a beneficiary’s condition requires ongoing care that must be fur-
nished by one or more health professionals in an appropriate special-
ty area, for example, nursing, emergency medicine, respiratory care,
cardiovascular care, or a paramedic with additional training.”21

VI.  Emergency Response Modifier Change

In the past, increased reimbursement for emergency responses has
been obtained based on the condition of the patient as discovered
upon the ambulance’s arrival. In contrast to this practice, the
Final Rule provides increased emergency response reimbursement
based on “the additional overhead cost of maintaining the
resources required to respond immediately to a call and not for
the cost of furnishing a certain level of service to the
beneficiary.”22 Therefore, effective April 1, 2002, an emergency
response is defined as “responding immediately at the BLS or
ALS-1 level of service to a 911 call or the equivalent in areas with-
out a 911 system.”23 An immediate response is “one in which the
ambulance supplier begins as quickly as possible to take the steps
necessary to respond to the call.”24

VII.  Elimination of Multiple Billing Methods

Previously, CMS permitted providers to bill by one of four (4) dif-
ferent methods. Under the final rule, all suppliers must bill by a sin-
gle, national method (a single, all-inclusive fee for transportation
and supplies, plus a separate, per-mile fee). During the transition
period, providers that previously billed under methods that allowed
separate charges for supplies may continue to do so. However, the
reimbursement for supplies will be reduced each year during the
transition until the end of the transition period, at which time sepa-
rate reimbursement for supplies will be eliminated, and payment
for these items will be considered included in the base rate.25

VIII.  Reasonable Cost Reimbursement for Providers
Has Been Eliminated

Ambulance providers owned by hospitals bill the appropriate Part
A Fiscal Intermediary for their services. In the past, these services
were reimbursed on a reasonable cost basis.26 Year to year increas-
es in this reimbursement were recently subject to a statutory infla-
tion factor cap.27 After April 1, 2002, ambulance providers will
receive reimbursement based on a “blending” of the amount

payable under the old system, and the amount payable under the
Final Rule.28 The relative percentages of the blend are identical to
those utilized by the Part B transition.29 The mandatory assignment
rule is also imposed upon providers.30

IX.  New Physician Certification Statement
Requirements for Non-Emergency Ambulance
Service (Including a National Definition of the Term
“Bed-Confined”)

CMS imposes special requirements for suppliers that provide non-
emergency ambulance service. Providers have always been
required to obtain a certificate attesting to the medical necessity of
the ambulance service for which they bill. Suppliers have been sub-
ject to a series of program memoranda regarding certification
requirements for ambulance service.

The Final Rule implements a national policy regarding suppliers’
responsibilities to obtain written certifications attesting to medical
necessity prior to submitting claims for certain incidents of non-
emergency ambulance service. Of course, the supplier must main-
tain patient care documentation demonstrating that ambulance serv-
ice is medically necessary. If such documentation is not available
(whether because the ambulance crew did not complete the docu-
mentation, or because medical necessity was not present), the sup-
plier should not submit a claim for reimbursement to a federal
healthcare program.

A.  Non-Emergency, Scheduled, Repetitive Ambulance Service

Prior to the provision of scheduled, repetitive non-emergency BLS
ambulance service,31 the supplier must obtain “a written order
from the beneficiary’s attending physician certifying that the med-
ical necessity requirements of [42 CFR § 410.40(d)(1)] are met.”32 If
the supplier does not obtain the required certification, it may not
submit a claim for the service. The supplier is not required to sub -
mit a copy of the certification with the claim; however, it must
maintain the certification “on file, and upon request, present it to
the [Part B] contractor.”33

B.  Non-Emergency, Unscheduled, or Scheduled but Non-Repetitive
Ambulance Service

If unscheduled, or scheduled non-repetitive non-emergency BLS
ambulance service is provided to “a resident of a facility who is
under the care of a physician,” the ambulance supplier must obtain
the physician certification statement (PCS) from the beneficiary’s
attending physician “within 48 hours after the transport.”34

However, CMS realizes that it may be difficult for the supplier to
locate the patient’s physician, and obtain the necessary PCS within
forty-eight (48) hours. The Final Rule provides alternative mecha-
nisms to comply with this requirement.

If the provider or supplier is unable to obtain a signed PCS from
the patient’s physician, they may attempt to obtain it from a:

healthlawyers.org 7

Hospitals
&Health Systems x

Hospitals  
&Health Systems xRR

Continued on page 8



1.  Physician Assistant;

2.  Nurse Practitioner; 

3.  Clinical Nurse Specialist;

4.  Registered Nurse; or,

5.  Discharge Planner

who has “personal knowledge of the beneficiary’s condition at the
time the ambulance transportation is ordered or the service is fur-
nished. This individual must be employed by the beneficiary’s
attending physician or by the hospital or facility where the benefici -
ary is being treated and from which the beneficiary is transported.”35

The individual must be licensed pursuant to Medicare regulations
and applicable state licensure laws.36

In the event that the ambulance supplier cannot obtain the
required certification within 21 calendar days after the date of the
service, the supplier can document attempts to obtain the certifica-
tion, and then submit the claim.37 Such documentation can take
the form of a “signed return receipt from the U.S. Postal Service or
other similar service that evidences that the ambulance supplier
attempted to obtain the required signature from the beneficiary’s
attending physician or other [approved] individual.”38

C.  National Definition of Bed-Confined

The various Part B carriers have maintained separate definitions for
the term bed-confined as used to support medical necessity for
ambulance service. Urban lore tells of one carrier that indicated
that bed-confined was a condition, “such that if a patient were suf-
fering it, and their bed were to catch fire, absent assistance, the
patient would surely burn to death.” The Final Rule implements a
national definition of the term bed-confined. For purposes of deter-
mining medical necessity for ambulance transport, bed-confined
means:

1.  The beneficiary is unable to get up from bed without assistance;

2.  The beneficiary is unable to ambulate; and,

3.  The beneficiary is unable to sit in a chair or wheelchair.39

The Final Rule also indicates that bed confinement is not, in and of
itself, the sole criterion in determining medical necessity for ambu-
lance transportation. Rather, it is one factor to be considered. The
beneficiary must be bed-confined and it must be documented that
their condition “is such that other methods of transportation are
contraindicated.”40

X.  All Ground Ambulance Mileage Charges Paid at
One Rate

In the past, Medicare’s reimbursement for mileage charges varied
based on the level of service provided. The Final Rule establishes a
single, unified fee for ground ambulance mileage.41 Payment for

this item, on a per-mile basis, will be phased in along with the rest
of the National Fee Schedule. 

XI.  Location-Based Payment Modification

Prior to the Fee Schedule’s implementation, each Part B Carrier
maintained different reimbursement schedules for ambulance serv-
ice. The Final Rule provides that the location of service payment
modifiers will be based on the point of pickup, as defined by the
zip code of the street address where the patient was placed in the
ambulance.42 The comments indicate that this was adopted to pre-
vent, in part, “the relative ease of moving the location of the com-
pany or garage to achieve higher payment.”43

The Final Rule includes two “point of pickup” payment modifiers.
The first is the Geographic Adjustment Factor (GAF). The GAF
applies the practice expense (PE) portion of the geographic practice
cost index (GPCI) from the Medicare physician fee schedule as
applied to a percentage of the base rate.44 The applicable GAF is
the GPCI PE that applies to the zip code at the point of pickup.45

The GAF is applied to 70% of the ground ambulance service rate.46

For air ambulance services, the GAF is applied to 50% of the base
rate.47

The second location-based modifier is the Rural Adjustment Factor
(RAF). The RAF is defined as “an adjustment applied to the base
payment rate when the point of pickup is located in a rural area.”48

The RAF is applied to the mileage rate for ground ambulance
service, when the point of pickup is located in a rural area.49 The
mileage rate is increased by 50% for the first seventeen miles, and
by 25% for miles eighteen to fifty. For air ambulance service, the
total payment (base plus mileage) is increased by 50%.50

XII.  New Payment Policies for Multiple Patients in
One Ambulance

In the past, there was no coherent national Medicare policy on
billing for multiple trauma transports. The Final Rule now provides
clear direction by stipulating that when transporting two patients in
the same ambulance, the payment allowance for the Medicare ben-
eficiary (or for each of them, if both are Medicare beneficiaries) is
75% of the applicable base rate (modified by any location-based
modifiers) in respect of the level of service provided to the benefici-
ary, plus 50% of the applicable mileage payment allowance.51 If
three (3) or more patients are simultaneously transported in the
same ambulance, the payment allowance is decreased to 60% of the
applicable base rate, per Medicare beneficiary transported, plus the
applicable mileage allowance divided by the number of patients on
board, per beneficiary.52

XIII.  Elimination of Medicare Payment for ALS
Mandated Responses

In the past, Medicare paid for BLS ambulance service at the higher
ALS rate, when the supplier was mandated by local ordinance to
provide only ALS ambulance service in the jurisdiction. The Final
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Rule eliminates payment for these ALS mandated services.53

Rather, the Fee Schedule will only reimburse the level of service
actually provided. In order to mitigate the effect of this change on
ambulance suppliers located in ALS mandate jurisdictions, pay-
ment for ALS mandated services will be phased out in steps, in the
same manner as the Fee Schedule will be implemented.54

XIV.  Conclusion

Implementation of the Fee Schedule will affect many hospitals, and
nearly every ambulance supplier and provider in the U.S. Suppliers
and providers should review their compliance plans in view of the
guidance contained in the Final Rule. It is likely that Part A Fiscal
Intermediaries and Part B Carriers will have difficulty implement-
ing the many changes contained in the Final Rule. It will be incum-
bent upon providers and suppliers to make certain that they identi-
fy any overpayments received, and to promptly refund it. It is also
important to ensure that providers and suppliers are appropriately
reimbursed, and to request additional sums if claims are incorrectly
underpaid. Providers and suppliers may also request interest if pay-
ments are significantly delayed. In any event, implementation of the
National Fee Schedule will help Fiscal Intermediaries and Carriers
standardize their procedures and will assist CMS to resolve
Carrier/Provider disputes in an efficient manner.

1 67 FR 9100-9135, amending 42 CFR Parts 410 and 414.

2 When claims are submitted to Part A by hospital owned ambulance
services, CMS refers to the ambulance service as a “Provider;” when sub-
mitted by independent services to Part B, CMS refers to the ambulance
service as a “Supplier.”

3 “Medicare patients compris[e] 50% of total transports for our industry on
average” American Ambulance Association Past President Mark Meijer’s
Testimony, Senate Hearing on Medicare Ambulance Payment Policies -
11/15/01.

4 42 U.S.C. 1395(x).

5 Reasonable cost for Providers; Reasonable charge for Suppliers. 67 FR
9102.

6 64 FR 3474.

7 The February 27 rule indicated that CMS would only accept comments
regarding: (a) Cost reimbursement for ambulance services furnished by cer-
tain critical access hospitals, and (b) certain technical issues regarding reim-
bursement for ambulance mileage expenses.

8 42 CFR §414.615

9 The fee schedule will be completely phased in by Fiscal Year 2006. Id.

10 April 1, 2002-December 31, 2002. All other “Fee Schedule” years are
full calendar years.

11 42 CFR § 414.610.

12 67 FR 9112.

13 The term “ground” includes ambulance transportation by land and by
water (i.e., boat). 67 FR 9105.

14 67 FR 9106.

15 42 CFR § 414.605 

16 Medicare only pays for medically necessary ambulance transportation
when the destination is the closest appropriate facility. In general, the clos-
est appropriate facility is the nearest licensed acute-care hospital that has
the capacity to provide the care required by the patient. If a beneficiary
wishes to be transported to a more distant facility (for any reason, includ-
ing proximity to the patient’s home, the presence of a preferred physician,
the reputation of the more distant facility, etc.), then the beneficiary may
enter into an agreement with the ambulance provider to pay “out of pock-
et” for the additional mileage charges. 67 FR 9115.

17 Ambulance mileage rates may be subject to a “rural” modifier. The
details of this rural modifier will be discussed infra. 

18 42 CFR § 414.605.

19 “An individual trained to the level of emergency medical technician-
intermediate (EMT-Intermediate) or emergency medical technician para-
medic (EMT-Paramedic) … in accordance with State and local laws.” Id. 

20 Ground transports to/from a landing zone before/after air ambulance
transport are also included in the definition of SCT, provided that the
ground transport begins or ends at a facility. Id.

21 42 CFR § 414.605.

22 67 FR 9128.

23 42 CFR § 414.605.

24 Id.

25 67 FR 9107.

26 67 FR 9121.

27 Id., discussing Section 4531 of the Balanced Budget Act of 1997.

28 Pursuant to Section 205 of the Benefits Improvement and Protection
Act of 2000, (BIPA) reasonable cost reimbursement was preserved for
Critical Access Hospitals (or entities owned or operated by Critical Access
Hospitals) that provide ambulance service if there is no other ambulance
provider or supplier within a 35-mile drive.

29 See infra for an in depth discussion of the Part B supplier transition
schedule.

30 Id.

31 But in no case more than sixty (60) days before the date of service. 42
CFR § 410.40(d)(2).

32 Id.
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33 42 CFR § 410.40(d)(3)(v).

34 42 CFR § 410.40(d)(3)(i).

35 42 CFR § 410.40(d)(3)(iii).

36 Id.

37 42 CFR § 410.40(d)(3)(iv).

38 Id.

39 42 CFR § 410.40(d)(1).

40 Id.

41 “Rural” miles are subject to a modifier that will be discussed infra.

42 42 CFR § 414.605.

43 67 FR 9109.

44 42 CFR § 414.605.

45 67 FR 9109.

46 42 CFR § 414.610(c)(4).

47 Id.

48 42 CFR §410.605.

49 Rural area means “an area located outside a Metropolitan Statistical
Area (MSA) or a New England County Metropolitan Area (NECMA) or
an area within an MSA that is identified as rural by the Goldsmith modifi-
cation.” 42 CFR § 414.605. Goldsmith modification means “the recognition
of rural areas within certain Standard Metropolitan Statistical Areas where-
in a census tract is deemed to be rural when located within a large metro-
politan county of at least 1,225 square miles, but is so isolated from the
metropolitan core of that county by distance or physical features as to be
more rural than urban in character.” Id.

50 42 CFR § 414.610(c)(5).

51 42 CFR § 414.610(c)(6).

52 Id.

53 67 FR 9114.

54 HCPCS code Q3019 has been assigned for claims in which BLS emer-
gency ambulance was provided by an ALS vehicle. Code Q03020 has
been assigned for claims in which BLS-non emergency ambulance service
was provided by an ALS vehicle. 67 FR 9120.
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I.  Introduction

In 1996, Congress enacted the
Taxpayer Bill of Rights 2
(TBOR2), which added § 4958
to the Internal Revenue Code
(Code) providing for “intermedi-
ate sanctions” on certain indi-
viduals participating in “excess
benefit transactions.” The
Internal Revenue Service (IRS)
has since issued proposed regu-
lations,ii that were subsequently
replaced by temporary regula-
tions,iii which were then super-
seded by final regulations pub-
lished by the IRS on January
23, 2002iv (the Final
Regulations). The publication of
the Final Regulations is the cul-
mination of an extended
process by which the IRS devel -
oped guidelines that will allow it
to enforce intermediate sanc-
tions in the form of penalty
excise taxes for certain non-fair
market value healthcare transac-
tions. This valuable guidance
must be considered by tax-
exempt healthcare organizations
as they enter into various trans-
actions and arrangements.

Despite the release of the Final
Regulations, little has been dis-
closed about the practical appli-
cation of the guidelines in the
context of healthcare system
operations. This article will pro-
vide a brief overview of TBOR2
and the Final Regulations
before presenting a series of
hypotheticals for analysis. The
intent is to initiate further dis -
cussion on the practical impact
of these rules upon healthcare

systems and to encourage the
development of policies that will
enhance compliance with the
Final Regulations.

II.  Summary of TBOR2

Section 4958 imposes excise
taxes on “excess benefit transac-
tions” (EBTs) between “applica-
ble tax-exempt organizations”
and “disqualified persons.” An
EBT is any transaction in which
an economic benefit is provided
by an applicable tax-exempt
organization, directly or indirect-
ly, to or for the use by a “dis-
qualified person” that exceeds
the value of consideration
(including the performance of
services) received for providing
such benefit. Disqualified per-
sons (as defined below) are sub-
ject to a two-tier tax rate as fol-
lows: (1) 25% of the excess bene-
fit on each EBT; and (2) 200% of
the excess benefit if the EBT is
not corrected prior to a formal
assessment of the first -tier tax.
“Organization managers” who
“knowingly” participate in the
EBT without reasonable cause to
believe it is not an EBT are
taxed at 10% of the excess bene-
fit up to a maximum tax of
$10,000 per transaction.

The Final Regulations provide
that the exempt organization
itself is not liable for the penal-
ty excise taxes absent an
enforceable indemnity obliga-
tion. However, if the excess
benefit rises to a level or fre-
quency that calls into question
whether the organization as a
whole is operated exclusively
for charitable purposes, its tax-
exempt status could be in jeop -
ardy under a traditional private
inurement analysis. In this way,
TBOR2 operates as an alterna-
tive to the harsh sanction of
revoking the tax-exempt status

of an entity in all but the most
egregious cases.

A.  Applicable Tax-Exempt
Organization

The intermediate sanctions pro-
visions apply to any organiza-
tion described in § 501(c)(3) or
§ 501(c)(4) of the Code and
exempt from federal taxation
under § 501(a) of the Code at
any time during a five-year peri-
od ending on the date of an
EBT. Note that government enti-
ties, such as a state university or
a county hospital, whose
income is excluded from tax
under § 115 of the Code or
which is exempt without regard
to specific Code sections, is not
an applicable tax-exempt organi-
zation even if it has obtained an
IRS exemption letter describing
it as a charitable organization
under § 501(c)(3).

B.  Disqualified Person

Under § 4958, a “disqualified
person” is defined as an individ-
ual or entity in a position to
exercise “substantial influence”
over the affairs of the organiza-
tion, including their family mem-
bers (if an individual) and
including 35% controlled entities.
The Final Regulations provide
helpful guidance in making the
important determination as to
whether an individual or entity is
a disqualified person by first
defining those positions, which
by their nature suggest that an
individual exercises “substantial
influence” over an entity. Next,
the Final Regulations identify
those individuals who are not
disqualified persons under the
rules. Individuals who are
defined as having substantial
influence include: (1) presidents,
CEOs, treasurers and CFOs
based upon their actual powers

and responsibilities (not merely
based on to their titles); (2) per-
sons with a material financial
interest in a provider-sponsored
organization in which a tax-
exempt hospital participates; and
(3) a management company, if it
has the authority typically associ-
ated with a CEO or COO to
supervise management. Also, a
person with managerial control
over a discrete segment of the
organization may be a disquali-
fied person when the segment
represents a substantial portion
of an organization’s activities,
assets, income or expenses.
Additionally, a person whose
compensation is based on rev-
enues derived from activities that
are within the control of the per-
son may be a disqualified person
where the compensation is pri-
marily based on such revenues.
Finally, a person whose direct
supervisor is not a disqualified
person is not likely to have sub-
stantial influence over the affairs
of the organization and is, there-
fore, not likely to be a disquali-
fied person. A disqualified per-
son is determined based upon
the facts present on the date of
the transaction and for a period
of five years prior to the date of
the transaction.

The Final Regulations set forth
several examples in the health-
care industry that are helpful,
including an example that pro-
vides the head of a hospital’s
cardiology department is a dis -
qualified person because cardi-
ology is a major source of rev-
enue for the hospital. In con-
trast, another example provides
that a radiologist is not a dis-
qualified person because the
radiologist does not receive
compensation primarily based
on revenues derived from activi-
ties controlled by the radiologist
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and does not participate in any
management decisions affecting
the organization or its activities,
assets, income or expenses. 

C.  Organization Managers 

An organization manager is any
officer, director or trustee of the
applicable exempt organization,
or any individual having powers
or responsibilities similar to those
of officers, directors or trustees,
regardless of title. An organiza-
tional manager will be subject to
the imposition of a tax where he
or she knowingly approves of an
EBT. Further, a disqualified per-
son may also be an organization
manager with respect to a partic-
ular transaction.

D.  Rebuttable Presumption 

Under the intermediate sanctions
provisions, an exempt organiza-
tion may establish a rebuttable
presumption with respect to a
particular transaction, which
transfers to the IRS the burden
of establishing that the transac-
tion resulted in an excess benefit.
The rebuttable presumption can
be established only when the
organization adheres to all of the
following requirements in con-
nection with a transaction: 
(1) the transaction or arrange-
ment is approved by an author-
ized body of the organization (or
committee thereof) free of any
conflict of interest with respect to
the disqualified person and the
transaction; (2) the authorized
body relies on appropriate data
as to the comparability of the
compensation or fair market
value of the consideration; and
(3) the authorized body’s deter-
mination is adequately and con-
temporaneously documented. A
single individual may be the

“authorized body” for purposes
of establishing the rebuttable
presumption of fair market value
under the Final Regulations if
state law allows that authority to
be delegated to a single individ-
ual. 

E.  Initial Contract Rule

The Final Regulations create an
“initial contract rule,” not pres-
ent in the Proposed Regulations,
to protect certain fixed pay-
ments from intermediate sanc-
tions that are made under a
binding written contract to per-
sons who were not disqualified
persons immediately prior to
entering into the contract.
Payments covered under this
rule are not EBTs despite the
fact that the duties and responsi-
bilities assigned by the contract
would render the person a dis-
qualified person. Fixed pay-
ments are defined to include an
amount of cash or property that
is: (1) either specified in the
contract or determined using a
fixed formula that is set forth in
the contract; and (2) to be paid
or transferred in exchange for
the provision of specified servic-
es or property. Payments that
include a variable component
may qualify as fixed so long as
the components are calculated
pursuant to a pre-established,
objective formula. There is no
limit on the number of years a
contract may receive protection
for fixed payments. However,
the initial contract rule does not
offer protection for payments
made under the contract once it
has been materially modified
(generally defined as extensions,
renewals and a “more than inci-
dental” change in the amount
payable) or if the person enti-
tled to receive payments fails to
substantially perform his or her

obligations under the contract.

III.  Hypotheticals in the
Healthcare Setting

A.  Hypothetical One: Retired
Employee

1.  Scenario

Hospital is a § 501(c)(3) organi-
zation operating a 250-bed com-
munity hospital in an affluent
midwestern suburb. Hospital’s
CEO retired on December 31,
2001. The Chairman of the
Board feels that in view of the
CEO’s strong performance and
significant contribution to the
financial health of the Hospital
and increase in charity care and
community outreach activities,
the CEO deserves a substantial
retirement bonus in addition to
the deferred compensation he
earned in his 10 years as CEO.
Based on general “anecdotal
knowledge” of these contribu-
tions, the Board unanimously
approved paying the former
CEO a supplemental retirement
bonus of $1 million. The CEO
had no idea this was happening
and was surprised by Hospital’s
generosity, but quickly accepted
the check and deposited it in
his investment brokerage
account the next day. 

2.  Model Answer One

CEOs are deemed disqualified
persons. With the five-year look-
back rule under § 4958, the
CEO will remain a disqualified
person for at least five years after
his retirement. Therefore, if the
bonus is not part of a reasonable
compensation package consistent
with fair market value it would be
an excess benefit and would be
taxable to the CEO at a rate of
up to 225% if not repaid. Whether
or not it is fair market value
depends on whether the CEO

was underpaid during his term of
service, and if so, by how much.
The payment as described was
not part of a pre-approved retire-
ment plan, but rather was added
after he retired. There was board
approval that may have created a
rebuttable presumption, though
the anecdotal evidence may not
be sufficient evidence of fair mar-
ket value. The most conservative
approach would require the CEO
to repay the money immediately,
the Hospital to report the transac-
tion on its Form 990, and the
CEO to file a Form 4720 without
payment of the 25% tax and seek
an abatement (since his behavior
does not appear willful and he
acted promptly when he discov-
ered there may be a problem).
Before taking that step, however,
it may be worthwhile to retain a
consultant to see if the anecdotal
evidence is supported in fact. If
so, the payment may not be an
excess benefit. Failing to investi-
gate the transaction may increase
the risk of penalties, and particu-
larly if combined with other
EBTs, may show a pattern of
EBTs jeopardizing Hospital’s
exemption. As for the board
members as organization man-
agers, if the Bylaws have broad
indemnity provisions the board
members may be protected from
personal responsibility for the 10%
tax. If the indemnity applies to
the former CEO, however, it too
would likely be an excess benefit.

B.  Hypothetical Two: The “Taj
Mahal” of MOBs

1.  Scenario

Hospital administration has con-
ducted a community needs
assessment showing a shortage
of approximately 25 physicians
in various specialties. It pro-

Continued from page 12
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posed a vigorous recruitment
program that included improv-
ing facilities and amenities to
create a more doctor-friendly
healthcare community around
the Hospital. One such amenity
under consideration is the con-
struction of a new medical
office building (MOB) on the
Hospital’s campus. An inde-
pendent commercial property
management company, ABC
Leasing, owns all of the
five MOBs located within the
10-mile radius of the Hospital,
other than smaller buildings
owned and occupied entirely by
independent medical practices.
ABC rents MOB space to any
physician at $15-$18/sq. ft. on a
triple net basis, with rents at the
newest building being at the
high end of that range. The
ABC MOBs have an occupancy
rate of 80%.

As part of the plan to attract
physicians to the community,
the administration wants
Hospital to build its own MOB
on campus. The proposal calls
for an ostentatious MOB with
marble floors, top-of-the-line fur-
nishings at a documented (from
construction contracts and
invoices) cost of $20/sq. ft. The
plan is presented to the
Hospital TBOR2 Review
Committee for approval. In his
presentation, the CEO notes
that they already have verbal
commitments from two dozen
physicians to move into the
space and even one written
lease signed by Dr. Haight
Tacks, Jr. These commitments
are for 10-year leases at $15/sq.
ft. in year one with an escalator
clause. Dr. Tacks, Jr. is about to
complete a residency in
California and is interested in

moving back home. Rates for
other leases have not been set
yet, but would be no lower than
$15/sq. ft. Coincidentally, Dr.
Haight Tacks, Sr. chairs the
Hospital TBOR2 Review
Committee, ex officio, as the
Hospital’s Vice President for
Medical Affairs. The four other
members of the Committee are
local business people, including
the head of an auto supply firm,
a vice president from the local
bank, an insurance broker and
a retired accountant.

2.  Model Answer Two

In analyzing this fact pattern,
there are several issues to con-
sider. The first is whether Dr.
Tacks, Jr. or any of the other
prospective tenants are disquali-
fied persons. We do not know
enough about the other tenants,
but for planning purposes it is
safe to assume that at least some
of them will be a disqualified
person. Dr. Tacks, Jr. appears to
be a disqualified person due to
his father being a disqualified
person as a result of service on
the TBOR Review Committee.
Although this is Dr. Tacks, Jr.’s
first contract with Hospital, he
was already a disqualified per-
son when he signed the lease so
he cannot take advantage of the
initial contract exception.

Since at least Dr. Tacks, Jr. is a
disqualified person, the lease
may result in an EBT. The
TBOR2 Review Committee
needs someone with real estate
expertise to tie the pieces
together. There are several open
questions that could affect fair
market value, such as the size of
the ABC MOBs, how much
space is available in the 20%
vacant units, how old and how
well maintained the buildings
are, and where they are located.

The high projected cost of the
building also needs to be
explained, and the plan to
charge less than the cost for the
new construction raises the
question of whether the rent is
fair market value. Incentives to
lease a new building are com-
mon, but what are the terms of
the escalator clause and does it
bring the rent up to the build-
ing cost or more? How unusual
is a 10-year lease in the market
as compared to leases at the
ABC MOBs, and does the guar-
anteed rental income justify the
net discount? A more basic
question is why the Taj Mahal-
like construction? There may be
structural reasons for the
upscale construction or it may
have been based on past recruit -
ing efforts and comments from
physicians who went elsewhere.
It may be based on relevant iso-
lation of the area—the hospital is
in an affluent suburb, but is it
on the border of an economical-
ly depressed area? It also may
be based on a desire to make
physicians happy even if it
results in an MOB that cannot
be leased at rates high enough
to cover the costs. Those extra
amenities would be something
of value and, if not paid for,
may be an excess benefit.

Even if the $15/sq. ft. rate is less
than fair market value, it may be
justifiable as part of a reasonable
recruitment package. The
TBOR2 Review Committee
would need to know Dr. Tacks’
area of practice and determine
whether that specialty is in short
supply in the area. There is evi-
dence of a physician shortage,
but without the additional infor-
mation it is not possible to say
whether the recruitment of Dr.
Tacks, Jr. addresses that shortage. 

In order for the TBOR2 Review
Committee to create a rebut-
table presumption, it needs to
be independent as to this trans-
action. Dr. Tacks, Sr.’s relation-
ship to Dr. Tacks, Jr. creates a
conflict of interest. Dr. Tacks
should disclose any action he
has taken with respect to the
MOB project and the leases and
should not participate in the
deliberation or vote on the
transactions. These actions and
the ultimate fair market value
support need to be recorded in
the minutes of the meeting.

C.  Hypothetical Three: Group
Survival

1.  Scenario 

After abandoning the MOB
project, Hospital administration
returned to a more traditional,
direct physician recruitment
plan. First, they updated their
community needs documenta-
tion by hiring an independent
consultant to perform a commu-
nity needs assessment. That
assessment shows a severe short-
age of physicians in various spe-
cialties in the community, but
an oversupply of three
OB/Gyns.

The professional corporation
owned and operated by Drs.
Kash and Floews (PC) employs
nine physicians, including two
OB/Gyns and seven family prac-
titioners (who also deliver
babies). PC is losing money as a
group, but it makes a tidy profit
on the OB/Gyns. Both OB/Gyns
are paid only at the 25th per-
centile of the Medical Group
Management Association
(MGMA) salary survey plus
$1,000 for each year of experi-
ence, despite the fact that each
produces at the 50th percentile
based on relative value units

Continued from page 13
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(RVUs) and revenues generated
for PC. That profit has not been
enough to make up the losses
on the rest of the practice, and
PC has been forced to lay off
staff and cut physician pay. Two
of the physicians have already
threatened to leave town for
greener pastures if their pay is
not restored by the end of the
year. PC has sought help from
Hospital, asking Hospital to pro-
vide a one-year income guaran-
ty for PC to recruit a third
OB/Gyn at the same salary level
as the current OB/Gyns (adjust-
ed for seniority). The PC is will-
ing to provide a security interest
in the recruit’s receivables and
to agree to repay any advances
at prime +2% if the recruit
leaves the community within
three years after he or she is
hired. The CEO agreed and
told you to make it happen.

2.  Model Answer Three

The loan terms appear to be
reasonable given the interest
rate and the security. The
recruitment package itself, how-
ever, may not be consistent with
fair market value since there is
an oversupply of OB/Gyns in
the area. Hospital would need
to demonstrate that circum-
stances have changed, such as
the retirement or relocation of
OB/Gyns. Another argument to
support the recruitment package
may exist if there is a shortage
of family practitioners. In the
case of a shortage, it may be
reasonable to recruit more
OB/Gyns to free up family prac-
titioner time because the family
practitioners are currently per-
forming some OB services.
However, are other OB/Gyns in
the community underutilized?
Compensation at the 25th per-
centile seems unlikely to be

questioned when productivity is
much higher. Additionally, it
appears that PC has a history of
doing well financially on OB
services, which should reduce
the likelihood of a significant
draw on the guarantee. Another
argument in favor of the recruit-
ment package is that if PC does
not survive, it could worsen the
shortage of family practitioners
in the area. The transaction
should go before the TBOR2
Review Committee.

IV.  Conclusion

The Final Regulations are help-
ful to tax-exempt healthcare
organizations in planning their
affairs. Although certain ques-
tions remain, such as whether
any additional restrictions
should apply to revenue sharing
arrangements and what addi-
tional factors will be considered
in determining whether excess
benefits jeopardize exemption,
the publication of the Final
Regulations may make the IRS
more willing to issue rulings on
intermediate sanctions ques-
tions. Even before that guidance
is issued, however, it is likely
that IRS enforcement activities
will increase and we will see
more examples of healthcare
organizations and their execu-
tives and physicians being
assessed penalty excise taxes for
alleged EBTs. The best protec-
tion against those assessments is
to make TBOR2 compliance a
central and active part of a tax-
exempt healthcare organization’s
compliance program.

1 Portions of the hypotheticals are
taken from “Management and
Physician Exposure for IRS
Intermediate Sanctions,” presented

in association with Michigan Health
& Hospital Association by Ms.
Hollenbeck, Gerald M. Griffith and
Cynthia F. Reaves of Honigman
Miller Schwartz and Cohn, LLP.

2 63 Fed. Reg. 41,486 (Aug. 4, 1998).

3 66 Fed. Reg. 2144 (Jan. 10, 2001).

4 67 Fed. Reg. 3076 (Jan. 23, 2002).
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Current Initiatives in
Clinical Research
Compliance
Mary Ellen Allen, Esquire
Foley & Lardner
Los Angeles, California

I.  Introduction

In recent years, federal regulato-
ry agencies have suspended
clinical research studies at sever-
al prestigious institutions due to
deficiencies in the institutions’
human subject protection sys-
tems. In some cases, these defi-
ciencies were suspected to have
contributed to the deaths of
trial participants. As the circum-
stances and events leading up to
these deaths emerged, many
expressed concern that the
human research participant pro-
tection programs had failed to
protect their volunteers from
unacceptable research risks.
These incidents have alerted the
public and research community
to the inadequacies of the cur-
rent system of protecting human
research subjects and have gen-
erated a heightened sense of
urgency to implement measures
to strengthen those protections. 

Medical research programs are
under tremendous pressure to
complete clinical trials and
enhance the delivery of safe
products to the marketplace by
pharmaceutical companies and
others. At the same time, many
clinical research trials are being
delayed because there are not
enough people willing to partici -
pate in the trials. The shortage
of volunteers can be attributed,
in part, to public apprehension
stemming from the recent well-
publicized negative outcomes
for participants in clinical trials.
There are mounting concerns
about the ability of the current
human subject protection sys-

tems to keep up with the
dynamics and pressures of the
medical research environment.
Given the current climate, insti-
tutions can expect heightened
federal oversight and enforce-
ment and more protections for
human research subjects. In
addition, the federal govern-
ment is scrutinizing Medicare
reimbursement associated with
clinical trials and providers face
heightened fraud and abuse
risks with respect to clinical
research payment issues. 

This article discusses the follow-
ing enforcement initiatives in clini-
cal trials compliance: (1) anticipat-
ed federal legislation which is
expected to add more protections
for human subjects, (2) Office of
Inspector General (OIG) 2002
Work Plan projects, (3) scrutiny
of Medicare reimbursement of
clinical trials, (4) proposed FDA
regulations aimed at “IRB shop-
ping,” and (5) voluntary accredi-
tation programs.

II.  Proposed Federal
Legislation

Congress may soon mandate
more protections and oversight
relating to human research sub-
jects. If passed, this would be
landmark legislation marking
the first significant human sub-
ject protection law in over 25
years. In the House, representa-
tives are drafting legislation and
are expected to issue a human
subject protection bill.
Meanwhile, the Senate is con-
ducting extensive investigations
to study the issue of human
research protection. On April
23, 2002, the Subcommittee on
Public Health of the Senate
Committee on Health,
Education, Labor and Pensions
held a hearing on human sub-
ject protection.

It is expected that proposed
legislation will provide for more
oversight of financial conflicts
of interest, closer monitoring of
ongoing clinical trials, addition-
al resources for institutional
review boards (IRBs), improved
adverse event reporting sys-
tems, and stronger informed
consent requirements. The bills
may also seek to apply the
“Common Rule,” a set of regu-
lations for protection of human
subjects that govern all federal-
ly sponsored research, to all
research including privately-
funded research. 

At the Senate hearing, industry
representatives called for legisla-
tion that would simplify the clin-
ical research regulations and
clarify who has responsibility for
enforcement. Currently there
are 17 federal agencies that con-
duct, sponsor or regulate human
research programs. A common
problem cited by the industry is
that these different agencies dif-
fer as to how they interpret and
apply the Common Rule.
Among the recommendations
was the establishment of a sin-
gle, independent federal office
to regulate human subject
research with the authority to
issue a single set of regulations. 

Although the proposed legisla-
tion has bipartisan support, cer-
tain differences, such as whether
to make accreditation of human
research programs voluntary or
mandatory, still need to be
ironed out.

III.  OIG Work Plan

The Department of Health and
Human Services (DHHS) OIG
Work Plan for 2002 (Work Plan)
takes aim at monitoring clinical
research activities using a multi-
component approach. The

Work Plan would involve the
Centers for Medicare and
Medicaid Services (CMS), the
Office of Research Integrity
(ORI), the Centers for Disease
Control and Prevention (CDC),
the Food and Drug Administra-
tion (FDA), and the National
Institutes of Health (NIH) in
numerous clinical research-relat -
ed activities including the fol -
lowing:

1.  A study of Medicare pay-
ments for clinical trials to
determine whether clinical
trials follow program reim-
bursement requirements and
to assess program safeguards
related to clinical trial claim
processing.

2.  Increased OIG investigation
of research misconduct
referred by ORI. ORI pro-
vides monitoring and over-
sight to ensure that institu-
tions comply with regulations
designed to address allega-
tions of research misconduct
including misappropriation
of funds, falsification or fab-
rication of research data or
plagiarism of confidential
materials or intellectual
property. 

3.  An assessment of CDC con-
trols to preclude conflicts of
interest on the part of
employees involved in the
research awards process. 

4.  A follow up study on FDA’s
practices regarding the moni-
toring of postmarketing stud -
ies of prescription drugs.

5.  An examination of sponsors’
oversight of clinical trials
implemented by clinical
investigators to ensure that
FDA requirements, including
human subject protection
requirements, are met.
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6.  A review of NIH oversight
of its external grants, includ-
ing an assessment of NIH’s
effectiveness in ensuring that
grantees properly carry out
their research and fiscal
responsibilities.

7.  An assessment of NIH’s pro-
cedures for awarding funds
to general research centers
with a focus on whether NIH
has an adequate process for
determining whether the cen-
ters should be funded using
the discrete method (under
which the expected costs of
research days is included in
the grant award and the
grant must be reimbursed
when center facilities are
used for non-research pur-
poses), or on a per diem
basis (under which the cen-
ter is reimbursed for research
days actually used).

8.  An assessment of investigator
efforts to recruit human sub-
jects for NIH clinical trials,
including a description of
recruitment strategies and
oversight of recruitment
practices.

9.  An evaluation to determine
how NIH has applied the
mandate of the Bayh-Dole
Act to commercialize pub-
licly funded inventions on
“reasonable terms.” Under
the Bayh-Dole Act, federally
funded inventions must be
brought to practical use with-
in a reasonable time and be
made available to the public
on “reasonable terms.”

10.  Ongoing reviews of the
adequacy and compliance
of college and university
disclosure statements to
ensure compliance with
cost accounting standards,

an evaluation of cash man-
agement procedures used
by selected colleges and
universities to account for
federally awarded funds,
and a review of the allowa-
bility of research manage-
ment service costs charged
by a university to federally
funded awards. 

These activities listed in the Work
Plan clearly demonstrate that the
clinical research enterprise is a
priority area for the OIG.

IV.  Reimbursement
Compliance Issues

In response to an executive
memorandum issued by
President Clinton, CMS issued a
national coverage decision
(NCD) providing that, for costs
incurred on or after September
19, 2000, Medicare would cover
the routine costs of qualifying
clinical trials and reasonable
and necessary items and servic -
es used to diagnose and treat
complications arising from par-
ticipation in all clinical trials.
The clinical trials NCD raises a
host of reimbursement compli -
ance issues and, as noted above,
the  Work Plan contemplates
audits of Medicare payments
associated with clinical trials.

A.  Key Elements of the NCD

The NCD only applies to “qual-
ifying” clinical trials. A “qualify-
ing” clinical trial must (1) evalu-
ate an item or service that falls
within a Medicare benefit cate-
gory and is not statutorily
excluded from coverage, 
(2) have a therapeutic intent, 
(3) enroll beneficiaries with diag-
nosed disease for participation in
trials of therapeutic interventions
(although healthy volunteers may
be part of a control group in tri-
als of diagnostic interventions),

and (4) have “desirable charac-
teristics” that are listed in the
NCD. Federally-funded clinical
trials and trials conducted under
an investigational new drug
application are generally pre-
sumed to have “desirable char-
acteristics.” In the future, CMS
will have a process whereby tri-
als can be self-certified as hav-
ing the requisite “desirable char-
acteristics.”

Medicare will cover “routine
costs” of a clinical trial which
include:

1.  Items or services that are
typically provided absent a
clinical trial (e.g. medically
necessary conventional care).

2.  Items and services required
for the provision of the
investigational item or serv-
ice (e.g., the administration
of a non-covered chemother-
apeutic agent).

3.  Items and services required
for the clinically appropriate
monitoring of the effects of
the item or service, or the
prevention of complications.

4.  Items and services that are
medically necessary for the
diagnosis or treatment of
complications arising from
the provision of an investiga-
tional item or service.

The following costs are not
covered:

1.  The investigational item or
service itself.

2.  Items and services for which
there is no Medicare benefit
category, which are statutori-
ly excluded, or that fall
under a national noncover-
age policy.

3.  Items and services furnished
solely to satisfy data collec-

tion and analysis needs that
are not used in the direct
clinical management of the
patient.

4.  Items and services customar-
ily provided by the research
sponsors free of charge.

5.  Items and services provided
solely to determine trial 
eligibility.

B.  Fraud and Abuse Risks

All applicable deductible and
coinsurance rules apply to clini-
cal trial services with the excep-
tion of Part A deductibles for
managed care enrollees. The
waiver of a co-payment or
deductible may be considered
an inducement to the Medicare
beneficiary and, therefore, a vio-
lation of the antikickback prohi-
bitions. However, in Advisory
Opinions Nos. 98-6 and No. 00-
5, the OIG found that waiver of
co-payment and deductibles for
clinical trial participants spon-
sored by HCFA and the
National Heart, Lung and Blood
Institute to be permissible. OIG
noted that the purpose of the
waiver was to induce participa-
tion in the clinical trial, not to
induce the utilization of
Medicare covered services. In
addition, the research protocol
controlled the utilization of serv-
ices that reduced any risk of
overutilization. OIG also recog -
nized that the waiver enhanced
patient compliance with the clin-
ical trial. Patients are obviously
unlikely to fully participate in a
clinical trial if they are required
to pay to participate. Further,
excluding an individual from
access to a drug treatment ther-
apy during its clinical trial phase
seems unfair. CMS has, howev-
er, offered no guidance as to

Continued on page 18
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whether co-payments and
deductibles may be properly
waived for Medicare patients
participating in qualifying clini-
cal trials.

Coding and billing Medicare for
noncovered research services
may give rise to liability under
the False Claims Act (FCA). Yet,
in some cases, there is no
“bright line” test to determine
what is a covered research serv-
ice. For example, it may not be
easy to determine what items
and services constitute “data col-
lection” for purposes of the trial
(and which would not be reim-
bursable by Medicare), and
which medical services are
required for monitoring of the
effects of the investigational item
or service, or the prevention of
complications (which would be
covered by Medicare).

Billing Medicare for items and
services that are reimbursed
under the research agreement,
by the research sponsor, or a
third-party insurer also poses
FCA risk. Medicare will not pay
for costs funded by a trial spon-
sor or for items and services typi-
cally provided free of charge by
the research sponsors. Payment
mechanisms by sponsors, howev-
er, may not be linked to identifi-
able costs (for example, under
fixed payment per subject or
percentage of cost payment
arrangements), in which case it
may not be easy to determine
whether the sponsor intended to
pay for services that might be
reimbursable by Medicare. 

Under the “false certification”
theory of FCA liability, a claim
may be construed as false sim-
ply because it was submitted to
the Government by a provider

or supplier which has certified
compliance with applicable laws
and regulations, but has alleged-
ly failed to comply with some
underlying requirements associ-
ated with the provision of the
reimbursable item. Many courts
have rejected the theory of false
certification, especially where
the certification was only implic-
itly made. In the context of clin-
ical trials, institutions and
researchers face risk of FCA lia-
bility under the false certifica-
tion theory due to the myriad
of certifications executed in the
course of the grants administra-
tion process. For example, the
DHHS Grant Application (Form
PHS 398) contains very broad
certification statements signed
by the principal investigator and
the applicant organization. Also,
for dates of service on or after
January 1, 2002, the use of the
QV modifier on claim forms,
which is used to identify and
report routine care for Medicare
qualifying clinical trial services,
constitutes the biller’s attestation
that the item or service meets
the Medicare coverage criteria.

The NCD underscores the
need for medical research
organizations to institute a
billing compliance tracking sys -
tem for clinical trials. A clinical
trials billing compliance track-
ing system should include the
following elements. 

1.  Confirm whether the clinical
trial is “qualified” for purpos-
es of application of the
NCD.

2.  List all research agreements
and identify compensated
services. In order to avoid
billing Medicare for services
that are already reimbursed
by the research sponsors,
research contracts should

detail exactly which medical
services are reimbursed by
the sponsor. 

3.  Identify patients who are
participating in clinical trials.
Patients enrolled in clinical
trials who are Medicare ben-
eficiaries and patients
enrolled in more than one
clinical trial concurrently
should be identified. 

4.  Classify the cost of each type
of medical service furnished
to the subjects of the trial as
billable to a third-party payor,
chargeable to a research
grant, or absorbed by the
institution and/or physicians
conducting the trial.

5.  Separate charges for items
and services related to clini -
cal trials from non-clinical
trial items and services on
claim forms.

6.  The informed consent docu-
ment should clearly specify
any costs that the partici-
pants may incur for services
included in the protocol,
including co-payments and
deductibles.

In the face of the OIG’s
enforcement initiative aimed at
Medicare reimbursement associ-
ated with clinical trials, medical
research institutions and investi-
gators who bill the Medicare
program are well-advised to
implement an effective billing
compliance tracking system
immediately. It is critical that
the billing compliance plan be
communicated and accepted by
all components of the institution
involved in the conduct of clini -
cal research.

V.  IRB Shopping

“IRB shopping” refers to the
practice of sponsors and

research investigators, dissatis -
fied with a prior unfavorable
IRB review decision, of submit-
ting the same or similar proto-
col to another IRB. On March
6, 2002, the FDA announced
that it was considering new dis -
closure regulations to address
this purported problem. The
proposed regulations would
require sponsors and investiga-
tors to inform IRBs about any
prior IRB decisions. Although
there is nothing per se inappro-
priate about seeking review of a
protocol by a second IRB fol-
lowing an initial negative deter-
mination, the FDA and OIG are
troubled by the possibility that
subsequent IRBs would be
unaware of the first IRB’s con-
cerns and lack information that
would be useful to ensure the
safety of human subjects. 

Under the proposed FDA regu-
lations, upon submission of a
research study, the investigator
or sponsor would be required to
disclose to that IRB whether the
research was previously submit -
ted to an IRB for review. In
addition, the investigator or
sponsor would be required to
disclose the prior IRB’s decision
on whether to approve or disap-
prove the protocol. 

In an advance notice of pro-
posed rulemaking, the FDA
requests information to assist it
in deciding whether regulations
addressing IRB shopping are
necessary, and, if so, how the
regulation should operate. The
FDA is accepting comments
until June 4, 2002. See
Institutional Review Boards:
Requiring Sponsors and
Investigators to Inform IRBs of
Any Prior IRB Reviews, 67 Fed.
Reg. 10115 (March 6, 2002).
Specifically, the FDA invited

Continued from page 17
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public comment on the follow-
ing issues:

1.  How significant is the problem
of IRB shopping? The FDA is
requesting objective data
regarding the incidence of
IRB shopping and specific cir-
cumstances in which IRB
shopping has occurred (e.g.,
whether IRB shopping is more
prevalent in studies involving
vulnerable populations).

2.  Who should make these disclo-
sures? For example, should
sponsors or investigators
have a duty to disclose prior
negative IRB determinations
even if they did not person-
ally submit the protocol to
the first IRB?

3.  Who should receive the disclo-
sures? Under some circum-
stances, the second IRB may
have already approved the
protocol before the first IRB
rendered an unfavorable
determination. Should the
disclosure requirements apply
if the second IRB has already
approved the protocol?

4.  What information should be
disclosed? The FDA seeks
comments on whether inves-
tigators and sponsors should
disclose favorable as well as
unfavorable IRB determina-
tions. The FDA also seeks
comments as to what consti-
tutes an unfavorable decision
(e.g., complete disapproval of
a protocol, approval of a
protocol with stipulations, or
request for significant revi-
sions to the protocol). The
proposed regulations may
impose additional record
keeping requirements on
IRBs because IRBs may be
required to document and
explain their reasons for

approving a study, which is
not currently a federal
requirement. The FDA
raised concerns that such a
requirement may unduly
burden IRBs or lengthen the
time need to conduct an
IRB review.

5.  How should FDA enforce the
requirement? The FDA seeks
comment as to appropriate
sanctions for failure of an
investigator or sponsor to
disclose prior IRB reviews.
The FDA noted that it may
be difficult to detect non-
compliance with a disclosure
requirement. In addition, the
FDA seeks comments as to
whether there are other ways
to address IRB shopping
other than to require disclo-
sure of prior IRB reviews.

It remains to be seen whether
IRB shopping poses a serious
threat to the safety of human
subjects so as to warrant addi-
tional federal requirements. 

VI.  Voluntary Accredi-
tation Programs

In April 2001, the Institute of
Medicine (IOM), an independent
body of the National Academy of
Sciences created by the Federal
Government to advise on scientif-
ic matters, called for accreditation
of human research participant
protection programs in response
to events that demonstrated fail-
ures in the systems set up to pro-
tect the rights and welfare of
research volunteers. Both the
National Committee for Quality
Assurance (NCQA) and the
Association for Accreditation of
Human Research Protection
Programs (AAHRPP) have devel-
oped systems to accredit human
research programs. The IOM
explained that, while compliance

with government regulatory
requirements is a minimal expec-
tation for a human research pro-
tection program, accreditation
standards should set forth maxi-
mum achievable performance
expectations for activities that
affect the protection of human
research participants. 

The NCQA released final stan-
dards in August 2001 and is now
engaged in a program to accred-
it IRBs at Veterans Administra-
tion medical centers. On
February 12, 2002, the AAHRPP
released final accreditation stan-
dards and procedures. 

DHHS announced that it
would investigate and audit
medical research programs
even if they are accredited by
NCQA or AAHRPP, and, at
this point, would not rely on
human subject accreditations
to ensure the safety of human
subjects. DHHS explained that
it would need adequate data
to show that such accreditation
is working. Notwithstanding
DHHS’ response, research pro-
grams may still want to seek
accreditation. Accreditation, as
a mark of excellence, may
earn public trust and patient
confidence, enhance reputa-
tions of research centers in the
wake of negative publicity sur-
rounding recent clinical trials
deaths, and offer a competitive
advantage over nonaccredited
competitors in seeking sponsor
support. Accreditation also
helps researchers achieve com-
pliance with government stan-
dards and provides a mecha-
nism to identify and correct
problems.

VII.  Conclusion

As evidenced by these initiatives
aimed at clinical research,

research institutions face height-
ened federal oversight and
enforcement. An effective insti-
tutional compliance program
today may be an institution’s
best strategy to safeguard the
integrity of its research projects,
the safety of its subjects, and to
protect clinical research organi-
zations from liability. An effec-
tive compliance program pro-
vides a method of internal
investigation and review in
order to maintain ongoing com-
pliance and reaffirms an institu-
tion’s commitment to human
subject protection.
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Law Offices of 
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625 Haydock Ln

Haverford, PA 19041-1207
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I. Introduction

What happens when an appellate court encounters extraordinary
allegations on a sparse record in a procedural appeal, and is
nonetheless inspired to fill the void of jurisprudence on human sub-
ject research in one fell swoop? In Grimes v. Kennedy Krieger Institute,
Inc. , 782 A.2d 807, 366 Md. 29 (2001), the answer was: not much
good. The history of the case and the decision are, however, illumi-
nating in many respects and serve as an object lesson to research
institutions and their counsel on the increased risks associated with
human subject research when subjected to judicial scrutiny.  

II. The Study

In 1990, Kennedy Krieger Institute (KKI), whose physicians are fac-
ulty members of Johns Hopkins University, was awarded a contract
by the Environmental Protection Agency (EPA) to study the effec-
tiveness of various methods of lead abatement in Baltimore by
monitoring the blood lead levels of children residing in homes
where landlords had made improvements using lead abatement
loans. Several methods of abatement had previously been found to
result in roughly equivalent dust reduction percentages, but with
substantially different costs. The EPA commissioned the study to
determine how well the raw dust reductions translated to the actual
protection of children from lead absorption with a goal of evaluat -
ing the cost effectiveness of the abatement methods. The results
had the potential of having a major impact on the availability of
low cost housing in many major cities, given the constraints on
funding of lead abatement and the fragile economics of lead con-
taminated housing stock.  

III. The Allegations

The suit was brought on behalf of several children who were
alleged to have absorbed dangerous levels of lead through partici -
pation in the study, and to have had that fact concealed from their
parents through a negligent delay in communicating the results of
dust tests. The complaint was replete with lurid allegations that KKI
was guilty of: 1) deliberately exposing healthy children to lead poi-
soning to see how little had to be spent to decontaminate housing,
2) taking advantage of low income minority parents by tempting
them with food stamps to move into contaminated housing with
their children, 3) deliberately concealing from parents that the effec-
tiveness of the lead abatement methods, known to be inadequate,
would be determined by taking blood samples from their children
to see how much lead poisoning they had suffered, 4) deliberately
concealing the discovery of dangerous lead contamination to keep
the parents from moving out in order to ensure that the study was
completed, and 5) doing all of the above for the enrichment and
prestige of KKI. Much of the opinion’s rhetorical zeal can be attrib-

uted to the court’s having to assume the truth of the above allega-
tions for the purposes of the appeal.  

IV. The Case on Appeal

The trial court granted KKI’s motion for summary judgment, find-
ing that KKI, as no more than a volunteer in the performance of
blood tests, did not assume any duties to the plaintiffs more typical -
ly associated with the landlord/tenant relationship. The original
complaint was in fact predicated largely on traditional landlord/ten-
ant concepts rather than novel theories of liability for breach of
duties associated with research, and characterized KKI and the
landlords as  partners. Not until the appeal, and indeed not until
oral argument and the issuance of the opinion was it clear that the
case had become the vehicle to examine the duty of principal
investigators to subjects, as well as the other issues addressed by
the court and beyond the briefs.  

On appeal, of course, the court was obliged to assume the truth of
the allegations recounted and resolve only the legal issue of
whether any duty recognized in law was implicated on the facts as
alleged. The sparsity of the record, the procedural posture of the
case, the novelty of the issues, and the court’s migration from the
issues as briefed, all conspired to explain the remarkable opinion.
In perhaps no previous summary judgment reversal in Maryland
history has the court ever issued so much dicta on novel legal
issues that the ultimate facts might not even present, or made so
many findings of miscellaneous facts with little or no acknowledg-
ment that there hadn’t been a trial yet. It would appear that the
court’s unconcealed outrage at the allegations inspired a journey
through the history of the regulation of research the results of
which it applied to the facts alleged, making what it thought were
obvious conclusions on issues it felt compelled to address. Most
startling was the original holding (clarified somewhat in the ruling
on the motion for reconsideration [see below]) that parents lack the
legal capacity to consent to the participation of their children in
non-therapeutic research with any risk, and must seek judicial
approval of same.  

That one holding threatened to halt millions of dollars in federally
funded research on children because the court did not attempt to
define risk and benefit for the purposes of its holding, nor to con-
fine its holding to research outside the risk categories approvable
under federal regulations for research involving children (45 C.F.R.
46.404-407). Momentum built for a special session of the Maryland
Legislature to clarify parental consent authority, but abated after
the court’s equally unusual opinion disposing of the motion for
reconsideration. The case illustrates what happens when an entire
industry develops under the legal radar screen and then suddenly
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appears on it. It would perhaps have been too much to expect that
the court appreciate the entire regulatory and ethical landscape of
human subject research and place the issues presented in perfect
context applying conventional jurisprudence to the procedural pos-
ture of the case.    

The narrow legal issue actually presented was whether the relation-
ship of subject to researcher is a “special” one that will give rise to
a duty of reasonable care the breach of which will support a tort
action. Viewed from the context of the federal regulatory apparatus
for the protection of subjects from risk, the question would almost
seem rhetorical. But for the nature of the complaint, which attempt-
ed to put KKI in the shoes of a landlord, one could question the
strategy of the defendants in even moving for summary judgment,
especially given the inflammatory allegations that would necessarily
be assumed to be true. It would seem difficult to argue against the
existence of a duty on the part of a research institution and it inves-
tigators not to dupe parents into letting their children be poisoned
to see how little landlords have to spend before they can rent their
apartments to the unsuspecting poor. 

V. The Opinion

The opinion begins with the ominous admission that the issues pre-
sented are novel.  The court then wastes no time demonstrating
that novelty and jurisprudence do not mix. Only a minimum of ink
is spilt, in remanding for trial, on the holding that investigators owe
their subjects a duty of reasonable care. Abandoning the salutary
appellate reluctance to address peripheral issues that the facts as
proven at trial may not even pose, the court devotes the bulk of its
lengthy opinion to a wide range of factual and legal issues it per-
ceives to be implicated by the lead abatement study, and indeed its
view of the state of human subject research in general. The court
even largely dispenses with the standard disclaimer that the facts
remain subject to dispute.   

Almost without introduction, the court compares the research to
the Tuskegee Syphilis Study, the medical experiments in the Nazi
concentration camps, and other historical atrocities, and throws in
comments about taking advantage of minorities for good measure.
The children are compared to canaries in mines. The court then
quotes liberally from current published commentary to the effect
that reforms are needed to protect subjects from profit motivated
research that has compromised subject safety.  

The court dismisses the institutional review board (IRB) approval of
the study out of hand, casting aspersions on the impartiality of IRBs
and the notion of entrusting them with the protection of subjects.
Again without disclaimer as to the posture of the case, the court
accused the IRB chair of colluding with the principal investigator to
evade federal regulations by fabricating the existence of benefits,
referring to “the letter from the IRB requesting that the researchers
mischaracterize the study.” The IRB chair had noted that there was
a potential benefit to the blood tests for the control group living in
housing constructed without lead paint in possibly detecting lead

exposure on playgrounds and elsewhere in the child’s environment.
The court was not aware—because there had been no trial—that the
chairman’s suggestion could not have been intended to skirt federal
regulations because the existence of a benefit to subjects is com-
pletely irrelevant to regulatory approval where the risk to subjects
is no more than minimal (the only risk to the control group was
that posed by the blood tests themselves, which are uniformly
acknowledged as posing no more than minimal risk).

For good measure, the court finds that the consent form was defi-
cient and that the research was so fatally unethical that it was
beyond salvage by even a proper IRB process or an adequate
consent. The court then enumerates the several respects in which
it concluded that the research violated applicable federal regula-
tions, perhaps in the belief that such findings were necessary to
avoid any suggestion that compliance with the regulations would
insulate KKI from tort liability, but nonetheless without explana-
tion as to the procedural relevance of such findings.     

The court finally confronts the issue of parental authority, again
apparently on the unstated assumption that it must dispose of
what might otherwise constitute a waiver of any duty on the part
of KKI. It holds that parents lack the capacity to consent to
research in which there are no benefits and any risks, research it
perceives as inherently unethical and inappropriate. It is difficult
to see why the court saw fit to reach the issue. If proposed
research in fact poses more than minimal risk and no direct bene-
fit, it is unlawful for any institution subject to federal regulation to
conduct it unless the risk represents a minor increase over mini-
mal risk and there is the likelihood that the research will result in
knowledge about the child’s disorder. Moreover, any consent that
incorrectly characterizes risk as not more than minimal or claims
a nonexistent benefit will by definition be uninformed and ineffec-
tive. In either event, therefore, the issue of whether a parent could
consent to no benefit research involving material risk would not
be presented. It would suffice to hold that it is a breach of duty
to conduct research that violates federal regulations because it in
fact poses more than minimal risk and presents no direct benefit.
Instead the court alludes to John Stuart Mills’ philosophical exam-
ination of consensual slavery and explores the foundation for the
requirement that guilty pleas in criminal cases be based on ade-
quate proffers of fact.  

VI. The Dissent

The dissent scolds the majority for straying beyond the simple issue
of the existence of a duty between an investigator and a subject.
Even on that subject it suggests that the issue was one of law alone,
not one dependent on any facts for the jury to consider on remand
as the majority seemed to hold. The dissent argues pointedly that
an entire litany of bald findings of fact were improper in a review
of a summary judgment, and that the dicta on legal issues that
might never be ripe was imprudent at best, especially given their
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gravity and novelty. The dissent’s harshest criticism was reserved
for the majority’s remarks comparing the research to the Nazi atroc-
ities and the Tuskegee Syphilis Study.

VII. The Motion for Rehearing

As nothing about this case or its jurisprudence could be described
as ordinary, it is perhaps not surprising that the unreported per curi-
am denying the motion for rehearing was itself remarkable. In what
could only be described as a large Gilda Radner “never mind,” the
court took great pains to state that its only finding of fact or law
was as to the existence of a duty to research subjects, and that all
other issues were open for trial, particularly the threshold questions
of whether the research involved any risk at all or indeed presented
a potential benefit to subjects. It is hard to reconcile that otherwise
ordinary concession with the rhetoric of the original opinion.  If the
research is found to present a benefit to subjects, or not pose any
risks, almost the entire original opinion is worse than irrelevant. As
for the holding regarding parental authority, the court explained
that by “any risk” they meant “any articulable risk beyond the min-
imal kind of risk that is inherent in any endeavor,” but did not clar-
ify whether they intended this standard to correspond to that set
forth in 45 CFR 46 with its somewhat different definition of mini -
mal risk. The apparent explanation for the court’s retreat is that the
briefs on rehearing for the first time educated the court as to the
other side of the story, and provided it with analysis of the regula-
tory context, illustrating the prematurity of jumping to conclusions
as to the facts or the issues.  

VIII. The Other Side of the Story

KKI has subsequently filed a motion to remove the case to federal
court, on the grounds that it is entitled to raise a government con-
tractor defense as to the fundamental design of the study. The peti-
tion and conversations with involved parties reveal that the issues
are, if anything, more interesting than those posed by the allega-
tions of the complaint. They suggest that the research took place in
an entirely different setting than that framed by the plaintiffs.  

First, KKI places the study in a factual context to argue that the
research itself didn’t expose any subject to lead.  Subjects were
recruited who either already lived in contaminated housing, or had
already signed leases on houses that had received lead abatement
under the loan programs even before being marketed. For the for-
mer, the families were given information about the hazards of lead
and told that one of two abatement methods would be undertaken,
either of which would be an improvement over the status quo.
Families who did not volunteer had no abatement whatever, but
were the beneficiaries of the education. For the latter, the landlords
had already performed one of two different abatement methods,
and as for families renting them, the choice was to participate in
the study and receive blood tests, or not. KKI’s argument is that
participation in the research did not expose any child to increased
risk of exposure to lead. Put that way, the study still poses ethical

issues, but not exactly those suggested by the allegations in the
complaint.  

Taking issue with another fundamental predicate of the complaint,
it is not conceded that either of the abatement methods was known
to be inferior to another in reducing the ultimate risk to children.
Each of the methods was in use in many areas of the country
based on the lead dust reductions measured in earlier studies.  In
published studies, all the separate methods had shown a significant
reduction in lead dust in vacant homes. KKI explains in its removal
petition that the EPA knew only that HEPA filter measurements
were comparable, but needed to know whether that comparability
translated to reductions in lead absorption by real children and the
way they interact with the home environment. It was not known in
advance that the more expensive abatement method would result
in more protection for children than the others.  

KKI’s response does, however, raise other issues. Is it appropriate
to encourage landlords to perform different lead abatement tech-
niques on their vacant properties for rental to an uninformed pub-
lic, even if they are not considered research subjects unless they
actually participate in the study? Did the project as it related to the
vacant homes amount to an experiment, albeit not one subject to
federal regulation, on the nonparticipating tenants? On the other
hand, the lead reduction loans were approved by the state and city
and landlords were using the loans to make these improvements
absent the study. In addition, all of the methods were in use
throughout the country, and just guessing as to their ultimate effec-
tiveness without study is hardly without ethical concern. We may
have to await the trial, if any, and subsequent appellate action to
see a more thorough examination of the ethical issues actually pre-
sented by the KKI lead abatement study.  

IX. Conclusion

Despite its flaws, the court’s opinion does contain serious discus-
sions of the legal issues that surround the conduct of human sub-
ject research. Even with respect to the arguably unnecessary discus-
sion of parental capacity to consent, it is unquestionably valuable to
remember that the issue is ultimately a traditional one of state law,
not preempted by federal regulations and their categories of per-
missible research. Similarly, the application of traditional tort and
contract duties to the relationships created by human subject
research is perhaps inevitable, and the court’s discussion is invalu-
able notwithstanding any procedural shortcomings. Tort liability for
research misadventures is a new reality.

Given that participation in research is by definition voluntary, plain-
tiff’s counsel will go directly to the issue of informed consent. In
traditional malpractice cases, this count is usually an afterthought
which fails on the issue of causation, given that juries are naturally
skeptical of plaintiffs who claim that they would not have consented
to the removal of their gall bladder had they known all of the rare
complications of general anesthesia. In the context of research, by
contrast, any defect in the informed consent process may be the
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beginning and the end of the case. In the context of research as
well, obtaining truly informed consent is more difficult and com-
plex than for routine medical care, involving as it does the fair
characterization of speculative benefits and unknown risks together
with issues of scientific merit, conflicts of interest, and many others.  

Counsel to institutions conducting research on children in particular
should examine the quality of the reviews conducted by their IRBs
and their compliance with federal requirements, especially those
regarding research not presenting the potential of direct or indirect
therapeutic benefit. Close attention should be paid to the adequacy
of consent documents and the consent process to assure that the
research has been candidly explained in terms understandable to
its subjects. On top of increased federal scrutiny of research compli-
ance in recent years, the Grimes case teaches that research institu-
tions must now assess the adequacy of consent by applying tradi-
tional tort perspectives as well.
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DHHS Publishes for
Comment Proposed
Revisions to EMTALA
Ray Harold McCard, Jr., Esquire
Chaffe McCall Phillips Toler &
Sarpy LLP
New Orleans, Louisiana

I.  Introduction

On May 9, 2002, the Depart-
ment of Health and Human
Services (DHHS) published for
comment, in 67 Federal
Register at page 31469, a num-
ber of proposed changes and
clarifications to the Emergency
Medical Treatment and Active
Labor Act (EMTALA) regula-
tions found at 42 CFR Part
489. The proposed changes
include a new definition, “ded-
icated emergency department”,
and clarification of a hospital’s
responsibilities with regard to
maintaining physician on-call
lists. The proposed regulations
further seek to clarify the
murky situations involving
EMTALA obligations toward
inpatient admissions and the
applicability of EMTALA to
off campus, provider based
departments and provider
based entities.

II.  New definition—
Dedicated Emergency
Department

The proposed regulatory
changes take on the task of
clarifying under what circum-
stances a hospital is obligated
under EMTALA to screen, sta-
bilize or transfer an individual
who comes to a hospital, pre-
senting either at its dedicated
emergency department or else-
where on hospital property.
DHHS proposes to resolve the
question of when, exactly, a
patient comes to the emer-
gency department by defining

dedicated emergency depart-
ment as: 

[A] specially equipped and
staffed area of the hospital
that is used a significant
portion of the time for the
initial evaluation and treat-
ment of outpatients for
emergency medical condi -
tion and is either located:
(1) on the main hospital
campus; or (2) off the main
hospital campus and is
treated by Medicare under
§ 413.65(b) as a department
of the hospital. 
67 FR 31472.

The proposed definition,
according to DHHS, will
encompass not only what is gen-
erally thought of as a hospital’s
emergency room, but would
also include other departments
of the hospital, such as labor
and delivery departments, psy-
chiatric units of hospitals that
provide emergency care, and
any other departments that are
held out to the public as an
appropriate place to go for
urgent medical services. Id.
DHHS believes that it is irrele-
vant whether the dedicated
emergency department is locat-
ed on or off the hospital’s main
campus, as long as the patient is
presenting to a hospital for serv-
ices. DHHS proposes that the
new definition of dedicated
emergency department would
clarify that a hospital must pro-
vide at least a medical screening
examination to all individuals
who present to an area of the
hospital meeting the new defini -
tion. DHHS is seeking public
comment on exactly what con-
stitutes “a significant portion of
the time” to determine qualifica-
tion as a dedicated emergency
department.

III.   Physician On Call
Lists

The subject of physician on call
lists has generated much discus-
sion in the provider community,
as smaller hospitals have strug-
gled with the extent to which
EMTALA requires on-call cover-
age. DHHS notes, with specific
reference to the Centers for
Medicare and Medicaid Services
(CMS) State Operations Manual,
that Medicare does not set
requirements on how frequently
a hospital’s staff of on call physi-
cians are expected to be avail-
able to provide on call coverage.
67 FR 31478. It notes “CMS
allows hospitals flexibility to
comply with EMTALA obliga-
tions by maintaining a level of
on call coverage that is within
their capabilities.” Id. DHHS
notes that there is no predeter-
mined ratio employed by CMS
to determine the number of days
a hospital must provide medical
on call coverage, based on the
number of staff physicians. Id.

In determining EMTALA com-
pliance, CMS will consider all
relevant factors including med-
ical staff size and provisions a
hospital has made for situations
in which the on call physician
is unable to respond or the
needed specialty is not avail -
able. Id. DHHS proposes to
add a new paragraph to 42
CFR § 489.24 to specify that
each hospital has the discretion
to maintain the on call list in a
manner to best meet the needs
of the patients. It would further
specify that physicians, includ-
ing specialists, are not required
to be on call at all times, but
that the hospital must have
policies and procedure to fol-
low in  case on call coverage is
not available. 67 FR 31479. 

IV.  Applicability of
EMTALA to
Inpatient Admissions

The proposed regulatory clarifica-
tions seek to limit the applicabili-
ty of EMTALA to inpatient situa-
tions. If a patient has been admit-
ted as an inpatient, DHHS notes
that the hospital’s EMTALA obli-
gation continues until the patient
is stabilized within the criteria set
out in 42 CFR § 489.24(b). 67 FR
31275. A patient who goes in and
out of apparent stability with suffi-
cient rapidity or frequency would
not be considered stabilized for
EMTALA purposes. Id. Such a
patient would continue to be cov-
ered by EMTALA until overall
medical stability is achieved.

But for certain limited circum-
stances as noted above, DHHS
opines that EMTALA does not
apply to hospital inpatients. Id. It
bases its analysis on the statutory
language itself and the legislative
history to reach this conclusion.
DHHS reasons that if Congress
had intended EMTALA to apply
to inpatient treatment, it would
not have used a definition of
“emergency medical condition”
that focuses exclusively on symp-
toms and that uniquely defines
an individual’s status at the time
of initial presentation to the hos-
pital. Id. Further, DHHS notes
that the original intent of EMTA-
LA was to address abuses in
delivery of emergency medical
services; it noted no such refer-
ences in the legislative history to
similar problems faced by hospi-
tal inpatients. Id.

V.  Off Campus
Departments and On
Campus Entities

In one of the happier proposed
changes, DHHS seeks to delete
entirely 42 CFR § 489.24(i)
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relating to a hospital’s EMTA-
LA obligation with respect to
patients presenting to off cam-
pus departments that do not
routinely provide emergency
care. 67 FR 31477. Unless an off
campus hospital department
meets the definition of designat-
ed emergency department as
noted supra, it would have no
EMTALA obligation with
respect to patients presenting to
such departments. Id. Under the
circumstances of a patient pre-
senting to a hospital department
that did not meet the definition,
it would be appropriate for the
department to call the EMS, if it
is incapable of treating the
patient. Id . However, DHHS
expects that hospitals will have
appropriate protocols in place
to address such situations. Id.
DHHS proposes adding a new
paragraph to 42 CFR § 482.12,
requiring that the governing
body of the hospital assure that
the hospital medical staff has
written policies and procedures
in effect with respect to off cam-
pus non emergency depart-
ments for appraisal of emergen-
cies and referral when appropri-
ate. Id.

Finally, the proposed changes
clarify that provider based enti-
ties that are not under the certifi-
cation and main provider num-
ber of the hospital do not incur
EMTALA obligations. EMTALA
applies only to those (hospital)
departments (emphasis present in
original) on the hospital’s main
campus that are provider based,
and would not apply to provider
based entities (emphasis present
in original) (such as RHCs) that
are on the hospital campus. Id.

VI.  Conclusion

The proposed regulations pro-
vide much needed clarification

of a hospital’s EMTALA obliga-
tions in several situations that
had been less than clear. Except
for certain limited circum-
stances, DHHS makes it clear
that EMTALA would not apply
to inpatients. By providing a
new definition of designated
emergency department, DHHS
has gone a long way toward
resolving providers’ questions as
to when EMTALA obligations
attach. The proposed changes
to the EMTALA regulations
appear to narrow, not widen,
the scope of the Act. Comments
on the proposed changes are
due no later than 5:00 p.m. on
July 8, 2002.
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The Office for Civil
Rights Releases
Proposed Modifications
to the HIPAA Privacy
Standards
Ralph L. Glover II, Esquire
Chuhak & Tecson, PC
Chicago, Illinois

I.  Introduction

On March 21, 2002, the Office
for Civil Rights (OCR) released
a proposed rule (Proposed
Rule) containing proposed revi-
sions to the federal Standards
for Privacy of Individually
Identifiable Health Information
codified at 45 C.F.R. Parts 160
and 164 (Privacy Standards). 

The Privacy Standards became
effective April 14, 2001. The com-
pliance date for covered health-
care providers, healthcare clear-
inghouses and most health plans
is April 14, 2003. For small health
plans with annual gross revenues
less than five million dollars
($5,000,000), the compliance date
is April 14, 2004. The Proposed
Rule does not change the compli-
ance dates for the Privacy
Standards. The Proposed Rule
only provided a thirty (30) day
comment period that ended on
April 26, 2002.

The Proposed Rule purports to
clarify and simplify key provi-
sions of the Privacy Standards
while still maintaining protection
for individually identifiable
health information.

II.  Consent

Probably the most significant
revision proposed by OCR is
removal of the requirement that
covered direct treatment health-
care providers obtain a consent
before the provider can use or
disclose protected health infor-
mation (PHI) to carry out treat-

ment, payment, or healthcare
operations. Compliance with the
consent requirement of the
Privacy Standards would create
several complications under cer-
tain circumstances. For example,
if a physician calls a pharmacy
with a patient’s prescription, and
the patient had not previously
executed a consent with the
pharmacy, the pharmacy would
be prohibited from using or dis-
closing the PHI about the patient
to fill the prescription until the
patient arrived in person and
signed a consent.

All covered entities will be per-
mitted to obtain a consent if they
so choose. Moreover, the removal
of the consent requirement only
applies to uses and disclosures of
PHI for treatment, payment, and
healthcare operations; it does not
change the obligation of a cov-
ered entity to obtain an authoriza-
tion for uses and disclosures of
PHI not otherwise permitted by
the Privacy Standards.

III.  Use and Disclosure
of PHI.

According to the Privacy Stand-
ards, a covered entity, after
obtaining a consent, is permitted
to use or disclose PHI to carry
out treatment and the covered
entity’s own payment and health-
care operations. However, a cov-
ered entity is generally prohibit-
ed, absent obtaining an authori-
zation, from disclosing PHI to
another entity for the receiving
entity to carry out its own pay-
ment or healthcare operations. 

OCR proposes to clarify and
simplify existing uses and disclo-
sures of PHI covered entities are
permitted to conduct, without
the necessity of obtaining an
authorization, by revising 45
C.F.R. § 164.506 to:

1. Permit covered entities to use
or disclose PHI for their own
treatment, payment, or health-
care operations without prior
consent or authorization.

2. Clarify that covered entities
may share PHI for the treat -
ment activities of another
healthcare provider.

3. Permit covered entities to
disclose PHI to another cov-
ered entity or non-covered
healthcare provider for the
purpose of such receiving
entity to carry out its own
payment activities. 

4. Permit covered entities to dis-
close PHI about an individual
to another covered entity in
order for the receiving covered
entity to carry out certain
healthcare operations listed in
paragraphs 1 & 2 of the defini-
tion of “healthcare operations.”
This revision would further
require that both covered enti-
ties have, or have had a rela-
tionship with the individual
who is the subject of the infor-
mation being requested. Under
this provision, covered entities
would only be permitted to
disclose PHI to another cov-
ered entity.

5. Clarify that covered entities
participating in an organized
healthcare arrangement
(OHCA) may share PHI for
the healthcare operations of
the OHCA. The Privacy
Standards permit legally sep-
arate covered entities that
are clinically or operationally
integrated to be considered
an OHCA if the participat -
ing covered entities must
share PHI for the joint man-
agement and operations of
the arrangement.

IV.  Notice of Privacy
Practices

OCR proposes to require cov-
ered direct treatment healthcare
providers to make a good faith
effort to obtain an individual’s
written acknowledgment of
receipt of the healthcare
provider’s notice of privacy
practices. Indirect treatment
healthcare providers, health
plans and healthcare clearing-
houses are not required to
obtain this acknowledgment. 

While the Proposed Rule
requires that the acknowledg-
ment be in writing, however,
the format of the acknowledg-
ment is not set forth in the
Proposed Rule. OCR states
that each covered healthcare
provider may choose the form
and other details of the
acknowledgment that are best
suited to the provider’s prac-
tices so long as they do not
pose an impediment to the
delivery of timely and quality
healthcare . In the event of an
emergency situation, OCR pro-
poses to permit healthcare
providers to delay provision of
a notice of privacy practices
until reasonably practicable
after the emergency treatment
situation. Healthcare providers
would further be exempt from
having to make a good faith
effort to obtain the acknowl-
edgment in an emergency treat-
ment situation. 

While covered direct treatment
healthcare providers would no
longer be required to obtain a
patient’s consent prior to carry-
ing out treatment, payment or
healthcare operations, any uses
or disclosures of PHI for such
purposes would still need to be
consistent with the entity’s
notice of privacy practices. 
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V.  Minimum Necessary
and Oral
Communications—
Incidental Use or
Disclosure

The Privacy Standards require
that covered entities take reason-
able steps to limit uses or disclo-
sures of, and requests for, PHI to
the minimum amount necessary
to accomplish the intended pur-
pose of the use, disclosure or
request. Covered entities must
evaluate their practices and
implement protections, as need-
ed, to limit unnecessary or inap-
propriate access to, and disclo-
sures of, PHI. Covered entities
are required to develop and
implement policies and proce-
dures appropriate to the entity’s
business practices and workforce
that reasonably minimize the
amount of PHI used, disclosed,
and requested. In addition, such
policies and procedures must
identify the persons or classes of
persons within the covered entity
who need access to PHI to carry
out their job duties, the cate-
gories or types of PHI needed,
and conditions appropriate for
such access.

OCR proposes to modify the
Privacy Standards to explicitly
permit certain incidental uses
and disclosures that occur as a
result of an otherwise permitted
use or disclosure of PHI under
the Privacy Standards. An inci-
dental use or disclosure must: 

1. Be a secondary use or disclo-
sure that cannot reasonably
be prevented, 

2. Limited in nature, and 

3. Occur as a by-product of an
otherwise permitted use or
disclosure under the Privacy
Standards. 

OCR proposes to permit inci -
dental uses or disclosures of
PHI only to the extent that the
covered entity has applied rea-
sonable safeguards, and has
implemented the minimum nec-
essary standard, where applica-
ble. Any incidental use or dis-
closure that occurs as a result of
a covered entity’s failure to
apply reasonable safeguards or
the minimum necessary stan-
dard would violate the Privacy
Standards. For example, a cov-
ered entity that asks for a
patient’s health history on the
waiting room sign-in sheet is not
abiding by the minimum neces-
sary requirements and, there-
fore, any incidental disclosure of
such PHI that results from this
practice would be an unlawful
disclosure under the Privacy
Standards.

Furthermore, OCR proposes to
exempt from the “minimum
necessary” standard, any use or
disclosure of PHI for which the
covered entity has received an
appropriate authorization.

VI.  Business Associate
Agreement

OCR has received numerous
comments contending that large
covered entities would not have
enough time to review and
revise or renegotiate all of their
existing vendor and service con-
tracts in order to bring such
contracts into compliance with
the business associate require-
ments contained in the Privacy
Standards. OCR, therefore, pro-
poses to permit covered entities
to continue to operate under
certain existing contracts with
business associates beyond the
April 14, 2003 compliance date.
The extension would apply to
agreements that are already in
effect on April 14, 2003. The

agreement, however, must be
brought into compliance with
the business associate require-
ments the sooner of the next
renewal date of the agreement
or April 14, 2004. OCR further
provides model business associ-
ate language for business associ-
ate contracts; however, the pro-
vided model language does not
include other key, although not
required, contract language such
as an indemnification clause.

VII.  Marketing

OCR proposes to eliminate the
special provisions for marketing
health-related products and serv-
ices. Instead, any communica-
tion defined as “marketing”
would require an authorization
by the individual. Covered enti-
ties would no longer be able to
make any type of marketing
communications without an
authorization unless the commu-
nication is face to face or it
involves a promotional gift of
nominal value.

The requirement that a covered
entity obtain an authorization
for marketing does not include
communications made to an
individual:

1. To describe the entities par-
ticipating in a healthcare
provider network or health
plan network, or to describe
if, and the extent to which, a
product or service (or pay-
ment for such product or
service) is provided by a cov-
ered entity or included in a
plan of benefits;

2. For treatment of that individ-
ual; or

3. For case management or care
coordination for that individ-
ual, or to direct or recom-
mend alternative treatments,

therapies, healthcare
providers, or settings of care
to that individual.

Furthermore, if the covered
entity is going to receive remu-
neration for the advertising, the
authorization must indicate so.

VIII.  Disclosures of
Protected Health
Information
Regarding Parents
and Minors

OCR proposes to revise the
provisions related to disclosure
of PHI to the parents of a
minor child to clarify that state
and other applicable law gov -
erns when such state law explic-
itly addresses disclosure of a
minor’s PHI to the minor’s par-
ent and on such occasions when
such state law provides discre-
tion to a healthcare provider to
disclose the minor’s PHI to the
minor’s parent.

IX.  Research

Under the Privacy Standards,
covered entities are permitted to
use or disclose PHI for research
purposes with an authorization
from the individual research
participant or without an author-
ization if the covered entity’s
institutional review board or pri-
vacy board waives the entity’s
obligation to obtain an authori-
zation, provided certain criteria
are followed. 

A.  Waiver Criteria

OCR proposes to revise the
waiver of authorization criteria
with regard to conducting
research. The revisions will
make the waiver criteria more
reflective of the requirements
for waiving informed consent
set forth in the “Common
Rule.” OCR proposed to
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retain two of the waiver crite-
ria contained in the Privacy
Standards due to their similari-
ty to two of the Common Rule
criteria. In addition, the
revised waiver criteria would
compound three criteria OCR
believes are important to
determining whether the
research proposes a minimal
risk to the participant. The
authorization waiver criteria
would apply whether or not
the research project is subject
to the Common Rule. The
proposed waiver criteria are as
follows:

1. The use or disclosure of PHI
involves no more than a mini-
mal risk to the privacy of
individuals, based on, at least,
the presence of the following
elements:

a. An adequate plan to pro-
tect the identifiers from
improper use and disclo-
sure;

b. An adequate plan to
destroy the identifiers at
the earliest opportunity
consistent with conduct of
the research, unless there is
a health or research justifi-
cation for retaining the
identifiers or such retention
is otherwise required by
law; and

c. Adequate written assur-
ances that the PHI will not
be reused or disclosed to
any other person or entity,
except as required by law,
for authorized oversight of
the research project, or for
other research for which
the use or disclosure of
PHI would be permitted
by 45 C.F.R. § 164.512(i); 

2. The research could not prac-
ticably be conducted without
the waiver or alteration.

3. The research could not prac-
ticably be conducted without
access to and use of the PHI.

OCR further proposes to revise
the research standard by elimi-
nating the provision requiring a
specific authorization for a cov -
ered entity to use and disclose
PHI for research which includes
treatment of the research partici-
pant. Covered healthcare
providers will still be able to
condition the provision of
research related treatment on
the research participant first
providing an authorization for
the use and disclosure of the
research participant’s PHI for
the particular research study. 

In addition to eliminating the
special authorization require-
ments for research studies
involving treatment, OCR pro-
poses to clarify that the Privacy
Standards will allow an authori-
zation for the use or disclosure
of PHI for research to be com-
bined with any other legal per-
mission related to the research
study including another authori -
zation or an informed consent.
With regard to the timing
requirement for termination of
an authorization, OCR proposes
to allow the statement “end of
the research study” or similar
language to be sufficient to satis-
fy the requirement for an expi-
ration date or event. 

B.  Research Transition

The proposed research amend -
ments would eliminate the dis -
tinction between research that
includes treatment and research
that does not include treatment.
In addition, there will be no dis-
tinction between requirements

for research conducted with a
patient’s informed consent ver-
sus research conducted with an
IRB-approved authorization
waiver. 

A covered entity would be per-
mitted to use or disclose PHI
for a specific research study that
is created or received either
before or after the compliance
date, if the covered entity has
obtained, prior to the compli-
ance date: an authorization or
other express legal permission
from an individual, an informed
consent to participate in the
research study, or an IRB has
waived informed consent for the
research study in accordance
with the Common Rule or the
FDA’s human subject protection
regulations.

X.  Authorization

The Privacy Standards provide
for three types of authorizations
that may be used for the use
and disclosure of PHI not other-
wise permitted under the
Privacy Standards. OCR,
intending to simplify the author-
ization provisions, is proposing
to only require one type of
authorization for all uses and
disclosures of PHI not otherwise
permitted under the Privacy
Standards. 

All authorizations would contain
the following core elements: 

1. A description of the informa-
tion to be used or disclosed, 

2. The identification of the per-
sons or class of persons
authorized to make the use
or disclosure of the PHI, 

3. The identification of the per-
sons or class of persons to
whom the covered entity is
authorized to make the use
or disclosure, 

4. A description of each pur-
pose of the use or disclosure, 

5. An expiration date or event, 

6. The individual’s signature
and date, and 

7. If signed by a personal repre-
sentative, a description of his
or her authority to act for the
individual.

In addition to modifying the
core authorization requirements,
OCR is proposing to require
authorizations to contain the fol-
lowing notifications:

1. A statement that the individ-
ual may revoke the authoriza-
tion in writing and either a) a
statement regarding the right
to revoke the authorization,
and instructions on how to
exercise such right, or b) to
the extent that this informa-
tion is included in the covered
entity’s notice of privacy prac-
tices, a reference to the notice;

2. A statement that treatment
payment, enrollment, or eligi-
bility for benefits may not be
conditioned on obtaining the
authorization if such condi-
tioning is prohibited by the
Privacy Standards, or, if con-
ditioning is permitted by the
Privacy Standards, a state-
ment about the consequences
of refusing to sign the author-
ization; and

3. A statement about the poten-
tial for PHI to be subject to
re-disclosure by the recipient
of such PHI.

XI.  De-Identification

While OCR is not proposing to
revise the enumerated identi-
fiers, it does propose to clarify
its intent by explicitly excluding
from the list of enumerated
identifiers, the re-identification
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code or other means of record
identification.

XII. Other Technical
Corrections

1. OCR proposes to add lan-
guage to the definition of
“healthcare operations” to
clarify its intent to permit the
transfer of records to a cov -
ered entity upon a sale, trans-
fer, merger, or consolidation.
This proposed change would
prevent the Privacy Standards
from interfering with neces-
sary treatment or payment
activities upon the sale of a
covered entity or its assets.

2. OCR proposes to clarify that
group health plans (or health
insurance issuers or HMOs,
as appropriate) are permitted
to disclose enrollment or dis-
enrollment information to a
plan sponsor without meeting
the plan document amend-
ment and other related cov -
ered entity requirements.

3. OCR proposes to expand the
exceptions to an individual’s
right to an accounting of a
covered entity’s disclosures of
the individual’s PHI to
include disclosures made pur-
suant to an authorization.
Covered entities would no
longer be required to account
for any disclosures authorized
by the individual.

4. OCR proposes to delete the
term “primary” from the defi-
nition of “hybrid entity.” This
would permit any covered
entity to be a hybrid entity if
it is a single legal entity that
performs both covered and
non-covered functions, regard-
less of whether the non-cov-
ered functions represent that
entity’s primary function, a
substantial function, or even a

small portion of the entity’s
activities. Covered entities that
could qualify as hybrid entities
would be permitted to choose
whether or not they want to
be considered hybrid entities.

5. OCR proposes to expressly
exclude employment records
held by a covered entity in its
role as an employer from the
definition of PHI.

XIII.  Conclusion

The proposed revisions, if final-
ized, would likely ease the
implementation of the Privacy
Standards for covered entities
and clarify other provisions
whose interpretation would cre-
ate compliance difficulties. The
Proposed Rule leaves intact the
individual rights provisions of
the Privacy Standards with the
exception of the addition of
authorizations to the accounting
exceptions.
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