The American Academy of Orthopaedic Surgeons

EMTALA AND THE ORTHOPAEDIC SURGEON
A COMPENDIUM

January 2004



TABLE OF CONTENTS

EMTALA BASICS
A. How We Got Where We Are
B. What EMTALA Says/What EMTALA Does
C. State-enacted Companion/”Copycat”Laws
D. Where We Are Now
E. EMTALA Fallout for Orthopaedic Surgeons

ON-CALL RESPONSIBILITY
A. Hospital Responsibility
B. Medical Staff Responsibility
C. Individual Physician Responsibility
D. Follow-up Care Duty

HOW EMTALA APPLIES TO INDIVIDUAL
ORTHOPAEDIC SURGEONS AT INDIVIDUAL
HOSPITALS

A. Hospital Medical Staff Bylaws

B. EMTALA issues to look for in Medical Statf Bylaws

C. Medical Staff Roles & Regulations

HOW TO MAKE MEDICAL STAFF

DOCUMENTS WORK FOR YOU
A. Fix Your Medical Staff Bylaws
B. Getting Changes Through Medical Staff & Hospital
C. Medical Staff-wide Coverage Requirements

D. Department-based Coverage Bylaws, Rules & Regulations
E. Medical Staff Policy

INDIVIDUAL AND MEDICAL GROUP TOOLS
A. “Flexibility” In Coverage
B. Payment For Coverage
C. Negotiating An On-Call Coverage Plan

CHAPTER ONE
Page 3-4
Page 4-13
Pages 13-14
Page 14-15
Page 15

CHAPTER TWO
Pages 16-17
Pages 17-20
Pages 20-24
Page 24

CHAPTER THREE

Pages 26-27
Pages 27-30
Page 30

CHAPTER FOUR

Page 32

Pages 32-33
Pages 33-37
Pages 37-38
Pages 39-42

CHAPTER FIVE
Pages 43-45
Pages 45-47
Pages 47-50



Table of Contents Continued —

Appendix 1
EMTALA Statute

APPENDIX 2
EMTALA Regulations

APPENDIX 3
AMA EMTALA Quick Reference Guide

APPENDIX 4
AAOQS Position Statement On Emergency Department
On-Call Coverage

APPENDIX 5
CMA Article On The Importance Of An Independent,
Self-Governing Medical Staff

APPENDIX 6
MODEL Medical Staff Bylaws Available From
Medical Associations

Pages 51-56

Pages 57-217

Pages 218-224

Pages 225-226

Pages 227-229

Pages 230



CHAPTER ONE
EMTALA BASICS

A. How We Got Where We Are

Amidst the increase in demand for healthcare services in the 1980s, the government’s
introduction of the prospective payment system and the expansion of “managed” care
to control costs came shocking stories in local and national media describing patient
dumping. Front-page story after editorial column after news magazine report featured
instances of indigent, uninsured or underinsured patients being spurned by hospital
emergency departments due to the patient’s inability to pay for emergency care-
“patient dumping” as the media described it. Women in labor, frightened elderly with
cardiac pain, young people with compound fractures were subjected to wallet biopsies
and shown the door with directions to the county hospital. Patient dumping caused
fear, delays in receiving care, and in some cases heightened risk and worsened injury.
Patient suffering brought on a public relations disaster for America’s hospitals and
physicians.

The resulting public outcry did not stop at the hospital doors but carried on to
Washington, DC. “The Committee is most concerned that medically unstable patients
are not being treated appropriately. There have been reports of situations where
treatment was simply not provided. In numerous other situations, patients in an
unstable condition have been transferred improperly, sometimes without the consent
of the receiving hospital. There is some belief that this situation has worsened since the
prospective payment system for hospitals became effective. The Committee wants to
provide a strong assurance that pressures for greater hospital efficiency are not to be
construed as license to ignore traditional community responsibilities and loosen
historic standards. [Under the proposed federal statute,] all [Medicare] participating
hospitals with emergency departments would be required to provide an appropriate
medical screening examination for any individual who requests it (or has a request
made on his behalf) to determine whether an emergency medical condition exists or if
the patient is in active labor.”! The Emergency Medical Treatment and Active Labor
Act (“EMTALA”) was enacted by Congress in 1986 as part of the Consolidated
Omnibus Budget Reconciliation Act (“COBRA”) of 1985 (42 U.S.C. §1395dd).
Sometimes referred to as COBRA, COBRA/EMTALA, the statute will be referred to as
EMTALA in this publication. The full text of EMTALA is provided in Appendix 1.

TH.R. Rep. No. 99-241, Part 1, 99t Cong., 1st Sess., (1985) p 27.



The requirements of EMTALA are more fully detailed in regulations promulgated by
the federal Department of Health and Human Services, which have been revised over
the years. The full text of the regulations that went into effect November 10, 2003, is

provided in Appendix 2.

B. What EMTALA Says/What EMTALA Does

The following synopsis presents the elements of EMTALA that are key for orthopaedic
surgeons, and their consequences; omissions encompass pregnancy-related sections,
patient refusals and civil enforcement against hospitals.

| EMTALA SAYS

| EMTALA MEANS

In “Medicare hospitals with
Emergency Departments....”

Most if not all US hospitals.

Federal law does not license hospitals; licensing
functions are the province of state governments.
Federal government exercises its control over
hospitals via the federal payment program,
Medicare. Medicare payments are necessary to the
fiscal life of virtually all general, acute-care
hospitals.

when “...any individual....”

Anyone.

Congress deliberately did not limit the examination
requirements to citizens, current patients, or even
to those who are eligible for Medicare coverage, in
order to make the mandate apply broadly.
However, EMTALA does not apply to individuals
already hospitalized.

“...comes to the emergency
department ...”

“Comes to the emergency department” had been
expanded by previous EMTALA regulations to
extend 250 yards from the emergency department,
BUT the 2003 regulations create a more specific
understanding of coming to the emergency
department: presents at a dedicated emergency
department, defined as a hospital department or
facility-on or off campus-which is

licensed as an ER or ED, or

held out to the public in ads or signs as a place to
get care for emergency medical conditions on an
urgent basis, or




provides a third or more of its outpatient visits for
emergency medical conditions on an urgent basis
without requiring an appointment.

or

has presented on hospital property, defined as the
main campus including the parking lot, sidewalk,
and driveway but excluding other parts of the
hospital’s main building that are not part of the
hospital such as physician offices, rural health
centers, skilled nursing facilities or other entities
that participate separately under Medicare, or
restaurants, shops, other non-medical facilities and
requests examination for what may be an
emergency medical condition

or

is in a hospital-owned/operated ground or air
ambulance in order to be examined or treated at
the hospital’s dedicated ER; however, if EMS
protocols are being followed and the patient is
being transported to a non-owner hospital or if a
physician unaffiliated with the owner hospital is
directing the ambulance, then the patient will not
be considered at the owner hospital.

“...and requests examination or
treatment...”

The individual either makes his or her own
request, or a request for examination or treatment
is made on his or her behalf, or if a “prudent
layperson observer” would believe, that the
individual needs emergency treatment or
examination based on the individual’s appearance
or behavior.

“the hospital must provide an
appropriate medical screening
examination within the capability
of the hospital's emergency
department, including ancillary
services routinely available to the
emergency department, to
determine whether-or not-an
emergency medical condition
exists”...




“If an individual comes to a
hospital’s dedicated emergency
department and a request is
made on his or her behalf for
examination or treatment for a
medical condition, but the nature
of the request makes it clear that
the medical condition is not of an
emergency nature, the hospital is
required only to perform such
screen as would be appropriate
for any individual presenting in
that manner, to determine that
the individual does not have an
emergency medical condition.”

The 2003 regulations added this section
acknowledging that some patients present at the
ED for non-emergent care, such as follow-up care
or referral from a physician’s office for tests.

“... The examination must be
conducted by an individual(s)
who is determined qualified by
hospital by-laws or rules and
regulations and who meets the
requirements of Sec. 482.55
concerning emergency services
and personnel and direction. ...”

Screening by a physician is not technically
required, but inadequate screening exams could
result in liability for hospitals and possibly
physicians also. Only a physician can approve a
transfer, although “qualified medical personnel”
can sign off on a transfer subject to a physician’s
counter signature.

without “delay”

“ An emergency physician or
non-physician is not precluded
from contacting the individual’s
physician at any time to seek
advice regarding the individual’s
medical history and needs that
may be relevant to the medical
treatment and screening of the
patient, as long as this
consultation does not
inappropriately delay services
required..” under EMTALA.

“...Hospitals may follow
reasonable registration processes

The hospital may not delay examination or
treatment for the purpose of inquiring about the
individual’s insurance status or method or ability
to pay. The 2003 regulations clarify that the
hospital cannot seek prior authorization from a
managed care company or insurance company
until a screening examination has been provided
and any further examination and treatment needed
to stabilize has been initiated.

The 2003 regulations specifically allow ED
physicians or non-physician staff to contact the
patients” personal physician if doing so does not
delay examination and treatment.




for individuals for whom
examination or treatment is
required by this section,
including asking whether an
individual is insured and, if so,
what that insurance is, as long as
that inquiry does not delay
screening or treatment.
Reasonable registration processes
may not unduly discourage
individuals from remaining for
further evaluation.”

Reasonable registration procedures can proceed so
long as screening and treatment are not delayed
and the individual is not discouraged from
staying, under the 2003 regulations.

“If ... the hospital determines
that the individual has an
emergency medical condition”
defined in EMTALA as

“ (A) a medical condition
manifesting itself by acute
symptoms of sufficient severity
(including severe pain) such that
the absence of immediate
medical attention could
reasonably be expected to result
in -

*(i) placing the health of the
individual ... in serious jeopardy,

*(ii) serious impairment to bodily
functions, or

*(iii) serious dysfunction of any
bodily organ or part,”

the hospital must treat to
stabilize, or may transfer the
patient if appropriate.

If there is a determination that there is no
emergency medical condition as defined, there are
no further EMTALA obligations.

If there is an emergency medical condition as
defined, the hospital must stabilize and treat or
transfer the patient.

Hospitals must provide “(A)
within the staff and facilities
available at the hospital, for such
further medical examination and
such treatment as may be

Resources to be utilized in stabilizing and
transferring should include the full range of
medical staff specialties offered in non-emergent
situations by the hospital to the public. “If a
hospital offers a service to the public, the service




required to stabilize the medical
condition,” “to stabilize” being
defined in EMTALA as “to
provide such medical treatment
of the condition as may be
necessary to assure, within
reasonable medical probability,
that no material deterioration of
the condition is likely to result
from or occur during the transfer
of the individual from a facility...

“

should be available through on-call coverage of
the emergency department.”?

“If a hospital admits the
individual as an inpatient for
further treatment, the hospital’s
obligation under this section
ends...” and

“if the hospital has screened an
individual...and found the
individual to have an emergency
medical condition, and admits
that individual in good faith in
order to stabilize the emergency
medical condition, the hospital
has satisfied its special
responsibilities under this section
with respect to that individual.”

The 2003 regulations clarify that EMTALA
obligations end when the patient is admitted, but
patients cannot be admitted solely to avoid
EMTALA liability. Other regulations apply to
govern quality and set standards for inpatient
care.’

Or, a hospital can provide for
“transfer of the individual to
another medical facility” but only
if “the individual (or a legally
responsible person acting on the
individual's behalf) after being
informed of the hospital's
obligations under this section
and of the risk of transfer, in
writing requests transfer to

2 Interpretive Guidelines: 489.20(r)(2), in 7/98 Surveyor's Guidebook Tag A404.

342 CFR 484.




another medical facility” or

“a physician .... has signed a
certification that based upon the
information available at the time
of transfer, the medical benefits
reasonably expected from the
provision of appropriate medical
treatment at another medical
facility” outweigh the increased
risks to the individual

AND

“the transfer is an appropriate
transfer” defined in EMTALA as
“a transfer -

*(A) in which the transferring
hospital provides the medical
treatment within its capacity
which minimizes the risks to the
individual's health ...;

*(B) in which the receiving
facility -

*(i) has available space and
qualified personnel for the
treatment of the individual, (and
EMTALA stipulates that “A
participating hospital that has
specialized capabilities or
facilities (such as burn units,
shock-trauma units, neonatal
intensive care units, or (with
respect to rural areas) regional
referral centers ...) shall not
refuse to accept an appropriate
transfer of an individual who
requires such specialized
capabilities or facilities if the
hospital has the capacity to treat
the individual” ) and

*(ii) has agreed to accept transfer
of the individual and to provide

Appropriate transfer is based on agreement
between the transferring and the receiving
hospitals.




appropriate medical treatment;

*(C) in which the transferring
hospital sends to the receiving
facility all medical records (or
copies thereof), ...related to
the emergency condition for Transfer must also include medical records which
which the individual has must identify any on-call physician who failed to
presented, available at the time of | come in.

the transfer, including ... the
name and address of any on-call
physician ...who has refused or
failed to appear within a
reasonable time to provide
necessary stabilizing treatment;
(D) in which the transfer is
effected through qualified
personnel and transportation
equipment, as required including
the use of necessary and
medically appropriate life
support measures during the
transfer; and

(E) which meets such other
requirements as the Secretary
may find necessary in the interest
of the health and safety of

individuals transferred. Additional requirements can be added at any time.
d) Enforcement Hospitals are subject to fines varying (based on

*(1) Civil money penalties number of beds) from $25,000 to $50,000 per

*(A) A participating hospital that |violation; one incident can result in multiple
negligently violates a violations. Hospitals could be excluded from
requirement of this section is Medicare participation as a result of EMTALA

subject to a civil money penalty | violations; only 4 have in the history of EMTALA 4
of not more than $50,000 (or not
more than $25,000 in the case of a
hospital with less than 100 beds)
for each such violation.... Physicians are subject to fines as individuals up to

4 Pub. No. GAO-01-747, “Emergency Care: EMTALA Implementation and Enforcement
Issues” (2001), at 20.
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*(B) ... any physician who is
responsible for the examination,
treatment, or transfer of an
individual in a participating
hospital, including a physician
on-call for the care of such an
individual, and who negligently
violates a requirement of this
section, including a physician
who

(i) signs a certification ...that the
medical benefits reasonably to be
expected from a transfer to
another facility outweigh the
risks associated with the transfer,
if the physician knew or should
have known that the benefits did
not outweigh the risks, or

(ii) misrepresents an individual's
condition or other

information, including a
hospital's obligations under this
section, is subject to a civil money
penalty of not more than $50,000
for each such violation and, if the
violation is ...gross and flagrant
or is repeated, to exclusion from
participation in this subchapter
and State health care programs

$50,000 per violation (the same rate as the largest
hospital); one incident can result in multiple
violations. Gross and flagrant violations can result
in physician exclusion from Medicare, which in
many hospitals disqualifies the physician from
having medical staff membership or privileges,
effectively ending the physician’s ability to
practice.

(O) If, after an initial
examination, a physician
determines that the individual
requires the services of a
physician listed by the hospital
on its list of on-call physicians ...
and notifies the on-call physician
and the on-call physician fails or
refuses to appear within a
reasonable period of time, and
the physician orders the transfer
of the individual because the

If the physician on-call refuses or fails to come in
when called, and the ER physician determines that
transfer is less risky than remaining without the
on-call physician’s assistance, the ER physician
authorizing the transfer will not be subject to
sanction for unstable transfer. The hospital and the
on-call physician will be subject to sanction.

11




physician determines that
without the services of the on-call
physician the benefits of transfer
outweigh the risks of transfer, the
physician authorizing the
transfer shall not be subject to a
penalty under subparagraph (B).
However, the previous sentence
shall not apply to the hospital or
to the on-call physician who
failed or refused to appear.

(i) Whistleblower Protections

A participating hospital may not
penalize or take adverse action
against a ... physician because
the ... physician refuses to
authorize the transfer of an
individual with an emergency
medical condition that has not
been stabilized or against any
hospital employee because the
employee reports a violation of a
requirement of this section.

Physicians have veto power over transfer if they
consider the patient unstable.

(j) Availability of on-call
physicians.

(1) Each hospital must maintain
an on-call list of physicians on its
medical staff in a manner that
best meets the needs of the
hospital's patients who are
receiving services required under
this section in accordance with
the resources available to the
hospital, including the
availability of on-call physicians.
(2) The hospital must have
written policies and procedures
in place —-

(i) To respond to situations in
which a particular specialty is not

On call physicians may be on-call at more than one
facility and may do elective cases while on-call. If
an on-call physician is unavailable, the hospital is
required to have a policy in place to meet
EMTALA requirements for a patient. This more
flexible approach to on-call service was instituted
in the 2003 regulations.

12




available or the on-call physician
cannot respond because of
circumstances beyond the
physician's control; and

(ii) To provide that emergency
services are available to meet the
needs of patients with emergency
medical conditions if it elects to
permit on-call physicians to
schedule elective surgery during
the time that they are on call or to
permit on-call physicians to have
simultaneous on-call duties.

It is important to recognize that EMTALA has a limited purpose: to prevent hospitals
from turning away people with emergency conditions or transferring people with
unstable conditions. If no emergency condition is found, EMTALA does not impose

any obligations on doctors or hospitals. After more than 15 years of working under

EMTALA, even the law’s primary purpose is subject to ambiguity. Physicians should

know some basics of what EMTALA does and what it does not do.

What EMTALA Does NOT Do

on-call services

P Provide funding for services, screening examinations, transfers o

’ ¥ Require physicians to serve on-call.

P Apply during national disasters.

What EMTALA Does

’ P Limits transfers primarily to stabilized patients.

P Generates complex regulations, interpretive guidelines, Special
Adyvisory Bulletins, State Operations Manuals, and litigation.

providing needed services.

P Requires hospitals to identify physicians who fail to come in
when on-call, and otherwise detracts from a cooperative approach to

>Added in the 2003 regulations at 489.24(a)(2).
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C. State-enacted Companion/ “Copycat” Laws

As a federal statute, EMTALA applies across state lines to all Medicare-participating
hospitals. But EMTALA’s complicated provisions and complicating consequences are
not all that must be considered in evaluating emergency department-related
responsibilities. Several states adopted transfer laws to attempt to control patient
dumping, either before Congress enacted EMTALA, or to provide additional solutions

to the problem of local emergency care access. EMTALA’s provisions “do not preempt
any State or local law requirement, except to the extent that the requirement directly
conflicts with a requirement of this section. “¢

For example, Illinois law, applying to all Illinois-licensed hospitals, addresses the issue
as follows:

Every hospital required to be licensed by the Department of

Public Health pursuant to the Hospital Licensing Act which provides
general medical and surgical hospital services shall provide a hospital
emergency service in accordance with rules and regulations adopted by
the Department of Public Health and shall furnish such hospital
emergency services to any applicant who applies for the same in case of
injury or acute medical condition where the same is liable to cause
death or severe injury or serious illness. For purposes of this Act,
"applicant" includes any person who is brought to a hospital by
ambulance or specialized emergency medical services vehicle as defined
in the Emergency Medical Services (EMS) Systems Act.”

California’s law is similarly drafted to apply to all hospitals licensed by the state.’
Thus, to the extent there are non-Medicare hospitals in a state that has enacted its own
emergency transfer law, the state transfer law will govern transfers. In such states’
Medicare hospitals, EMTALA supercedes the parts of the state law that directly conflict
with EMTALA. Of course, state laws govern only hospital and physician activities in
that state. In addition to learning about EMTALA, surgeons would be well-advised to
become familiar with those state laws affecting their practices in and around
emergency departments.

D. Where We Are Now

642 U.S.C. §1395dd (f).
7210 1.L.C.S. 80/1.
8 California Health and Safety Code §§1317 et seq.
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After more than a year of review, comment and delay, extensive changes were made to
EMTALA regulations effective November 10, 2003, and are attached here as

Appendix 2. The regulations changes were drafted by Centers for Medicare and
Medicaid Services, (hereinafter “CMS”) based in part on their experience trying to
enforce the statute. The public comment on the proposed regulations yielded
interesting responses from CMS and changes to the regulations. Those comments are
included at the outset of Appendix 2.

The changes represented in the new EMTALA regulations are substantial and can be
helpful for physicians. But changing the regulations does not automatically change
the local rules for an individual orthopaedic surgeon. EMTALA obligations are
imposed through hospital bylaws and other contracts, discussed below.

E. EMTALA Fallout for Orthopaedic Surgeons

EMTALA compliance and enforcement affects hospitals and physicians, but in
different ways. Hospitals must deal with the technical notice and reporting
requirements, for example; it is not in the purview of medical staff members to post
signs in hospital corridors for purposes of the hospital’'s EMTALA compliance.
Similarly, EMTALA affects physicians in different specialties in different ways.
Emergency physicians and other physicians staffing emergency rooms must be familiar
with the technical details delineating, for legal purposes only, “emergency condition”
or “stabilization.” Physicians who do not serve on the front lines of emergency service
are affected most directly by EMTALA's references to serving on-call. Other specialists
and sub-specialists along with emergency physicians are subject to liability exposure
and fines under EMTALA'’s civil enforcement provisions.

15



CHAPTER TWO
ON-CALL RESPONSIBILITY

The responsibility for on-call service under EMTALA is commonly misunderstood.

A. Hospital Responsibility

A combination of EMTALA’s requirement for examination and stabilization and
Medicare conditions of participation currently make the hospital--not the physicians,
not the medical staff--responsible for providing on-call services.

Specifically, Federal law requires Medicare participating hospitals “to maintain a list of
physicians who are on-call for duty after the initial examination to provide treatment
necessary to stabilize an individual with an emergency medical condition. . . .”° The
federal EMTALA regulations state that both the transferring and the receiving
hospitals must “maintain a list of physicians who are on call for duty after the initial
examination to provide treatment necessary to stabilize an individual with an
emergency medical condition...”10. A section new to the 2003 EMTALA regulations
provides that “(e)ach hospital must maintain an on-call list of physicians on its medical
staff in a manner that best meets the needs of the hospital's patients who are receiving
services required under this section in accordance with the resources available to the
hospital, including the availability of on-call physicians.”1? Plus, the hospital has to be
prepared if the physician listed is unavailable. The 2003 EMTALA regulations provide
that “(t)he hospital must have written policies and procedures in place (i) To respond
to situations in which a particular specialty is not available or the on-call physician
cannot respond because of circumstances beyond the physician's control; and (ii) To
provide that emergency services are available to meet the needs of patients with
emergency medical conditions if it elects to permit on-call physicians to schedule
elective surgery during the time that they are on call or to permit on-call physicians to
have simultaneous on-call duties.” Again, the hospital is responsible for having a list of
on-call physicians. Nothing in EMTALA or in the Medicare statutes requires
physicians to be on the list, as a condition of membership in the medical staff, or as a
condition of participation in Medicare, nor does any state require on-call service as a
condition of licensure. Nonetheless, hospitals typically assert that physicians have no
choice in the matter but to serve on-call.

9 42 USC § 1395cc(a)(1)(I).
19.489.20(r)(2).
' 489.24(j).
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No hospital policy or procedure can pass on the hospital’s obligations unilaterally. No
hospital can force physicians to serve on-call based on EMTALA alone. Physician on-
call service can only be imposed by medical staff bylaws and related documents, or by
contract. AAOS recommends that hospitals negotiate with physicians to compensate
on-call service. The AAOS Position Statement on Emergency Department On-Call
Coverage is attached as Appendix 4. Similarly, in its recently adopted policy, the

California Medical Association called for hospitals to contract for on-call service and
that on-call service should be wholly voluntary:

RESOLVED: That it shall be the policy of the California Medical Association
that a physician’s participation on a hospital’s emergency department backup
call panel shall be voluntary and shall not be required as a condition of staff
membership; and be it further
RESOLVED: That CMA amend its Medical Staff Model Bylaws to state that: (1)
participation on the emergency department backup call panel shall be
voluntary; and (2) neither the appointment nor reappointment to the medical
staff shall in any way be contingent on an applicant’s willingness to participate
on the emergency department’s backup call panel; and be it further
RESOLVED: That CMA encourage hospitals to contract with, and compensate,
physicians to provide on-call emergency service.!?
If physicians volunteer to take call or if they accept compensation for call, they must be
certain to clarify whether they are restricted to call at that hospital only and only for ED
stabilize and treat calls, or whether they can be on call for their patients also, or
simultaneously on call for other facilities, or whether they can schedule elective
procedures also. Under the 2003 regulations, hospitals must have policies to handle
the situation when the on-call physician is unavailable, no matter what the reason for
the unavailability. The hospital’s policies must identify whether the hospital does
“permit on-call physicians to schedule elective surgery during the time that they are on
call or to permit on-call physicians to have simultaneous on-call duties.”’3 Knowing
the parameters of the call responsibility is critical for an informed decision as to
whether to choose to be on-call for the hospital.

Call is the hospital’s statutory obligation, but ultimately it can only be carried out by
physicians.

B. Medical Staff Responsibility

12 CMA House of Delegates Resolution 601a-02 “Voluntary Participation On
Emergency Department Call Panels,” 2002.
13 489.24()).
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The medical staff organization of a hospital ignores EMTALA at its peril. Because the
hospital clearly has the legal responsibility for providing a list of physicians who serve
on-call, and faces Medicare sanctions for its failure to do so, the hospital will obtain
physicians to serve on-call. The hospital may contract for coverage with physicians not
previously on the medical staff, may recruit physicians to the staff for the express
purpose of serving on-call and setting up new practices, and in those states permitting
hospital employment of physicians,# hire additional physicians and require them as a
condition of employment to take call from the emergency department. These solutions
may conflict with the interests of the medical staff as a whole or with the interests of
certain of its members.

Beyond serving its members” interests, the medical staff is particularly well suited to
take on the problem of EMTALA compliance. As the entity responsible for the quality
of patient care in the hospital, the medical staff organization is able to assess where
coverage is problematic and what its emergency medicine department needs to
provide good care while meeting EMTALA demands.

In addition, it must be recognized that maintaining on-call coverage is an on-going
responsibility. Needs of the community and the hospital will change, as will the ability
of members to continue to fulfill the obligations earlier assumed. The medical staff
organization should maintain oversight to ensure that patient care quality is
maintained by adjusting the call system as needed.

The challenges faced by many if not most hospitals in providing on-call coverage are
well known. According to the General Accounting Office, the specialties most
frequently facing on-call shortages, in descending order, are!>

1. Neurosurgery

2. Cardiovascular Surgery & Cardiology
3. Pediatrics & Subspecialties

4. Orthopaedic Surgery

5. Obstetrics/Gynecology & Neonatology
6. Neurology

7. Plastic Surgery

8.

Psychiatry & Subspecialties

14 For example, in Illinois, per Garibaldi v. Applebaum, 252 11. 29, 742 N.E. 2d 279, 194 11.
2d 458 (2000).

15 Department of Health and Human Services, Pub. NO. OEI-09-98-00220, The
Emergency Medical Treatment and Active Labor Act: Survey of Hospital Emergency
Departments (2001) at 17.
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However, the order of shortage severity and the specialties on the shortage list may
differ from one medical staff to the next. Because the problem of shortage is different
in severity and by specialty, no cookie-cutter answer will do. Each hospital must arrive
at its own solution to its unique on-call coverage problems. In each hospital, the
medical staff organization is best suited to know which specialties are encountering
shortages, for reasons that may well be particular to their own community, and what
call solutions will work for what specialties and for the medical staff overall.

Further, CMS recognizes that “medical staff by-laws or policies and procedures must
define the responsibilities of on-call physicians to respond, examine and treat patients

with emergency medical conditions.” 1 Medical staff documents have to be adopted
by the medical staff, not unilaterally imposed by the hospital.

The following sample solutions are open to medical staffs to consider. A combination
of more than one of these solutions may be appropriate for some medical staffs:

| Coverage solution | Description | Documented in...
Voluntary -entire staff | No mandated call; Medical Staff Bylaws
members sign up to
take call if they choose.
Voluntary- A department Medical Staff Bylaws +
departmental determines it will not Departmental Rules
have mandated call; and Regulations
department members
may take call if they
choose.
Contracted Coverage Hospital contracts with | Contracts

every specialty to
provide Emergency
Department coverage
around the clock.

Employed Coverage Hospital hires Contracts; job
specialists whose descriptions
employment duties
include taking ED call.

Coverage Category Medical staff members | Medical Staff Bylaws

whose privileges are

16 CMS State Operations Manual (SOM), Appendix V, page V-15.
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limited to serving on-
call for Emergency
Department.

Mandatory Coverage All medical staff Medical Staff Bylaws
members must take
call as a condition of

membership.
Mandatory Coverage Medical staff members | Medical Statf Bylaws
for all Categories must take call unless in
except Honorary and these two categories,
Emeritus which are typically

limited to those no
longer in active clinical
practice.

Mandatory Coverage Medical Staff members | Medical Staff Bylaws
for Some Categories must take call as a
condition of
membership in a staff

category, typically,
Active Staff.
Department- Each department Medical Staff Bylaws+
determined Coverage determines whether Departmental Rules
and how its members and Regulations

will cover the
Emergency Room.

Years of Service/ Age Members over a stated | Medical Staff Bylaws

Exemption from age or length of service
Coverage on the medical staff
exempted.

For sample bylaws provisions implementing these solutions, see chapter four below.
The medical staff can be very influential, if not determinative, in establishing on-call
obligations. Involvement in the medical staff organization, its leadership, its

departments and key committees such as the bylaws committee, is recommended.

C. Individual Physician Responsibility
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Physicians who are required by medical staff bylaws, policies and procedures to serve
on-call, or who choose to serve on-call, should be aware of the ramifications.

1. Know Your Rights

Serving on-call can be an advantage to those interested in growing their practices. It
has been determined that physicians have a vested right in on-call rotation, as they
have in medical staff membership and clinical privileges. Therefore, a physician may
not be removed from the on-call service rotation without hearing rights.1”

Serving on-call need not be unique to one hospital medical staff. For many specialists,
multiple medical staff memberships are part of the practice, to allow for service of
patients whose preferences, managed care plans or personal locations vary among
more than one hospital in the community. Group practices or long-standing coverage
arrangements typically involve covering more than one hospital when on-call.
However, under EMTALA, simultaneous on-call has been considered questionable at
best. In a June 13, 2002, memorandum clarification, CMS informed its administrators
that “CMS is revising its policy to allow on-call physicians to provide coverage
simultaneously at several hospitals to maximize patient access to care. This change of
policy is being established to promote the timely and economic delivery of appropriate
quality of care to all patients in need of the specialty service in question. The
implementation of this policy however, does not relieve individual hospitals of its
EMTALA obligations . . . hospitals must have policies and procedures to follow when
an on-call physician is simultaneously on-call at another hospital and is not available to
respond. Hospital policies may include, but are not limited to procedures for back-up
on-call physicians, or the implementation of an appropriate EMTALA transfer
according to 42 C.F.R. 489.24 (d). The policies and procedures a hospital adopts to
meet its EMTALA obligation is at the hospital’s discretion, so long as they meet the
needs of the patients who present for emergency care.”’® This CMS policy was
formally integrated into the 2003 EMTALA regulations. Consequently, individual
physicians and physician groups need not devote an on-call rotation to a single
hospital.

Serving on-call need not prohibit scheduling elective surgery, but it might. In 2002,
CMS compiled Questions and Answers regarding On-Call, including the following
answer: “We would expect that if a physician has agreed to be on-call at a particular
hospital during a particular period of time, but has also scheduled elective surgery
during that time, that physician would have a planned back-up in the event that they
are called while performing elective surgery. We anticipate that surveyors would
recognize that physicians and hospitals need flexibility in developing a back-up plan

17 Bergeron v. Desert Hospital Corporation, 221 Cal. App. 3d 146, 270 Cal. Rptr. 397 (1990).
18 CMS Memorandum Ref #5&C-02-35, “Simultaneously On-Call” (June 13, 2002).
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that the back-up plan needs to be developed in the best interests of the community
(sic).”1 As with elective surgery, discussed above, the 2003 EMTALA regulations
formally adopt the agency’s position with more specificity:
The hospital must have written policies and procedures in place...to provide
emergency services are available to meet the needs of patients with emergency
medical conditions if it elects to permit on-call physicians to schedule elective
surgery during the time that they are on-call or to permit on-call physicians to have
simultaneous on-call duties.?

2. Know Your Liabilities

As identified in the EMTALA SAYS/EMTALA MEANS chart on page 7, physicians are
subject to direct sanctions for failing to respond or to come in to the hospital while
serving on-call when required to by medical staff bylaws, policies and procedures.
Physicians as individuals are subject to civil monetary penalties (i.e., fines) up to
$50,000 per violation. Recent revisions of fraud and abuse regulations involving

EMTALA violations indicate that “a prior history of incidents” regarding EMTALA can
be taken into consideration, suggesting that civil monetary penalties may be assessed
cumulatively for matters that never reached the level of a judicially determined
“violation.”?!

Gross and flagrant violations can result in physician exclusion from Medicare, which in
many hospitals disqualifies the physician from having medical staff membership or
privileges, in many instances effectively ending the physician’s ability to practice.

Violations of state law requirements for patient screening and transfer may also result
in fines and other sanctions.

In addition to government sanctions, fulfilling EMTALA-related obligations gives rise
to the question of extraordinary professional liability exposure. A number of lawsuits
have been brought against physicians based on their involvement in screening for
emergency medical conditions, stabilizing or transferring patients. A number of
courts have held that EMTALA does not raise or expand the standard for negligence.
For example, the court in Summers v Baptist Med. Ctr. of Arkadelphia, held that “instances
of dumping or improper screening of patients for discriminatory reason, or failure to
screen at all, or screening a patient differently from other patients perceived to have the
same condition, all are actionable under EMTALA. But instances of negligence in the

19 CMS Memorandum Ref #5&C-02-34, “On-Call Requirements-EMTALA” (June 13,
2002).

20 Sec 489.24 (j)(2)ii.

21 42 CFR Part 1003.106.
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screening or diagnostic process, or of mere faulty screening are not.”?? A similar
conclusion was reached by the Ninth Circuit Court of Appeals in a wrongful death
action alleging that the emergency department physician’s failure to find a lung
abscess constituted an EMTALA violation; the patient was discharged from the
emergency department, admitted to a second hospital the following day, and died after
surgery. Focusing on the statute, the court wrote "a hospital does not violate EMTALA
if it fails to detect or if it misdiagnoses an emergency condition."?

However, exposure to professional liability through brief but intense interaction in an
emergency situation must be acknowledged as a risk. As reported by the American
Medical Association Council of Medical Services,

The ED is clearly a high-risk environment due to the seriousness of

cases brought in and the lack of a pre-existing patient-physician relationship.
The challenge of complying with EMTALA and other state laws regulating
emergency care creates additional risks and liability concerns. These risks

extend to physicians who respond or refuse to respond in an on-call capacity.
Moreover, at least one malpractice liability carrier has refused coverage for ED
on-call services.

Not having any interaction in an emergency situation can also be a risk. In the
Missouri case of Millard v. Corrado?®, Dr. Corrado, one of three general surgeons on the
medical staff, but the only one in town on a weekend, signed out his call duty to an
orthopaedic surgeon, in order to attend an American College of Surgeons meeting in a
nearby town. During his absence, a trauma victim with soft-tissue injuries presented at
the emergency department. The orthopaedic surgeon paged Dr Corrado who
concurred in the decision to transfer the patient to a hospital with general surgeons
more immediately available. The patient lost her gall bladder, left kidney and part of
her colon. She and her husband sued, not the general surgeon who treated her, not the
orthopaedic surgeon who transferred her, but rather Dr. Corrado, who had never laid
hands on her.

2291 F. 3d 1132, (8 Cir 1996) (en banc), cited in C. Baker, Esq, “EMTALA: Compliance
Quagmire Beyond the Emergency Room,” Health Law Digest v.29, n.9, p 3 (September
2001)

23 Bryant v. Adventist Health/ West, No. CV-98-00759-VRW, slip op. at 7376 (May 20,
2002).

24 American Medical Association Commission on Medical Services, “Physicians On
Call” (I-99)

%514 S.W.3d 42 (1999 Mo. App.).
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At trial the court granted summary judgement against the patient, due to the lack of a
physician-patient relationship. But the Missouri Court of Appeals (Eastern District)
overturned, allowing the case to go forward against Dr. Corrado, on the theory he had
a duty to notify the hospital that he would not be available, to wit:
the public policy of Missouri and the foreseeability of harm to patients in the
position of Mrs. Millard support the recognition of a duty flowing from Dr.
Corrado to Mrs. Millard. Accordingly, we hold that “on-call” physicians owe a
duty to reasonably foreseeable emergency patients to provide reasonable notice
to appropriate hospital personnel when they will be unavailable to respond to
calls. This duty exists independently of any duties flowing from a physician-
patient relationship. Physicians who cannot fulfill their “on-call”
responsibilities must provide notice as soon as practicable once they learn of
circumstances, it is apparent a reasonably prudent person should have foreseen
that such conduct would create a substantial risk of harm to emergency room
patients like Mrs. Millard.26

Not mentioning EMTALA, the Court refused to accept arguments that imposing a duty
on an on-call physician, thus opening up the possibility for liability even where the on-
call physician did not treat, would have a adverse impact on the already overburdened
on-call system, stating:
in reaching our conclusion, we are mindful of concerns raised by Dr. Corrado
and the amici, in particular the fear that recognizing such a duty will prompt
fewer physicians to accept “on-call” assignments. This fear, however, is
unwarranted. Unless obligated by law or contract, physicians are not required
to accept “on-call” assignments, and our holding does not alter this principle.
While emergency patients may expect a qualified physician will care for them,
this expectation alone does not create a duty on the part of an identifiable
physician. The duty is created by the physician who agrees to be available
without reservation to treat emergency patients. We are aware of no public
interest that is furthered by permitting “on-call” physicians to leave town
without providing adequate notice that they will be unable to respond to calls.
In short, the duty we establish in this case will not have a detrimental impact on
the ability of hospitals to attract physicians to accept “on-call” assignments.?”
Albeit uncommon, the Millard case does add to the list of considerations to be weighed
before accepting on-call service. Prudent surgeons should consult their professional
liability insurer to determine whether serving on-call is covered under current policies
prior to agreeing to serve.

D. Follow-up Care Duty

2614 SW.3d 42 at 47.
2 Id. at 51.
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Neither the statute nor the EMTALA regulations clearly impose any responsibility for
follow-up care on the physician who treated the patient’s emergency medical
condition.

AMA policy “urges hospital medical staffs to have written policies and procedures in
place to delineate clearly the patient follow-up responsibilities of staff members who
serve in an on-call capacity to the hospital emergency department.”28

28 American Medical Association Policy Compendium, H-130.954 (I-93).
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CHAPTER THREE
HOW EMTALA APPLIES TO INDIVIDUAL
ORTHOPAEDIC SURGEONS AT INDIVIDUAL HOSPITALS

Since the EMTALA statute and regulations place the burden on hospitals to provide
service on call, how do orthopaedic surgeons get stuck on call? The burden is passed
on by the hospital to doctors practicing there through medical staff documents.

EMTALA

Medicare-Participating
HOSPITALS

MEDICAL STAFF
BYLAWS
RULES & REGULATIONS
POLICIES

PHYSICIANS

Medicare’s Interpretive Guidelines on EMTALA enforcement state, “The medical staff
by-laws or policies and procedures must define the responsibility of on-call physicians
to respond, examine and treat patients with emergency medical conditions.” 2
Therefore, medical staff bylaws and other documents are the critical source of
information to determine how EMTALA affects practice at a particular hospital. It is
important, for EMTALA purposes and for other reasons, to know how medical staff
bylaws work, and how they might work for or against the orthopaedic surgeon.

29 INTERPRETIVE GUIDELINES: 489.20(r)(2), Surveyor's Guidebook Tag A404, 7/98.
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A. Hospital Medical Staff Bylaws

The Hospital Medical Staff Bylaws document the relationship between a physician and
a hospital. Medical staff bylaws can be considered “the Constitution of the Medical
Staff,” forming the internal law for each individual medical staff. Medical staff bylaws
are mandated by hospital licensure statutes and regulations across the United States;
the specific state law requirements for bylaws content vary from state to state. Bylaws
content is also affected by federal statutes such as EMTALA and the Health Care
Quality Improvement Act of 1986,30 which establishes standards for fairness in peer
review. The Joint Commission on the Accreditation of Healthcare Organizations
(“JCAHO”), an independent agency certifying hospitals, ambulatory surgery centers
and other healthcare entities, develops standards which address medical staff bylaws
and other medical staff documents such as rules and regulations and medical staff
policy. JCAHO accreditation is voluntary. However, in most states, JCAHO
accreditation automatically qualifies the hospital as a Medicare provider (known as
“deemed status”). Because of this connection to critical reimbursement, JCAHO
standards are very influential.

Bylaws are a basic requirement, yet some hospitals question whether the bylaws are
binding on the medical staff and the hospital. Medical staff bylaws have been
recognized as contracts between the hospital and the medical staff in a sufficient
number of jurisdictions to allow for the categorization of bylaws as contract to be
considered “the majority view.” Islami v. Covenant Medical Center, Inc.3! Courts in a
variety of jurisdictions concur, to wit: Lawler v. Eugene Wuesthoff Memorial Hospital
Association, (Florida)3?, Bass v. Ambrosius (Wisconsin)33; Lewisburg Community Hospital v.
Alfredson (Tennessee),3* Kennedy v. St Joseph Memorial Hospital of Kokomo (Indiana)3>, St.
John’s Hospital Medical Staff v. St. John Regional Medical Center,(South Dakota)3¢, and
Murphy v. St. Agnes Hospital (New York).3”

In other states, the courts have opined that medical staff bylaws are legally binding
upon the hospital and the medical staff but not contractual in nature. In the
Connecticut case of Gianetti v. Norwalk Hospital,®® the bylaws were determined to be

3042 U.S.C. 11111 et seq.

31822 F. Supp. 1361, 1370 (N.D. Iowa 1992).
32497 So. 2d 1261 (Fla. Dist. Ct. App. 1986).
33 520 N.W.2d 625 (Wis. App. 1994).

34805 S.W.2d 756,759 (Tenn. 1991).

35 482 N.W. 2d 268 (Ind. App. 1985).

36 245 N.W.2d 472 (1976).

37484 N.Y.2d 40, 43 (2d Department 1985).

38 211 Conn. 51, 557 A.2d 1249 (1989).
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enforceable because they are mandated by state law. In Balkissoon v. Capital Hill Hospital
3 the court ruled that hospitals in the District of Columbia had an obligation to follow
the bylaws, although the obligation could not be classified as contractual. So too in
Georgia, under Robles v. Humana Hospital Cartersville.*0

Some jurisdictions have determined to the contrary that medical staff bylaws are not
binding on the hospital, such as California,#'Missouri*? and Ohio.*3 To avoid being
placed in the crosshairs of a technical legal argument, medical staffs can simply declare
in the medical staff bylaws that the document is contractual and binding on the
medical staff, its members, and the hospital.

Whether or not the medical staff bylaws are considered to constitute a contract or are
legally binding, individual medical staff members must comply with the bylaws or face
losing clinical privileges and membership. Even if membership in a particular hospital
medical staff is considered expendable, losing membership and privileges as a result of
a disciplinary action imposed for failure to comply with emergency department
obligations, for example, could permanently mar a physician’s professional credentials.
Adverse actions against medical staff membership or clinical privileges based on
professional conduct or competence lasting more than thirty days are reportable to the
National Practitioner Data Bank. The report will be accessed by every hospital or
contracting entity whenever membership, privileges or contracts are requested by the
physician.# Surgeons should know what every applicable medical staff bylaw requires
regarding EMTALA compliance.

B. EMTALA Issues to Look For In Medical Staff Bylaws

1. Obligation to Take Call

Medical staffs which have elected to impose mandatory call, or which have not
tinkered with these provisions of the medical staff bylaws since EMTALA was enacted,
will have placed the obligation in medical staff bylaws, along the lines of these
samples:

39558 A.2d 304, 308 (D.C. 1989).

40785 F. Supp. 989 (N.D. Ga. 1992).

41 O'Byrne v. Santa Monica Hospital, 94 Cal. App. 4t 797, 114 Cal Rptr. 2d 575 (2001).
42 Zipper v. Health Midwest/Medical Center of Independence, 978 SW 2d 938 (1998).

43 Munoz v. Flower Hospital , 30 Ohio App. 3d 162, 507 N.E.2d 360 (1985).

4 See generally National Practitioner Data Bank regulations, 45 C.F.R. § 60 et seq.
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SAMPLE BYLAW
MANDATORY COVERAGE

Emergency Room coverage shall be by specialty and all members of the Active [and
Associate] Staff shall be obligated to take their tour of Emergency Room duty.
Consultant staff members may be required to take tour of duty, and will have
admitting privileges for those Emergency Room patients. The roster will be made out
for at least one month's coverage, and the members shall be notified thirty (30) days in
advance of their assignments.

or:

SAMPLE BYLAW
MEMBERSHIP REQUIREMENTS
All Active Staff members shall:

Provide on-call coverage as scheduled by the hospital.

2. Obligation to Accept Patients

Some medical staff bylaws may impose an obligation on members to accept into their
practice all patients that they have screened in the course of emergency room coverage,
for follow-up care and beyond. Such provisions assist the hospital in its charitable
mission, helping the hospital qualify for tax-exempt status. Physicians in general are
tax-payers, are not tax-exempt, and have no legal obligation to provide services for
free. Generally, physicians have no legal obligation to enter into a physician-patient
relationship; however, if the medical staff bylaws impose an obligation to provide
services to people for free, membership and privileges may be revoked for failure to
comply.

3. Indirect Obligations

Medical staff bylaws may contain provisions that appear benign but are unduly
burdensome in practice. For example, a member obligation or condition of
membership that states that each member “agrees to abide by hospital policy” is
typical to the point of being veritable boilerplate in medical staff bylaws. However,
hospital policy could easily be adopted, usually by vote of the hospital board without
input by the medical staff, that imposes on-call service without compensation for doing
so. Medical staffs should not commit in medical staff bylaws to follow rules or accept
obligations unilaterally imposed upon them, without voice, vote or notice.
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4. Restriction on Clinical Privileges
Grants of clinical privileges may be tied to emergency on-call service through medical
staff bylaws provisions, which may or may not be apparent.

(1) Permission Required to Relinquish Privileges

Physicians who elect to limit their practices to a sub-specialty, such as sports
medicine/surgery, or a sub-group of privileges, such as hand cases only, may find that
the hospital medical staff bylaws severely restrict their right to choose to narrow their
practice. This is accomplished through bylaws language that limits relinquishment of
privileges as in this example:

SAMPLE BYLAW
LIMITED RELINQUISHMENT
Voluntary relinquishment of privileges may be accomplished only upon written
application, and is subject to Board approval.

These kinds of restrictions mean that a surgeon cannot resign privileges at his or her
own convenience, but must wait to obtain the hospital board’s approval before making
the change.

(2) Full Privileges Required

The hospital cannot require a medical staff member to take patients for elective cases.
But it can condition the sub-specialty privileges, such as hand or spine privileges, on
keeping full, or complete, or “core” privileges, such as all orthopaedic surgical
privileges, for the obvious reason of providing emergency call services.

This is accomplished through bylaws language that limits relinquishment of privileges
or conditions subspecialty privileges on keeping core privileges, demonstrated in the
following example:

SAMPLE BYLAW
CORE PRIVILEGES

Members are required to maintain all core privileges at a minimum. Sub-specialty
privileges are conditioned on maintaining all related core privileges.

3. Emergency Privileges

Most if not all bylaws contain a section on emergency privileges that extends to all
medical staff members the authorization to provide services beyond their existing
privileges (but within the scope of their licensure) during an emergency to save a
patient’s life or prevent harm. Such provisions are particularly intended to encourage
medical staff members to aid in disasters. However, some consultants are selling the
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use of the fairly routine boilerplate emergency privileges as a solution to EMTALA on-
call coverage problems, arguing that emergency privileges essentially deputize all
medical staff members to practice all specialties, even for the purpose of screening and
stabilizing individuals in the emergency department. Bylaws being marketed for this
inappropriate purpose look like the following example:

SAMPLE BYLAW
INAPPROPRIATE ON-CALL PRIVILEGES
Clinical privileges are separate and distinct from participating in the on-call system.
On-Call requirements are not dependent on requested or actual clinical privileges.

C. Medical Staff Rules and Regulations

The second-level medical staff document in most medical staffs is a set of rules and
regulations, which, like medical staff bylaws, must meet certain standards for JCAHO
accreditation and in some states, local law and regulations.

1. Document Hierarchy

Departments adopt rules and regulations which apply only to members of that
department, and must be consistent with the medical staff rules and regulations.
Medical staff rules and regulations apply to all medical staff members and must be
consistent with the medical staff bylaws.

2. Legal Effect of Rules and Regulations

a. Medical Staff Rules and Regulations

Medical staff rules and regulations typically contain clinical details, such as
supervision of house officers, authentication and authority for verbal orders. Medical
staff rules and regulations are usually enforceable against a member of the medical
staff by operation of the medical staff bylaws. Unlike medical staff bylaws, which have
been held to have the effect of contract, no court in any jurisdiction has ruled on the
legal effect of rules and regulations.

b. Departmental Rules and Regulations

Department rules and regulations are adopted by members of a department, subject
under most bylaws to the approval of the medical staff executive committee, and are
applicable only to the members of that department. Consequently, matters that affect
the entire medical staff should not be subject to departmental rules and regulations.
However, if the department has determined that members of the department will take
call, and that determination is consistent with the medical staff rules and regulations
and bylaws, details as to how the call schedule functions are appropriately set forth in
the departmental rules and regulations.
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CHAPTER FOUR
HOW TO MAKE MEDICAL STAFF
DOCUMENTS WORK FOR YOU

Medical staff bylaws are not carved in stone. Bylaws are constantly being updated to
meet the needs of the medical staff organization and to conform with changes in law,
regulation and standards. If the medical staff bylaws are not in concert with what the
medical staff needs, changes should be made to avoid disaffection. Unhappy medical
staff members can vote with their feet, but should first be given the option of voting in
the changes that will make for a successful medical staff and hospital.

JCAHO standards, and in some jurisdictions, state law and regulations*> provide
parameters for how the medical staff bylaws are to be adopted or amended. Joint
Commission standards say nothing about EMTALA compliance, but do require
medical staffs and hospitals to come together to adopt bylaws and specify bylaws
content. According to Joint Commission standards, medical staff bylaws are to be
adopted by the medical staff and are subject to governing body approval before
becoming effective, and neither body can unilaterally amend the medical staff
bylaws.4 Consequently, if medical staff bylaws requirements currently meet the
hospital’'s EMTALA needs, but are overly burdensome to the medical staff or members
of the medical staff, achieving mutually agreeable change can be challenging. Further,
neither the medical staff nor a combination of orthopaedic surgeons nor any other
subsection of medical staff specialists can threaten to boycott the hospital in violation
of the antitrust laws in order to accomplish change.

There are fair, appropriate and effective methods to accomplish favorable bylaws
changes. Experience with the medical staff, familiarity with the medical staff
documents, a clear understanding of what changes are needed, and knowing how to
achieve those changes can result in medical staff documents that work for orthopaedic
surgeons.

4 For example, California regulations provide that governing body approval of
medical staff amendments cannot be withheld unreasonably. 22 Cal. Code of Regs.
Title 22 § 70701(a)(8).

46 Joint Commission on Accreditation of Health Care Organization Accreditation
Manual for Hospitals, Standard MS 1.30 (2004).
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A. Fix Your Medical Staff Bylaws

Brief review of the current medical staff bylaws should be the first step in determining
whether changes are needed, and how to make them. If the EMTALA related
requirements of medical staff bylaws, rules and regulations and policy need to be
changed, it becomes important to determine what the process is to make those changes.
Despite the clear wording of the JCAHO standards prohibiting unilateral amendment
of medical staff bylaws,*” some medical staff bylaws still permit the hospital board to
unilaterally amend the medical staff bylaws. In such a case, the amendment process

needs to be amended, to protect whatever changes can be achieved regarding
EMTALA and all other matters addressed by the bylaws.

No medical staff need recreate the wheel in working out medical staff bylaws revisions,
as there are plentiful sources of assistance from attorneys and consultants. However,
the medical staff should be selective in seeking and obtaining help. The hospital may
graciously offer the assistance of its administrative and legal staff and even its outside
counsel, at no cost to the medical staff. The conflict of interest may not be announced
but should be clear to any physician, and to the medical staff as a whole. Particularly
in negotiating medical staff bylaws--the document defining how medical staff and
hospital interact--the medical staff must have independent legal counsel. A discussion
of the potential for conflict of interest and questions to ask before hiring an attorney are
included in the May/June 2002 California Medical Association Medical Staff Advocate,
excerpted here as Appendix 5.

An additional source of ideas and assistance can be found in model medical staff
bylaws, but again, discretion is advised. Models distributed by state medical societies
are designed to promote the medical staff’s interests and protect physicians, whereas
models distributed or advocated by other sources may represent the hospital
perspective. A list of model medical staff bylaws available from state medical societies
is included here as Appendix 6. State medical societies may also serve as a source of
referral to medical staff advocates who can assist in drafting medical staff bylaw
amendments to protect physicians.

B. Getting Changes Through Medical Staff & Hospital

In planning medical staff bylaws amendments, knowing the internal politics can be as
critical as understanding the legal issues and procedures. Medical staff bylaws
amendments cannot be implemented until adopted by the medical staff and approved
by the hospital board. If the hospital is reluctant to adopt any EMTALA-related

47 “Neither the organized medical staff nor the governing body may unilaterally
amend the medical staff bylaws or rules and regulations,” Joint Commission on
Accreditation of Health Care Organization Accreditation Manual for Hospitals,
Standard MS 1.30 (2004).
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amendments, some data-gathering into the implications of failing to make changes
may be warranted. Amendments helpful to the hospital’s JCAHO accreditation or
other hospital interests might be undertaken as part of a bylaws revision that would be
acceptable as having benefits for both the hospital and the medical staff and its
members.

Bylaws
Change Bvlaws Mledical Medical Haospital
Proposed by Committeg > Staft > Staff » Board

Individuaals Executive Members Approves

Y

or by Comumittec Yote Change
Diepartments

Bylaws amendment processes vary, but typically resemble the flow chart above.

Under a typical medical staff bylaws amendment process, proposals are made to the
medical staff’s Bylaws Committee, which makes a recommendation to the medical staff
Executive Committee. Medical staff bylaws amendments should be subject to vote by
the entire medical staff. Under JCAHO standards and state law, medical staff bylaws
amendments are subject to approval by the hospital’s governing board.

What should the bylaws say on emergency coverage? Within the medical staff, options
exist for the medical staff as a whole, and once the medical staff position is determined,
for the specialty departments, to organize on-call duties in response to EMTALA.
Consider the following options.

C. Medical Staff-wide Coverage Requirements

The medical staff can choose from a variety of approaches to the question of on-call
responsibilities to be imposed on its members, generally through bylaws, rules and
regulations.

The bylaws can place the power to determine call coverage with the medical staff and
preserve flexibility by reserving in the medical staff the right to determine
responsibilities as indicated in the italicized section of this sample:

SAMPLE BYLAW
MEDICAL STAFF-DETERMINED ON-CALL SERVICE
Responsibilities of Medical Staff Membership include the following:
(@)  Attendance at medical staff meetings,
(b)  Compliance with the medical staff bylaws, rules and regulations, and policies,
and the standards of ethics of the member’s profession,
(c) Participating in emergency department call panel service as determined by the medical
staff,
(d)  Discharging any reasonable responsibilities commensurate with committee
appointment or department membership,
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(e)  Participation in medical staff quality improvement and continuing education
activities.

Under this provision, the medical staff, voting as a whole in a general meeting or acting
through the Medical Executive Committee, can adopt specific coverage or consultation
panels, or determine that the medical staff will not adopt coverage requirements.

The medical staff could also adopt more specific rules and regulations.

SAMPLE MEDICAL STAFF RULES AND REGULATIONS

VOLUNTARY EMERGENCY ROOM ON-CALL SERVICE ROSTER

e Any medical staff member that chooses to serve on-call must inform the medical
staff coordinator in writing.

e The ER Call roster will be prepared and circulated by the 15t of each month for the
subsequent month.

e Any participating medical staff member who is unable to serve is responsible for
arranging for coverage with another participating member with appropriate clinical
privileges, and notifying the medical staff coordinator of the change in the roster as
soon as possible. The medical staff coordinator will notify the emergency
department coordinator of the change.

The medical staff can mandate on-call service as a condition of medical staff
membership, and can extend the mandate to all those holding temporary privileges
who are not members of the medical staff:

SAMPLE BYLAW
MANDATORY COVERAGE
Emergency Room coverage shall be provided by each member of the medical staff
according to clinical privileges currently held, and by all those holding temporary
clinical privileges, according to the roster developed monthly by the medical staff
coordinator.

The medical staff can base coverage requirements on membership in a particular
category or categories of membership:

SAMPLE BYLAW
MANDATORY COVERAGE-ACTIVE STAFF
Active Medical Staff Members shall provide on-call services according to the roster
developed monthly by the medical staff coordinator.

Another category-based option is to establish a medical staff category for coverage
only, to fill in for Active Staff members on their request:
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SAMPLE BYLAW

COVERAGE CATEGORY

CALL COVERAGE STAFF

A. Qualifications

The Call Coverage Staff shall consist of practitioners who possess clinical expertise and:
(1)  meet the membership qualifications set forth in these bylaws;

(2)  are members in good standing of the Active Medical Staff of another hospital;

(3)  come to the Hospital when so scheduled, at the request of an Active Staff
member.

B. Prerogatives/Restrictions
The prerogatives of a Call Coverage Staff member shall be to:

(1)  provide call coverage in his/her subspecialty and admit patients consistent with
his/her privileges;
(2)  exercise such clinical privileges as are granted pursuant to these bylaws;

The Call Coverage Staff member may not:

(3)  hold office in the Medical Staff or in the Department of which he/she is a
member, or serve on committees;
(4)  vote on any Medical Staff matter.

The practitioner shall limit admissions and hospital services to those patients needing
urgent and emergent treatment during the period of call. Those patients requiring
ongoing treatment beyond the limits of on-call schedule could continue to be treated by
the on-call practitioner at the discretion of the Active Staff Member being covered or
will be treated by the Active Staff Member.

C. Responsibilities

Each Call Coverage Staff member shall fulfill the basic membership responsibilities set
forth in these bylaws except that Call Coverage members shall not be required to pay
staff dues or assessment.

The medical staff may also wish to adopt global exceptions based not on specialty but
rather on age or length of service, or on medical staff category. CMS has concluded that
exceptions to on-call requirements are consistent with EMTALA 48

48 CMS Memorandum Ref #5&C-02-34, “On-Call Requirements-EMTALA” (June 13,
2002).
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SAMPLE BYLAW
Year of Service/Age Exemption from Coverage
Any member having reached the age of 60 and having [10 consecutive years of service]
[more than 25 years of service] on the medical staff may be excused from the
Emergency Room roster. The Executive Committee may excuse individuals on a case-
by-case basis from the Emergency Room roster [due to disability.]

The medical staff may also stipulate that any coverage is entirely up to the member, on
a wholly voluntary basis, illustrated in the italicized subsection below:

SAMPLE BYLAW
Medical Staff Member Determines If Coverage Provided

2.5 BASIC RESPONSIBILITIES OF MEDICAL STAFF MEMBERSHIP#

Except for the honorary and retired staff, the ongoing responsibilities of each member
of the medical staff include:

(a) providing patients with the quality of care meeting the professional standards of
the medical staff of this hospital;

(b) abiding by the medical staff bylaws, medical staff rules and regulations, and
policies;

(c) discharging in a responsible and cooperative manner such reasonable
responsibilities and assignments imposed upon the member by virtue of medical staff
membership, including committee assignments;

(d) preparing and completing in timely fashion medical records for all the patients to
whom the member provides care in the hospital;

(e) abiding by the lawful ethical principles of the California Medical Association or
member’s professional association;

(f) aiding in any medical staff approved educational programs for medical students,
interns, resident physicians, resident dentists, staff physicians and dentists, nurses and
other personnel;

(g) working cooperatively with members, nurses, hospital administration and others
so as not to adversely affect patient care;

(h) making appropriate arrangements for coverage of that member’s patients as
determined by the medical staff;

(i) refusing to engage in improper inducements for patient referral;

(j) participating in continuing education programs as determined by the medical staff;
(k) participating voluntarily in such emergency service coverage or consultation panels as may
be determined by the medical staff;

49California Medical Association Model Medical Staff Bylaws (2002).
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(I) discharging such other staff obligations as may be lawfully established from time to
time by the medical staff or medical executive committee; and

(m) providing information to and/or testifying on behalf of the medical staff or an

accused practitioner regarding any matter under an investigation pursuant to

paragraph 6.1-3, and those which are the subject of a hearing pursuant to Article VIL

D. Department-based Coverage Bylaws, Rules & Regulations

The medical staff can elect to place the decision to provide on-call coverage or not on
each department. This approach recognizes and accommodates the differing impact
that on-call service can have on different specialties.

Bylaws can leave the determination of whether to cover or not up to each department
as follows:

SAMPLE BYLAW

Department-Determined Coverage
IX.E2 Emergency Room and Back-Up
Subject to Medical Executive Committee approval, each department shall
determine the appropriate level of responsibility of its Statf members to the
emergency room and for back-up treatment and consultation. These
requirements will be clearly stated in the departmental Rules and
Regulations.®

If the medical staff determines that the departments shall provide for coverage, the
department may be placed in charge of determining what members will serve on the
panel, or may be given the option of proposing an alternative to providing specialty
coverage:

50 [1linois State Medical Society Model Medical Staff Bylaws (2001).
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SAMPLE BYLAW
Department-Determined Coverage
In conjunction with the input of the Departmental Committee where applicable, the
Department Chair shall be responsible for the providing the Medical Executive
Committee the current roster of specialty coverage for the Emergency Department on-
call system, or a reasonable alternative method of meeting the on-call needs for
coverage by the specialties represented in the Department. The roster or alternative
coverage mechanism shall be reviewed and approved by the Medical Executive
Committee.

If a Department Chair fails to fulfill the responsibility, the Medical Executive
Committee shall impose a coverage mechanism upon the Department and its members
until the Department Chair provides the Medical Executive Committee with a current
roster or reasonable alternative.

Departments can determine that the department will not provide on-call coverage, but
can allow its members to serve if they choose:

SAMPLE DEPARTMENT RULES AND REGULATIONS
DEPARTMENT OF ORTHOPAEDIC SURGERY RULES & REGULATIONS
EMERGENCY ROOM ON-CALL SERVICE ROSTER

e Any department member that chooses to serve on-call must inform the department
coordinator in writing.

e The ER Call roster will be prepared and circulated by the 15t of each month for the
subsequent month.

e Any participating department member who is unable to serve is responsible for
arranging for coverage with another participating member, and notifying the
department coordinator of the change in the roster as soon as possible. The
department coordinator will notify the emergency department coordinator of the
change.
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E. Medical Staff Policy

Medical staffs can use medical staff policy to govern strictly internal matters such as
the details implementing the medical staff decision to provide emergency on-call
service. Just as hospital policy is unilaterally developed and should not be imposed on
medical staff members or the medical staff organization, medical staff policy should
not impose obligations on the hospital but rather should be directed only toward and
within the medical staff.

1. How to Develop Medical Staff Policy

Bylaws should contain a provision for developing and implementing policy within the
medical staff. The policy-making mechanism should be described in the bylaws to comport
with the Joint Commission Standard MS 1.20 Rationale, which states, “As required by and
pursuant to the medical staff bylaws, the organized medical staff may create additional
governance documents such as policies, procedures, rules and regulations...”5! The bylaws
should stipulate that medical staff policy is binding upon the members of the medical staff.

SAMPLE BYLAW
Medical Staff Policy Mechanism
The medical executive committee shall review, develop and adopt policies that will be
binding upon the medical staff and its members and those otherwise holding clinical
privileges. Such policies must be consistent with the medical staff bylaws and rules
and regulations. Only policies adopted by the medical executive committee are
binding upon the medical staff and its members. Amendments to medical staff policies
are to be distributed in writing to medical staff members and those otherwise holding
clinical privileges in a timely and effective manner.

Medical staff policy is useful in situations involving difficult, developing or controversial
matters, as it can be adopted by action of the medical executive committee and does not
need to be approved by the hospital governing board.

2. EMTALA-Related Medical Staff Policy
Once a mechanism for policy adoption is in place, the medical staff can adopt its own
policy implementing its bylaws provisions regarding EMTALA obligations, such as:

>! Joint Commission on Accreditation of Health Care Organization Accreditation
Manual for Hospitals, Standard MS 1.20 (2004).
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SAMPLE POLICY

MEDICAL STAFF POLICY ON EMERGENCY DEPARTMENT COVERAGE
PURPOSE:
To provide appropriate specialty and subspecialty emergency services for patients at [
] Hospital, consistent with medical staff bylaws section [ ].

POLICY APPLIES TO WHOM

1) All Active [and Associate] members of the Medical Staff

2) Courtesy Staff members of the Medical Staff [if required by Departmental

Rules and Regulations] [if required by the Medical Staff Executive Committee]

EXCEPTIONS TO POLICY

1) Medical Staff members who are 65 years of age and older

2) Medical Staff members who have served 20 years on the Active Staff

3) Medical Staff members who have been granted a leave of absence as outlined in
the Medical Staff Bylaws

4) Members who have requested in writing and received from the Medical

Executive Committee a waiver based on disability, hardship, medical staff
leadership demands, or other reason.

POLICY

1) The Medical Staff member on-call in the applicable department or section will be
responsible for treating and/or admitting patients on an emergency basis;

2) A monthly roster containing the names of Medical Staff members on-call,

[assigned on a rotational basis] [assigned per department rules and regulations],
will be published and distributed by the Medical Staff Office;

3) A Medical Staff member may, at his/her discretion, inform a patient that
his/her responsibility is limited to the management of the current problem and
that it is the patient’s responsibility to make arrangements for additional or
future care by the patent’s own physician;

4) If a member of the Medical Staff who is required to accept emergency service
calls for patients is unable or wishes not to accept emergency service call, it is
his/her responsibility to make other arrangements in advance for his/her
assigned call which shall include the written acceptance by a qualified
member(s) of the Medical Staff;

5) Any transfer of a patient to another hospital shall be made in accordance with
applicable law;

Failure to comply with this policy may result in corrective action in accordance with

Medical Staff Bylaws.

Adopted by the Medical Staff Executive Committee on this ___ day of , 2004.

President of the Medical Staff
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If the obligation to serve on-call is new to the medical staff or controversial, a policy
delineating gradual enforcement of on-call requirements can be very effective:

SAMPLE POLICY
MEDICAL STAFF POLICY ON FAILURE TO CARE FOR PATIENTS FOR
EMERGENCY SERVICES
PURPOSE:

To provide appropriate specialty and subspecialty emergency services for patients at [
] Hospital.

SUPPORTIVE DATA
1) Federal and State Law & Regulations

2) Medical Staff Bylaws, Policies and Procedures

POLICY APPLIES TO WHOM

1) All Active [and Associate] members of the Medical Staff

2) Courtesy Staff members of the Medical Staff [if required by Departmental Rules
and Regulations] [if required by the Medical Staff Executive Committee]

EXCEPTIONS TO POLICY

1) [Medical Staff members who are 65 years of age and older]

2) [Medical Staff members who have served 20 years on the Active Staff]

3) Medical Staff members who have been granted a leave of absence as outlined in
the Medical Staff Bylaws

4) Members who have requested in writing and received from the Medical

Executive Committee a waiver based on disability, hardship, medical staff
leadership demands, or other reason.

POLICY

Failure or refusal by a member of the Medical Staff to accept and care for patients for
emergency services as required by the Medical Staff Bylaws and Policy shall result in
the following:

a) A written report shall be submitted by the Chair of the Department of Emergency
Medicine to the Chair of the appropriate Medical Staff Department and President of the
Medical Staff. Documentation of the failure or refusal by the Medical Staff member
shall include the date and time of the incident. A copy shall be retained in the
member’s credentials file.
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b) If a member of the Medical Staff fails or refuses to accept call and care for patients
for emergency services, the President of the Medical Staff and Chair of the appropriate
Medical Staff Department, or designee, shall discuss the matter with the member. The
initial approach should be collegial and emphasize that if the behavior continues, more
formal action will be taken which may result in corrective action. A summary of this
meeting shall be retained in the member’s credentials file.

c) After meeting as described above, if the member of the Medical Staff again fails or
refuses to accept and care for patients for emergency services during the same
membership period, the President of the Medical Staff, or designee shall give the
member a written warning advising the member that another failure or refusal during
the membership period will result in corrective action as set forth in the Medical Staff
Bylaws. A copy of the written warning will be forwarded to the Medical Staff
Executive and Credentials Committees and a copy will be placed in the member’s
credentials file.

d) After receiving the written warning above, if a member of the Medical Staff again
fails or refuses to accept and care for patients for emergency services, a written report
will be forwarded to the Medical Staff Credentials Committee for corrective action as
set forth in the Medical Staff Bylaws.

e) All information pertaining to a failure or refusal to accept and care for patients for
emergency services shall be provided to the Credentials Committee at the time of
membership renewal, for their use in connection with the credentialing process.

Adopted by the Medical Staff Executive Committee on this ___ day of , 2004.

President of the Medical Staff
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CHAPTER FIVE
INDIVIDUAL AND MEDICAL GROUP TOOLS

Once medical staff requirements are in place and understood, individual orthopaedic
surgeons and groups can map out EMTALA-coverage strategies. Above all, the
professional service to be provided should be clearly understood by both the
orthopaedic surgeon and the hospital. The services the hospital expects the covering
surgeon to provide call coverage should not include services for which the surgeon
does not have privileges, nor should the on-call scope of work includes services for
which the surgeon technically has privileges but which he/she has not performed
regularly or does not wish to be required to do on an emergent basis. What the
orthopaedic surgeon brings is professionalism in treating patients, which should be
undisturbed by any contract terms.

Further, surgeons should be aware that the federal government now allows call to be
more flexible than had been previously understood.

A. “Flexibility” in Coverage

The 2003 EMTALA regulations can be characterized as more reasonable, realistic, and
even flexible, compared with earlier interpretations of EMTALA requirements for
back-up call. The 2003 EMTALA regulations state:

Each hospital must maintain an on-call list of physicians on its medical staff in a
manner that best meets the needs of the hospital's patients who are receiving
services required under this section in accordance with the resources available
to the hospital, including the availability of on-call physicians. 52
The 2003 regulation recognizes that even if a physician is on-call, he/she may not
necessarily be available; as soon as the on-call surgeon operates, he/she is unavailable.
With more of a patient focus, the new regulations require that “(t)he hospital must
have written policies and procedures in place (t)o respond to situations in which a
particular specialty is not available or the on-call physician cannot respond because of
circumstances beyond the physician's control...”53

Covering on-call need not be an impossible or even an exclusive task. CMS instructed
its State Survey Agency Directors that the 2003 regulation regarding call:
clarifies the obligation of hospitals to maintain an “on-call’ list of physicians who
see patients with potential emergency medical conditions in the dedicated ED.
Hospitals are responsible and required to maintain such a list in a manner that
best meets the needs of the of hospital patients receiving required EMTALA

>2 42 CFR 489.24(j).
33 42 CFR 489.24()).
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services, taking into account the services offered by the hospital and the
availability of specialty physicians who take call. Although physicians are not
required to take call 24/7, hospitals are expected to work with their medical
staffs to develop an appropriate on call schedule.>*
Note the reiteration that availability of the on-call physician is not required to be
absolute. Therefore, surgeons can realistically consider taking call without sacrificing
their own patients and practices.

1. Simultaneously On-call

The 2003 regulations provide that hospitals must have written policies and procedures
“to provide that emergency services are available to meet the needs of patients with
emergency medical conditions if it elects to permit on-call physicians to schedule
elective surgery during the time that they are on call or to permit on-call physicians to
have simultaneous on-call duties.”® Thus, the federal government accepts that
physicians can do other things, including serving on call elsewhere, while taking
EMTALA call for a hospital. The 2003 regulations resolve a major hurdle for specialists
and subspecialists who as members of a medical group or participants in a cross-
coverage arrangement can now cover for the group or arrangement at more than one
hospital without necessarily running afoul of EMTALA. But note that the hospital
policy must permit on-call physicians to serve on call at other facilities or otherwise
continue to practice while on-call. Surgeons must ascertain that the hospital has a
back-up plan that makes serving on call feasible.

2. Constantly On-Call

CMS has put to rest the legendary “rule of three” that specialists may have heard of
and perhaps hoped for, in which specialties comprised of fewer than three specialists
would not be held to EMTALA’s mandate of constant availability for examination,
treatment and stabilization. Rather, CMS states that “On-call coverage should be
provided for within reason depending upon the number of physicians in a specialty. A
determination about whether a hospital is in compliance with these regulations must
be based on the facts in each individual case. CMS will consider all relevant factors,
including the number of physicians on staff, other demands on these physicians, the
frequency with which the hospital’s patients typically require services of on-call
physicians, and the provisions the hospital has made for situations in which a
physician in the specialty is not available or the on-call physician is unable to respond.”

>* CMS Memorandum Ref #5&C-04-10, “Emergency Medical Treatment and Labor Act
(EMTALA) Interim Guidance” (November 7, 2003).
>> 42 CFR 489.24(j).
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3. Working On-Call
The 2003 regulations also clarify that in addition to taking call at more than one
hospital, on-call physicians can maintain a clinical schedule including scheduling
elective surgery:
The hospital must have written policies and procedures in place...To provide that
emergency services are available to meet the needs of patients with emergency medical
conditions if it elects to permit on-call physicians to schedule elective surgery during the
time that they are on call or to permit on-call physicians to have simultaneous on-call
duties.”
As with simultaneous call, surgeons must determine that the hospital policy supports
on-call physicians working while on call.

B. Payment for Coverage

Compensating physicians to assist the hospital meet its legal obligations is hardly an
unreasonable concept. In some, but apparently not most, hospitals, some medical staff
members, usually under-represented sub-specialties, are being paid to serve on-call.
Payment typically consists of a flat fee for availability, beyond any fees the physician is
able to collect for services rendered to patients.

Nonetheless, there is little reliable information indicating range of payments.

A California report found that twenty-two percent of the California hospitals
responding to the survey in 1998 paid daily stipends ranging from $100 to $1000 for a
physician to take call, with the larger amounts paid to trauma surgeons,
neurosurgeons, and obstetricians.?” Significant variation can be expected among
hospitals, specialties and communities.

It is possible that hospitals could negotiate with managed care companies with which
the hospital contracts to compensate for hospital costs in obtaining on-call services.
“Coverage coverage” can be justified, particularly if on-call services would otherwise
be unavailable. If local specialists are not serving on-call, the local hospital may have
no safe alternative but to transfer the patient to a hospital out of the community,
resulting in higher costs to the managed care company for transport and out-of-area
services. Managed care companies thus could be a logical source of on-call payment.

>0 42 CFR 489.24(j).
>7 California Medical Association-California Chapter of the American College of Emergency
Physicians/California Hospital Association “Report of the On-call Task Force” (1999).
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Specialists can also educate the hospital on the ramifications of refusing to compensate
physicians for serving on-call. In addition to the fundamental fairness of being paid to
work on behalf of the hospital, payment will help in part to compensate for the time
taken from the physician’s existing patients and practice obligations. Although
payment may not completely make up for the inconvenience of serving on-call, it may
help reduce the stress of the additional work-load and reduce the temptation to leave
the medical staff and community altogether for greener pastures. With payment as an
inducement to take call, physicians are reducing the likelihood that the hospital will be
fined for EMTALA violations, plus the added cost in legal defense costs and
community good will. In short, paying for on-call can be the least expensive
alternative for EMTALA compliance.

If compensation is offered, it must be adequate to make up for the time, inconvenience,
and liability exposure that accompany serving on-call. Factors that each orthopaedic
surgeon must weigh in deciding whether or not the offered compensation is acceptable
are listed below.

FACTORS TO CONSIDER IN DETERMINING APPROPRIATE
COMPENSATION FOR ON-CALL SERVICE

COST OF ADDITIONAL INSURANCE TO COVER ON-CALL SERVICE

LOSS OF POTENTIAL REVENUE WHILE SERVING ON-CALL |

WEEKEND/HOLIDAY SERVICE ‘

V|V |V |V

PERCENTAGE OF ACTUAL SERVICES PROVIDED WITHOUT
REIMBURSEMENT AT THIS HOSPITAL

Y

LIKELY FREQUENCY OF MALPRACTICE CLAIMS RESULTING FROM
ON-CALL SERVICE AT THIS HOSPITAL

» LIKELY FREQUENCY OF TELEPHONE CALLS AT THIS HOSPITAL |

» LIKELY FREQUENCY OF IN-HOUSE SERVICE AT THIS HOSPITAL ‘

» COMMUTING TIME/DISTANCE TO THIS HOSPITAL ‘

In a May, 2003 white paper, the California Orthopaedic Association Task Force on On-
Call Costs offered the following method to calculate reimbursement:
Time-related reimbursement can be calculated by determining the daily rate a
specialist earns by dividing one’s yearly gross charges by the days worked each
year. Reimbursement then is expressed as a multiple of that daily rate or any
fraction of multiple of that rate.

47



Night call is reimbursed at a similar rate since one is not routinely available at
nights expect when on-call to the ER and one’s expenses still exist at night
(except office salary expense.)

There are additional factors to be considered:
a. High liability risk
b. Lost opportunities to earn in the routine schedule office and OR
hours
Additional costs to provide follow-up care
. Lost personal time
Intensity of on-call experience (Level I to Level III call)
Age of orthopaedist

oo

Calculation Formula

Day Call Rate Gross Charges/Day Worked
Premium for increased liability risk
Premium for additional office costs
Premium for intensity of call

Rate per day of Day Call

+ + +

Night Call Rate Day Call Rate multiplied by Night Premium58

There is no uniform method and of course, no set price, but these elements and
considerations may form a useful basis for starting negotiations on compensation.

C. Negotiating An On-Call Coverage Plan

1. Determining Your Needs

Each orthopaedic surgeon should have a realistic understanding of his or her ability to
accommodate serving on-call. Considering the CMS’s indication that it may be
relaxing its on-call parameters, can call be scheduled efficiently given the number of
orthopaedic surgeons available to participate in the group, and the number and
location of facilities to be covered? If this service is in addition to current workload,
will the benefits in terms of compensation and practice building and hospital and
referral source good will be worth the time?

How busy will the call period be? If possible, orthopaedic surgeons should consult
with emergency department personnel to become familiar with the load of traffic that
can be expected in a new situation. If the call period is both busy and frequent, the

>¥ California Orthopaedic Association, “Determining the Costs to an Orthopaedic Surgeon of
Serving On-Call,” (May 1, 2003).
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effect on the orthopaedic surgeon’s health, well-being, and personal and family life
may be taxing.

Emergency department or hospital billing staff may also be able to provide data
regarding the likelihood of collecting payment of services rendered. In many states,
legislation has been enacted calling for managed care companies to pay for emergency
services rendered rather than ducking reimbursement based on lack of pre-existing
contractual relationships, company pre-authorization or other technicalities impractical
to the emergency situation. Relevant law notwithstanding, actual experience may
show that collection is not reliable. Orthopaedic surgeons should have a sense of the
costs of serving on call.

2. Knowing the Hospital’s Needs

A basic tenet of negotiation is anticipating the other party’s situation. Desperation on
the part of the opponent can be very helpful but should not be expected blindly.
Generally, the options on call coverage explained here will be known by hospital
administration.

What choices does the hospital have in meeting its EMTALA obligations? Are there
other orthopaedic groups locally competing to provide on-call services? Is the
situation a desirable one so that a group could be recruited to relocate with relative
ease, to become ensconced as permanent competition? Are there affiliated facilities in
the community or reachable through airlink or ambulance, with which the hospital can
arrange transfer agreements and forego local on-call?

What experience does the hospital have with EMTALA? Has it been sanctioned before?
Is the board and the administration particularly concerned with emergency services
and the relationship with the community it serves through the emergency department?

3. Getting Help

By no means should any orthopaedic surgeon enter into an EMTALA on-call contract
(or any other contract) without help, above and beyond this publication. Personal
assistance can be found within a surgeon’s office or practice organization, and
additional help will prove worth the investment.

Orthopaedic surgeons should start within the office or group. The practice’s billing
department should be consulted regarding the financial issues, particularly those
concerning reimbursement from managed care companies and other sources for
services rendered in the emergency department. What is the practice’s experience with
the managed care companies with which the hospital contracts? With others in the
community? Generally, and in emergency care situations? Will more call be more
grief and less pay?
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Taking on on-call coverage warrants at least a call, if not a sit-down session, with the
professional liability insurance company. Orthopaedic surgeons should know in
advance if on-call service is included within current coverage, or whether a rider (for
an additional premium) will be required if a contract is entered into for compensated
on-call. The insurer may recommend specifically providing for (or against)
coordinated defense should an EMTALA infraction occur during the on-call service
period. Most professional liability insurers provide helpful risk-management
assistance, to lower the physician’s chances of litigation (and thus the company’s costs
of coverage). Risk management may have interesting experience data on the liability
exposure related to emergency department call. The insurer’s opinion in writing can
be helpful should concerns or misunderstandings arise after the on-call contract is in
effect. Generally, the information and advice available from professional liability
insurance companies is provided to insureds at no cost, other than the insurance
premiums already collected.

Finally, no orthopaedic surgeon should contract for anything without individual legal
advice. Most groups and individual surgeons have an existing relationship with an
attorney to assist with corporate and other practice matters. That attorney should be
consulted as to whether he or she is experienced in arranging contracts for covering
emergency departments and otherwise familiar with EMTALA and medical staff
requirements. An experienced attorney can be invaluable not only for her familiarity
with the legal issues but also for her experience with the hospital’s needs and
personnel, the “going rates” for services in the community, and the success or failure
rate with particular strategies. If no such counsel is readily available, orthopaedic
surgeons should consult the local or state medical society for a referral. It is important
that the attorney who represents orthopaedic surgeons in this matter be familiar with
and experienced in the specific legal issues arising from medical practice and
particularly with EMTALA. This is not the time to ask one’s tax attorney or
neighborhood law student to cobble together a deal using a form contract.

It may or may not be prudent to assign the actual negotiation to legal counsel. In some
situations, it is best, most efficient and ultimately a good investment to have your
attorney not only draft the contract but negotiate each term with the hospital.

However in some circumstances, the actual negotiation is more effectively handled by
a well-spoken partner in the practice or an experienced group manager on behalf of

all the orthopaedic surgeons involved. Non-attorneys may be able to capitalize on
existing relationships with the hospital administrators to arrive at the best deal in terms
of expectations, compensation and commitments. The actual terms of the contract
should ultimately be reviewed by competent legal counsel to ensure that all the legal
technicalities are appropriately handed.

50



The following Emergency Call Contract Checklist provides ideas for inclusions in the
contract to provide coverage, but cannot replace the advice of personal counsel in
entering into agreements.

EMERGENCY CALL CONTRACT
CHECKLIST

Medical staff bylaws reviewed for consistency with planned obligations?

Medical staff rules and regulations reviewed for consistency with planned
obligations?

Medical staff policy reviewed for consistency with planned obligations?

Hospital EMTALA policy supports simultaneous call and elective surgery on
call?

| Provision included to renegotiate contract if medical staff documents change? |

Professional liability coverage applicable to services to be provided?

EMTALA-related defense addressed?

‘ Professional liability insurer’s written opinion on file? |

Professional judgment to treat, stabilize, admit, transfer and otherwise
practice medicine uninhibited by contract terms?

Parties clearly identified as being the hospital [hospital corporation] [hospital
foundation][hospital system] and the orthopaedic surgeon [orthopaedic
surgical group]?

Exclusivity of arrangement for coverage with the orthopaedic surgeon
[orthopaedic surgical group] stated if negotiated?

| Compensation level clearly stated? |

Compensation payment schedule clearly identified, with late payment fee
identified?

Understanding of orthopaedic surgeon [orthopaedic surgical group] right to
bill patient/patient insurer for services provided clearly stated?

Hospital agreement to provide demographics, other information to assist
orthopaedic surgeon [orthopaedic surgical group] in billing?




Especially as the last few years of government rule-making has demonstrated,
EMTALA interpretation and enforcement is subject to constant change. Orthopaedic
surgeons should continue to consult AAOS publications and the AAOS website to stay
current on EMTALA requirements.
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APPENDIX 1
EMTALA STATUTE

Congress adopted the Emergency Medical Treatment and Active Labor Act (EMTALA) in 1986
as part of the Consolidated Omnibus Budget Reconciliation Act (COBRA) of 1985 (42 U.S.C.
§1395dd), amending the Social Security Act.

42 USC 1395dd. Examination and treatment for emergency medical conditions and
women in labor; also known as Section 1867 of the Social Security Act; also known
as Section 9121 of the Consolidated Omnibus Budget Reconciliation Act of 1985.

(a) Medical screening requirement

In the case of a hospital that has a hospital emergency department, if any individual
(whether or not eligible for benefits under this subchapter) comes to the emergency
department and a request is made on the individual's behalf for examination or
treatment for a medical condition, the hospital must provide for an appropriate
medical screening examination within the capability of the hospital's emergency
department, including ancillary services routinely available to the emergency
department, to determine whether or not an emergency medical condition (within the
meaning of subsection (e)(1) of this section) exists.

(b) Necessary stabilizing treatment for emergency medical conditions and labor

(1) In general

If any individual (whether or not eligible for benefits under this subchapter) comes to a
hospital and the hospital determines that the individual has an emergency medical
condition, the hospital must provide either--

(A) within the staff and facilities available at the hospital, for such further medical
examination and such treatment as may be required to stabilize the medical condition,
or

(B) for transfer of the individual to another medical facility in accordance with
subsection (c) of this section.

(2) Refusal to consent to treatment

A hospital is deemed to meet the requirement of paragraph (1)(A) with respect to an
individual if the hospital offers the individual the further medical examination and
treatment described in that paragraph and informs the individual (or a person acting
on the individual's behalf) of the risks and benefits to the individual of such
examination and treatment, but the individual (or a person acting on the individual's
behalf) refuses to consent to the examination and treatment. The hospital shall take all
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reasonable steps to secure the individual's (or person's) written informed consent to
refuse such examination and treatment.

(3) Refusal to consent to transfer

A hospital is deemed to meet the requirement of paragraph (1) with respect to an
individual if the hospital offers to transfer the individual to another medical facility in
accordance with subsection (c) of this section and informs the individual (or a person
acting on the individual's behalf) of the risks and benefits to the individual of such
transfer, but the individual (or a person acting on the individual's behalf) refuses to
consent to the transfer. The hospital shall take all reasonable steps to secure the
individual's (or person's) written informed consent to refuse such transfer.

(c) Restricting transfers until individual stabilized

(1) Rule

If an individual at a hospital has an emergency medical condition which has not been
stabilized (within the meaning of subsection (e)(3)(B) of this section), the hospital may
not transfer the individual unless--

(A)(i) the individual (or a legally responsible person acting on the individual's behalf)
after being informed of the hospital's obligations under this section and of the risk of
transfer, in writing requests transfer to another medical facility,

(ii) a physician (within the meaning of section 1395x(r)(1) of this title) has signed a
certification that [FN1] based upon the information available at the time of transfer, the
medical benefits reasonably expected from the provision of appropriate medical
treatment at another medical facility outweigh the increased risks to the individual
and, in the case of labor, to the unborn child from effecting the transfer, or

(iii) if a physician is not physically present in the emergency department at the time an
individual is transferred, a qualified medical person (as defined by the Secretary in
regulations) has signed a certification described in clause (ii) after a physician (as
defined in section 1395x(r)(1) of this title), in consultation with the person, has made
the determination described in such clause, and subsequently countersigns the
certification; and

(B) the transfer is an appropriate transfer (within the meaning of paragraph (2)) to that
facility. A certification described in clause (ii) or (iii) of subparagraph (A) shall include
a summary of the risks and benefits upon which the certification is based.

(2) Appropriate transfer
An appropriate transfer to a medical facility is a transfer —
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(A) in which the transferring hospital provides the medical treatment within its
capacity which minimizes the risks to the individual's health and, in the case of a
woman in labor, the health of the unborn child;

(B) in which the receiving facility--
(i) has available space and qualified personnel for the treatment of the individual, and

(ii) has agreed to accept transfer of the individual and to provide appropriate medical
treatment;

(C) in which the transferring hospital sends to the receiving facility all medical records
(or copies thereof), related to the emergency condition for which the individual has
presented, available at the time of the transfer, including records related to the
individual's emergency medical condition, observations of signs or symptoms,
preliminary diagnosis, treatment provided, results of any tests and the informed
written consent or certification (or copy thereof) provided under paragraph (1)(A), and
the name and address of any on-call physician (described in subsection (d)(1)(C) of this
section) who has refused or failed to appear within a reasonable time to provide
necessary stabilizing treatment;

(D) in which the transfer is effected through qualified personnel and transportation
equipment, as required including the use of necessary and medically appropriate life
support measures during the transfer; and

(E) which meets such other requirements as the Secretary may find necessary in the
interest of the health and safety of individuals transferred.

(d) Enforcement

(1) Civil money penalties

(A) A participating hospital that negligently violates a requirement of this section is
subject to a civil money penalty of not more than $50,000 (or not more than $25,000 in
the case of a hospital with less than 100 beds) for each such violation. The provisions of
section 1320a-7a of this title (other than subsections (a) and (b)) shall apply to a civil
money penalty under this subparagraph in the same manner as such provisions apply
with respect to a penalty or proceeding under section 1320a-7a(a) of this title.

(B) Subject to subparagraph (C), any physician who is responsible for the examination,
treatment, or transfer of an individual in a participating hospital, including a physician
on-call for the care of such an individual, and who negligently violates a requirement
of this section, including a physician who--
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(i) signs a certification under subsection (c)(1)(A) of this section that the medical
benefits reasonably to be expected from a transfer to another facility outweigh the risks
associated with the transfer, if the physician knew or should have known that the
benefits did not outweigh the risks, or

(ii) misrepresents an individual's condition or other information, including a hospital's
obligations under this section, is subject to a civil money penalty of not more than
$50,000 for each such violation and, if the violation is gross and flagrant or is repeated,
to exclusion from participation in this subchapter and State health care programs. The
provisions of section 1320a-7a of this title (other than the first and second sentences of
subsection (a) and subsection (b)) shall apply to a civil money penalty and exclusion
under this subparagraph in the same manner as such provisions apply with respect to
a penalty, exclusion, or proceeding under section 1320a-7a(a) of this title.

(C) If, after an initial examination, a physician determines that the individual requires
the services of a physician listed by the hospital on its list of on-call physicians
(required to be maintained under section 1395cc(a)(1)(I) of this title) and notifies the on-
call physician and the on- call physician fails or refuses to appear within a reasonable
period of time, and the physician orders the transfer of the individual because the
physician determines that without the services of the on-call physician the benefits of
transfer outweigh the risks of transfer, the physician authorizing the transfer shall not
be subject to a penalty under subparagraph (B). However, the previous sentence shall
not apply to the hospital or to the on-call physician who failed or refused to appear.

(2) Civil enforcement

(A) Personal harm

Any individual who suffers personal harm as a direct result of a participating hospital's
violation of a requirement of this section may, in a civil action against the participating
hospital, obtain those damages available for personal injury under the law of the State
in which the hospital is located, and such equitable relief as is appropriate.

(B) Financial loss to other medical facility

Any medical facility that suffers a financial loss as a direct result of a participating
hospital's violation of a requirement of this section may, in a civil action against the
participating hospital, obtain those damages available for financial loss, under the law
of the State in which the hospital is located, and such equitable relief as is appropriate.

(C) Limitations on actions
No action may be brought under this paragraph more than two years after the date of
the violation with respect to which the action is brought.
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(3) Consultation with peer review organizations

In considering allegations of violations of the requirements of this section in imposing
sanctions under paragraph (1), the Secretary shall request the appropriate utilization
and quality control peer review organization (with a contract under part B of
subchapter XI of this chapter) to assess whether the individual involved had an
emergency medical condition which had not been stabilized, and provide a report on
its findings. Except in the case in which a delay would jeopardize the health or safety of
individuals, the Secretary shall request such a review before effecting a sanction under
paragraph (1) and shall provide a period of at least 60 days for such review.

(e) Definitions
In this section:

(1) The term "emergency medical condition" means--

(A) a medical condition manifesting itself by acute symptoms of sufficient severity
(including severe pain) such that the absence of immediate medical attention could
reasonably be expected to result in--

(i) placing the health of the individual (or, with respect to a pregnant woman, the
health of the woman or her unborn child) in serious jeopardy,

(ii) serious impairment to bodily functions, or
(iii) serious dysfunction of any bodily organ or part; or
(B) with respect to a pregnant women [FN2] who is having contractions--

(i) that there is inadequate time to effect a safe transfer to another hospital before
delivery, or

(ii) that transfer may pose a threat to the health or safety of the woman or the unborn
child.

(2) The term "participating hospital" means hospital that has entered into a provider
agreement under section 1395cc of this title.

(3)(A) The term "to stabilize™ means, with respect to an emergency medical condition described
in paragraph (1)(A),

to provide such medical treatment of the condition as may be necessary to assure,
within reasonable medical probability, that no material deterioration of the condition is
likely to result from or occur during the transfer of the individual from a facility, or,
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with respect to an emergency medical condition described in paragraph (1)(B), to
deliver (including the placenta).

(B) The term "stabilized" means,

with respect to an emergency medical condition described in paragraph (1)(A), that no
material deterioration of the condition is likely, within reasonable medical probability,
to result from or occur during the transfer of the individual from a facility, or, with
respect to an emergency medical condition described in paragraph (1)(B), that the
woman has delivered (including the placenta).

(4) The term "transfer" means

the movement (including the discharge) of an individual outside a hospital's facilities
at the direction of any person employed by (or affiliated or associated, directly or
indirectly, with) the hospital, but does not include such a movement of an individual
who (A) has been declared dead, or (B) leaves the facility without the permission of
any such person.

(5) The term "hospital" includes a critical access hospital (as defined in section
1395x(mm)(1) of this title).

(f) Preemption

The provisions of this section do not preempt any State or local law requirement,
except to the extent that the requirement directly conflicts with a requirement of this
section.

(g) Nondiscrimination

A participating hospital that has specialized capabilities or facilities (such as burn
units, shock-trauma units, neonatal intensive care units, or (with respect to rural areas)
regional referral centers as identified by the Secretary in regulation) shall not refuse to
accept an appropriate transfer of an individual who requires such specialized
capabilities or facilities if the hospital has the capacity to treat the individual.

(h) No delay in examination or treatment

A participating hospital may not delay provision of an appropriate medical screening
examination required under subsection (a) of this section or further medical
examination and treatment required under subsection (b) of this section in order to
inquire about the individual's method of payment or insurance status.

(i) Whistleblower protections

A participating hospital may not penalize or take adverse action against a qualified
medical person described in subsection (c)(1)(A)(iii) or a physician because the person
or physician refuses to authorize the transfer of an individual with an emergency
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medical condition that has not been stabilized or against any hospital employee
because the employee reports a violation of a requirement of this section.
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APPENDIX 2
REGULATIONS
EMTALA Regulations
42 CFR 489.24.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Centers for Medicare & Medicaid Services

42 CFR Parts 413, 482, and 489
[CMS-1063-F]
RIN 0938-AM34
Medicare Program; Clarifying Policies Related to the Responsibilities of Medicare-
Participating Hospitals in Treating Individuals with Emergency Medical Conditions
AGENCY: Centers for Medicare & Medicaid Services (CMS), HHS.
ACTION: Final rule.
SUMMARY:: This final rule clarifies policies relating to the responsibilities of Medicare-
participating hospitals in treating individuals with emergency medical conditions who present to
a hospital under the provisions of the Emergency Medical Treatment and Labor Act
(EMTALA).

The final rule responds to public comments received on a May 9, 2002 proposed rule (67
FR 31404) that both reiterated the agency’s interpretations under EMTALA and proposed
clarifying changes relating to the implementation of the EMTALA provisions. These
reiterations and clarifying changes related to, among other areas, seeking prior authorization
from insurers for services, emergency patients presenting at off-campus outpatient clinics that
do not routinely provide emergency services, the applicability of the EMTALA provisions to
hospital inpatients and outpatients, the circumstances under which physicians must serve on

hospital medical staff “on-call” lists, and the responsibilities of hospital-owned ambulances.
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These reiterations and clarifying changes are needed to ensure uniform and consistent
application of policy and to avoid any misunderstanding of EMTALA requirements by
individuals, physicians, or hospital employees.

DATES: The provisions of this final rule are effective on [OFR: Insert 60 days after the
date of publication].

FOR FURTHER INFORMATION CONTACT:

Thomas Gustafson, (410) 786-4487

SUPPLEMENTARY INFORMATION:

Availability of Copies and Electronic Access

Copies: To order copies of the Federal Register containing this document, send your
request to: New Orders, Superintendent of Documents, P.O. Box 371954, Pittsburgh, PA
15250-7954. Specify the date of the issue requested and enclose a check or money order
payable to the Superintendent of Documents, or enclose your Visa or Master Card number and
expiration date. Credit card orders can also be placed by calling the order desk at (202) 512-
1800 or by faxing to (202) 512-2250. The cost for each copy is $10.00. As an alternative, you
can view and photocopy the Federal Register document at most libraries designated as Federal
Depository Libraries and at many other public and academic libraries throughout the country
that receive the Federal Register.

This Federal Register document is also available from the Federal Register online
database through GPO Access, a service of the U.S. Government Printing Office. Free public
access is available on a Wide Area Information Server (WAIS) through the Internet and via
asynchronous dial-in. Internet users can access the database by using the World Wide Web; the

Superintendent of Documents home page address is http://www.access.gpo.gov/nara__docs/, by
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using local WALIS client software, or by telnet to swais.access.gpo.gov, then login as guest (no
password required). Dial-in users should use communications software and modem to call
(202) 512-1661; type swais, then login as guest (no password required).
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C. I. Background
Sections 1866(a)(1)(I), 1866(a)(1)(N), and 1867 of the Social Security Act (the Act)
impose specific obligations on Medicare-participating hospitals and critical access hospitals
(CAHs) that offer emergency services. (Throughout this final rule, when we reference the
obligation of a “hospital” under these sections of the Act and in our regulations, we mean to

include CAHs as well.) These obligations concern individuals who come to a hospital
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emergency department and request examination or treatment for medical conditions, and apply
to all of these individuals, regardless of whether or not they are beneficiaries of any program
under the Act. Section 1867 of the Act sets forth requirements for medical screening
examinations for medical conditions, as well as necessary stabilizing treatment or appropriate
transfer. In addition, section 1867(h) of the Act specifically prohibits a delay in providing
required screening or stabilization services in order to inquire about the individual’s payment
method or insurance status. Section 1867(d) of the Act provides for the imposition of civil
monetary penalties on hospitals and physicians responsible for the following: (a) negligently
failing to appropriately screen an individual seeking medical care; (b) negligently failing to
provide stabilizing treatment to an individual with an emergency medical condition; or (c)
negligently transferring an individual in an inappropriate manner. (Section 1867(¢e)(4) of the
Act defines “transfer” to include both transfers to other health care facilities and cases in which
the individual is released from the care of the hospital without being moved to another health
care facility.)

These provisions, taken together, are frequently referred to as the Emergency Medical
Treatment and Labor Act (EMTALA), also known as the patient antidumping statute.
EMTALA was passed in 1986 as part of the Consolidated Omnibus Budget Reconciliation Act
of 1985 (COBRA). Congress enacted these antidumping provisions in the Social Security Act
because of its concern with an “increasing number of reports” that hospital emergency rooms
were refusing to accept or treat individuals with emergency conditions if the individuals did not
have insurance:

“. .. the Committee is most concerned that medically unstable patients are not being

treated appropriately. There have been reports of situations where treatment was simply not
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provided. In numerous other situations, patients in an unstable condition have been transferred
improperly, sometimes without the consent of the receiving hospital.

“There is some belief that this situation has worsened since the prospective payment
system for hospitals became effective. The Committee wants to provide a strong assurance that
pressures for greater hospital efficiency are not to be construed as license to ignore traditional
community responsibilities and loosen historic standards.

“[Under the statute] [a]ll participating hospitals with emergency departments would be
required to provide an appropriate medical screening examination for any individual who
requests it (or has a request made on his [or her] behalf) to determine whether an emergency
medical condition exists or if the patient is in active labor.” (H.R. Rept. No. 99-241, Part I, 99th
Cong., Ist Sess. (1985), p.27.)

In addition, section 1867(d)(2) of the Act provides for a private right of enforcement for
any individual who is harmed as a “direct result” of a violation of the Act. In enacting this
section of the law, Congress did not intend for the statute to be used as a Federal malpractice
statute. Indeed, many courts are in agreement that EMTALA is not a Federal malpractice

statute (for example, Bryan v. Rectors and Visitors of University of Virginia, 95 F.3d 349, 351

(4th Cir. 1996); Lopez-Soto v. Hawayek, 175 F.3d 170, 177 (1st Cir. 1999); and Baker v.

Adventist Health, Inc., 260 F.3d 987, 994 (3rd Cir. 2001).

The regulations implementing section 1867 of the Act are found in 42 CFR 489.24,
Special responsibilities of Medicare hospitals in emergency cases. Existing §489.24 provides
for the following:

* Requires that when an individual presents to a hospital’s emergency department and a

request is made on the individual’s behalf for examination or treatment of a medical condition,
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the hospital must provide for an appropriate medical screening examination to determine
whether or not an emergency medical condition exists. (Paragraph (a))

* Defines certain terms, including “comes to the emergency department,” “emergency
medical condition,” “stabilized,” and “to stabilize.” (Paragraph (b))

» Addresses procedures a hospital must follow when it determines, with respect to a
patient, that an emergency medical condition exists. If the hospital determines that an
emergency medical condition exists, the hospital must provide for further medical examination
and treatment as required to stabilize the individual. If the hospital does not have the
capabilities to stabilize the individual, an appropriate transfer to another facility is permitted.
(Paragraph (c)) A transfer is appropriate when the medical benefits of the transfer outweigh the
medical risks of the transfer and other requirements, specified in the regulations, are met.
(Paragraph (d)) In addition, the hospital may transfer an unstable patient who makes an
informed written request. A hospital may not delay an appropriate medical screening
examination, or further examination or treatment, to inquire about the patient’s payment method
or insurance status. (Paragraph (c))

In addition, §489.24 addresses: (a) Restriction of a transfer until the individual is
stabilized; (b) the responsibilities of the receiving hospital; (c) termination of the provider
agreement for failure to comply with EMTALA requirements; and (d) matters concerning
consultation with Quality Improvement Organizations (QIOs). (Paragraphs (d) through (h),
respectively)

Some EMTALA-related requirements are implemented under regulations at §§489.20(1),
(m), (q), and (r)(1), (r)(2), and (r)(3). Those regulations deal with a hospital’s obligations to

report the receipt of patients whom it has reason to believe may have been transferred
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inappropriately; to post signs in the emergency department describing an individual’s rights to
emergency treatment under section 1867 of the Act; and to maintain patient records, physician
on-call lists, and emergency room logs. We are including this brief description for
informational purposes but, because we are not changing the regulations in §489.20, they will
not be discussed further in this document.

In promulgating these cited regulatory sections and in enforcing the provisions of
EMTALA, we are aware of the necessary balance between the hospital’s and a physician’s legal
duty to provide examination and treatment (both under the statute and under the common law)
and the practical realities of the manner in which hospitals and medical staffs are organized and
operated on a day-to-day basis, as well as proper mobilization of resources within hospitals in
order to comply with these legal duties. Reports of overcrowding are common in many parts of
the country. Within the requirements of EMTALA, individuals should be treated at the
appropriate site of care.

Hospitals and physicians have now had over 15 years of experience in organizing
themselves to comply with the provisions of EMTALA. Therefore, in a proposed rule published
in the Federal Register on May 9, 2002 as part of the annual proposed rules for the acute care
hospital inpatient prospective payment system (67 FR 31469), we solicited comments from
hospitals, physicians, patients, and beneficiary groups on certain proposed changes to the
EMTALA policies as discussed in sections III. through XIV. of this preamble.

I1. Special Advisory Bulletin on EMTALA Obligations
On November 10, 1999, CMS (then HCFA) and the Office of the Inspector General

(OIG) published jointly in the Federal Register a Special Advisory Bulletin addressing the

requirements of the EMTALA statute and the obligations of hospitals to medically screen all
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individuals seeking emergency services and to provide stabilizing medical treatment as
necessary to all individuals, including enrollees of managed care plans, whose conditions
warrant it (64 FR 61353). The Special Advisory Bulletin addressed issues of dual staffing of
hospital emergency rooms by managed care and nonmanaged care physicians, prior
authorization requirements of some managed care plans, use of advance beneficiary notices
(ABNSs) or other financial responsibility forms, handling of individuals' inquiries about financial
liability for emergency services, and voluntary withdrawal of a treatment request. Although it
did not amend the Code of Federal Regulations, the Special Advisory Bulletin informs
individuals of HHS policy regarding application of the EMTALA statute and offers advice on
the best practices to follow to avoid violation of the requirements imposed under that statute.
As discussed further in section V. of this preamble, in the May 9, 2002 proposed rule,
we proposed to codify certain policies on prior authorization that are currently stated only in the
Special Advisory Bulletin. We believe these changes in the regulations are needed to ensure
uniform and consistent application of policy and to avoid any misunderstanding of EMTALA
requirements by patients, physicians, or hospital employees.
I11. Summary of the Provisions of the May 9, 2002 Proposed Rule Relating to EMTALA
and Hospital Responsibility for Communication with Medicare+Choice Organizations
Concerning Post-Stabilization Care Services

A. Summary of the Proposed Provisions Relating to EMTALA

Recently, a number of questions have been raised about the applicability of §489.24 to
specific situations. These questions arise in the context of managed care plans’ requirements for
prior authorization, case experiences involving elective procedures, and situations where

individuals have been admitted as inpatients without being stabilized, or patients who had been
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stabilized later experience a deterioration in their medical condition. Some hospitals are
uncertain about whether various conditions of participation (CoPs) found in 42 CFR Part 482
apply to these situations or whether the EMTALA requirements included in the provider
agreement regulations at §489.24 apply, or both. Some representatives of the provider
community have asked us to reexamine CMS policy on the applicability of EMTALA to
physicians who are “on call” and to hospitals that own ambulances when those ambulances
operate under communitywide emergency medical services (EMS) protocols.

To help promote consistent application of the regulations concerning the special
responsibilities of Medicare-participating hospitals in emergency cases, in the May 9, 2002
proposed rule (67 FR 31469), we proposed changes to §489.24 to clarify its application in these
situations and at the same time address concerns about EMTALA raised by the Secretary’s
Advisory Committee on Regulatory Reform. These changes are discussed more fully below and
include the following:

* We proposed to change the requirements relating to individuals who present with what
may be emergency medical conditions at off-campus outpatient clinics and facilities that do not
routinely provide emergency medical services. We believe these changes will enhance the
quality and promptness of emergency care by permitting individuals to be referred to
appropriately equipped emergency facilities close to such clinics, rather than being transported
to the main campus emergency department, which may be located at a greater distance from the
clinic.

* We proposed to clarify the extent to which EMTALA applies to inpatients and
outpatients. We believe these clarifications will enhance understanding for hospitals as to what

their obligations are under EMTALA, so that they more clearly understand to whom they are
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obligated under this provision of the statute, and whose care will be governed by the Medicare
hospital CoPs.

» We proposed to clarify the circumstances in which physicians, particularly specialty
physicians, must serve on hospital medical staff “on-call” lists. We expect these clarifications
will help improve access to physician services for all hospital patients by permitting hospitals
local flexibility to determine how best to maximize their available physician resources. We are
currently aware of reports of physicians, particularly specialty physicians, severing their
relationships with hospitals, especially when those physicians belong to more than one hospital
medical staff. Physician attrition from these medical staffs could result in hospitals having no
specialty physician service coverage for their patients. We proposed clarification of the on-call
list requirements to permit hospitals to continue to attract physicians to serve on their medical
staffs and thereby continue to provide services to emergency room patients.

» We proposed to clarify the responsibilities of hospital-owned ambulances so that these
ambulances can be more fully integrated with citywide and local community EMS procedures
for responding to medical emergencies and thus use these resources more efficiently for the
benefit of these communities.

In the May 9, 2002 proposed rule, we specifically solicited comments on all of these
proposed changes. In response to the proposed rule, we received approximately 600 pieces of
correspondence, most of which contained multiple comments. A large number of these
comments were received on the last day of the comment period for the proposed rule (July 8,
2002). Because of the number and nature of the public comments we received on our proposed
clarifications and our limited timeframe for developing the final acute care hospital inpatient

prospective payment system regulations for publication by the statutory deadline of August 1,
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we decided, with one exception (application of the EMTALA provisions to provider-based
entities), to address the public comments and finalize the proposed clarifications relating to
implementation of EMTALA in a separate document. This final rule is that separate document.

In the next several sections of the preamble of this final rule, we summarize the public
comments received on the proposed EMTALA clarifications and present our responses to those
comments, including any further revisions that we are making in this final rule to the proposed
regulation changes as a result of these comments.

B. Summary of the Proposed Provisions Relating to Communication with Medicare+Choice

Organizations Concerning Post-Stabilization Care Services

In the May 9, 2002 proposed rule (67 FR 31471), we proposed to specify that a hospital
must promptly contact the Medicare+Choice organization after a Medicare+Choice enrollee
who is treated for an emergency medical condition is stabilized (proposed §489.24(d)(6)). We
received a number of public comments on this proposed provision. However, we are not
addressing public comments received on this provision in this final rule but plan to address them
in future policy guidance.

IV. General Comments on the Proposed Rule
Comment: Some commenters expressed overall support for our proposed clarifying

changes to establish more flexible standards on EMTALA, but did not offer specific
recommendations for modifying them. However, one commenter, the administrator of a small
rural hospital in the Midwest, expressed concern that our proposals appear to represent a shift
from national requirements to community-based standards, under which the level of emergency
care available in a community would be determined by the medical staffs of individual

hospitals. This commenter stated that, in many cases, it is possible to continue to maintain
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emergency department services in the local community only because of the pressure exerted on
physicians by EMTALA to continue to see patients in the emergency department. Therefore,
the commenter recommended that any changes in EMTALA regulatory requirements be
directed to making those requirements more stringent and specific and stated that relaxing
EMTALA requirements as proposed will only undermine the efforts of small rural hospitals to
maintain viable emergency services for their patients.

Response: We appreciate the commenters' support, and have kept their views in mind in
considering the comments of those respondents who recommended revisions. In regard to the
commenter's recommendations that we make the EMTALA requirements more stringent (rather
than relaxing them) for the benefit of small rural hospitals, we note that we received many
comments expressing concern that the current requirements may be too burdensome, and
therefore, the commenters recommended more flexible EMTALA rules. We considered all of
the comments received when finalizing our policy.

V. Prior Authorization (8489.24(d)(4))

A. Provisions of the Proposed Rule

Some managed care plans may seek to pay hospitals for services only if the hospitals
obtain approval from the plan for the services before providing the services. Requirements for
this approval are frequently referred to as “prior authorization” requirements. However,
EMTALA (specifically, section 1867(h) of the Act and our existing regulations at
§489.24(c)(3)) explicitly prohibit hospitals from delaying screening or stabilization services in
order to inquire about the individual’s method of payment or insurance status. Thus, prior
authorization requirements are a matter of concern because a hospital’s actions in seeking prior

authorization from an insurer could result in a delay in the provision of services required by
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EMTALA. Our existing policy prohibits a participating hospital from seeking authorization
from the individual’s insurance company for screening services or services required to stabilize
an emergency medical condition until after the hospital has provided the appropriate medical
screening examination required by EMTALA to the individual and has initiated any further
medical examination and treatment that may be required to stabilize the patient’s emergency
medical condition.

In the May 9, 2002 proposed rule, we solicited public comments as to whether the
regulations should be revised to state that the hospital may seek other information (apart from
information about payment) from the insurer about the individual, and may seek authorization
for all services concurrently with providing any stabilizing treatment, as long as doing so does
not delay required screening and stabilization services (67 FR 31471).

In addition, we proposed to clarify that an emergency physician is not precluded from
contacting the patient’s physician at any time to seek advice or information regarding the
patient’s medical history and needs that may be relevant to the medical screening and treatment
of the patient, as long as this consultation does not inappropriately delay required screening
services or stabilizing treatment.

As explained earlier, this policy was stated in a Special Advisory Bulletin published
jointly by CMS (then HCFA) and the OIG. We proposed to clarify the existing language at
§489.24(¢c)(3) (which was proposed to be redesignated as paragraph (d)(4)) in the proposed rule
to include this policy in the regulations.

B. Summary of Public Comments and Departmental Responses

1. General Comments
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Comment: Several commenters expressed general approval of our proposals without
recommending more specific changes.

Response: We appreciate the commenters' support of the proposals and have taken their
views into account in considering the comments of those respondents who recommended
revisions.

2. Concurrent Authorization and Furnishing of Stabilizing Services

Comment: Two commenters recommended that we delete any reference to seeking
authorization for post-stabilization services concurrently with the provision of stabilizing
treatment. The commenters believed clinical staff cannot easily distinguish between screening
services and stabilizing treatment, and thus may be uncertain as to when stabilizing treatment
has begun in order to seek authorization for the services. Another commenter believed that
allowing such concurrent authorization serves no useful purpose and leaves the hospital open to
charges that the steps taken to obtain concurrent authorization actually delay stabilization
services. This commenter also recommended that the regulations not allow the concurrent
authorization of stabilizing treatment and the furnishing of actual stabilizing treatment.

Response: We recognize that the distinction between screening services and stabilizing
treatment may be difficult to define outside the context of a specific case. However, we believe
clinicians will be able, when dealing with a particular patient or case, to identify clearly when
the assessment of an individual has concluded and they have begun stabilizing the patient with
an emergency medical condition. We expect that these clinical judgments will be the basis for
determining when contact will be appropriate, and that surveyors will use their own clinical

training and experience in evaluating clinicians' actions.
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Regarding the comment that authorization serves no useful purpose, we note that the
regulation merely permits, but does not require, hospitals to seek concurrent authorization with
the furnishing of stabilizing treatment. We do not believe it is appropriate to prohibit the
practice in all cases and, therefore, are not making any revision to the proposed language, which
we are adopting in this final rule, based on this comment.

We would like to clarify again that hospitals that choose to seek concurrent authorization
while administering stabilizing treatment must not delay such treatment in order to obtain
authorization. Even if the approving insurer or physician denies authorization for the stabilizing
treatment, the hospital is obligated under EMTALA to provide the necessary stabilizing
treatment (if the hospital has such capabilities).

Comment: Some commenters stated that restrictions on contact with a patient's insurer
are not appropriate because a hospital's administrative staff might not be fully aware of the
status of an individual's treatment (that is, whether a screening has occurred and stabilizing
treatment has been initiated) and that a hospital might, therefore, violate this requirement
inadvertently by requesting authorization prematurely, even though no delay in the screening or
stabilization actually occurs.

Response: We recognize the possibility pointed out by the commenter, but believe that
hospitals will be able to develop procedures to alert administrative staff as to when contact may
be initiated.

4.  Authorization Requests by Nonphysician Practitioners

Comment: Five commenters recommended that we state more specifically that CMS'

policies on prior authorization apply to authorization for both hospital and physician (and

nonphysician practitioner) services. In addition, the commenters recommended that the
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regulations be revised to clarify whether EMTALA policies also apply to emergency medical or
stabilizing services furnished by nonphysician practitioners.

A number of commenters recommended that the regulations be revised to state that nurse
practitioners and all other medical or hospital personnel involved in the individual's treatment,
and not just emergency physicians, are permitted to contact the patient's physician for
information and advice relevant to the patient's medical history and needs, as long as screening
services or stabilizing treatment are not inappropriately delayed.

Another commenter recommended a change in the wording of proposed
§489.24(d)(4)(iii) regarding contacts between emergency physicians and individuals' personal
physicians. The commenter believed that the regulations should also allow such contacts with
the individual's physician to be initiated by a qualified medical person other than a physician,
such as a physician assistant or nurse practitioner.

Response: We agree with the commenters that the prior authorization policies apply
equally to hospital services, physician services, and nonphysician practitioner services, and are
revising §489.24(d)(4)(ii) to clarify this point. We also agree that qualified medical personnel
other than physicians, such as nonphysician practitioners (physician assistants and nurse
practitioners), should be permitted to initiate such contacts, and are revising §489.24(d)(4)(iii) in
this final rule accordingly.

Comment: A number of commenters recommended that the final rule be revised to
state that concurrent contact with an individual's insurer (that is, contact undertaken by
administrative staff not involved in patient screening or treatment that occurs while clinical staff
continue to screen the individual) is not a violation of EMTALA as long as it does not delay

screening or stabilization.
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Response: We recognize that section 1867(h) of the Act states only that a hospital may
not delay an EMTALA screening or stabilization in order to inquire about the individual's
method of payment or insurance status, and does not specifically address the issue of when it is
appropriate for contact with the individual's insurer to be made. Hospitals have in the past
expressed a need for further guidance on the agency's policy in this area and the Special
Advisory Bulletin cited earlier was developed to provide guidance on this and other issues. We
do not wish to be overly prescriptive on this issue, but do believe that hospitals should have a
clear statement of the agency's policy and that the policy should strike a reasonable balance
between the need to avoid creating circumstances in which screening or stabilization will be
likely to be delayed and the equally important need to protect the individual from avoidable
liability for the costs of emergency health care services. We believe the policy in the Special
Advisory Bulletin and reiterated in proposed rule strikes that balance. Therefore, we are not
adopting the commenters' suggestion.

Further, we note that many insurers now provide a "window" of at least 24 hours
following emergency department treatment during which authorization can be obtained. In
addition, many States have enacted revisions to their insurance statutes over the past several
years that explicitly contemplate the existence of the Federal EMTALA statute. As a practical
matter, we believe this feature of private insurance contracts, as well as State laws governing
health insurance contracts, will allow screening and stabilization to go forward without
compromising the individual's rights to have care covered under his or her health plan.

4. Medical Staff Communications
Comment: Two commenters objected to the proposed language under which contact by

an emergency physician with the individual's physician is not prohibited as long as the
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consultation does not inappropriately delay EMTALA-mandated screening or stabilization. One
commenter stated that it is never appropriate for regulations to restrict physicians'
communications with one another. The other commenter stated that section 1867(h) of the Act
governs only contacts for the purpose of insurance information and does not relate in any way to
contact with the individual's physician. The commenter believed the proposed language at
§489.24(d)(4)(iii) should be deleted because, in the commenter's view, it implies that some
contacts with individuals' physicians might be prohibited by EMTALA, and that making such
contacts therefore could expose the hospital or the emergency physician to sanctions.

Response: We agree that physician communication regarding patient medical status and
information is essential. We expect the regulations will dispel any possible concerns about the
appropriateness of this communication. Therefore, we do not believe it is necessary to make
any change in the regulations in this final rule based on this comment.

Comment: Two commenters stated that the proposed language regarding contact with
the patient's physician not being prohibited as long as the consultation does not inappropriately
delay EMTALA-mandated screening or stabilization is unclear, and recommended that it be
revised to state that such contact is not inappropriate as long as it does not otherwise delay the
start of the medical screening examination.

Response: We do not believe the language as proposed is less clear than the
commenters' recommended alternative. The commenters' alternative could suggest instead that
delays in stabilizing treatment would be acceptable. Therefore, we are not adopting the
recommendation of the commenters.

Comment: One commenter suggested that CMS clarify the proposed regulatory

language by citing lists of appropriate referral physicians or participating providers as examples
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of the types of information that may appropriately be obtained as long as prior authorization is
not sought.

Response: We agree that it would not be inappropriate to discuss the types of
information the commenter cited with the patient's attending physician. However, we do not
believe these types of information are representative samples of the types of information that
such contacts should elicit. Therefore, we are not making any change in the final rule based on
this comment.

D. 5. Out-of Network Coverage
Comment: Some commenters stated that they understood the need to avoid delaying

EMTALA screening or stabilization to obtain prior authorization, but suggested that, if such
authorization is not obtained, patients might be left with substantial financial responsibility. The
commenters noted that individuals may request information about the costs of services while
awaiting a screening examination. They stated that, while it is important to avoid even the
appearance of coercion of an individual to leave the emergency department, it is also important
to recognize the patient's right to be informed of potential financial liability for services
(including increased liability for out-of-network services) before, rather than after, the services
are furnished. These commenters recommended that the regulations be revised to state that a
hospital may request financial or coverage information as long as doing so does not delay
screening or stabilization. The commenters also recommended that we state that there may be
discussion of the limits of an individual's health insurance coverage if the individual asks about
the charges for the emergency department visit.

Response: As noted in the Special Advisory Bulletin cited earlier (64 FR 61355),

current Interpretive Guidelines indicate that hospitals may continue to follow reasonable
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registration processes for individuals presenting with an emergency medical condition.
Reasonable registration processes may include asking whether an individual is insured and, if
so, what that insurance is, as long as that inquiry does not delay screening or treatment.
Reasonable registration processes should not unduly discourage individuals from remaining for
further evaluation. As requested by the commenter, in this final rule, we are revising proposed
§489.24(d)(4) by adding a new paragraph (iv) to clarify this policy. To avoid any
misunderstanding of the requirement, we have revised the language of the interpretative
guidelines to state that reasonable registration processes must not unduly discourage individuals
from remaining for further evaluation.

Regarding a hospital's response to an individual's inquiry about financial liability for
emergency services, the Special Advisory Bulletin states that any such inquiry should be
answered by a staff member who is well-trained and knowledgeable and that the staff member
should explain to the individual that, regardless of the individual's ability to pay, the hospital
stands ready and willing to provide any necessary screening or stabilization services or both.
Staff should encourage the individual to defer further discussion of financial responsibility
issues, if possible, until after any necessary screening has been performed. We do not believe
that this explanation needs to be included in the regulations.

Comment: One commenter suggested that, in the interest of avoiding any appearance
that an individual's screening or stabilization may have been influenced by the individual's
perceived ability or inability to pay, financial information collected by registration or billing
staff should not be included in the patient chart that goes back to the clinical staff who are

caring for the individual.
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Response: We agree that such a procedure could help avoid the perception of improper
financially based influences on screening or treatment decisions. We do not believe it is
necessary to revise the final rule to require that such information be excluded from the patient's
chart.

C. Provisions of the Final Rule on Prior Authorizations

In summary, we are adopting the proposed changes relating to prior authorization for
necessary stabilizing treatment for emergency medical conditions under §489.24(d)(4) as final,
with the following modification:

We are revising paragraph (d)(4)(ii) to indicate that prior authorization policies apply to
services furnished by a hospital, a physician, or a nonphysician practitioner.

We are revising paragraph (d)(4)(iii) to specify that an emergency physician as well as
any nonphysician practitioner involved in the emergency treatment is not precluded from
contacting the individual's physician at any time to seek advice regarding the individual's
medical history as long as the consultation does not delay screening and stabilizing services.

We are adding a new paragraph (d)(4)(iv) to specify that hospitals may follow
reasonable registration processes for individuals for whom examination or treatment is required
under EMTALA, as long as the procedures do not result in a delay in screening or treatment.
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V1. Clarification of “Comes to the Emergency Department” (8489.24(a) and (b))
A. Background

Section 1867(a) of the Act and our existing regulations at §489.24(a) provide, in part,
that if any individual comes to the emergency department of a hospital and a request is made on
that individual’s behalf for examination or treatment of a medical condition, the hospital must
provide an appropriate medical screening examination within the capability of the hospital’s
emergency department. Section 1867(b) of the Act and our existing regulations at §489.24(c)
provide, in part, that if the hospital determines that such an individual has an emergency medical
condition, the hospital is further obligated to provide either necessary stabilizing treatment or an
appropriate transfer. Occasionally, questions have arisen as to whether these EMTALA
requirements apply to situations in which an individual comes to a hospital, but does not present
to the hospital’s emergency department.

B. Provisions of the Proposed Rule

In the May 9, 2002 proposed rule (67 FR 31472), we proposed to consolidate the
EMTALA requirements for screening (currently in §489.24(a)) and for stabilization or
appropriate transfer (currently in §489.24(c)) into a single revised paragraph (a). This
consolidation was not intended to change the substance of the requirements, but only to set forth
more concisely, in a single opening paragraph, the essential requirements of EMTALA. In
proposed paragraph (b), we proposed to clarify the criteria for determining under what
conditions a hospital is obligated by EMTALA to screen and, if necessary, stabilize or transfer
an individual who comes to a hospital, presenting either at its dedicated emergency department,
as we proposed to define, or elsewhere on hospital property, and requests examination or
treatment, or has such a request made on his or her behalf.

In developing the proposed criteria, we recognized that sometimes individuals come to
hospitals seeking examination or treatment for medical conditions that could be emergency
medical conditions, but present for examination or treatment at areas of the hospital other than
the emergency department. In recognition of this possibility, and for other reasons explained in
the preamble to the proposed rule (including the need to assure that an individual is not denied
services simply because he or she failed to actually enter the hospital’s designated emergency
department), we proposed to clarify under proposed §489.24(b) that an individual can “come to
the emergency department,” creating an EMTALA obligation on the part of the hospital, in one
of two ways: The individual can present at a hospital’s dedicated emergency department (as we
proposed to define that term) and request examination or treatment for a medical condition; or
the individual can present elsewhere on hospital property in an attempt to gain access to the
hospital for emergency care (that is, at a location that is on hospital property but is not part of a
dedicated emergency department), and request examination or treatment for what they believe to
be an emergency medical condition.

Because of the need to clarify the applicability of EMTALA to a particular individual
depending on where he or she presents on hospital property in order to obtain emergency care,
we proposed to define “dedicated emergency department.” We proposed that “dedicated
emergency department” would mean a specially equipped and staffed area of the hospital that is
used a significant portion of the time for the initial evaluation and treatment of outpatients for
emergency medical conditions, as defined in §489.24(b), 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.
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The EMTALA statute was intended to apply to individuals presenting to a hospital for
emergency care services. Accordingly, we believe it is irrelevant whether the dedicated
emergency department is located on or off the hospital main campus, as long as the individual is
presenting to “a hospital” for those services. Therefore, we proposed in our definition of
“dedicated emergency department” that such a department may be located on the main hospital
campus, or it may be a department of the hospital located off the main campus. (We note that
the proposed definition would encompass not only what is generally thought of as a hospital’s
“emergency room’ but would also include other departments of hospitals, such as labor and
delivery departments and psychiatric units of hospitals, if these departments provide emergency
psychiatric or labor and delivery services, or both, or other departments that are held out to the
public as an appropriate place to come for medical services on an urgent, nonappointment
basis.)

In the May 9, 2002 proposed rule, we solicited public comments on whether this
proposed definition should more explicitly define what is a “dedicated emergency department”
(67 FR 31472). Specifically, we sought comments on whether a “significant portion of time”
should be defined more objectively; for example, in terms of some minimum number or
minimum percent of patients (20, 30, 40 percent or more of all patients seen) presenting for
emergency care at a particular area of the hospital in order for it to qualify as a dedicated
emergency department. As an alternative, we proposed considering a qualifying criterion that is
based on determining whether the facility is used “regularly” for the evaluation or treatment of
emergency medical conditions, and how we could define “regularly.” We further sought
comments from hospitals, physicians, and others on how hospitals currently organize
themselves to react to situations in which individuals come to a hospital requesting a screening
examination or medical treatment, or both.

C. Summary of Public Comments and Departmental Responses
1. General Support

Comment: Many commenters supported our proposed revised definition of “dedicated
emergency department.” The commenters believed the proposed revised definition is clear and
did not need to be further revised.

Response: We appreciate the support of the commenters and have taken their views into
account in considering the comments of those respondents who recommended revisions.

2. Objective Test of “Significant Portion of the Time”

Comment: Some commenters believed that an objective test (such as a percentage of
emergency patients seen or treated for emergency medical conditions) to determine dedicated
emergency department status would reduce confusion in the provider industry. Several other
commenters stated that while a finite, objective test, such as a standard of 20, 30, 40 percent of
more of all patients seen, would be desirable because of the certainty and consistency it would
provide in determining a “significant portion of the time” for purposes of “dedicated emergency
department” determination, the commenters believed the percentages cited by us are too low.

One commenter asked us to clarify what is meant by patients who ““seek emergency
care” in our discussion of whether "significant portion of the time"” should be defined more
objectively. For instance, the commenter stated the view that while many patients present for
immediate care of nonemergency problems (and these patients must be screened for an
emergency under EMTALA regulations), they should not be counted in determining whether a
department is considered a dedicated emergency department.
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Response: After consideration of these comments and the following related
comments in this section VII.C. of this preamble, we believe that providing an
objective criterion as part of the definition of "dedicated emergency department" for
purposes of EMTALA will provide predictability and consistency to the health care
industry, as the commenters suggest. Therefore, as one part of the definition of
"dedicated emergency department," as described in more detail below, we are
specifying in this final rule that a department or facility that does not otherwise
qualify as a “dedicated emergency department” based on State licensure or the way it
is held out to the public will nevertheless be considered to be a dedicated emergency
department if, during the calendar year immediately preceding the calendar year in
which a determination is being made, based on a representative sample of patient
visits that occurred during that calendar year, the department or facility provided at
least one-third of all its outpatient visits for the treatment of emergency medical
conditions on an urgent basis without requiring a previously scheduled appointment.
We adopted this definition because we believe it adds the element of objectivity
requested by many commenters and thus enables hospitals to know in advance
whether they will be subject to EMTALA. We included a reference to a
"representative sample" of visits for two reasons. First, we believe any
determination under this definition must be based on information that accurately
represents the type and mix of services delivered by the department or facility over a
period of time, not merely during certain parts of the year. However, we also
recognize that the large number of visits provided by some departments or facilities
will make it a practical necessity to sampling techniques to obtain information on the
type of care furnished instead of attempting to review all records of all visits by all
patients during a year. Therefore, we intent to issue instructions, through
interpretative guidelines, to our surveyors on how to determine such a representative
sample. In addition, we may develop a series of questions and answers for posting
on our website that will provide further clarification and guidance to providers.

In response to the comment regarding visits for the care of nonemergency problems,
we agree that such visits should not normally be counted as being for the treatment
of emergency medical conditions. However, as discussed in section VIIL. of this
preamble, individuals who suffer an unexpected emergency medical condition after
they arrive at the hospital for an outpatient visit but before they begin an outpatient
encounter and individuals whose appearance or behavior would cause a prudent
layperson observer to believe they need examination or treatment for an emergency
medical condition would be counted toward the "one-third" standard.

Comment: One commenter recommended that we use the term "regularly" instead of “a
significant portion of the time” in the definition of dedicated emergency department. The
commenter opposed the use of additional qualifying criteria (percentages) to determine whether
a facility is used “regularly” for the evaluation and treatment of emergency medical conditions
and believed that hospitals should have maximum flexibility to determine which part of their
facility is appropriate for the delivery of emergency care.

Response: As explained in the response to the previous comment, we believe
that an objective criterion relating to the percentage of visits for the treatment of
emergency medical conditions, such as the one we are including in this final rule for
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purposes of EMTALA, provides needed predictability for those who are determining
dedicated emergency department status. In addition, we believe this objective
criterion in the definition of dedicated emergency department, along with the other
two criteria in the definition in this final rule, provides the most flexibility for
determining dedicated emergency department status, as the commenter suggested.
Comment: One commenter suggested that we not include an objective standard of
“significant portion of the time” for the determination of a hospital’s “dedicated
emergency department.” The commenter believed that an objective standard for
“significant” may have the unintended effect of creating a benchmark that some
providers might use to avoid their EMTALA obligations. For example, the
commenter stated, if the standard for “significant portion of the time” is set at 30
percent, a hospital’s labor and delivery department may determine that its staff spend
only 15 percent of their time evaluating and treating outpatients who meet the
regulatory definition of emergency medical condition. The commenter stated that if
the majority of the staff’s time is spent caring for inpatients in active labor, such a
hospital may then decide that its labor and delivery department no longer has to
provide an emergency medical screening examination to all women who present with
contractions, since the department does not meet the objective criteria of being used
a significant portion of the time for the initial evaluation and treatment for
emergency medical conditions.

Another commenter did not support the percentage-based definition of dedicated
emergency department proposed because the commenter believed “it potentially
could result in a patient having or not having EMTALA protections based on a
fraction of a percentage point and dependent on the accounting method chosen to
determine volume.” Also, the commenter believed that volumes fluctuate by days,
weeks, and months, among other things. The commenter stated that fluctuating
volume could potentially cause an area or department to move in and out of
EMTALA coverage as the volume fluctuates.

Response: We agree with the commenters that using objective criteria in the
determination of a hospital’s dedicated emergency department may lead to some cases in which
the standard is exceeded or not met by a narrow margin. However, this result is an unavoidable
consequence of any objective standard. By assessing a facility’s performance over a calendar
year, we believe that the effects of seasonal or other variations in utilization will be mitigated.

In response to the comment concerning labor and delivery departments, we would like to
clarify that CMS believes that EMTALA requires that a hospital’s dedicated emergency
department would not only encompass what is generally thought of as a hospital’s "emergency
room," but would also include other departments of hospitals, such as labor and delivery
departments and psychiatric units of hospitals, that provide emergency or labor and delivery
services, or both, to individuals who may present as unscheduled ambulatory patients but are
routinely admitted to be evaluated and treated. Because labor is a condition defined by statute
as one in which EMTALA protections are afforded, any area of the hospital that offers such
medical services to treat individuals in labor to at least one-third of the ambulatory individuals
who present to the area for care, even if the hospital’s practice is to admit such individuals as
inpatients rather than treating them on an outpatient basis, would be considered a dedicated
emergency department under our revised definition in this final rule. In such cases, whether the
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department of the hospital chooses to directly admit the emergency patient upon presentment is
irrelevant to the determination of whether the department is a dedicated emergency department.
3. Nature of Care
Comment: Some commenters believed that the amount of time a facility is used
for emergency screening and treatment is not relevant, and that it is the “nature of the
care provided” that distinguishes it as a dedicated emergency department.

Response: We appreciate the comment concerning the “nature of the care provided” as
determinative of meeting the definition of “dedicated emergency department” rather than the
amount of time a facility is used for emergency screening and treatment. However, if we used
the suggested language of “nature of the care provided” as the standard for determining
“dedicated emergency department” status, we believe that treatment for one emergency case by
one hospital clinic would meet the suggested standard. We believe that the suggested standard
is too general in its reach and would encompass too many departments of hospitals. Therefore,
we are not adopting the commenters’ proposed language.

4. State Law Criterion

Comment: Several commenters suggested that “dedicated emergency department” status
should be determined by State law in the State in which the hospital is located. Another
commenter suggested that we define “dedicated emergency department” as any facility licensed
by the State in which it is situated as an emergency department. The commenter stated that this
would avoid the confusion as to whether urgent care or walk-in clinics do or do not devote a
"significant portion of time" to the provision of emergency services.

Response: As explained under section VIL.D. of this preamble, based on consideration
of all of the comments received, in this final rule we are revising the proposed definition of
“dedicated emergency department" to state that a facility licensed by the State as an emergency

department will be recognized as such under Federal EMTALA rules. However, because of the

variations in State licensure laws, we do not agree that only facilities that are licensed as
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emergency departments by the State should be considered dedicated emergency departments for
purposes of EMTALA, and have therefore included other criteria for dedicated emergency
department status, as specified in this final rule.
5. Held Out to the Public Standard

Comment: Many commenters agreed with statements in the preamble of the proposed rule to
the effect that a “held out to the public standard” is appropriate for determining “dedicated
emergency department” status. One commenter specifically suggested that a “dedicated
emergency department” should be defined as “the department of a hospital that is held out to the
public as the appropriate place to go for the examination and treatment of emergency medical
conditions as defined in this section.”
Similarly, another commenter stated that a “24/7” rule with routine emergency care may be
more appropriate to designating a “dedicated emergency department” rather than our proposal
of tracking patients and developing some minimum percentage of emergency patients. The
commenter stated that if the area is not open and staffed on a continuous basis, and it is not held
out to the public as such, then it should not be considered a dedicated emergency department.

Response: As explained in section VI.D. of this preamble, we are revising the proposed
definition of “dedicated emergency department” in several areas. In the revised definition of
dedicated emergency department that we are adopting in this final rule, we state that a
department or facility that is held out to the public (by name, posted signs, advertising, or other
means) as a place that provides care for emergency medical conditions on an urgent basis
without requiring a previously scheduled appointment will be considered to be a dedicated

emergency department. Consistent with what we have stated above, we believe that most
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provider-based urgent care centers that are held out to the public as such will meet the revised
definition of dedicated emergency department for purposes of EMTALA.

6. Labor and Delivery Departments and Psychiatric Units

Comment: Several commenters addressed our clarification in the preamble of the proposed rule
at 67 FR 31472 that other types of hospital departments, such as labor and delivery and
psychiatric units, could qualify as a dedicated emergency department for purposes of EMTALA
under our proposed definition.

One commenter stated that if a hospital has a department held out to the public as the place to go
for a labor or psychiatric emergency medical condition, that department should fall under the
definition of “dedicated emergency department” for purposes of EMTALA.

Two commenters stated that it was unclear which of the EMTALA requirements (such
as the EMTALA log) would apply to the labor and delivery unit and the psychiatric unit that
meet the definition of “dedicated emergency department.” In addition, these commenters asked
whether EMTALA would apply to all patients who present to these locations or only to
obstetrical and psychiatric patients who present under orders of their physicians at the locations.

Response: As explained further below, under the revised definition in this final rule,
departments of the hospital will be considered to be “dedicated emergency departments” if they
are held out to the public as places that provide care for emergency medical conditions on an
urgent, nonappointment basis. These departments will be subject to EMTALA requirements
applicable to dedicated emergency departments, including requirements related to maintenance
of an emergency department log and on-call requirements. Individuals who present at these
locations and request examination or treatment for a medical condition or have such a request

made on their behalf must be screened under EMTALA and, if an emergency medical condition
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is determined to exist, provided necessary stabilizing treatment, because these locations are
dedicated emergency departments.

We note that the dedicated emergency department to which an individual presents does
not necessarily have to be the one to do EMTALA screening and stabilization. For example, if a
man with cold symptoms or another medical condition were to seek treatment in the obstetrics
and gynecology department rather than the general emergency department, this presentation
would create an EMTALA obligation for the hospital, but the hospital would not be prohibited
from transporting the individual to its general emergency department for screening and
stabilization if that action were medically indicated.

7. Use of Arizona State Bill Language Defining Freestanding Urgent Care Center
Comment: One commenter cited language of a State bill (Arizona SB1098 (1999)) that,

if enacted, would amend the Arizona State statutes to create standards in Arizona for
"freestanding urgent care centers." The commenter suggested that we adopt the legislative
language for a "freestanding urgent care center" as the Medicare definition of “dedicated
emergency department.” Specifically, the commenter suggested that the definition state:

An "emergency department" means a medical facility that, regardless of its posted or
advertised name, meets the following requirements:

(a) Is a department of a hospital and is intended to routinely provide unscheduled
medical services; or

(b) Meets any one of the following requirements:

(1) Is open 24 hours a day to provide unscheduled medical care, excluding, at its option,

weekends or certain holidays;

92



(2) By its posted or advertised name, give the impression to the public that it provides
medical care for urgent, immediate or emergency conditions; or

(3) Routinely provides ongoing unscheduled medical services for more than 8
consecutive hours for an individual patient.

Response: We have considered this suggested Arizona bill language defining urgent
care centers for the State and believe it has merits for further revision of the CMS definition of
“dedicated emergency department,” with some modification.

Under subparagraph (2) of the revised definition in this final rule, we are adopting as one
of three options that a “dedicated emergency department” may be any department or facility of a
hospital, regardless of whether it is located on or off the main hospital campus, that is held out
to the public as a place that provides care for emergency medical conditions on an urgent basis
without requiring a previously scheduled appointment. We have not limited the definition to a
hospital "department" because we do not believe it would be appropriate to exclude facilities
that otherwise function as dedicated emergency departments from that definition solely because
they may not fully meet the requirements for departments of providers in 42 CFR 413.65.

Second, under subparagraph (3) of the revised definition in this final rule, we are
adopting the criterion that during the calendar year immediately preceding the calendar year in
which a determination is being made, based on a representative sample of patient visits that
occurred during that calendar year, the department or facility provided at least one-third of all of
its outpatient visits for the treatment of emergency medical conditions on an urgent basis
without requiring a previously scheduled appointment. We are not using the Arizona bill 24-
hour or 8-hour requirements because we believe an objective measure based on outpatient visits

for the treatment of emergency medical conditions will be easier to understand and implement
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and better reflects the operating patterns of some emergency departments, including those at
small or rural hospitals, or both, that may not offer treatment for emergency medical conditions
continuously on a 24-hour, 7 days a week basis. (The hospital CoPs governing emergency
services of hospitals (§482.55) and CAHs (§485.618) do not require that emergency
departments be operated continuously. Under some circumstances, such as local shortages of
emergency care personnel or limited demand for emergency services, hospitals and CAHs may
choose to open and staff their emergency departments on less than a 24-hour, 7 days a week
basis.)

8. Urgent Care Centers

Comment: Many commenters were concerned that hospital "urgent care centers" or "acute care
centers" would be included, inappropriately, as "dedicated emergency departments" for
purposes of EMTALA. The commenters stated

that urgent care centers "are capable of responding to an urgent need, but not an emergency
medical condition."

Several commenters suggested that only those urgent care centers that are functioning and
holding themselves out to the public as an emergency department should be considered a
dedicated emergency department for purposes of EMTALA.

Response: We believe it would be very difficult for any individual in need of emergency
care to distinguish between a hospital department that provides care for an “urgent need” and
one that provides care for an “emergency medical condition” need. Indeed, to CMS, both terms
seem to demonstrate a similar, if not exact, functionality. Therefore, we are not adopting the
commenters’ suggestion to except urgent care centers from dedicated emergency department

status. As we have discussed above, if the department or facility is held out to the public as a
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place that provides care for emergency medical conditions, it would meet the definition of
dedicated emergency department. An urgent care center of this kind would fall under this
criterion for dedicated emergency department status.

Although not specifically stated in a comment, an underlying issue is that urgent care
centers, participating in Medicare through a hospital, and which operate as satellite facilities off
the main hospital campus, would meet the current definition of a dedicated emergency
department, but would generally not have the capacity on site to treat patients who had been
screened and determined to have serious emergency conditions. In this situation, some might
argue that it would be inappropriate for such a facility to refer a patient in an unstable condition
to the main hospital campus (which could be 30 miles or more away and involve a lengthy
ambulance ride) rather than to a nearby hospital that would be able to treat a patient.

Both under past and current rules, a transfer from an urgent care center to a nonaffiliated
hospital is allowed under EMTALA where the facility at which the individual presented cannot
stabilize the individual and the benefits of transfer exceed the risks of transfer and certain other
regulatory requirements are met. Thus, our rules permit a satellite facility covered under the
definition of dedicated emergency department, in this example, to screen and determine whether
the case is too complex to be treated on site, that a lengthy ambulance ride to an affiliated
hospital would present an unacceptable risk to the individual, and then conclude that the benefit
of transfer exceeds the risk of transfer. In this case, the satellite facility could then transfer the
individual to an appropriate nearby medical facility.

9. Evaluation and Treatment Issue
Comment: One commenter was concerned about the “evaluation and treatment” aspect

of our proposed “dedicated emergency department” definition, and suggested that the reference
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to evaluation would make the definition overly inclusive, since an ambulatory clinic might have
no patients treated as emergencies, but many evaluated (and ruled out) for emergencies. The
commenter believed that part of any prudent ambulatory practice is to consider first the
possibility of an emergency with all patients who are seen. The commenter suggested dropping
the “evaluation and” portion of the definition to rely exclusively on an area’s treatment of actual
emergencies as the criterion.

Response: We agree that reference to evaluation may make the definition of "dedicated
emergency department” overly inclusive, in that it would count any individuals coming to
emergency rooms who are evaluated but not treated for such conditions to rule out emergency
medical conditions. Therefore, we are limiting the objective criterion in the third part of the
"dedicated emergency department" definition in this final rule to a department or facility that
provides at least one-third of all its outpatient visits for the treatment of emergency medical
conditions on an urgent basis without requiring a previously scheduled appointment.

10. Prudent Layperson Observer Standard

Comment: Two commenters expressed opposing opinions regarding our language at 67 FR
31477 of the preamble portion of the proposed rule that stated that the definition of "dedicated
emergency department" would also be interpreted to encompass those off-campus hospital
departments that would be perceived by a prudent layperson as appropriate places to go for
emergency care. One commenter believed that while the prudent layperson standard makes

sense as it relates to the assessment of an individual's medical condition, it is less appropriate

with respect to an individual’s assessment of an appropriate site of service. The commenter
stated that such assessments would likely vary, depending on factors such as perceived

seriousness of the individual’s condition, and urged CMS to adopt an objective test to avoid the
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uncertainty inherent in a "prudent layperson standard" for determinations of dedicated
emergency department status.

Another commenter supported our proposed adoption of the “prudent layperson standard” in
determining whether a facility is a dedicated emergency department and stated that the prudent
layperson standard is preferable to the

"significant portion of the time" or "regularly" definitions or standards.

Response: We believe that our revised definition of
"dedicated emergency department" specified under section VIL.D. of this final rule establishes
an objective standard of determination. For instance, we believe it is an objective standard of
dedicated emergency department status whether or not an emergency department is licensed by
the State. We also believe that it is an objective standard if a hospital department holds itself
out to the public as providing emergency care.

We understand the comment concerning an individual's assessment of an appropriate site
of service. However, in view of the revised “dedicated emergency department” definition we
are adopting in this final rule, we believe the prudent layperson standard is unnecessary for
assessment of an area of the hospital as a dedicated emergency department. We believe our
revised criteria for such status will permit the status of departments or facilities to be objectively
determined.

11. Specially Equipped and Staffed Area
Comment: Several commenters addressed the “specially equipped and staffed area of the

hospital” part of the proposed definition of “dedicated emergency department.” One commenter,
a hospital, stated that it has a main campus and several off-site locations, all of which are

considered departments of the hospital and that none of these off-site departments are dedicated
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to the provision of emergency care. They also indicated that none of the staff at these off-
campus departments are qualified to provide such care. One commenter believed our definition
of "dedicated emergency department" should incorporate a provision that staff be specially
trained in providing emergency medical care.

Another commenter requested that we clarify the terms “specialized staff” and “specialized
equipment” in the proposed “dedicated emergency department” definition. The commenter
suggested that “true” emergency departments have coding equipment and coding staff who
know how to assign appropriate billing codes.

Several commenters believed that we should clarify that CMS will apply EMTALA only if a
site is functioning as a dedicated emergency department. Another commenter stated that the
obligations of EMTALA should apply to those hospital departments or other off-site locations
that provide “traditional” emergency department services.

Response: As we explained earlier, based on our review of comments on the proposed
definition of “dedicated emergency department,” we are adopting an alternative definition of
that term that does not include a reference to special equipment or staffing. Therefore, we have
not attempted to further define “specialized staff” or “specialized equipment” in this final rule.
We agree with the latter comments, but the range of comments received on the definition of a
dedicated emergency department included in our proposed rule illustrates that there are varying
differences in opinion as to what "functioning as a dedicated emergency department" and
"traditional emergency department services" mean. Therefore, we do not believe these phrases
alone are sufficient to define a dedicated emergency department. EMTALA applies not only to
dedicated emergency departments but also to presentments for emergency care anywhere on

hospital property.
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Comment: One commenter brought to our attention a contradiction in the preamble to
the proposed rule when we discuss the definition of “dedicated emergency department” at 67 FR
31472. On the one hand, the commenter recognized that we proposed to define “dedicated
emergency department” as an area that is “specially staffed and equipped” for emergency care
and that “is used a significant portion of the time” for evaluation of patients for emergency
medical conditions. However, the commenter pointed out that, in the same paragraph, CMS
proposed that EMTALA applicability also be extended to hospital departments "that are held
out to the public as an appropriate place to come for medical services on an urgent,
nonappointment basis.” Because the "held out to the public" test was not included in the
proposed regulation text, the commenter requested clarification on this point.

One commenter believed that only an area of the hospital with an “Emergency” sign or a
“well-accepted synonym in its title” should be impacted by the EMTALA regulations.

Response: As noted earlier, and as explained more fully in section VIL.D. of this
preamble, we are adopting a revised definition of “dedicated emergency department” that does
not reference special equipment or staffing, but does recognize departments or facilities that are
held out to the public as places that provide care for emergency medical conditions on an urgent
basis without requiring a previously scheduled appointment. We believe this revised definition
will resolve any uncertainty about the “held out to the public” test.

We agree that use of the term “emergency” or a well-recognized synonym in a facility’s
signage would help to identify how the facility is held out to the public and will keep this
comment in mind as we develop interpretative guidelines for EMTALA surveys. However, we
are not including the suggested language in the final rule because we are concerned that it could

be overly prescriptive.
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12. Unscheduled Appointments Criterion
Comment: Several commenters addressed the issue of defining dedicated emergency

department as one that accepts unscheduled appointments. One commenter suggested that the
definition of “dedicated emergency department” should focus on why the patient is present at
the hospital’s emergency department. The commenter suggested that the definition should
include any location that the hospital holds out as open to evaluate patients seeking unscheduled
evaluation or treatment for a medical condition. Similarly, another commenter
recommended that we revise the definition of dedicated emergency department to state that it is
a specially equipped and staffed area of the hospital that is primarily dedicated to "unscheduled"
evaluation and treatment of outpatients for emergency medical conditions.

One commenter suggested that our proposed definition of dedicated emergency
department be revised to specify that departments of the hospital that accept walk-in or
unscheduled patients for assessment are deemed to be dedicated emergency departments for the
purposes of EMTALA. The commenter stated that this definition would exempt routine clinics
or hospital-based physician offices that function on an appointment-only basis, administrative
areas, inpatient units, and laboratory areas that provide testing but do not provide assessment or
diagnosis services for patients.

Another commenter asked us to include places that are “held out to the public as an
appropriate place to come for medical services on an urgent, nonappointment basis” under the
definition of dedicated emergency department. This suggestion would include the labor and
delivery department of a hospital, but would exclude outpatient clinics that permit “walk-in

patients”, according to the commenter.
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The commenter suggested that “dedicated emergency department” be defined as any
area of the hospital that provides more than 10 percent of its nonscheduled patients treatment for
outright emergencies.

Response: We agree that the practice of accepting patients without requiring
appointments is an important indicator of emergency department status. After consideration of
all of the comments on this issue, we are adopting in this final rule a criterion in the definition of
“dedicated emergency department” that permits a department or facility to be considered a
dedicated emergency department if it is held out to the public as a place that provides care for
emergency medical conditions on an urgent basis without requiring a previously scheduled
appointment.

13. Related Definition of “Hospital with an Emergency Department”
Comment: One commenter requested that we amend the proposed regulatory

text at §489.24(a), consistent with our proposed definition of “dedicated emergency
department,” to state that EMTALA requirements apply to a hospital that has a dedicated
emergency department. Other commenters suggested that our proposed definition of “hospital
with an emergency department” at §489.24(b) should either be deleted or revised so that it is
defined as a “hospital with a dedicated emergency department,” to make it consistent with our
definition of "dedicated emergency department."”

Response: We considered the suggestion that we amend the “Application” paragraph of
§489.24(a) to limit EMTALA applicability to hospitals with dedicated emergency departments.
However, “hospital with an emergency department” is a term of art from section 1867 of the Act
that we have separately included in the definitions under §489.24(b) to mean generally “a

hospital that offers services for emergency medical conditions.” Thus, we believe it would be
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preferable to keep the statutory language “hospital with an emergency department” in the
Application section in the regulation text. To clarify our policy in this area, we are revising the
definition of “Hospital with an emergency department” under §489.24(b) to state that it means a
hospital with a dedicated emergency department as defined in §489.24(b).

14. Other Related Suggested Revisions

Comment: One commenter recommended that the last sentence in proposed paragraph
(1) of the definition of “Comes to the emergency department” in §489.24(b) be revised to read:

"In the absence of such a request by or on behalf of the individual, a request on behalf of
the individual will be considered to exist if a prudent layperson observer would believe, based
on the individual’s appearance or behavior, that the individual needs examination or treatment
for an emergency medical condition." [New language is underlined.]

(As proposed, this definition would require only that the prudent layperson observer
believe that the individual needs examination or treatment for a medical condition.)

Response: Section 1867 of the Act requires a hospital to provide examination
and necessary stabilizing treatment to any individual who “comes to the hospital” for emergency
care. We are interpreting this statutory requirement to mean that individuals who present to
areas of the hospital other than departments that are labeled “Emergency” must receive care
from the hospital. We believe we have clarified this requirement in prior rulemakings and in the
proposed rule. However, we are including this clarification in this final rule, as well, as part of
the revised final definition of dedicated emergency department.

Comment: One commenter stated that if the proposed rules are adopted as final, on-call
physicians and hospitals will refuse to accept transfers if the transfers will be received through

the hospital dedicated emergency department. The commenter believed that if we apply
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EMTALA to patients admitted via the dedicated emergency department, it will create “perverse
incentives” for hospitals and physicians to avoid admitting patients through the dedicated
emergency department. The commenter stated: “On-call physicians will be reluctant to agree to
accept patients for admission through the ED because then their stabilizing care of the patient in
the hospital will subject them to civil monetary penalties and civil liability under EMTALA.”

Response: It is a statutory requirement under section 1867(g) of the Act that receiving
hospitals with special capabilities must accept the transfer of an individual with an unstable
emergency medical condition. The receiving hospitals must accept the patients whether or not
they are received through that hospital’s dedicated emergency department--the EMTALA
obligation for the receiving hospital transfers with the individual until the condition has been
stabilized. Therefore, we do not believe on-call physicians and hospitals would refuse to accept
transfers if the transfers are being received through the hospital dedicated emergency
department, as the commenter believed. In particular, we hold this view because the EMTALA
obligation is incurred at the time of arrival of the individual in accordance with an appropriate
transfer, regardless of which door the individual enters or whether he or she is admitted
immediately to the receiving hospital.

D. Provisions of the Final Rule Regarding Clarification of "Come to the Emergency
Department"

For the reasons discussed throughout section VII. of this preamble, and after full
consideration of the public comments received--

We are adopting as final the proposed organizational changes to §489.24(a) on the
application of EMTALA to include both the screening and stabilization or transfer requirements.

(We note that later in this preamble under section X., we make an additional change to
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paragraph (a) to clarify that if the hospital admits the individual as an inpatient for further
treatment after screening, the hospital’s obligation under EMTALA ends.)

We are adopting paragraphs (1) and (2) under the proposed definition of "come to the
emergency department” as final without changes.

We are revising the proposed definition of “dedicated emergency department” at
§489.24(b), to read as follows:

“Dedicated emergency department” means any department or facility of the hospital,
regardless of whether it is located on or off the main hospital campus, that meets at least one of
the following requirements:

(1) Ttis licensed by the State in which it is located under applicable State law as an
emergency room or emergency department;

(2) Ttis held out to the public (by name, posted signs, advertising, or other means) as a
place that provides care for emergency medical conditions on an urgent basis without requiring
a previously scheduled appointment; or

(3) During the calendar year immediately preceding the calendar year in which a
determination under §489.24 is being made, based on a representative sample of patient visits
that occurred during that calendar year, it provided at least one-third of all its outpatient visits
for the treatment of emergency medical conditions on an urgent basis without requiring a
previously scheduled appointment.

We believe this revised definition of “dedicated emergency department”
sufficiently addresses many of the suggested proposals submitted by the commenters on

determining what is an emergency department for purposes of EMTALA.
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We are revising the proposed definition of "hospital with an emergency
department" to make it consistent with our revised definition of "dedicated emergency
department."

VIIL. Applicability of EMTALA: Individuals Come to the Dedicated Emergency
Department for Nonemergency Services (§489.24(c))

A. Background
We sometimes receive questions whether EMTALA’s requirements apply to

situations in which an individual comes to a hospital’s dedicated emergency department, but no
request is made on the individual’s behalf for emergency medical evaluation or treatment. In
view of the specific language of section 1867 of the Act and the discussion in section VII. of
this preamble, which addresses the definition of a hospital’s dedicated emergency department,
we believe that a hospital must be seen as having an EMTALA obligation with respect to any
individual who comes to the dedicated emergency department, if a request is made on the
individual’s behalf for examination or treatment for a medical condition, whether or not the
treatment requested is explicitly for an emergency condition. A request on behalf of the
individual would be considered to exist if a prudent layperson observer would believe, based on
the individual’s appearance or behavior, that the individual needs examination or treatment for a
medical condition.

This does not mean, of course, that all EMTALA screenings must be equally
extensive. The statute plainly states that the objective of the appropriate medical screening
examination is to determine whether or not an emergency medical condition exists. Therefore,
hospitals are not obligated to provide screening services beyond those needed to determine that

there is no emergency medical condition.
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In general, a medical screening examination is the process required to reach, with
reasonable clinical confidence, a determination about whether a medical emergency does or
does not exist. We expect that in most cases in which a request is made for medical care that
clearly is unlikely to involve an emergency medical condition, an individual’s statement that he
or she is not seeking emergency care, together with brief questioning by qualified medical
personnel, would be sufficient to establish that there is no emergency condition and that the
hospital’s EMTALA obligation would thereby be satisfied.

B. Provisions of the Proposed Rule

To clarify our policy in this area, in the May 9, 2002 proposed rule
(67 FR 31473), we proposed to redesignate paragraphs (c) through (h) of §489.24 as paragraphs
(d) through (i) (we proposed to remove existing paragraph (i)) and to add a new paragraph (c) to
state that if an individual comes to a hospital's dedicated emergency department and a request is
made on his or her behalf for examination or treatment for a medical condition, but the nature of
the request makes it clear that the medical condition is not of an emergency nature, the hospital
is required only to perform such screening as would be appropriate for any individual presenting
in that manner, to determine that the individual does not have an "emergency medical condition"
as defined in the regulations. (In the May 9, 2002, proposed rule, we included an Example 1 as
illustrative of application of this policy (67 FR 31473).)

C. Summary of Public Comments and Departmental Responses

Comment: Many commenters addressed our proposed clarification of presentments of
individuals to dedicated emergency departments for nonemergency services at 67 FR 31473.
One commenter stated that only those individuals requesting a “medical examination” be

required to receive a medical screening examination by a physician or other qualified medical
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personnel. Another commenter recommended that EMTALA not apply to requests for
nonemergency care inside the dedicated emergency department. One commenter believed that
EMTALA should not apply to individuals coming to the dedicated emergency department to
obtain previously scheduled or followup care.

Response: At 67 FR 31473, et seq., of the preamble to the May 9, 2002 proposed rule,
and also above, we explicitly clarified the issue concerning when an individual comes to a
hospital’s dedicated emergency department but no request is made on the individual’s behalf for
emergency medical evaluation or treatment. To address this scenario, we stated that hospitals
are not obligated to provide screening services beyond those needed to determine whether an
emergency medical condition exists. In addition, we proposed regulatory language to address
the issue (proposed §489.24(c)) to specify that if an individual comes to a hospital’s dedicated
emergency department and a request is made on his or her behalf for examination or treatment
for a medical condition, but the nature of the request makes it clear that the medical condition is
not of an emergency nature, the hospital is required only to perform such screening as would be
appropriate for any individual presenting in that manner, to determine that the individual does
not have an emergency medical condition. Therefore, while EMTALA does apply to any
individual who presents to a hospital’s dedicated emergency department with a medical
condition, it does so only to the extent that the individual must be screened for emergency
medical conditions and supplied necessary stabilizing treatment.

Section 1867(a) of the Act clearly states that a hospital with an emergency department is
required to provide an appropriate medical screening examination to every individual who
presents at the hospital’s emergency department with a medical condition. However, this

screening is only necessary to the extent it takes the hospital to determine whether the individual
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has an emergency medical condition. Once the individual is screened and it is determined the
individual has only presented to the dedicated emergency department for a nonemergency
purpose, such as followup care, the hospital’s EMTALA obligation ends for that individual at
the completion of the medical screening examination.

Comment: One commenter noted that, in many cases, individuals come to the dedicated
emergency department of the hospital at which their regular physician practices and ask to be
seen for nonemergency medical conditions that could appropriately be treated in the physician’s
office. The commenter asked whether, in these circumstances, a registered nurse or other
qualified medical person on duty at the dedicated emergency department could perform a
screening to rule out the presence of an emergency medical condition and, if it is determined
that the patient does not have an emergency medical condition, refer the patient to the
physician’s office for treatment.

Another commenter stated that we should provide more guidance to allow busy
emergency departments to refer patients without an "emergency medical condition" to primary
care or specialty care clinics, or both.

Response: As stated in proposed §489.24(c), if an individual comes to a dedicated
emergency department and a request is made for examination or treatment of a medical
condition, but the nature of the request makes it clear that the condition is not of an emergency
nature, the hospital is required to perform only such screening as would be appropriate for any
individual presenting in that manner, to determine that the individual does not have an
emergency medical condition. Under the circumstances described by these commenters, the
regulations would not require that such screening be done by a physician. On the contrary, we

believe the individual could be screened by the appropriate nonphysician emergency department
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staff and, if no emergency medical condition is found to exist, referred to his or her physician’s
office for further treatment. Because we believe that proposed paragraph (c) clearly would
permit such a referral, we do not believe a further regulations change is needed in this final rule
to clarify this point. We note that while EMTALA does not require that all screenings be
performed by an M.D. or D.O., any nonphysician (such as an emergency room registered nurse)
who performs such screening should be an individual whom the hospital has designated as a
“qualified medical person” for purposes of appropriate transfer certification under
§489.24(d)(1)(ii)(C) (redesignated in this final rule as §489.24(e)(1)(ii)(C)).

Comment: Many commenters believed that the final rule should make clear that
EMTALA does not apply to nonemergency services delivered in a dedicated emergency
department and does not apply to a site other than a dedicated emergency department unless
emergency services are requested.

Similarly, several commenters requested that we clarify that a hospital has no obligation
under EMTALA to an individual who presents at a dedicated emergency department but does
not request examination or treatment for a medical condition. Specifically, one commenter
believed that we should clarify that hospitals are not required under EMTALA to provide
medical screening examinations to individuals who request a medical service that is not
examination or treatment for a medical condition, such as preventive care services,
pharmaceutical services, or medical clearances for law enforcement purposes (such as blood
alcohol tests required by police).

Response: We agree that a hospital has no obligation under EMTALA to an individual
who comes to a dedicated emergency department if there is no request made by or on behalf of

the individual for examination or treatment for a medical condition, and the individual’s
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appearance or behavior would not cause a prudent layperson observer to believe that
examination or treatment for a medical condition is needed and that the individual would
request that examination or treatment if he or she were able to do so. We do not agree that a
hospital has no obligation under EMTALA to an individual who presents at a dedicated
emergency department for "nonemergency purposes" because such a purpose can be a medical
one and the statute requires that a hospital perform a medical screening examination to any
individual who presents to the emergency department with a medical condition. We agree with
another commenter that if an individual presents to a dedicated emergency department and
requests services that are not examination or treatment for a medical condition, such as
preventive care services, the hospital is not obligated to provide a medical screening
examination under EMTALA to this individual.

We note that pharmaceutical services in a dedicated emergency department may be for
medical conditions and are, therefore, subject to EMTALA. We also wish to emphasize that the
applicable principle is that presentments to a dedicated emergency department that meet other
applicable criteria for EMTALA applicability will be considered to be subject to EMTALA if
there is a request by or on behalf of the individual for examination or treatment for a medical
condition, or the appearance or behavior of the individual would cause a prudent layperson
observer to believe that the individual needed such examination or treatment and that the
individual would request that examination or treatment if he or she were able to do so. Under
this general principle, we will evaluate specific presentments, including requests by law
enforcement authorities for medical clearance of persons who are about to be incarcerated or for
blood alcohol or other tests to be used as evidence in criminal proceedings, on a case-by-case

basis.
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For example, an individual being maintained on psychotropic medication may come to
an emergency department and complain of experiencing suicidal or homicidal urges because he
or she has exhausted his or her supply of medication. If examination of the individual verifies
the existence of an emergency medical condition and a supply of the patient's normal
medication is required to stabilize that condition, then EMTALA would require that the hospital
provide that medication. Of course, this does not mean that hospitals are required by EMTALA
to provide medication to patients who do not have an emergency medical condition, simply
because the patient is unable to pay or does not wish to purchase the medication from a retail
pharmacy. We will address these types of issues in our interpretative guidelines.

Comment: One commenter noted that the issue of nonemergency patient care that takes
place in the dedicated emergency department and overcrowding is a significant concern. The
commenter stated that education aimed at the public by CMS to help them understand
appropriate alternatives could contribute to reducing abuse.

Response: We agree that it is worthwhile to encourage patients to seek more appropriate
sources of nonemergency care, and will take this into account as we develop EMTALA-related
patient information and education material.

Comment: One commenter described a situation where hospitals use their emergency
departments as an access point for registration purposes for the entire hospital after the normal
registration area is closed. The commenter asked whether every individual would be covered
under EMTALA and would require a medical screening even though not everyone is coming to
the emergency department seeking emergency medical treatment.

Similarly, another commenter stated that some hospitals, particularly rural ones, have

found that it is most cost-effective for the hospital if it was configured to have one hospital
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entrance for patients who present for emergency care and for patients who do not present for
emergency care. The commenter requested clarification on whether an EMTALA screening
would be required for both types of patients who walk through that one entrance.

One commenter described a situation where a hospital operates ambulatory care centers
and other facilities (such as primary care clinics) in tandem with the hospital's dedicated
emergency department. The commenter believed the nondedicated emergency department of
the hospital should be explicitly excepted from the definition of "dedicated emergency
department" to address this "tandem" scenario.

Response: Regarding the first two comments, we agree that EMTALA does not apply to
individuals who may pass through a hospital’s emergency department but do not request
examination or treatment for a medical condition, have such a request made on their behalf, or
indicate through their appearance or behavior that examination or treatment for a medical
condition would, in the judgment of a prudent layperson, be needed. We have not revised the
final rule on this point, but intend to take it into account in developing interpretative guidelines
and training materials for EMTALA surveyors. The third comment does not raise an issue of
EMTALA policy, but merely shows that it will be necessary in some cases to determine exactly
which physical locations constitute a hospital’s dedicated emergency department. Such
decisions will be made a case-by-case basis by CMS, based on information provided by the
State survey agency.

Comment: One commenter suggested that we define whether there has been a request
for examination or treatment under EMTALA by the resources that it would take to fulfill the
request. The commenter gave an example of a request for unscheduled medical services that

would require the service of a “qualified medical provider.” The commenter stated that a
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request to take out stitches does not require a doctor or consultation with a doctor unless there is
an additional complaint expressed.

Response: While this is an interesting suggestion, we believe that it is one that would be
difficult to implement as an objective standard, because estimates of resources needed will
necessarily be subjective. Therefore, we are not revising the final rule based on this comment.

Comment: One commenter believed that the standard stated at proposed §489.24(c),
“the nature of the request makes it clear the medical condition is not of an emergency nature”, is
too subjective. The commenter believed it would almost certainly invite State surveyors to
second guess the determination of the qualified medical person.

Response: The purpose of conducting an EMTALA investigation is to ascertain whether
or not the hospital has violated the requirements of §489.24 or the related requirements of
§489.20. The survey is conducted in accordance with applicable CMS survey procedures and
policies. The surveyor's recommendation of a violation determination is based on facts
uncovered by the onsite investigation. The CMS regional office will make the final compliance
determination with information obtained after the onsite investigation by the State survey
agency.

Comment: Several commenters believed that triage of the individual presenting to the
dedicated emergency department should be adequate for purposes of fulfilling EMTALA
screening obligations. Specifically, one commenter did not believe that EMTALA should apply
to individuals who present to the dedicated emergency department with no “significant distress
or risk” as determined by triage of vital signs, and “who are comfortable and active" in a waiting

area whereby they are well provided for while they are waiting for care or treatment.
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Another commenter asked us to clarify whether vital signs must be obtained in every
medical screening examination upon presentment to a hospital’s dedicated emergency
department.

Response: Section 1867(a) of the Act requires that individuals coming to the emergency
department be provided a medical screening examination. The statute states:

"In the case of a hospital that has a hospital emergency department, if any individual
(whether or not eligible for benefits under this title) comes to the emergency department and a
request is made on the individual's behalf for examination or treatment for a medical condition,
the hospital must provide for an appropriate medical screening examination within the
capability of the hospital's emergency department, including ancillary services routinely
available to the emergency department, to determine whether or not an emergency medical
condition (within the meaning of subsection (e)(1)) exists."

Triaging is not equivalent to a medical screening examination. Triaging merely
determines the "order" in which patients will be seen, not the presence or absence of an
emergency medical condition. If the medical screening examination is appropriate and does not
reveal an emergency medical condition, the hospital has no further obligation under §489.24.

The decision to take vital signs may be required by the qualified medical professional or
the hospital's emergency department's policies and procedures, or both. Vital signs are
indicators of a patient's level of wellness and are valuable parameters to assist health
professionals in making medical decisions concerning a patient's health needs. The patient's
medical condition and the discretion of the practitioner will determine the need for monitoring

of vital signs.
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We do not believe the taking of a patient’s vital signs is required for every presentment
to a hospital’s dedicated emergency department. As we have stated above, we expect that, in
most cases in which a request is made for medical care that clearly is unlikely to involve an
emergency medical condition, an individual’s statement that he or she is not seeking emergency
care, together with brief questioning by qualified medical personnel, would be sufficient to
establish that there is no emergency medical condition and the hospital’s EMTALA obligation
would thereby be satisfied.

Comment: One commenter requested that we modify proposed §489.24(c) to provide
that EMTALA imposes no minimum requirements for conducting medical screening
examinations for cases falling within this paragraph. The commenter stated that the extent of
the necessary examination is within the sole discretion of the qualified medical personnel
performing the examination.

Response: As required by statute, we believe that a hospital must be seen as having an
EMTALA obligation with respect to any individual who comes to the dedicated emergency
department for examination or treatment for a medical condition. While we will refrain from
dictating what type of medical screening examination is required for each individual who
presents to the dedicated emergency department, we believe that such screenings should be
provided to each individual commensurate with the condition that is presented. As we have
stated previously, this does not mean that all EMTALA screenings must be equally extensive.
Hospitals are not obligated to provide screening services beyond those needed to determine that
there is no emergency medical condition.

We agree with the commenter that the extent of the necessary examination is generally

within the judgment and discretion of the qualified medical personnel performing the
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examination. However, we note that the extent and quality of the screening by the qualified
medical personnel are subject to review (by QIOs and State surveyors, for example), in the case
of'a complaint filed in accordance with section 1867 of the Act.

Comment: One commenter expressed concern about enforcement of the standard stated
in proposed §489.24(c). The commenter was concerned with the scenario in which it is later
determined that an individual who had presented to the dedicated emergency department for
such medical treatment as suture removal (as used in the example at 67 FR 31473) was, in fact,
suffering from an emergency medical condition, and this emergency medical condition was not
detected during this less extensive examination.

Response: As we stated in the proposed rule, hospitals are not obligated to provide
screening services in the dedicated emergency department beyond those needed to determine
that there is no emergency medical condition. We assume that qualified medical personnel or
physicians will be performing the medical screening examination (however modified for the
condition presented) to determine whether the individual is suffering an emergency medical
condition. Ifit is later found that the individual had been suffering an emergency medical
condition upon presentment to the dedicated emergency department but only asks for
examination or treatment for the suture removal, or some lesser medical condition, and a
complaint is filed for an alleged dumping in accordance with section 1867 of the Act, as stated
above, the extent and quality of the screening by the qualified medical personnel would be
subject to review by State surveyors to permit a determination to be made as to whether there
was an EMTALA violation. We note that if, upon investigation of the alleged dumping, it is
found that an adequate medical screening had been performed, the hospital would not be found

liable under EMTALA.
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Comment: One commenter asked why CMS needed to add a new §489.24(c) to
reinforce the requirement that all visits to the emergency department triggers EMTALA
obligations, whether the individual is requesting emergency services or coming for
nonemergency services. The commenter indicated that “any individual” who comes to the
emergency department requesting care is already covered by EMTALA.

Another commenter stated that the real issue is when a hospital is required to perform a
medical screening examination and when it is not required to perform one. The commenter
indicated that staff of hospital emergency departments should be able to ask patients why they
have come to the emergency department.

Response: In proposed §489.24(c), and accompanying language in the preamble at 67
FR 31473, we attempted to provide some guidance to hospitals and physicians as to whether
EMTALA’s requirements apply to situations in which an individual comes to a hospital’s
dedicated emergency department, but no request is made for emergency medical evaluation or
treatment. While we have repeatedly stated that we are refraining from dictating to hospitals
standards for medical screening examinations, we hoped to address some concerns in the
provider community that all EMTALA screenings must be equally extensive to each individual
who presents to the dedicated emergency department. Rather, once an individual states that he
or she is not at a hospital’s dedicated emergency seeking emergency care as the commenter
suggested, some brief questioning by qualified medical personnel of why the individual is there
would be adequate to fulfill the requirements of the medical screening examination for purposes
of EMTALA.

Comment: One commenter asked for clarification on whether EMTALA applies to

individuals who seek outpatient services from the hospital on an unscheduled basis; for

117



example, when an individual’s physician directs the individual to go to the hospital to obtain
laboratory and x-rays so that the physician may determine whether the individual has
pneumonia or another condition.

Response: As explained elsewhere in this preamble, whether EMTALA applies to a
specific individual will depend on whether the individual presents to the hospital’s dedicated
emergency department or to another area of the hospital, and on what type of request for
examination or treatment is made. For example, an individual being sent to a hospital for
specific diagnostic tests ordered by a physician outside the hospital would normally be directed
by that physician to go to the hospital’s laboratory and radiology department, not to the
dedicated emergency department. In either setting, a simple request for a diagnostic test or
image generally would not be considered a request for examination or treatment for what may
be an emergency medical condition, so the hospital would have no EMTALA obligation to that
individual. However, if the individual were to tell the hospital staff at the laboratory or
radiology department that he or she needed emergency care, EMTALA would apply. EMTALA
also would apply if, in the absence of a verbal request, the individual’s appearance or behavior
were such that a prudent layperson observer would believe the individual needed examination or
treatment for an emergency medical condition and that the individual would request that
examination or treatment if he or she were able to do so. Of course, in any actual complaint
investigation, the State survey agency and, where appropriate, the QIO would review all actual
relevant facts and circumstances to ensure that the regulations are applied appropriately in that
case.

Comment: One commenter was concerned with the example at 67 FR 31473 of the

proposed rule of a woman presenting to a hospital’s emergency department with a request for
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suture removal. The commenter asked for information on the location of the outpatient clinic to
which the qualified medical nurse refers the woman for the suture removal after the nurse
screens the woman for any emergency medical conditions and also the timing of the clinic’s
evaluation. The commenter also stated that it would be helpful to clarify that “same-day on-
campus referral” to another medical facility outside the dedicated emergency department is not
mandatory for EMTALA purposes.

Response: By the commenter’s request for information about the location of the
outpatient clinic to which the patient is referred, we assume the commenter is interested in
whether the outpatient clinic in the example is a department of the hospital (that is, provider-
based). We do not see this as a particularly relevant fact, nor do we see the issue of timing of
that outpatient clinic’s evaluation to the issue of the applicability of EMTALA to that patient on
the part of the hospital.

However, we do believe that it would not be an EMTALA obligation for the qualified
medical nurse in the example to make the referral to the outpatient clinic upon finding that the
woman does not have an emergency medical condition. Nevertheless, it would appear to us that
good standards of practice would dictate that any qualified medical personnel screening the
patient would refer the patient elsewhere for treatment of her obvious medical condition, rather
than simply sending her out of the emergency department upon finding that she did not have an

emergency medical condition.
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D. Provisions of the Final Rule

We are adopting, as final, the proposed provisions under §489.24(c).
VIII. Applicability of EMTALA: Individual Presents at an Area of the Hospital's Main
Campus Other Than the Dedicated Emergency Department (8489.24(b))
A. Background

Routinely, individuals come to hospitals as outpatients for many nonemergency medical
purposes. If such an individual initially presents at an on-campus area of the hospital other than
a dedicated emergency department, we would expect that the individual typically would not be
seeking emergency care. Under most of these circumstances, EMTALA would therefore not
apply (this concept is further discussed in section IX.B. of this preamble). However, questions
have arisen as to whether a hospital would incur an EMTALA obligation with respect to an
individual presenting at that area (that is, an on-campus area of the hospital other than a
dedicated emergency department) who requests examination or treatment for what is believed to
be an emergency medical condition, or had such a request made on his or her behalf.
B. Provisions of the Proposed Rule

In the May 9, 2002 proposed rule (67 FR 31473 and 31506), we proposed to specify in
the regulations (§489.24(b), definition of "come to the emergency department") that, for an
individual who presents on hospital property other than the dedicated emergency department
and requests examination or treatment for what may be an emergency medical condition, a
request would be considered to exist if the individual requests examination or treatment for what
the individual believes to be an emergency medical condition. We further explained that if there
is no actual request, for example, if the individual is unaccompanied and is physically incapable
of making a request, the request from the individual would be considered to exist if a prudent

layperson observer would believe, based upon the individual's appearance or behavior, that the
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individual needs treatment for an emergency medical condition. We stated that the proposed
policy was appropriate because section 1867 protections should not be denied to those
individuals whose need for emergency services arises upon arrival on hospital property at the
hospital's main campus, but before they have presented to the dedicated emergency department.

Under the proposed policies, a request for examination or treatment by an individual
presenting for what is believed to be an emergency medical condition at an on-campus area of
the hospital other than the dedicated emergency department would not have to be expressed
verbally in all cases. In some cases, the request may be inferred from what a prudent layperson
observer would conclude from an individual's appearance or behavior. While there may be a
request (either through the individual or a prudent layperson), thereby triggering an EMTALA
obligation on the part of the hospital, this policy does not mean that the hospital must maintain
emergency medical screening or treatment capabilities in each department or at each door of the
hospital, nor anywhere else on hospital property, other than the dedicated emergency
department.

Our proposal, and the considerations on which it is based, are further discussed in the
preamble to the May 9, 2000 proposed rule (67 FR 31473). We also specifically solicited
comments from hospitals and physicians on examples of ways in which hospitals presently react
to situations in which individuals request emergency care in areas of the hospital other than the
hospital's emergency department.

In the May 9, 2002 proposed rule, we also proposed that EMTALA would not apply to
an individual who experiences what may be an emergency medical condition if the individual is
an outpatient (as that term is defined in 42 CFR 410.2). We explained that we would consider

such an individual to be an outpatient if he or she has begun an encounter (as that term is
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defined in 42 CFR 410.2) with a health professional at the outpatient department. Because such
individuals are patients of the hospital already, we believe it is inappropriate that they be
considered to have "come to the hospital" for purposes of EMTALA. However, we note that
such an outpatient under our proposal who experiences what may be an emergency medical
condition after the start of an encounter with a health professional would have all protections
afforded to patients of a hospital under the Medicare hospital CoPs (as discussed in section XIV.
of the preamble). Hospitals that fail to provide treatment to these patients could face
termination of their Medicare provider agreements for a violation of the CoPs. In addition, as
patients of a health care provider, these individuals are accorded protections under State statutes
or common law (for example, State malpractice law and patient abandonment torts) as well as
under general rules of ethics governing the medical profession. Our proposal, and the
considerations on which it is based, are further discussed in the preamble to the May 9, 2002
proposed rule (67 FR 31473 through 31474).

In the proposed rule, we also proposed to retitle the definition of "property" at
§489.24(b) to "hospital property" and relocate it as a separate definition. In addition, we
proposed to clarify which areas and facilities are not considered hospital property.

C. Summary of Public Comments and Departmental Responses

1. Presentation Outside the Dedicated Emergency Department

Comment: Regarding our proposed clarifications on the applicability of EMTALA for
presentments on hospital property outside the dedicated emergency department, one commenter
believed that, while the clarifications were necessary, "it is perhaps a sad indictment of our
healthcare system that we actually have to mandate medical providers that someone

unconscious must receive immediate medical care . . . . Anyone doing this sort of denial of care
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deserves more than an EMTALA citation." Many other commenters expressed concern about
the absence from the proposed regulatory text of qualifying language that is set forth in the
preamble of the proposed rule. Specifically, one commenter cited the proposed preamble
language at 67 FR 31473 that states:
"... EMTALA is triggered in on-campus areas of the hospital other than a dedicated emergency
department where, in an attempt to gain access to the hospital for emergency care, an individual
comes to a hospital and requests an examination or treatment for a medical condition that may
be an emergency." (Emphasis added.)
The commenter further cited the preamble at 67 FR 31474

"We are proposing that EMTALA would not apply to . . . an individual who . . .
experiences what may be an emergency medical condition if the individual is an outpatient (as
that term is defined at 42 CFR §410.2) who has come to the hospital outpatient department for
the purpose of keeping a previously scheduled appointment. We would consider such an
individual to be an outpatient if he or she has begun an encounter (as that term is defined at
§410.2) with a health professional at the outpatient department." (Emphasis added.)
The commenter then compared this language in the preamble to the proposed regulatory text at
§489.24(b) that would hold a hospital accountable under EMTALA when an individual has
presented on hospital property other than a dedicated emergency department, “and requests
examination or treatment for what may be an emergency medical condition, or has such a
request made on his or her behalf . . ..” The commenter was concerned that neither of the
preamble’s purported tests for EMTALA’s applicability outside of the dedicated emergency
department that are quoted above is referenced in the proposed regulatory text: neither the test

of whether the individual came to the hospital in an attempt to gain access to the hospital for
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emergency care, nor the objective test of whether the patient has begun an encounter with a
health professional at the outpatient department. This commenter believed that the regulatory
text should be revised to clearly state that EMTALA is not applicable to outpatients who have
initiated an encounter with a health professional in a hospital outpatient department other than a
dedicated emergency department.

Another commenter suggested that we substitute the term "member of the public" for
“outpatients” in the definition of dedicated emergency department (“a dedicated emergency
department would mean a specially equipped and staffed area of the hospital that is used a
significant portion of the time for the initial evaluation and treatment of outpatients for
emergency medical conditions). The commenter believed that the clear implication of the
definition is that an outpatient may be covered under EMTALA, a conclusion that is
inconsistent with other provisions in the proposed rule.

Other commenters requested that we clarify that EMTALA would not apply when individuals
arrive on the orders of their physicians, such as when a pregnant woman or a psychiatric patient
arrives upon a physician’s order either for testing or because he or she is in need of immediate
medical care. In addition, some commenters believed that CMS should clearly state that only
the Medicare hospital CoPs and not EMTALA would apply to individuals with scheduled
outpatient appointments or procedures.

Another commenter disagreed with the CMS statement in the preamble to the proposed rule that
EMTALA does not apply to “established patients” who need emergency care while on hospital
property. The commenter stated that it may be impossible to distinguish such a patient from

anyone else experiencing a similar emergency also on hospital property, and was concerned that
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the concept of excluding an established patient from EMTALA will raise many definitional and
logistical issues.

One commenter believed that we intended for EMTALA not to apply in situations where
the individual has arrived for an appointment, even if they had not yet been assisted. The
commenter urged clarification on this issue.

One commenter stated that there may be occasions where individuals present to the
hospital for outpatient services where no orders are necessary to provide services to the
individual, such as annual mammograms or health fairs. The commenter requested that
EMTALA should not apply to individuals in these circumstances.

Response: As we describe above, in the preamble to the May 9, 2002 proposed rule,
we proposed that EMTALA would not apply to an individual who experiences what
may be an emergency medical condition if the individual is an outpatient (as that
term is defined at 42 CFR 410.2) who has come to a hospital outpatient department
for the purpose of keeping a previously scheduled appointment. In response to the
comments requesting further clarification of the text of the regulations, and in
consideration of the role of the Medicare hospital CoPs in protecting the health and
safety of hospital outpatients, we are revising the final rule to state that EMTALA
does not apply to any individual who, before the individual presents to the hospital
for examination or treatment for an emergency medical condition, has begun to
receive outpatient services as part of an encounter, as defined in 42 CFR 410.2, other
than an encounter that the hospital is obligated by EMTALA to provide. We believe
this revised language sufficiently encompasses any individuals who come to a
hospital to receive nonemergency services and have begun to receive those services.
Such individuals would be included under this policy, regardless of whether or not
they began the nonemergency encounter in order to keep a previously scheduled
appointment or under orders of a physician or other medical practitioner. We also
assume that specific mention of outpatient registration is unnecessary in the revised
language because we believe all individuals who have begun an encounter under
§410.2 are registered outpatients in the hospital’s records. This change is reflected in
the revision of the proposed definition of “patient” under §489.24(b) in this final
rule. As we stated in the preamble to the proposed rule, we believe it is
inappropriate to consider such individuals, who are hospital outpatients who have
protections under the CoPs, to have "come to the hospital" for purposes of EMTALA
as well, even if they subsequently experience an emergency medical condition.

We note that individuals who are already patients of a hospital and who experience
emergency medical conditions are protected by existing Medicare hospital CoPs.
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We discuss these CoPs in greater detail in section XIII. of this final rule. Hospitals
that fail to provide treatment to these patients could face termination of their
Medicare provider agreements for a violation of the CoPs. In the January 24, 2003
Federal Register (68 FR 3435 through 3436), we describe the process by which we
enforce compliance with these CoPs. For example, we explained that if our
surveyors discover noncompliance with the hospital CoPs, "the hospital will be
scheduled for termination from the Medicare and Medicaid programs." Thus, for
violations of the CoPs, as well as for violations of EMTALA (compliance with
which is a Medicare participation requirement) hospitals face the extreme sanction of
termination from the Medicare program. In addition, as patients of a health care
provider, these individuals are accorded protections under State statutes or common
law as well as under general rules of ethics governing the medical professions.
In response to the comment concerning the individual who comes to the hospital for
purposes of an annual mammogram or health fair, with or without an order or
referral by a physician, that individual is not presenting to the hospital with a
particular emergency medical condition. Therefore, EMTALA would not apply. We
believe this is consistent with our policy stated elsewhere in this preamble.
Of course, where EMTALA applies to a particular individual who has presented to
the hospital for examination or treatment for an emergency medical condition,
EMTALA'’s application does not end just because the individual has begun an
outpatient encounter; only screening and, where necessary, stabilization, admission
for inpatient services, or appropriate transfer end the hospital’s EMTALA obligation
to the individual (see section VIII. of this preamble for further discussion of the issue
of when an EMTALA obligation ends). The fact that protections under the CoPs
may later be afforded to an outpatient who is already protected by EMTALA does
not end the individual’s EMTALA protection.
In response to the commenter’s concern that we incorporate the language regarding
coming to the hospital in order “to gain access to the hospital for emergency care”
into the regulation text, while in most emergency cases individuals will come to a
hospital in order to gain access to emergency care at the hospital, not all emergency
patients start out that way. Some individuals may come to the on-campus hospital
property for reasons other than to seek medical services for themselves (examples
would include a hospital employee, or a visitor of the hospital). Such individuals
would not be protected by the hospital CoPs if they happen to experience what may
be an emergency medical condition while on hospital property, since they are not
hospital patients. Therefore, we are clarifying here that we consider such individuals
to have “come to the emergency department.” Under section 1867(a) of the Act,
such individuals are protected by EMTALA and hospitals must provide them with
screening and necessary stabilizing treatment.

To address the comment concerning the substitution of the term “outpatients” in the

proposed definition of “dedicated emergency department”, we mention the comment in this

section of the preamble of this final rule because, as the commenter pointed out, it would appear
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to be inconsistent with our policy in our proposed regulations text at §489.24 that EMTALA
would not apply to any patient, as defined in proposed §489.24(b), who would include
“outpatients” as defined at §410.2, and yet we would use the term “outpatients” in our
application of EMTALA for individuals that present at dedicated emergency departments. In
addition, we also proposed in the preamble to the proposed rule that EMTALA would not apply
to outpatients with emergency medical conditions that arise during an encounter. We are
clarifying in this final rule that EMTALA will apply to any individual who presents to the
hospital for examination or treatment for an emergency medical condition, but EMTALA will
not apply to individuals who have begun to receive outpatient services as part of an encounter,
as defined in §410.2, other than an encounter that the hospital is obligated by EMTALA to
provide.

In this final rule, in response to comments, we are revising our definition of “dedicated
emergency department” at §489.24(b) to specify that such a department is a unit in the hospital
that meets at least one of three criteria, one of which is that it is any department or facility of the
hospital that provides for the examination or treatment of emergency medical conditions for at
least one-third of all of its outpatient visits, based on a representative sample of patient visits for
the calendar year immediately preceding the calendar year in which a determination is being
made. This revised language avoids using the term “individuals” or “member of the public” and
would sufficiently encompass any person, including hospital staff who may become ill, who
comes to a hospital’s emergency department for medical care.

In addition, we are revising the proposed definition of “patient” under §489.24(b) to

indicate that EMTALA does not apply to an individual who has begun to receive outpatient
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services as part of an encounter, as defined in §410.2, other than an encounter that the hospital is
obligated by EMTALA to provide.

Comment: One commenter asked us to clarify whether EMTALA is triggered for an
individual who comes to the hospital as an outpatient for a scheduled appointment and who,
after treatment has commenced, experiences an emergency medical condition, and is then
moved to the dedicated emergency department for treatment. Similarly, the commenter asked
whether an individual transported by the hospital to the dedicated emergency department from
an off-campus department that is not a dedicated emergency department is an EMTALA patient
upon arrival. The commenter asked whether individuals in these two settings should be handled
differently.

Response: As we have described above, in this final rule, we are providing that
individuals who have begun to receive outpatient services during an encounter are not protected
under EMTALA if they are later found to have an emergency medical condition (even if they
are then transported to the hospital's dedicated emergency department). These individuals are
considered patients of the hospital and are protected by the Medicare hospital CoPs and relevant
State law. In addition, as we describe below, individuals who present to a provider-based, off-
campus department that is not a dedicated emergency department with emergency conditions
are not protected by EMTALA, but rather by the hospital CoPs as well as relevant State law.

Comment: A number of commenters expressed concern about EMTALA applicability
to individuals who present at a hospital for emergency care outside the dedicated emergency
department. One commenter stated that establishing a “different set of expectations” for
departments that are not dedicated emergency departments when a individual presents for care is

likely to cause confusion and is asking potentially nonclinical persons to make clinical
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judgments they have no training to make. Another commenter stated that medical personnel
cannot be at all hospital locations to conduct screening and stabilization services, and believed
that we should revise how medical staff are required to respond to medical emergencies in
nonemergency department locations.

Response: As we have expressed above, whether an individual presents for care at a
hospital’s dedicated emergency department, or elsewhere on hospital property, if EMTALA is
triggered, the hospital has the same obligations to that individual. It is up to the hospital to
determine how best to provide the screening and necessary stabilizing treatment to the
individual who presented. In either case, the hospital is responsible for treating the individual
within the capabilities of the hospital as a whole, not necessarily in terms of the particular
department at which the individual presented. Whether the hospital sets up procedures to
immediately transport the individual to the hospital’s dedicated emergency department, or
whether the hospital sets up procedures to send a “trauma crew” or “crash team” of physicians
and nurses out to the individual on site, we do not believe it is appropriate for us to dictate to
hospitals how best to treat individuals who present for emergency care in hospital departments
other than dedicated emergency department locations.

In addition, we do not believe treatment of an emergency patient would involve having
nonclinical hospital staff making determinations about an individual’s medical condition; rather,
we envision that, as stated above, hospitals would set up procedures to provide for emergency
care to individuals who present in hospital departments other than dedicated emergency
department locations on the hospital campus.

2. Prudent Layperson Standard

Comment: A number of commenters expressed concern about our proposed “prudent

layperson” standard. We stated in the proposed rule that, for both presentments inside the

dedicated emergency department and also elsewhere on hospital property, a request for

examination or treatment would be considered to exist if a prudent layperson observer would
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believe, based on the individual’s appearance or behavior, that the individual needs examination
or treatment for an emergency medical condition (or examination or treatment for a medical
condition for presentments inside the dedicated emergency department).

Many other commenters supported our proposed prudent layperson standard; they
believed that the standard would ensure that the obvious emergency situation would be
addressed, even if the individual were unable to verbalize the request.

Several other commenters requested that we substitute the term “obvious implied
request” or “implied request,” instead of relying on the perceptions of a prudent layperson for
individuals who are unable to articulate their needs.

Many commenters believed that hospitals must be on notice of an individual’s
presentment in order for EMTALA to be triggered to that individual. One commenter stated:
“Because an EMTALA obligation is triggered by a patient-generated request, hospital personnel
must be made aware of the individual’s presence and observe the appearance or behavior or
both of that person in order to respond appropriately. Additionally, all hospitals need policies
that describe steps to be taken to assure that a person in clear need, for example, a visitor who
collapses in the cafeteria, receives medical attention.”

Several commenters requested that the final rule make clear that EMTALA does not
apply to an individual presenting on on-campus hospital property other than a dedicated
emergency department unless emergency services are requested.

Response: First, we agree with the commenters that hospital personnel must be aware of
the individual’s presence and observe the appearance or behavior, or both, of that person in
order for EMTALA to be triggered. Obviously, the hospital must be on notice of the

individual’s existence and condition for any violation of the statute to take place. This also
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applies to presentments for off-campus dedicated emergency departments; only if the hospital's
staff are aware of an individual’s presence in the department for examination or treatment for a
medical condition is EMTALA triggered.

We also agree with the commenters that EMTALA does not apply elsewhere on on-
campus hospital property other than a dedicated emergency department unless emergency
services are requested. As we clarified in section V.J.8 of the preamble of the May 9, 2002
proposed rule (67 FR 31473 through 31474), and also as we discuss in section IX. of the
preamble, a request for treatment would be considered to exist if the individual requests
examination or treatment for what the individual believes to be an emergency medical
condition. Where there is no actual request because, for example, the individual is
unaccompanied and physically incapable of making the request, the request from the individual
will be considered to exist if a prudent layperson observer would believe, based upon the
individual’s appearance or behavior, that the individual needs examination or treatment for an
emergency medical condition.

However, to address the commenters who requested an “obvious implied request
standard” instead of the “prudent layperson standard”, we believe the prudent layperson
standard is necessary for both presentments inside the dedicated emergency department and
elsewhere on hospital property. We are concerned about the circumstance where hospital staff
observe the appearance or behavior of an individual who clearly has an emergency medical
condition, but do nothing to provide treatment for that individual.

In addition, the term “prudent layperson” is consistent with the Medicare and
Medicaid programs, in general. We believe it is appropriate and realistic to utilize
this objective standard in the EMTALA context as well, because it reflects a standard

for judging whether the hospital should have acted--it does not shift control of events
to any particular individual layperson.
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Comment: One commenter who supported the prudent layperson standard suggested
that the proposed regulatory language at paragraphs (1) and (2) under the definition
of “comes to the emergency department” under §489.24(b) is too broad and could
encompass situations for which CMS did not intend EMTALA to apply. The
commenter recommended that CMS modify the language in those paragraphs to
state: “a request on behalf of the individual will be considered to exist if the
individual is unable to make the request and a prudent layperson observer would
believe . . ..” The commenter stated that an individual need not rely on the prudent
layperson observer if he or she is able to request examination or treatment for
himself or herself.

Another commenter requested that CMS limit application of the prudent layperson
language to circumstances where the need for emergency services is clear and the
individual cannot make the request and there is no one to make the request on behalf
of the individual.

Response: We agree with the commenters that the prudent layperson standard is to
be relied upon only in circumstances where the individual is unable to make the
request for examination or treatment of himself or herself. However, we do not
agree that a change in the regulatory language is needed. We believe that our
proposed regulatory language in that section, which states: “In the absence of such a
request by or on behalf of the individual, a request on behalf of the individual will be
considered to exist if a prudent layperson observer . . . >’ (emphasis added),
encompasses any situation in which an individual has come to the hospital and a
prudent layperson observer would believe the individual may have an emergency
medical condition and that the individual would request examination or treatment if
he or she were able to do so, whether or not the individual is unaccompanied.
Comment: One commenter stated that hospital staff do not want to be in the position
of interpreting the “prudent layperson” terminology. Another commenter was
concerned that some members of a hospital’s staff may not be “prudent laypeople”
who are in the position of determining whether someone needs emergency care. For
example, a hospital may employ a disabled worker to provide basic yard services. A
third commenter stated that many hospitals use volunteers to staff courtesy desks to
assist patient families and provide directions in and around the hospital. The
commenter was concerned that requesting volunteer hospital staff to provide
emergency care for individuals presenting at the hospital outside of the dedicated
emergency department is “excessive.” The commenter stated that if volunteers are
assigned this responsibility, they may no longer provide volunteer services and the
hospital would need to add paid staff, which would increase the cost of care. The
commenter added that these volunteers or other staff would need training to comply
with this new definition and responsibility.

Response: Our rationale for the prudent layperson standard is to determine whether
an EMTALA obligation has been triggered toward a particular individual. Itis a
legal standard that would be used to determine whether EMTALA was triggered--it
is not meant for hospital staff, including volunteers, to be “interpreting” the prudent
layperson standard. Rather, we foresee that in cases in which hospital staff or other
individuals at the hospital have witnessed the behavior of the individual upon his or
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her presentation to the hospital, the prudent layperson standard will be applied to the
facts (the appearance and behavior of the presenting individual) to determine if
EMTALA had been triggered.
Comment: One commenter stated that EMTALA should apply only in situations
where the prudent layperson believes the individual needs emergency examination or
treatment, and not simply examination or treatment at some later date or time.
Response: We proposed the prudent layperson standard to apply to presentments
both inside and outside the dedicated emergency department. Therefore, for
presentments inside the dedicated emergency department, the proposed standard is
that the prudent layperson observer would believe, based on the individual’s
appearance or behavior, that the individual needs examination or treatment for a
medical condition. For presentments on hospital property outside the dedicated
emergency department, the prudent layperson would believe the individual needs
examination or treatment for an emergency medical condition. However, we do
agree with the commenter that the standard is that the prudent layperson would
believe that the individual needs the examination or treatment at the time of the
presentment (when the hospital is on notice of the individual’s existence on hospital
property), and not at a later date or time.

Comment: One commenter describes a scenario where an individual with a bad cough

and wheezing visits a family member in the dedicated emergency department. The commenter
believed that, even though the individual may need examination or treatment, the hospital
should have no duty to offer or provide care unless that individual actually asks for care. The
commenter indicated that in such a case it should not matter whether a prudent layperson
observer would believe that the individual needs care.

Response: We agree with the commenter that the prudent layperson standard
should not be applied so broadly as to mandate EMTALA screenings for individuals
who are fully capable of making a verbal request for examination or for a medical
condition, but elect not to do so. Inherent in such a standard is not only the notion
that the individual’s appearance or behavior would lead a prudent layperson observer
to believe that the individual needs examination or treatment for a medical condition,
but a belief by the prudent layperson that there has been no verbal request only
because the individual’s medical condition, or some other factor beyond the
individual’s control, such as a language barrier, makes a verbal request impossible.
We are not revising the final rule based on this commenter’s concern because we
believe it is not feasible to attempt to codify all of the various conditions and
circumstances under which a verbal request would not be possible. However, we
will keep this concern in mind as we develop interpretative guidelines or other
instructional material for State surveyors.

3. Determination of "What May Be an Emergency Medical Condition"
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Comment: Several commenters did not agree with the language used in the regulatory
standard for EMTALA applicability outside the dedicated emergency department that the
presenting individual requests examination or treatment for what may be an emergency medical
condition. One commenter stated that the universe of conditions that may be emergency
medical conditions is extraordinarily broad and recommended that this standard be clarified to
avoid unnecessary and excessive EMTALA obligations to individuals presenting outside of
dedicated emergency departments. The commenter recommended that EMTALA is triggered
outside of the dedicated emergency department only when the individual “requests examination
or treatment for what more likely than not is an emergency medical condition.”

Response: When we proposed the “what may be an emergency medical condition”
language in the definition of "come to the emergency department" at §489.24(b), we did so to
clarify that an emergency medical condition would not actually have to exist upon examination
of such an individual presenting outside the dedicated emergency department. Instead, the
individual presenting (or the prudent layperson observer) must believe he or she needs
emergency care. We do not believe it is necessary to adopt the commenter's suggested
clarifying language. We believe we have provided sufficient explanation about "what may be
an emergency medical condition" both in our response above and in the preamble to the
proposed rule (67 FR 31473).

Comment: One commenter requested that CMS clarify that the proposed standard
language “such a request would be considered to exist if the individual requests examination or

treatment for what the individual believes to be an emergency condition” (67 FR 31473)

(emphasis added), is an objective standard. The commenter was concerned about our

enforcement of this standard; specifically, the concern was that the determination as to whether
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an EMTALA obligation has been triggered would hinge on a subjective belief that an
emergency medical condition exists.

Response: EMTALA is triggered when there has been a request for medical care inside
the dedicated emergency department or for emergency care on hospital property outside the
dedicated emergency department. The request can only be made by or on behalf of the
individual or the request from the individual would be considered to exist if a prudent layperson
would believe the individual needs emergency care. We believe this standard for when
EMTALA is triggered is based on objective criteria; that is, the act of the individual or someone
acting on his or her behalf requesting medical care for what the individual believes or what the
person accompanying the individual believes to be an emergency medical condition. It is also
objective when the prudent layperson standard is considered in determining whether, based on
the appearance, signs, and symptoms of the individual presenting to the hospital, a prudent
layperson would believe that the individual has a medical condition (in the dedicated emergency
department) or an emergency medical condition (in a nondedicated emergency department).

4. Other Issues

Comment: One commenter requested that we clarify that, although it may be
appropriate for staff of the dedicated emergency department to leave the department in order to
provide emergency medical treatment to an individual who has presented on hospital property
outside the dedicated emergency department, it is not required that an emergency department
"physician" leave to respond and provide treatment to an individual.

Response: Under these circumstances, EMTALA requires that the hospital must provide
treatment to the individual within its capabilities; if the hospital lacks, for instance, sufficient

specific staff, the hospital should must provide alternative means of treating such an individual,
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within its capabilities, or provide an appropriate transfer. Or if the hospital decides to send
other medical staff rather than physician staff to an emergency patient who has presented on
hospital property outside the dedicated emergency department, that action is within the
hospital's discretion. CMS would look to see what type of capabilities the hospital has in
responding to such emergency cases and whether the hospital responded appropriately.

Comment: One commenter believed that having different EMTALA policies based on
which door of the hospital the individual enters is fundamentally flawed and exacerbates the
confusion about when the EMTALA duty has been met. The commenter requested that we
simplify the issue by delineating that EMTALA applies in any case of any individual who
comes to the dedicated emergency department and for whom a request for emergency care is
made, until that individual is stabilized or admitted.

Another commenter found it confusing to have a separate definition of dedicated
emergency department. The commenter stated that it is already well-established and accepted
that any individual who arrives anywhere on hospital property, whether it is the emergency
department or a sidewalk within 250 yards of the main building and requests care for a
emergency medical condition triggers EMTALA obligations for the hospital. Therefore, the
commenter added, it is immaterial whether or not an individual presents to a “dedicated
emergency department,” since arrival anywhere on a hospital campus automatically triggers
EMTALA.

Response: As we explain in the discussion above regarding clarification of the
definition of “dedicated emergency department,” and also in the proposed rule, there has been
much confusion on the applicability of EMTALA to individuals who present for emergency

care, but do not make it to a hospital’s emergency department. We have stated previously that
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an individual may not be denied emergency services simply because a person failed to actually
enter a hospital’s emergency department. That is, under certain conditions, an individual does
not need to present at a hospital’s emergency department in order to be protected by EMTALA.

Thus, in clarifying our policy, it is necessary to address where and under what conditions

the individual is presenting in order to determine whether EMTALA is triggered. EMTALA is

not triggered by a request for physical therapy (that is, for a medical condition) at the hospital’s

on-campus physical therapy department. However, EMTALA would be triggered by that same
request inside a hospital’s dedicated emergency department, since the statute clearly states that
requests for examination or treatment of “medical conditions” at emergency departments trigger
EMTALA. By the same token, request for treatment of a gunshot wound at the on-campus
radiology department would also trigger EMTALA, since a gunshot wound is clearly an
“emergency medical condition."

We believe that, in making our clarification of “dedicated emergency department,” we
are assisting in clarifying a hospital’s responsibilities under EMTALA to screen and provide
necessary stabilizing treatment to an individual who comes to a hospital, presenting either at its
dedicated emergency department or elsewhere on hospital property; that is, we are clarifying at
what point EMTALA is triggered. The “which door” concept is integral to this analysis. An
individual can "come to the emergency department” under the statute creating an EMTALA
obligation on the part of the hospital, in one of two ways: The individual can present at a
hospital's dedicated emergency department and request examination or treatment for a medical
condition; or the individual can present elsewhere on hospital property (that is, at a location that
is on hospital property but is not part of a dedicated emergency department), and request

examination or treatment for an emergency medical condition.
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D. Provisions of the Final Rule

In summary, in consideration of the comments discussed under this section, in this final
rule, we are--

e Adopting as final the proposed definition of “hospital property” under §489.24(b)
with one clarifying editorial change concerning the language in the proposed definition about
“excluding other areas or structures that are located within 250 yards of the hospital’s main
building.” We are removing the proposed phrase “located within 250 yards of the hospital’s
main building” because the phrase is duplicative of the language in the definition of “campus” at
§413.65(b). “Campus” includes the 250 yards concept in its definition; therefore, by
referencing §413.65(b) in the definition of “hospital property” under EMTALA, we are already
including the concept of 250 yards.

e Adopting as final the proposed definition of “patient” under §489.24(b), with a
modification to reflect the nonapplicability of EMTALA to an individual who has begun to
receive outpatient services at an encounter at the hospital other than an encounter that the

hospital is obligated by EMTALA to provide.
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IX. Scope of EMTALA Applicability to Hospital Inpatients (8489.24(d)(2))

E. A. Background and Provisions of the Proposed Rule
While most issues regarding EMTALA arise in connection with ambulatory patients,

questions have occasionally been raised about whether EMTALA applies to inpatients. In late

1998, the United States Supreme Court considered a case (Roberts v. Galen of Virginia, 525
U.S. 249 (1999)) that involved, in part, the question of whether EMTALA applies to inpatients
in a hospital. In the context of that case, the United States Solicitor General advised the
Supreme Court that the Department of Health and Human Services (DHHS) would develop a
regulation clarifying its position on that issue. After reviewing the issue in the light of the
EMTALA statute, in the May 9, 2002 proposed rule (67 FR 31475), we proposed that
EMTALA would apply to admitted emergency patients until they have been stabilized.

As we noted in the proposed rule, once a hospital has incurred an EMTALA obligation
with respect to an individual, that obligation continues while the individual remains at the
hospital, so that any transfer to another medical facility or discharge of the individual must be in
compliance with the rules restricting transfer until the individual is stabilized under existing
§489.24(d). In these cases, we stated that the hospital continues to be obligated under section
1867 of the Act, irrespective of the inpatient admission, and that an individual's emergency
medical condition will be considered to have been stabilized only when the criteria in
§489.24(b) are met. That is, the individual’s condition must be such that no material
deterioration of the condition is likely, within reasonable medical probability, to result from or
occur during a transfer of the individual from the facility or, if the patient is a pregnant woman
who is having contractions, that the woman has delivered the child and the placenta. We

believed that such a policy would provide protections under the statute to those patient
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populations that are most vulnerable--individuals who are experiencing emergency medical
conditions (including women in labor who are admitted to the hospital).

In addition, we proposed to clarify in the proposed rule that an individual who goes in
and out of apparent stability with sufficient rapidity or frequency would not be considered
“stabilized” within the meaning of §489.24; transient stability of such an individual does not
relieve the hospital of its EMTALA obligation (67 FR 31475). We proposed that such an
individual would continue to be covered by EMTALA until the individual's overall medical
stability with respect to all conditions is achieved.

Based on an analysis of the statute (sections 1867(b)(1)(A), (¢)(2), and (e)(1) of the Act)
and the legislative history (131 Cong. Rec. 28.587 and 28.588 (1985) and H.R. Rept. No. 241
(D)(1985), reprinted in 1986 U.S.C.C.A.N. 579, 605.), we explained why we believed that
EMTALA continued to apply to admitted emergency patients until they have been stabilized or
appropriately transferred.

For a detailed discussion of the proposed policy on the applicability of EMTALA to
admitted patients with unstabilized emergency medical conditions, see the preamble to the May
9, 2002 proposed rule at 67 FR 31475.

In addition, except for the limited circumstances described above, we proposed to clarify
that EMTALA does not apply to nonemergency hospital inpatients. Most hospital admissions
do not consist of emergency cases. In most cases, an individual who comes to the hospital and
requests admission does so to obtain elective (nonemergency) diagnosis or treatment for a
medical condition. We noted that once a hospital admits an individual as a patient, that hospital
has a variety of other legal, licensing, and professional obligations with respect to the continued

proper care and treatment of such patients.

140



We proposed to redesignate paragraph (c) of §489.24 as paragraph (d), and include
stabilization requirements under a new proposed §489.2(d)(2). (Proposed redesignated
paragraph (d) was proposed to be revised further as explained in section V.K.9.b. of the
preamble of the May 9, 2002 proposed rule (67 FR 31456).) In addition, we proposed to
include the requirements for nonapplicability of EMTALA to nonemergency hospital inpatients
under proposed redesignated §489.24(d)(2).

B. Summary of Public Comments and Departmental Responses

1. Applicability of EMTALA to Inpatients

Comment: Many commenters expressed concern about our clarification in the proposed
rule on the applicability of EMTALA to hospital inpatients. Some commenters agreed with the
entirety of the CMS proposed policy that a hospital’s EMTALA stabilization and transfer
obligations should continue to apply to an admitted emergency patient. One commenter stated
that “this clarification will allow hospitals to find an endpoint to their EMTALA obligations,
specifically when the patient’s emergency [medical] condition is stabilized.”

However, many commenters expressed the view that EMTALA should not apply to any
inpatient, even one who was admitted through the dedicated emergency department and for
whom the hospital had incurred an EMTALA obligation to stabilize. Several commenters noted
that hospitals have extensive CoPs responsibilities with respect to inpatients or State tort law
obligations, and argued that the hospital’s assumption of responsibility for the individual’s care
on an inpatient basis should be deemed to meet the hospital’s obligation under EMTALA.
Many commenters recommended that the regulations be revised to state that a hospital’s

EMTALA obligation may be met by admitting an individual as an inpatient.
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Two commenters stated that CMS has "no evidence there is a current problem" for the
dumping of inpatients with emergency medical conditions. Therefore, the commenters believed
EMTALA applicability should end upon inpatient admission.

One commenter (a group of neurosurgeons and neurologists) believed that EMTALA
was not intended to apply to an inpatient admitted through the dedicated emergency department.
Several commenters cited the recent ruling by the Court of Appeals for the Ninth Circuit in

Bryant v. Adventist Health System (289 F.3d 1162 (9" Cir. 2002)) that EMTALA generally

ceases to apply once an individual is admitted for inpatient care; these commenters believed we
should adopt the opinion for the national policy.

Response: In attempting to resolve the issue about EMTALA applicability to admitted
emergency patients, we were assisted by referring to cases in which the courts have had to
address the same issue. In several instances, the courts concluded that a hospital's obligations
under EMTALA end at the time that a hospital admits an individual to the facility as an

inpatient. See Bryan v. Rectors and Visitors of the University of Virginia, 95 F.3d 349 (4th Cir.

1996); Bryant v. Adventist Health Systems/West, 289 F.3d 1162 (9th Cir. 2002); and Harry v.

Marchant, 291 F.3d 767 (11th Cir. 2002). In reaching this result, the courts focused on the
definition of "to stabilize" set out in the statute at section 1867(e)(3)(A) of the Act. In this
definition, the Congress defined this concept by specifically linking the hospital's obligation to
provide stabilizing treatment to individuals presenting with emergency medical conditions to the
context in which the services are provided.

In particular, the courts found that the statute requires that stabilizing care must be
provided in a way that avoids material deterioration of an individual's medical condition if the

individual is being transferred from the facility. The courts gave great weight to the fact that
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hospitals have a discrete obligation to stabilize the condition of an individual when moving that
individual out of the hospital to either another facility or to his or her home as part of the
discharge process. Thus, should a hospital determine that it would be better to admit the
individual as an inpatient, such a decision would not result in either a transfer or a discharge,
and, consequently, the hospital would not have an obligation to stabilize under EMTALA. The
courts have generally acknowledged that this limitation on the scope of the stabilization
requirement does not protect hospitals from challenges to the decisions they make about patient
care; only that redress may lie outside EMTALA. For example, a hospital may face liability for
negligent behavior that results in harm to persons it treat after they are admitted as inpatients,
but such potential liability would flow from medical malpractice principles, not from the
hospital's obligations under EMTALA.

As many courts have ruled, EMTALA does not purport to establish a medical
malpractice cause of action nor establish a national standard of care. In our view, apart from the
possible malpractice implications redressable outside the statute, hospitals that fail to meet their
obligations to provide quality care to inpatients may also face consequences affecting their
Medicare certification under the applicable CoPs at 42 CFR Part 482. We discuss these CoPs
and the process by which we enforce compliance with these CoPs in greater detail in section
XIII. of this preamble. In a January 24, 2003 final rule (68 FR 3435), we explained that if our
surveyors discover noncompliance with the hospital CoPs, "the hospital will be scheduled for
termination from the Medicare and Medicaid programs." Thus, for hospital CoPs violations, as
well as for EMTALA violations (compliance with which is a Medicare participation

requirement), hospitals face the extreme sanction of termination from the Medicare program.
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As a result of these court cases, and because we believe that existing hospital CoPs
provide adequate, and in some cases, superior protection to patients, we are interpreting hospital
obligations under EMTALA as ending once the individuals are admitted to the hospital inpatient
care. As an example of a case in which the hospital CoPs provide protection superior to that
mandated by EMTALA, the discharge planning CoP in 42 CFR 482.43 includes specific
procedural requirements that must be satisfied to show that there has been adequate
consideration given to a patient's needs for post-discharge care. EMTALA does not include
such specific requirements.

We believe that, as the agency charged with enforcement of EMTALA, it is appropriate
to pay deference to the numerous Federal courts of appeal that have decided upon this issue.
Although the decisions of the courts in these EMTALA private right of action cases are not
necessarily binding for our enforcement purposes, we do believe that consistent judicial
interpretation of this matter, when combined with the many comments received on this matter,
dictate the policy that we articulating in this final rule.

Moreover, given the numerous hospital CoPs that protect inpatients, as well as patients'
rights under State law, we believe that patients are sufficiently protected under our policy as we
have articulated it in this final rule. However, a hospital cannot escape liability under EMTALA
by ostensibly “admitting” a patient, with no intention of treating the patient, and then
inappropriately transferring or discharging the patient without having met the stabilization
requirement. If it is discovered upon investigation of a specific situation that a hospital did not
admit an individual in good faith with the intention of providing treatment (that is, the hospital
used the inpatient admission as a means to avoid EMTALA requirements), then liability under

EMTALA may attach.
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2. Definition of Stability
Comment: One commenter took issue with our proposed regulatory language on when

EMTALA ends for hospital inpatients at §489.24(d)(2)(ii), which states:

"If a hospital admits an individual with an unstable emergency medical condition for
stabilizing treatment, as an inpatient, stabilizes that individual’s emergency medical condition,
and this period of stability is documented by relevant clinical data in the individual’s medical
record, the hospital has satisfied its special responsibilities under this section with respect to that
individual. If the patient is stable for a transfer of the type usually undertaken with respect to
patients having the same medical conditions, the hospital’s special responsibilities under this
section are satisfied . . .."

The commenter believed the proposed standard, “stable for a transfer of the type usually
undertaken with respect to patients having the same medical conditions,” could undermine both
patient safety and the EMTALA statute if hospitals only document that a patient is as stable as
similarly situated patients for an appropriate transfer. The commenter requested that the final
rule specify that the hospital may satisfy its EMTALA obligations to an admitted patient only by
documenting that it has provided stabilizing treatment to the point that the emergency medical
condition has been resolved.

Response: As stated earlier in this section of the preamble, in this final rule we have
decided not to interpret EMTALA as requiring hospitals to continue to provide stabilizing
treatment (as that term is understood under EMTALA) to individuals once the individuals are
admitted in good faith to the hospital for inpatient care. Therefore, the above comment on

documenting stability for inpatients is no longer an issue that we need to address in the inpatient
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setting. However, as we have also stated above, a hospital that admits patients but do not so do
in good faith may face consequences under both EMTALA and the applicable Medicare CoPs.

Comment: Many commenters asked for clarification of when, how, and if EMTALA
applies to transfers from the inpatient care setting (when the individual has not yet been
stabilized) to another acute care hospital. In addition, many commenters asked for clarification
of the issue of “stability” in the inpatient setting. On the one hand, the commenters stated, we
have stated that if the admitted emergency patient could have been transferred as “stable” under
the statute, the hospital has satisfied its EMTALA obligation by meeting the statutory
requirement of providing stabilizing treatment to the point of stability for transfer, and the
hospital’s obligation under EMTALA ends (67 FR 31476). However, some commenters
pointed out that the statute appears to support a “stable for discharge” standard to end the
EMTALA obligation.

Another commenter recommended that we clarify that a hospital inpatient may be stable
for transfer or stable for discharge for purposes of EMTALA.

One commenter stated that because of possible confusion on the part of the emergency
department staff of what constitutes "stable" under the EMTALA regulations in the inpatient
setting, many patients may be identified as stable who are technically medically unstable. The
commenter recommended that CMS clarify who the reasonable parties are, to determine
whether a patient is stable and can be transported to provide the best outcome for that patient.

Another commenter requested that CMS clarify that once an inpatient has been
stabilized for discharge, EMTALA no longer applies, even if the patient requires followup care.

The commenter requested guidance on whether, for example, the fact that a patient who is being
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discharged will eventually need to receive a cast or risk further injury influences the point of
stabilization for EMTALA purposes.

One commenter recommended that CMS clarify the EMTALA followup care
requirements, for "stable for discharge," until the individual's emergency medical condition is
resolved. The commenter suggested that the hospital merely be required to present the
individual with a plan for followup care, listing, for example, names of physicians who are
qualified to provide the individual's care or who are on the individual's health care plan.

Response: As noted earlier, we are clarifying in this final rule that EMTALA does not
apply to individuals who have been admitted in good faith to inpatient sections of the hospital,
regardless of whether the individuals are experiencing emergency medical conditions.
Therefore, transfer and stability issues for that individual, once he or she is admitted, would be
governed by the Medicare hospital CoPs, State law, and professional considerations, not
EMTALA requirements. Regarding the situation of an outpatient who is being released from
the hospital but is expected to need followup care at a later time, we note that the EMTALA
definition of "to stabilize" requires only that such medical treatment of the condition be
provided as may be necessary to assure, within reasonable medical probability, that no material
deterioration of the individual's condition is likely to result from the transfer (including
discharge) of the individual from the facility. Thus, a hospital clearly may stabilize an
individual, thereby satisfying its EMTALA obligation to that individual, even though followup
care may be needed.

Comment: One commenter asked us to clarify the preamble language at 67 FR 31475
that discusses the provision that a hospital inpatient admitted with an unstabilized emergency

medical condition who goes in and out of apparent stability with sufficient rapidity or frequency
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would not be considered “stabilized” within the meaning of §489.24. The commenter requested
clarification of the term “medically stable”; that is, whether “stable” in this context refers to the
medical definition of “stable.”

Response: Again, because we are clarifying in this final rule that, except in limited
circumstances, EMTALA does not apply to hospital inpatients, the comment above on stability
as an inpatient is not relevant for purposes of EMTALA.

Comment: Several commenters asked us to clarify that EMTALA would not apply to
inpatients who are stable but who are scheduled for inpatient surgery for an emergency medical
condition, such as patients who need an angiogram or bypass surgery, after seeing their
physician for chest pain. One commenter requested clarification on the issue of individuals
directly admitted to the hospital for an emergency medical condition, for example, appendicitis,
although the individual is not seeking emergency services from the hospital.

Response: As we have clarified above, once an individual has been admitted as an
inpatient (including individuals who have been directly admitted as inpatients upon presentation
to the hospital), EMTALA no longer applies, except in the limited circumstances discussed
above concerning admissions not made in good faith.

3. Logs on EMTALA Patients

Comment: One commenter who supported our proposed policy on the applicability of
EMTALA to admitted emergency patients asked whether the hospital inpatient departments
would be required to post signs specifying the EMTALA rights of patients and keep a log of
patients who are still covered by EMTALA. The commenter also asked whether the inpatient

departments would be required to have EMTALA policy and procedure manuals.
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Response: Because we have decided in this final rule that EMTALA does not apply to
individuals who are admitted as inpatients in good faith, the comment above concerning the
posting of signs, maintenance of logs on inpatients covered by EMTALA, and policies and
procedures for EMTALA purposes as described by the commenter will not be required.

4. Other Issues

Comment: One commenter believed that the CMS proposed approach of EMTALA
nonapplicability to admitted elective inpatients is inappropriate. The commenter gave several
reasons for this belief: Every court in the United States that has considered the issue of hospital
obligation has concluded that EMTALA application commenced when the hospital or its agents
“became aware” that the individual had an emergency medical condition or was unstable as

provided by the law; the U.S. Supreme Court case in Roberts v. Galen of Virginia, 525 U.S. 249

(1999) specifically stated that the obligations to stabilize, provide additional care or provide an
appropriate transfer, or both, are completely unrelated to whether or not the patient came to the

emergency department under section 1867(a) of the Act; and Lopez-Soto v. Hawayek, 175 F.3d

170 (1st Cir. 1999), interpreted the Roberts case and addressed and rejected the arguments made
by CMS in support of the CMS interpretation of the law and held that once the patient was in
the hospital, EMTALA attached when the hospital or doctor knew of the unstable condition.
Response: We disagree with the commenter. After reviewing the EMTALA statute and
its legislative history, we find no indication that Congress intended EMTALA to apply to
hospital inpatients. To the contrary, the legislative history makes several references to
individuals who were denied emergency medical care at hospital emergency rooms, but we find
no references to similar problems faced by hospital inpatients. (See H.R. Rept. No. 99-241 (I),

at 27 (1985), reprinted in 1986 U.S.C.C.A.N. 579, 605.) Therefore, we believe that Congress
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intended for EMTALA to address the issue of inadequate emergency care for individuals who
presented with emergency medical conditions seeking such care from hospital emergency
departments. Moreover, while we are not bound by judicial precedent in cases in which we

were not a party, we are familiar with the Roberts v. Galen, 525 U.S. 249 (199), and Lopez-Soto

v. Hawayek, 175 F.3d 170 (1* Cir. 1999) cases and believe that they do not pose any barrier to
the position we are taking in this rule.

In Roberts, the Court addressed the issue of whether an individual must prove that a
hospital acted with an improper motive in failing to stabilize that individual and concluded that
the stabilization provision found in the Social Security Act at section 1867(b)(1) contained no
such requirement. The Court did not address the issue of when a hospital’s EMTALA
obligation to stabilize an individual ends. However, the Lopez-Soto case did address the
stabilization issue, and in that case the court concluded that a hospital has an obligation to
stabilize an individual with an emergency medical condition before arranging a transfer of that
person to another facility, regardless of whether the individual presented to the emergency
department with the emergency medical condition or elsewhere at the hospital.

Because the court in Lopez-Soto was not clear about the inpatient status of the
individual, a baby, it is not clear to us whether this decision is necessarily inconsistent with the
view of the statute we are taking in this final rule. For example, if the baby in Lopez-Soto was
not an inpatient at the time it presented with an emergency medical condition, then we would
agree that the hospital, under this final rule, would be obligated to respond to the baby’s
condition as if it had been initially presented to the hospital’s emergency department. On the
other hand, if the baby were, in fact, an inpatient at the time the emergency first presented itself

to hospital staff, the court’s holding would be inconsistent with the views adopted in this final
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rule, and, to this extent, we would disagree with the court’s conclusion. As we have explained
elsewhere in this preamble, we believe such a conclusion oversteps the requirement of the
statute that limits its scope to individuals who have presented themselves to a hospital prior to
the time they become an inpatient of that facility. However, this is not to say that hospitals are
without patient obligations in these cases. Hospitals clearly owe a duty to inpatients, but those
obligations derive from the Medicare hospital CoPs at section 1861(e) of the Act and the
implementing regulations at 42 CFR Part 482, not from EMTALA. In addition, as we have
stated, if it is discovered upon investigation of a specific situation that a hospital did not admit
an individual in good faith with the intention of providing treatment, but instead used the
inpatient admission merely as a means to avoid EMTALA requirements, then liability under
EMTALA may attach.

Comment: One commenter who did not support our proposed policy on the
nonapplicability of EMTALA to admitted elective patients requested that we clarify the
EMTALA obligations to such individuals who experience an emergency after being admitted to
the hospital. Specifically, the commenter was concerned about the transfer of such an unstable
individual to a hospital that has special capabilities to treat the individual.

Response: Since EMTALA is not triggered for admitted elective patients who
experience an emergency during the inpatient admission, (except in limited circumstances), the
EMTALA transfer requirements would not apply to the transfer of such an individual to another
hospital.

Comment: One commenter stated that our language in the preamble that discusses the
applicability of EMTALA to “admitted emergency patients” (67 FR 31476) appears to apply

only to patients admitted via the emergency department, whereas the language in the proposed
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regulatory text at §489.24(d)(2)(ii) states that EMTALA applies to inpatient care “if a hospital
admits an individual with unstable emergency medical condition for stabilizing treatment.” The
commenter requested us to clarify whether EMTALA applies in the inpatient setting but only to
an individual admitted via the dedicated emergency department or whether it applies to any
individual who has an emergency medical condition.

Response: As stated earlier, our decision in this final rule is that EMTALA no longer
applies to any individual who is admitted as an inpatient (except in limited circumstances of
circumvention.)

Comment: One commenter recommended that the definition of “inpatient” for purposes
of EMTALA would specifically include patients who have been admitted to the hospital but,
due to bed availability, are being “boarded” and physically located in the dedicated emergency
department.

Another commenter asked us to clarify whether EMTALA would apply to the
stabilization of individuals with emergency medical conditions while awaiting admission in the
dedicated emergency department or to an unstable patient who is being “held” or “boarded” in
the operating room or angiography suite prior to movement to an inpatient bed.

Response: As we have stated, EMTALA applies to an individual who presents to the
hospital with an emergency medical condition. If such a condition is found when the individual
is screened, the hospital must provide stabilizing treatment, even if the individual is awaiting
admission in the dedicated emergency department. Once the individual has been stabilized, the
EMTALA obligations end.

In response to the issue about the definition of "inpatient" for purposes of EMTALA, we

are revising our proposed definition of "patient" under §489.24(b) that specified that an inpatient
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is one who is "receiving inpatient hospital services as defined in §409.10(b)." Upon further
consideration, we believe it would be more helpful to adopt the definition of "inpatient" from
Section 210 of the Medicare Hospital Manual (CMS Publication Number 10 (1989)), which is a
well-utilized definition in the Medicare program for purposes of Medicare payment. Under that
section, an "inpatient is a person who has been admitted to a hospital for bed occupancy for
purposes of receiving inpatient hospital services. Generally a person is considered an inpatient
if formally admitted as an inpatient with the expectation that he [or she] will remain at least
overnight and occupy a bed even though it later develops that he [or she] can be discharged or
transferred to another hospital and does not actually use a hospital bed overnight.” We believe
adopting such a definition for EMTALA purposes would provide further guidance in
determining who is an inpatient.

To respond specifically to the commenter, individuals who are "boarded" and admitted
in the dedicated emergency department would be determined to be inpatients for purposes of
EMTALA if, generally, they have been admitted by the hospital with the expectation that they
will remain at least overnight and occupy beds in the hospital. We believe such an expectation
would be documented based on the information in the individual's medical record.

Comment: One commenter compared the proposed regulatory language regarding the
application of EMTALA to inpatients in proposed §489.24(d)(2)(i) to the language in proposed
§489.24(d)(2)(ii)). The commenter stated that although paragraph (d)(2)(i) requires the hospital

to have found the emergency medical condition and have actual knowledge that the condition

exists, before it can incur a duty to stabilize under EMTALA, paragraph (d)(2)(ii) does not
require that the hospital be aware that the individual had an emergency medical condition at the

time of admission.
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Response: Proposed §489.24(d)(2) was based on the proposed policy that EMTALA
applied to an individual who was admitted as an inpatient. In this final rule, we are revising our
policy to state that EMTALA obligations end toward an individual upon inpatient admission,
regardless of the stability of the individual (except in limited circumstances of circumvention).
Because we are revising the regulation text to reflect this revised policy, the above comment on
proposed §489.24(d)(2) is no longer relevant.

Comment: One commenter suggested that the final rule should clarify the application of
the psychiatric specific definitions of “stable for transfer” and “stable for discharge” in the State
Operations Manual.

Response: In the 1998 State Operations Manual at Tag A407 on page V-9, we state:
“for purposes of transferring a patient from one facility to a second facility for psychiatric
conditions, the patient is considered to be stable when he/she is protected and prevented from
injuring himself/herself or others. For purposes of discharging a patient (other than for the
purpose of transfer from one facility to a second facility), for psychiatric conditions, the patient
is considered to be stable when he/she is no longer considered to be a threat to him/herself or to
others.” However, we note that, generally, psychiatric patients with emergency medical
conditions are treated no differently for purposes of EMTALA than any other individual who
presents to the hospital with an emergency medical condition. We intend to address the issue of
treatment of individuals with psychiatric conditions for purposes of EMTALA in future
operating instructions for our State surveyors.

Comment: The commenter also suggested that the final rule clarify that any
retrospective review of a physician’s determination that an individual is stable will only be

based upon the information and clinical data readily available at the time of such determination.
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Response: We will keep in mind the commenter's suggestion about retrospective review
when we develop future operating instructions for our State surveyors. In addition, the
commenter has stated our current position as specified in the 1998 State Operations Manual,
page V-9: “the purpose of the professional medical review (physician review) is to provide peer
review using information available to the hospital at the time the alleged violation took place.”

Comment: One commenter asked for clarification on the point of whether EMTALA
should apply when an ambulance delivers an individual through the dedicated emergency
department as a direct admit.

Response: As we have clarified above, whenever there is a direct admission of a
particular individual as an inpatient, EMTALA no longer applies.

C. Provisions of the Final Rule

In this final rule, we are adopting as final the proposed definition of “patient” under
§489.24(b) with modifications. We are further clarifying what “outpatients” are not subject to
the EMTALA obligations.

We also are providing that a hospital's obligations under EMTALA end once an
individual is admitted for inpatient care. As explained above, we believe that this is the
appropriate policy because existing hospital CoPs provide adequate, and in some cases, superior
protection to inpatients. (See section XIII. of this preamble for a detailed discussion of
regarding the hospital CoPs). In addition, numerous courts have held that EMTALA obligations
end upon inpatient admission. At least two courts ruled on the identical issue after we published
our May 9, 2002 proposed rule.

We also are adding language to adopt our established definition of "inpatient" in section

210 of the Medicare Hospital Manual (CMS Publication No. 10) who are also not subject to the

155



EMTALA obligations. In addition, we are adopting as final the proposed §489.24(d)(2) with
modifications. We are clarifying that a hospital is required to provide care to its inpatients in
accordance with the Medicare hospital CoPs.

X. Applicability of EMTALA to Provider-Based Entities (88413.65(g)(1), 482.12(f),
489.24(b), and 489.24(i))

On April 7, 2000, we published a final rule specifying the criteria that must be met for a
determination regarding provider-based status (65 FR 18504). The regulations in that final rule
were subsequently revised to incorporate changes mandated by section 404 of Public Law 106-
554 (66 FR 59856, November 30, 2001). However, those revisions did not substantively affect
hospitals' EMTALA obligations with respect to off-campus departments.

A. Applicability of EMTALA to Off-Campus Hospital Departments (§8489.24(b) and (i) and
8413.65(9)(1))
1. Background

In the April 7, 2000 final rule (65 FR 18504), we clarified the applicability of EMTALA
to hospital departments not located on the main provider campus. At that time, we revised
§489.24 to include a new paragraph (i) to specify the antidumping obligations of hospitals with
respect to individuals who come to off-campus hospital departments for the examination or
treatment of a potential emergency medical condition. As explained in the preamble to the
April 7, 2000 final rule, we made this change because we believed it was consistent with the
intent of section 1867 of the Act to protect individuals who present on hospital property
(including off-campus hospital property) for emergency medical treatment. Since publication of
the April 7, 2000 final rule, it has become clear that many hospitals and physicians continue to

have significant concerns with our policy on the applicability of EMTALA to these off-campus

locations.
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2. Provisions of the Proposed Rule

After further consideration, in the May 9, 2002 proposed rule (67 FR 31476), we
proposed to clarify the scope of EMTALA's applicability in this scenario to those off-campus
departments that are treated by Medicare under §413.65(b) to be departments of the hospital,
and that are equipped and staffed areas that are used a significant portion of the time for the
initial evaluation and treatment of outpatients for emergency medical conditions. That is, we
proposed to narrow the applicability of EMTALA to only those off-campus departments that are
"dedicated emergency departments" as defined in proposed revised §489.24(b).

As proposed, this definition would include such departments, whether or not the words
"emergency room" or "emergency department” were used by the hospital to identify the
departments. The definition would also be interpreted to encompass those off-campus hospital
departments that would be perceived by an individual as appropriate places to go for emergency
care. Therefore, we proposed to revise the definition of "Hospital with an emergency
department" at §489.24(b) to account for these off-campus dedicated emergency departments
and also to amend the definition of "Comes to the emergency department" at §489.24(b) to
include this same language. We believe these proposed changes would enhance the quality of
emergency care by facilitating the prompt delivery of emergency care in those cases, thus
permitting individuals to be referred to nearby facilities with the capacity to offer appropriate
emergency care.

In general, we expect that off-campus departments that meet the proposed definitions
stated above would in practice be functioning as "off-campus emergency departments."
Therefore, we believe it is reasonable to expect the hospital to assume, with respect to these off-

campus departments, all EMTALA obligations that the hospital must assume with respect to the
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main hospital campus emergency department. For instance, the screening and stabilization or
transfer requirements described in section V.K.1. of the preamble of the May 9, 2002 proposed
rule ("Background") would extend to the off-campus emergency departments, as well as to any
such departments on the main hospital campus.

In conjunction with this proposed change in the extent of EMTALA applicability with
respect to off-campus facilities, we also proposed to delete all of existing §489.24(i), which, as
noted above, was established in the April 7, 2000 final rule. We proposed to delete this
paragraph in its entirety because its primary purpose is to describe a hospital's EMTALA
obligations with respect to patients presenting to off-campus departments that do not routinely
provide emergency care. Under the proposals outlined above, however, a hospital would have
no EMTALA obligation with respect to individuals presenting to such departments. Therefore,
it would no longer be necessary to impose the requirements in existing §489.24(i). Even though
off-campus provider-based departments that do not routinely offer services for emergency
medical conditions would not be subject to EMTALA, some individuals may occasionally come
to them to seek emergency care. Under such circumstances, we believe it would be appropriate
for the department to call an emergency medical service (EMS) if it is incapable of treating the
patient, and to furnish whatever assistance it can to the individual while awaiting the arrival of
EMS personnel. Consistent with the hospital's obligation to the community and similar to the
Medicare hospital CoP under §482.12(f)(2) that apply to hospitals that do not provide
emergency services, we would expect the hospital to have appropriate protocols in place for
dealing with individuals who come to off-campus nonemergency facilities to seek emergency

carc.
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To clarify a hospital's responsibility in this regard, in the May 9, 2002 proposed rule, we
proposed to revise §482.12(f) by adding a new paragraph (3) to state that if emergency services
are provided at the hospital but are not provided at one or more off-campus departments of the
hospital, the governing body of the hospital must assure that the medical staff of the hospital has
written policies and procedures in effect with respect to the off-campus department(s) for
appraisal of emergencies and referral when appropriate. (We note that, in a separate document
(62 FR 66758, December 16, 1997), we proposed to relocate the existing §482.12(f)
requirement to a new section of Part 482. The change to §482.12(f) in this final rule will be
taken into account in finalizing the December 16, 1997 proposal.) However, the hospital would
not incur an EMTALA obligation with respect to the individual.

In summary, we proposed in existing §489.24(b) to revise the definitions of "comes to
the emergency department" and "hospital with an emergency department", and to include these
off-campus departments in our new definition of "dedicated emergency department." We
solicited comments on whether this new term is needed or if the term "emergency department"
could be defined more broadly to encompass other departments that provide urgent or emergent
care services. We proposed to delete all of existing §489.24(i) and to make conforming
revisions to §413.65(g)(1).

3. Summary of Public Comments and Departmental Responses

Comment: Numerous commenters expressed strong support for the proposal to limit the
applicability of EMTALA, in cases of off-campus departments, to only those departments that
qualify as dedicated emergency departments. Some commenters stated that EMTALA should
not apply to an off-campus department that does not hold itself out as an emergency department.
Other commenters believed this would be appropriate because a prudent layperson would not
regard the department as an appropriate place at which to seek emergency care. These
commenters stated that an individual with a broken arm might regard the hospital's orthopedic

department as an appropriate source of care, but that this should not mean that the orthopedic
department should be treated as a dedicated emergency department.
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Other commenters stated that EMTALA should not apply to any off-campus department
unless CMS provides a narrower definition of "dedicated emergency department" and clarifies
whether or under what circumstances EMTALA will apply to urgent care facilities. However,
the commenters did not provide any indication of why the definition is believed to be too broad
or how they would recommend changing it.

Several commenters stated that EMTALA should not apply to an off-campus urgent care
center unless the center is functioning and holding itself out to the public as an emergency
department.

Response: We agree that EMTALA should apply to off-campus departments only if
they qualify as dedicated emergency departments, and have addressed the commenters'
suggestion as part of the revision of the definition of a dedicated emergency department. In
addition, we are adopting in this final rule the proposed standard under §482.12(f)(3) that
hospitals have appropriate protocols in place for dealing with individuals who come to oft-
campus nonemergency facilities to seek emergency care.

Regarding the suggestion that a hospital's orthopedic department might be determined to
be a dedicated emergency department because an individual person would look to it for
emergency orthopedic care, as we have noted above, the definition of “dedicated emergency
department” in section VIII. of this preamble does not include “prudent layperson” standard.
Rather, with this final rule, “dedicated emergency department” means any department or facility
of the hospital, regardless of whether it is located on or off the main hospital campus, that (1) is
licensed by the State in which it is located under applicable State law as an emergency room or
emergency department; (2) is held out to the public (by name, posted signs, advertising, or other
means) as a place that provides care for emergency medical conditions on an urgent basis
without requiring a previously scheduled appointment; or (3) during the calendar year
immediately preceding the calendar year in which a determination under §489.24 is being made,
based on a representative sample of patient visits that occurred during that calendar year,
provides at least one-third of all of its outpatient visits for the examination or treatment of

emergency medical conditions. If the orthopedic department does not met any of these three

criteria for dedicated emergency department status, it is not a dedicated emergency department
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for EMTALA purposes, regardless of what the individual may believe as to the status of the
department.

4. Provisions of the Final Rule
We are adopting, as final with modifications as discussed in earlier sections of this

preamble, the proposed revisions of the definition of "come to the emergency department,"
"hospital with an emergency department," and "dedicated emergency department" at
§489.24(b), which encompass off-campus hospital departments that would be perceived by
individuals as appropriate places to go for emergency care. We also are adopting as final the
related proposed deletion of the provisions under §489.24(i) and the conforming change to
§413.65(g)(1). In addition, we are adopting, as final, the proposed new §482.12(f)(3) which
provides that the governing body of a hospital must assure that the medical staff has written
policies and procedures in effect with respect to

off-campus departments for appraisal of emergencies and referrals, when appropriate.

F. B. On-Campus Provider-Based Applicability
1. Background

At existing §413.65(g)(1), we state, in part, that if any individual comes to any hospital-
based entity (including an RHC) located on the main hospital campus, and a request is made on
the individual's behalf for examination or treatment of a medical condition, the entity must
comply with the antidumping rules at §489.24. Since provider-based entities, as defined in
§413.65(b), are not under the certification and provider number of the main provider hospital,
this language, read literally, would appear to impose EMTALA obligations on providers other
than hospitals, a result that would not be consistent with section 1867, which restricts EMTALA
applicability to hospitals.

2. Provisions of the Proposed Rule
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To avoid confusion on this point and to prevent any inadvertent extension of EMTALA
requirements outside the hospital setting, in the May 9, 2002 proposed rule (67 FR 31477), we
proposed to clarify that EMTALA applies in this scenario to only those departments on the
hospital's main campus that are provider-based; EMTALA would not apply to provider-based
entities (such as RHCs) that are on the hospital campus.

In addition, we proposed in §489.24(b) to revise the definition of "Comes to the
emergency department” to include an individual who presents on hospital property, in which
"hospital property" is, in part, defined as "the entire main hospital campus as defined at
§413.65(b) of this chapter, including the parking lot, sidewalk, and driveway, but excluding
other areas or structures that may be located within 250 yards of the hospital's main building but
are not part of the hospital, such as physician offices, RHCs, SNFs, or other entities that
participate separately in Medicare, or restaurants, shops, or other nonmedical facilities." We
specifically sought comments on this proposed revised definition. Generally, the proposed
language would clarify that EMTALA does not apply to provider-based entities, whether or not
they are located on a hospital campus. This language is also consistent with our policy as stated
in questions and answers published on the CMS website: www.cms.gov (CMS EMTALA
guidance, 7/20/01, Q/A #1) that clarifies that EMTALA does not apply to other areas or
structures located on the hospital campus that are not part of the hospital, such as fast food
restaurants or independent medical practices.

We stated that if this proposed change limiting EMTALA applicability to only those on-
campus departments of the hospital became final, we believe that if an individual comes to an
on-campus provider-based entity or other area or structure on the campus not applicable under

the new policy and presents for emergency care, it would be appropriate for the entity to call the
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emergency medical service if it is incapable of treating the patient, and to furnish whatever
assistance it can to the individual while awaiting the arrival of emergency medical service
personnel. However, the hospital on whose campus the entity is located would not incur an
EMTALA obligation with respect to the individual.

In the May 9, 2002 proposed rule, we solicited comments from providers and other
interested parties on the proper or best way to organize hospital resources to react to situations
on campus where an individual requires immediate medical attention.

We proposed in §489.24(b) to revise the definition of "Comes to emergency department"
(specifically, under proposed new paragraph (1)) and make conforming changes at
§413.65(g)(1).

In the August 1, 2002 final rule issued following the May 9, 2002 proposed rule (67 FR
50090), we only adopted as final the deletion of the second sentence of the existing
§413.65(g)(1) that address the nonapplicability of EMTALA to provider-based entities. We did
not adopt other proposed clarifications concerning application of EMTALA to provider-based
departments, on or off the campus, or any other proposals concerning EMTALA.

3. Summary of Public Comments and Departmental Responses

Comment: Several commenters expressed general approval of the proposed
clarifications of the definition of “hospital property” for purposes of the EMTALA regulations
and stated that the proposals will lead to more precise interpretation of the regulations.

Response: We agree, and are adopting the proposed clarifications as part of this final
e Comment: One commenter expressed strong opposition to the proposed clarification
under which on-campus provider-based entities would not be subject to EMTALA. The

commenter noted that individuals seeking emergency treatment may be severely confused or
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agitated, so that they would be unable to determine whether a particular area or facility is a
dedicated emergency department, and that in some cases such individuals may also be
physically unable to proceed to the dedicated emergency department. The commenter also
stated that provider-based departments frequently are located close to the main hospital campus,
typically receive higher reimbursement from Medicare by virtue of their provider-based status,
and may be indistinguishable, especially to an individual in a crisis situation, from areas at
which emergency care is provided. The commenter suggested that, in view of this, it is not
unreasonable to expect the provider-based entity to assume responsibility for ensuring that
individuals who present with emergency care needs receive screening and stabilization.
Therefore, the commenter recommended that we require that provider-based entities either
ensure that transfer to a dedicated emergency department occurs safely, or provide screening
and stabilization at the entity if it is able safely to do so.

Response: We understand and share the commenter's concern for individuals
seeking emergency services who come to provider-based entities for assistance, but note that the
legislative provision under which EMTALA responsibilities apply (section 1867 of the Act) is
specific to hospitals, and does not extend to nonhospital entities (such as rural health clinics or
physician offices), even where those entities may be located adjacent to hospital facilities and
owned or operated by hospitals, or both. Therefore, we are not making a revision in this final
rule based on this comment.

4. Provisions of the Final Rule
We are adopting, as final with minor editorial changes as explained earlier in this
preamble, the proposed revision of "come to the emergency department" and "hospital property"

in which hospital property is, in part, defined as "the entire main hospital campus as defined at
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§413.65(b) of this chapter, including the parking lot, sidewalk, and driveway, but excluding
other areas or structures of the hospital's main building that are not part of the hospital, such as
physician offices, RHCs, SNFs, or other entities that participate separately in Medicare, or
restaurants, shops, or other nonmedical facilities." This will clarify that on-campus provider-
based entities would not be subject to EMTALA.

We are also adopting as final without modification the proposed clarifying change to

§413.65(2)(1).

XI. EMTALA and On-Call Requirements (8489.24(j))
G. A. Background
We have frequently received inquiries concerning the statutory requirement that

hospitals maintain an “on-call” list of physicians to provide services to patients who seek care in
hospital emergency departments. We believe there are a number of misconceptions in the
provider industry concerning these on-call requirements. Therefore, as in the May 9, 2002
proposed rule (67 FR 31478), we are including a section that clarifies what kinds of obligations
physicians and hospitals have to provide on-call coverage under EMTALA.

Section 1866(a)(1)(I)(ii1) of the Act states, as a requirement for participation in the
Medicare program, that hospitals must maintain a list of physicians who are on call for duty
after the initial examination to provide treatment necessary to stabilize an individual with an
emergency medical condition. If a physician on the list is called by a hospital to provide
emergency screening or treatment and either fails or refuses to appear within a reasonable
period of time, the hospital and that physician may be in violation of EMTALA as provided for
under section 1867(d)(1)(C) of the Act.

The CMS State Operations Manual (SOM) further clarifies a hospital's responsibility for

the on-call physician. The SOM (Appendix V, page V-15, Tag A404) states:
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 Each hospital has the discretion to maintain the on-call list in a manner to best meet
the needs of its patients.

* Physicians, including specialists and subspecialists (for example, neurologists), are not
required to be on call at all times. The hospital must have policies and procedures to be
followed when a particular specialty is not available or the on-call physician cannot respond
because of situations beyond his or her control.

Thus, hospitals are required to maintain a list of physicians on call at any one time, and
physicians or hospitals, or both, may be responsible under the EMTALA statute to provide
emergency care if a physician who is on the on-call list fails to or refuses to appear within a
reasonable period of time. However, Medicare does not set requirements on how frequently a
hospital's staff of on-call physicians are expected to be available to provide on-call coverage;
that is a determination to be made between the hospital and the physicians on its on-call roster.
We are aware that practice demands in treating other patients, conferences, vacations, days off,
and other similar factors must be considered in determining the availability of staff. We also are
aware that some hospitals, particularly those in rural areas, have stated that they incur relatively
high costs of compensating physician groups for providing on-call coverage to their emergency
departments, and that doing so can strain their already limited financial resources. CMS allows
hospitals flexibility to comply with EMTALA obligations by maintaining a level of on-call
coverage that is within their capability.

We understand that some hospitals exempt senior medical staff physicians from being on
call. This exemption is typically written into the hospital's medical staff bylaws or the hospital's
rules and regulations, and recognizes a physician's active years of service (for example, 20 or

more years) or age (for example, 60 years of age or older), or a combination of both. We wish
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to clarify that providing such exemptions to members of hospitals' medical staff does not
necessarily violate EMTALA. On the contrary, we believe that a hospital is responsible for
maintaining an on-call list in a manner that best meets the needs of its patients as long as the
exemption does not affect patient care adversely. Thus, CMS allows hospitals flexibility in the
utilization of their emergency personnel.

We also note that there is no predetermined "ratio" that CMS uses to identify how many
days a hospital must provide medical staff on-call coverage based on the number of physicians
on staff for that particular specialty. In particular, CMS has no rule stating that whenever there
are at least three physicians in a specialty, the hospital must provide 24 hour/7 day coverage in
that specialty. Generally, in determining EMTALA compliance, CMS will consider all relevant
factors, including the number of physicians on staff, other demands on these physicians, the
frequency with which the hospital's patients typically require services of on-call physicians, and
the provisions the hospital has made for situations in which a physician in the specialty is not
available or the on-call physician is unable to respond.

H. B. Provisions of the Proposed Rule
To clarify our policies on EMTALA requirements regarding the availability of on-call

physicians, in the May 9, 2002 proposed rule, we proposed to add to §489.24 a new paragraph
(j) to specify that each hospital has the discretion to maintain the on-call list in a manner to best
meet the needs of its patients. This proposed paragraph further specified that physicians,
including specialists and subspecialists (for example, neurologists), are not required to be on call
at all times, and that the hospital must have policies and procedures to be followed when a
particular specialty is not available or the on-call physician cannot respond because of situations

beyond his or her control.
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C_Summary of Public Comments and Departmental Responses
1. General Comments
Comment: Numerous commenters expressed strong support for the proposal to clarify

in regulations that physicians are not required to be on call at all times and that a hospital is
responsible for maintaining an on-call list in a manner that best meets the needs of its patients.

Response: We appreciate these commenters' support and have kept their views in mind
in evaluating the other comments recommending specific changes in the proposed rule for this
final rule.

2. Minimal Interpretation of On-Call Responsibility
Comment: One commenter recommended that the requirement for an explicit list of on-

call physicians be eliminated because, in the opinion of the commenter, physicians may be less
willing to agree to be on call if they are required to commit in advance to be available at specific
times. Numerous commenters did not request elimination of the requirement but stated that the
requirement should be interpreted narrowly, as meaning only that the list of physicians willing
to be on call is to be maintained and available in the emergency department, and that on-call
services of those physicians must be available to each patient regardless of ability to pay. The
commenters asked that the regulations be revised to specify that the on-call requirement does
not require hospitals to maintain any particular level of on-call coverage, since hospitals are not
legally authorized or practically empowered to control physician availability for on-call
coverage.

Response: We cannot eliminate the requirement for an on-call list from the regulations,
as that requirement is mandated by section 1866(a)(1)(I)(iii) of the Act. While we understand
the rationale for interpreting section 1866 of the Act as imposing only a minimal on-call

requirement, we also note that on-call physician services, like other services for the examination
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and treatment of emergency medical conditions, must be made available within the capability of
the hospital, under sections 1867(a) and (b) of the Act. Therefore, we are not adopting these
commenters' recommendations.

Comment: Some commenters expressed concern that the proposed changes allowing
hospitals and physicians more flexibility to set on-call policies might actually increase
overcrowding in hospital emergency departments. The commenters stated that patients who
require specialty physician care often must wait in the emergency department for extended
periods, since the physician's presence is needed to authorize either admission or an appropriate
transfer.

One commenter suggested that adoption of the more flexible regulations on on-call
responsibility would only exacerbate this problem. To prevent that, the commenter
recommended that a hospital that is unable to maintain full-time specialty coverage in one or
more areas be required to have a transfer agreement with a hospital that has that level of
coverage and will accept all patients in that specialty or subspecialty area. The commenter also
recommended that we prescribe a maximum time for which patients could be required to wait in
the emergency department for specialty care and that provision be made for patients who must
be held beyond that time to be admitted either to an inpatient bed or to an outpatient holding
area outside the emergency department, to await the arrival of a specialist. The commenter
noted that this placement would not end the hospital's EMTALA obligation, but would free
emergency department resources to permit more emergency patients to be treated.

Response: We agree that it is appropriate for hospitals to have referral agreements with
other hospitals to facilitate appropriate transfers of patients who require specialty physician care

that is not available within a reasonable period of time at the hospital to which the patient is first
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presented. Hospitals that cannot maintain full-time on-call coverage in specific medical
specialties should also keep local EMS staff advised of the times during which certain
specialties will not be available, thereby minimizing the number of cases in which individuals
must be transferred due to lack of complete on-call coverage. However, we are not mandating
the maintenance of such agreements in this final rule. Even though such agreements may be
desirable, we recognize that hospitals may be unable, despite their best efforts, to secure such
advance agreements from specialty hospitals. (We note that, even in the absence of an advance
agreement, a participating hospital with specialized capabilities or facilities that has the capacity
to treat an individual but refuses to accept an appropriate transfer would thereby violate the
EMTALA requirement on nondiscrimination (section 1867(g) of the Act) and could be liable for
termination of its provider agreement or civil money penalties, or both.)

We also agree that it would be appropriate for hospitals to limit individuals' waiting time
in the emergency department, and to either admit the individual as an inpatient or move him or
her to another appropriate outpatient area for treatment in cases where the arrival of a specialist
is unavoidably delayed. However, given the heavy demand on emergency department resources
and the variations in numbers of patients needing emergency care, we do not believe it is
feasible to mandate uniform national limits on how long patients may be held in emergency
departments.

3. Recommended Definition of "Best Meets the Needs of the Hospital's Patients"

Comment: Some commenters recommended that the requirement to maintain an on-call
list that best meets the needs of the hospital's patients be revised to specifically recognize
potential limits on on-call physician availability, by stating that the list must best meet the needs

of patients in accordance with the resources available to the hospital, including the availability
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of on-call physicians. Another commenter recommended that the regulation be revised to
mandate maintenance of an on-call list that meets patient needs to the extent permitted by the
physician resources available to the hospital through its organized medical staff. Still another
commenter recommended that the list be one that best meets the needs of the hospital's patients
in accordance with the resources available to the hospital. Another commenter stated that the
language as proposed does not clarify whether the on-call coverage must be determined by the
needs of the hospital's inpatients or its outpatients, and suggested that the regulation be clarified
to state that the on-call list be maintained in a manner that best meets the needs of the hospital's
patients who are receiving services required under EMTALA.

Response: After consideration of these comments, we agree that the regulations should
be further revised to explicitly acknowledge the limits on availability of on-call staff in many
specialties and geographic areas. Therefore, we are revising proposed §489.24(j) in this final
rule to state that the list must be maintained in a manner that best meets the needs of the
hospital's patients who are receiving services required under EMTALA in accordance with the
capability of the hospital, including the availability of on-call physicians.

Comment: One commenter recommended that the regulations be revised to state that
hospitals are not required to provide on-call physician coverage in specialties not available to
the hospital's inpatients. Some commenters also stated that, at a minimum, CMS should require
that if a hospital offers a service to the public, the service must be available through on-call
coverage at the emergency department. For example, one commenter stated that some hospitals
have departments of neurology and may have as many as 10 to 20 board-certified neurologists
on its medical staff, but do not offer on-call services of neurologists to emergency patients. This

commenter believed further specificity as to on-call obligations would avoid this problem.
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Response: We agree that a hospital would not be required to maintain on-call physician
coverage for types of services it does not routinely offer, but there are many reasons why a
hospital would not have physician specialty care available on an on-call basis, even if such
specialty care is above the range of specialty care available to inpatients. Therefore, we are not
adopting this comment in this final rule.

Regarding the recommendation that a hospital be required to provide on-call coverage in
any specialty offered to the hospital's patients, we agree that this would be a reasonable
expectation and note that interpretative guidelines for EMTALA in the Medicare State
Operations Manual (CMS Publication No. 7), page V-15, state that if a hospital offers a service
to the public, the service should be available through on-call coverage of the emergency
department. However, we are concerned that if this expectation were adopted as a requirement
for all hospitals with emergency departments as part of this final rule, it might establish an
unrealistically high standard that not all hospitals could meet. Therefore, we are not adopting
this comment in this final rule.

Comment: One commenter recommended that the regulations be revised to clarify how
CMS will deal with situations in which two hospitals with similar numbers of physicians on
staff provide widely varying levels of on-call coverage. For example, one hospital with 3
neurosurgeons on staff might be able to provide “24/7” coverage, while another hospital with 3
neurosurgeons on staff might provide coverage only 10 days per month.

Response: We agree that a situation of the type described by the commenter could raise
questions regarding the second hospital's commitment to obtaining on-call coverage, but note
that many factors, including the overall supply of specialty physicians in an area, the extent to

which hospitals offer specialty care through the use of "itinerant" physicians from other areas,
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and the availability of specialty care at other nearby hospitals, might all influence the hospital's
decisions regarding the level of on-call coverage it can reasonably expect to provide. Because
we are concerned that establishing overly prescriptive standards might impose an unrealistically
high burden for some hospitals, we are not adopting any further regulatory requirements for
handling situations in which hospitals' levels of on-call coverage vary significantly. We will
continue to investigate such situations in response to complaints and will take appropriate action
if the level of on-call coverage is unacceptably low.

4. Physicians' Responsibility for On-Call Coverage
Comment: Some commenters suggested that the proposal to allow hospitals greater

flexibility to maintain on-call coverage that best meets the needs of their patients may be more
restrictive than necessary to prevent discrimination or may have the unintended effect of
reducing access to on-call services. These commenters argued for a more precise description of
how patient needs can best be met, or for elimination of the "best meets the needs" clause.
Some commenters stated that by allowing a hospital flexibility and declining to adopt any
specific standards as to when a hospital may or may not be required to provide on-call coverage,
CMS may be placing the EMTALA on-call burden on hospitals with no corresponding
responsibility on the part of physicians, whose participation is necessary for the hospital to meet
its obligation.

Some commenters recommended that the regulations be further revised to more
specifically address the responsibilities of physicians to make themselves available when on
call, the accountability of physicians for EMTALA compliance, and the acceptability of

transferring patients when specialty physicians are not available. Other commenters
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recommended that more specific rules be adopted regarding the times at which physicians are
expected to be on call.

Another commenter cited a study by the University of California at Los Angeles titled
"A Day in the Life of a California Emergency Department: Waiting Times and Resources,
Trends in Use and Capacity, and Perceptions of Emergency Professionals." The commenter
stated that the study finding indicated that, during the study period (December 2000 through
May 2001), a significant number of on-call physicians either did not respond to call at all or
responded only after a delay of at least 20 minutes, and that many took longer than 35 minutes
to arrive. The commenter stated that the study documents the refusal of many on-call
physicians to fulfill their on-call responsibilities and argued that hospitals should not be held
responsible in such cases.

Another commenter also believed the proposed rules unfairly burden hospitals with the
responsibility for maintaining on-call coverage but do not provide any guidance on a medical
staff member's obligation to participate in on-call panels. The commenter expressed concern
that the proposed language would, if adopted, allow physicians to either refuse to be on call,
shift their practices to facilities not requiring on-call service, or demand exorbitant payment for
on-call service. To avoid these effects, the commenter recommended that CMS either furnish
additional detailed guidance on how hospitals can obtain on-call coverage when physicians
refuse to provide it, or mandate that participation on on-call panels at hospitals subject to
EMTALA is required as a condition of being a Medicare-participating physician.

Response: We understand the commenters' concern, but do not believe it would be
practical or equitable to attempt to adopt more prescriptive rules on such matters as the number

of hours per week physicians must be on call or the numbers of physicians needed to fulfill on-
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call responsibilities at particular hospitals. We believe these are local decisions that can be
made reasonably only at the individual hospital level through coordination between the hospitals
and their staffs of physicians.

Regarding situations in which physicians may irresponsibly refuse to fulfill the on-call
responsibilities they have agreed to accept, we note that current law (section 1867(d)(1)(B) of
the Act) provides penalties for physicians who negligently violate a requirement of section 1867
of the Act, including on-call physicians who refuse to appear when called. We further note that
physicians who practice in hospitals do so under privileges extended to them by those hospitals,
and that hospitals facing a refusal by physicians to assume on-call responsibilities or to carry out
the responsibilities they have assumed could suspend, curtail, or revoke the offending
physician's practice privileges. Moreover, when an EMTALA violation involving on-call
coverage is found to have occurred, surveyors and CMS regional office staff will review all
facts of the situation carefully to ensure that hospitals that have acted in good faith to ensure on-
call coverage are not unfairly penalized for failure by individual physicians to fulfill their
obligations.

Therefore, we are not making any change in the final rule based on these comments.

5. Hospital Responsibility for On-Call Coverage
Comment: One commenter stated that when the initial EMTALA legislation was

enacted in 1986, emergency physicians were finding it virtually impossible to find specialists
willing to come to the emergency department to treat emergency patients, and that the 1988
amendments to the EMTALA statute making it explicit that physicians are covered by on-call
requirements have significantly improved the availability of on-call services in hospital

emergency departments. Because of this improvement, the commenter stated that CMS should

175



not give credence to allegations that EMTALA is making on-call coverage more difficult to
obtain. The commenter further stated that even though the proposed regulatory language is
virtually identical to the position CMS has taken in the past regarding on-call responsibilities, in
the current climate the language is very likely to be viewed as offering assurances that
physicians have no obligation to provide on-call coverage. To avoid this result, which the
commenter believed would compromise the quality of patient care and lead to patient deaths, the
commenter recommended that CMS clearly state that the proposed regulatory language does not
represent a change in policy and that hospitals and physicians that fail to meet their on-call
obligations as determined by EMTALA will be cited for noncompliance. The commenter also
recommended that a safe harbor be created for EMTALA compliance, but does not describe the
specific terms under which the safe harbor should be made available.

Other commenters also expressed concern about diminished access to on-call services as
a result of perceptions of the proposals. These commenters stated that, because public hospitals
typically are the only hospitals in a community committed to maintaining full-time on-call
coverage in many specialties, other hospitals may view flexible requirements in this area as an
opportunity to reduce their on-call coverage, thus further unfairly shifting the on-call burden to
public hospitals and the physicians who practice in them. The commenters believed CMS
should issue guidance stating more specifically how hospitals that maintain less than full-time
on-call coverage will be evaluated under EMTALA.

Response: We understand the concerns expressed by the commenters about possible
reductions in access to on-call services and wish to emphasize that the proposals are not
intended to signal any change in CMS' position regarding hospitals' responsibility to comply

with EMTALA. We also understand the desire by some for more specific guidance regarding
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the level of on-call coverage to be provided and the types of services for which on-call coverage
must be available. However, under section 1867(a) of the Act, the EMTALA screening must be
provided "within the capability of the hospital's emergency department” and that under section
1867(b) of the Act, further medical screening and stabilizing treatment must be made available
only "within the staff and facilities available at the hospital." Given the wide variation in the
size, staffing, and capabilities of the institutions that participate in Medicare as hospitals, we do
not believe it is feasible for us to mandate any particular minimum level of on-call coverage that
must be maintained by all hospitals subject to EMTALA, or to specify that on-call coverage is
required for all services offered at the hospital. Therefore, we are not making any changes to
our proposal in this final rule based on this comment.

Comment: Several commenters expressed support for the clarification that EMTALA
does not require 24/7 on-call coverage at all hospitals, but some of the commenters suggested
that the regulations be further strengthened to prohibit hospitals from maintaining such coverage
when their capacity does not support it. Another commenter stated that we should not only
clarify that EMTALA does not require “24/7” on-call coverage at all hospitals, but should
prohibit hospitals from requiring physicians to be on call 24 hours a day, 7 days a week.
Another commenter stated that CMS should prohibit hospitals from requiring physicians to be
on call at times when they are already committed to being on call at another hospital. One
commenter stated that CMS should at least establish a grievance procedure that would allow
physicians to challenge on-call requirements that the physicians believe are unreasonable.

Response: We appreciate the commenters' expression of support for the proposed
clarification of our policy in this area, and agree with commenters that EMTALA does not

require any physician to be on call at all times. However, we do not believe it would be
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appropriate for CMS to prescribe levels of on-call coverage; on the contrary, these matters
should be worked out between individual hospitals and their medical staff. Therefore, we have
not included any provision on the level of on-call coverage hospital may require. Also, we have
no statutory authority to mandate the kind of appeals procedure for on-call requirements that
was recommended. Therefore, we are not making any change in this final rule based on
grievance procedures.

Comment: One commenter suggested that hospitals may be reducing physician staffing
in some specialties (below the levels needed to treat all patients, including insured and
uninsured patients) and relying on on-call coverage to meet the need to care for indigent
patients. The commenter suggested that the regulations be revised to prohibit this practice.

Response: We understand the commenter's concern, but do not believe we can establish
realistic objective standards for levels of physician staffing. However, we will keep the
comment in mind as we prepare interpretive guidelines and conduct surveyor training, and will
review any actual case situations involving understaffing of emergency departments carefully,
to determine whether services mandated by EMTALA are, in fact, being provided within the
capability of the hospital.

6. Simultaneous Call and Performance of Other Physician Services While on Call

Comment: A number of commenters stated that, because of shortages of physicians in
certain specialties (for example, orthopedics or neurosurgery) in some areas, the proposed
regulations regarding on-call coverage should be revised to state explicitly that it is not a
violation of EMTALA for a physician to be on call simultaneously at two or more hospitals, as
long as each hospital has a back-up plan for ensuring that needed care is received from another

physician or through an appropriate transfer when the on-call physician is not in fact available.
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The commenters also recommended that the regulations be revised to clarify that it is not a
violation of EMTALA for a physician to schedule and perform elective surgery while he or she
is on call, if such a back-up plan is in place at each hospital for which the physician is on call.

Some commenters suggested that the physician's performance of elective surgery that a
physician has freely undertaken should be used as an example of a circumstance that is beyond
the physician's control. One of these commenters recommended that physicians who have
agreed to be on call, but subsequently engage in activities that make it impossible to fulfill their
commitment, should be allowed to make alternative arrangements for responding to calls.
Another commenter recommended that the regulations be revised to provide specific examples
of situations beyond a physician's control.

Still another commenter recommended that proposed paragraph (j) be revised to state
that physicians may provide simultaneous call at more than one hospital, provided the number
and geographic proximity of the hospitals are such that a single physician can reasonably
provide on-call services at each facility. The commenter recommended that further language be
added to state that physicians who are on call may schedule office visits or elective surgery
without incurring penalties under EMTALA. The commenter believed the policies and
procedures of the hospital for responding to situations in which the particular specialty is not
available or the on-call physician cannot respond because of circumstances beyond the
physician's control should be developed in consultation with the hospital's medical staff and that
the examples of situations beyond a physician's control should include situations when the
physician is already treating another patient. Some commenters stated that a Program
Memorandum issued by CMS on June 13, 2002, stated that when a physician is performing

surgery while being on call, having another physician available to respond to calls is an
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acceptable way to fulfill the physician's on-call responsibility but that having the capability to
arrange appropriate transfers is also an acceptable form of compliance. The commenters
recommended that CMS revise proposed §489.24(j) to reflect this policy.

Another commenter stated that the regulation should state more specifically what types
of back-up plans would be acceptable when a physician has scheduled elective surgery while on
call.

Response: We agree that it is important that policy regarding simultaneous call and
scheduling of elective surgery while on call be clearly communicated to, and understood by,
affected hospitals and physicians. Therefore, on June 13, 2002, we issued Survey and
Certification Letter No. S&C-02-35, to clarify that we believe hospitals should continue to have
the flexibility to meet their EMTALA obligations by managing on-call physician coverage in a
manner that maximizes patient stabilizing treatment as efficiently and effectively as possible.
The letter further states that when the on-call physician is simultaneously on-call at more than
one hospital in the geographic area, all hospitals involved must be aware of the on-call schedule,
as each hospital independently has an EMTALA obligation.

In addition, the letter clarifies that hospitals must have policies and procedures to follow
when an on-call physician is simultaneously on call at another hospital and is not available to
respond. Hospital policies may include, but are not limited to, procedures for back-up on-call
physicians, or the implementation of an appropriate EMTALA transfer according to §489.24(d).
The letter reaffirms CMS’ view that hospitals have flexibility in adopting specific policies and
procedures to meet their EMTALA obligations, so long as they meet the needs of the

individuals who present for emergency care.
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To avoid any misunderstanding of our policies in this area, we are revising proposed
§489.24(j) in this final rule to state the conditions under which simultaneous calls and elective
surgery while on call are permitted.

7. Limiting On-Call Responsibility by Subspecialty
Comment: Some commenters stated that physicians’ hospital privileges are typically

more expansive than their actual scope of practice, in that a physician privileged in a broad
specialty might in fact function only within a much narrower subspecialty. For example, a
physician privileged by the hospital to treat all orthopedic cases might in fact limit his or her
practice to pediatric cases. The commenters expressed concern that such a subspecialty
physician might be disadvantaged by agreeing to be on call, since he or she could then be
expected to treat types of patients that the physician would not normally see. To prevent this
outcome, the commenters recommended that the EMTALA regulations be revised to authorize
such a physician to decline to come in when called if he or she believes that another physician
can more competently care for the patient and should be called in.

Another commenter suggested that while subspecialists may be better qualified in their
general specialties than emergency physicians, generalists may not necessarily be equally
competent for all patients. For example, an ophthalmologist specializing in corneal or retinal
surgery may have greater expertise in general ophthalmology than an emergency physician, but
a fully competent general surgeon may nevertheless not have the specialized training and
experience needed to perform emergency surgery on an infant. The commenter recommended
that the regulations be revised to make it clear that, in such cases, the on-call physician is
permitted to fulfill his or her on-call obligation by calling in another physician who has the

necessary skills to care for the patient. The commenter also recommended formation of a
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private-public work group, similar to that described in proposed legislation (H.R. 3191, the
"Medicare Appeals, Regulatory, and Contracting Improvement Act of 2001") to assist in
resolving on-call issues. Another commenter recommended that the regulations be revised to
state that physicians are not required to respond to calls for types of care for which they do not
hold privileges.

Response: We agree with the commenter who stated the general principle is that
patients should receive the best emergency care available. However, as pointed out by another
commenter, a physician who is in a narrow subspecialty may, in fact, be medically competent in
his or her general specialty, and in particular may be able to promptly contribute to the
individual’s care by bringing to bear skills and expertise that are not available to the emergency
physician or other qualified medical personnel at the hospital. While the emergency physician
and the on-call specialist may need to discuss the best way to meet the individual’s medical
needs, we also believe any disagreement between the two regarding the need for an on-call
physician to come to the hospital and examine the individual must be resolved by deferring to
the medical judgment of the emergency physician or other practitioner who has personally
examined the individual and is currently treating the individual. We understand the concern of
the commenter who believed the final rule should state that physicians are not required to
respond to calls for types of care for which they do not have privileges. However, we do not
agree that a revision to the regulation is needed. On the contrary, we believe that it is the
responsibility of the hospital that is maintaining the on-call list to ensure that physicians on the
list are granted whatever privileges they would need to furnish care in the facility. Therefore,

we are not revising the final rule as recommended by this commenter.
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Comment: Some commenters recommended that the EMTALA regulations be revised
to state explicitly that there may be situations in which a transfer to another medical facility,
which may be either a hospital or a physician office, would be appropriate because the skills and
experience of the local on-call physician may not be ideal for a particular individual. One
commenter explained that such a clarification would help avoid inconveniencing on-call
physicians, who might otherwise be required to come to a hospital to attend to relatively minor
needs.

Response: While we agree that there may be some cases in which it is more beneficial
to an individual to be transferred to another facility because of the greater availability of
specialty physician services, we do not believe any change to the regulations is needed to
acknowledge this possibility. On the contrary, existing regulations at §489.24(c)(1) (now
§489.24(d)(1) in this final rule) make it quite clear that an appropriate transfer is one in which
the expected benefits of appropriate medical treatment at another facility outweigh the risks
associated with transfer. We also do not believe that individuals being seen in emergency
departments would regard their emergency medical conditions as minor needs. Therefore, we
are not making any changes in the regulations in this final rule based on these comments.

Comment: One commenter recommended that proposed §489.24(j) be further revised to
state that specialty hospitals, particularly those without dedicated emergency departments, are
not required to maintain on-call lists under EMTALA.

Response: Existing regulations at §489.20(r)(2), which implement the requirement for
an on-call list, make it clear that this requirement does not apply to any hospital other than one
with a dedicated emergency department. Therefore, we do not believe a change in the

regulations is needed to clarify this point.
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8. Other On-Call Issues

Comment: Some commenters stated that some physicians may choose to come to a
hospital to see private patients at times when they are not shown as being on call under the
listing the hospital maintains for EMTALA purposes. The commenters believed such
physicians should not be considered to be on call under EMTALA simply because they come to
the hospital under these circumstances, and expressed the belief that such a policy would be
consistent with EMTALA interpretive guidelines stating that physicians are not expected to be
on call whenever they are visiting their own patients in a hospital.

Response: We understand that physicians may sometimes come to a hospital to see their
own patients, either as part of regular rounds or in response to requests from the patient or the
patient's family, and agree that visits of this type should not necessarily be interpreted as
meaning that the physician is on call. On the other hand, some physicians have in the past
expressed a desire to refuse to be included on a hospital's on-call list but nevertheless take calls
selectively. These physicians might, for example, respond to calls for patients with whom they
or a colleague at the hospital have established a doctor-patient relationship, while declining calls
from other patients, including those whose ability to pay may be in question. Such a practice
would clearly be a violation of EMTALA. Because it may be difficult to distinguish the two
practices from one another outside the context of a careful review of patient records, we are not
making any revision to this final rule based on this comment. However, we will keep it in mind
as we develop the interpretative guidelines and training materials for implementing EMTALA.

Comment: One commenter expressed approval of the preamble statement (67 FR 31478

of the May 9, 2002 proposed rule) that exempting senior medical staff from on-call
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responsibilities does not necessarily violate EMTALA. However, this commenter believed that
statement should also be reflected in the text of the final regulations.

Response: We continue to believe such exemptions are not necessarily inconsistent with
EMTALA, but they were mentioned in the preamble to illustrate rather than define the types of
flexibility a hospital may exercise in maintaining its on-call list in a way that best meets patient
needs. Thus, we do not believe this one example of flexibility should be singled out for
inclusion in the regulations.

Comment: One commenter stated that Federally Qualified Health Centers (FQHCs) are
required under policies of the Public Health Service to maintain referral arrangements with
hospitals for acceptance of health center patients, and that it is recommended that FQHCs
maintain admitting privileges at those hospitals for their patients. However, the commenter was
concerned that any monetary penalties for noncompliance with EMTALA on-call
responsibilities will have to be paid by the health centers, and that physicians who learn that
they will incur an on-call responsibility at a hospital as a cost of being privileged there may
choose to stop practicing at the health centers, thereby depriving the health centers' patients of
the physicians' services. Therefore, the commenter recommended that CMS provide some safe
harbors, such as unspecified personal services or a high volume of patients needing care, that
would protect physicians from EMTALA liability if they fail to be on call or are on call but fail
to come to the hospital emergency department when called.

Response: As we noted above, this final rule makes explicit provision for two of the
occurrences that physicians and other commenters have indicated to us are responsible for
physicians' inability to respond to calls even though they have agreed to do so. In addition, we

plan to direct State surveyors, in enforcing the EMTALA provisions, to be aware of situations in
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which circumstances beyond a physician's control may prevent him or her from responding
promptly to calls. We believe these actions on our part will ensure sufficient flexibility and,
therefore, we are not at this time further defining a set of specific "safe harbors." However, we
will continue to monitor the commenter's concerns and will undertake further rulemaking if
warranted in the future.

Comment: One commenter stated that some physicians, such as orthopedists, frequently
use physician assistants in their practices. The commenter provided a number of examples of
how a physician assistant could respond appropriately to a call from an emergency department,
participate in the screening of an individual, and either provide the necessary stabilization or
post-stabilization services, or arrange for the performance of those services by the physician.
The commenter asked us to clarify that, in some instances, physician assistants may
appropriately provide on-call coverage, by revising the EMTALA regulations to state that
physicians included on a hospital's on-call list may delegate their on-call responsibilities to the
physician assistants they supervise, as long as all services provided by the physician assistants
are furnished in accordance with State scope of practice laws and with hospital and medical
bylaws.

Response: We agree that there may be circumstances in which a physician assistant may
be the appropriate practitioner to respond to a call from an emergency department or other
hospital department that is providing screening or stabilization mandated by EMTALA.
However, any decision as to whether to respond in person or direct the physician assistant to
respond should be made by the responsible on-call physician, based on the individual's medical

needs and the capabilities of the hospital, and would, of course, be appropriate only if it is

186



consistent with applicable State scope of practice laws and hospital bylaws, rules, and
regulations.
D. Provisions of the Final Rule

In this final rule, we are adopting the proposed §489.24(j) as final with the
following modifications: We are specifying that the on-call list must be maintained in a manner
that best meets the needs of the hospital's patients who are receiving services required under
EMTALA, in accordance with the capability of the hospital, including the availability of on-call
physicians. We also are revising paragraph (j) to state the conditions under which simultaneous
call and elective surgery while on call are permitted. For editorial reasons, we are revising the
language of §489.24 to state under paragraph (j)(3)(ii) that hospitals must “provide” rather than
“insure” that emergency services are available. No change in policy is being made by this
editorial change.

XIl. EMTALA Applicability to Hospital-Owned Ambulances (8489.24(b))

A. Background
We stated in the June 22, 1994 final rule (59 FR 32098) that if an individual is in an

ambulance owned and operated by a hospital, the individual is considered to have come to the
hospital's emergency department, even if the ambulance is not on hospital property. This policy,
currently set forth at §489.24(b), was necessary because we were concerned that some hospitals
that owned and operated ambulances at that time were transporting individuals who had called
for an ambulance to other hospitals, thereby evading their EMTALA responsibilities to the
individuals.

Concerns have since been raised by the provider industry about applications of this
policy to ambulances that are owned by hospitals but are operating under communitywide EMS

protocols that may require the hospital-owned and other ambulances to transport individuals to
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locations other than the hospitals that own the ambulances. For instance, we understand that
some community protocols require ambulances to transport individuals to the closest hospital to
the individual geographically, whether or not that hospital owns the ambulance.

I. B. Provisions of the Proposed Rule
To avoid imposing requirements that are inconsistent with local EMS requirements, in

the May 9, 2002 proposed rule, we proposed to clarify, at proposed revised §489.24(b), in
paragraph (3) of the definition of "Comes to the emergency department", an exception to our
existing rule requiring EMTALA applicability to hospitals that own and operate ambulances.
We proposed to account for hospital-owned ambulances operating under communitywide EMS
protocols. Under our proposal, the rule on hospital-owned ambulances and EMTALA does not
apply if the ambulance is operating under a communitywide EMS protocol that requires it to
transport the individual to a hospital other than the hospital that owns the ambulance. In this
case, the individual is considered to have come to the emergency department of the hospital to
which the individual is transported, at the time the individual is brought onto hospital property.

J. C. Summary of Public Comments and Departmental Responses
Comment: A number of commenters expressed strong support for the proposal to clarify that

EMTALA does not apply to a hospital-owned ambulance when the ambulance is operating
under communitywide protocols that require it to transport an individual to a hospital other than
the hospital that owns the ambulance. One commenter asked whether a hospital would have any
EMTALA obligation with respect to a patient who refuses transport from the planned pickup
site (for example, the site of an automobile accident), and whether EMTALA would apply if the
physician in the emergency department provides "medical command."

Another commenter recommended that the regulations be further revised to state that

individuals presenting to hospital-owned ambulances are subject to EMTALA and must be
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transported to the hospital that owns the ambulance, unless the hospital EMS personnel on board
the ambulance determine that doing so would put the patient's life or safety at risk. The
commenter further recommended that if the on-board hospital EMS personnel believe that
transporting the individual to the owner hospital would risk the life or health of the individual,
the personnel should be authorized to redirect the ambulance to the closest appropriate hospital
without violating EMTALA.

Response: We appreciate the support of those commenters who expressed approval of the
proposal and have kept their views in mind in responding to other comments on this issue. In
regard to the comment about an individual who refuses transport from a planned pickup site, we
believe such cases should be treated as refusals to consent to treatment and should be handled in
accordance with the requirements for documenting such refusals in existing §489.24(c)(2)
(redesignated in this final rule as §489.24(d)(3)).

We understand that the term “hospital-owned ambulances operating under medical command”
describes a situation in which the destination of an ambulance is not determined by the
ambulance personnel but by a physician in radio contact with ambulances in the community.
We believe individuals on board such ambulances would not be considered to have "come to the
hospital" for EMTALA purposes if the physician providing the medical command is not
employed or otherwise affiliated with the hospital that owns the ambulance. If the physician’s
direction of the ambulance (medical command) is provided subject to communitywide protocols
that require the individual to be transported to a hospital other than the hospital that owns the
ambulance, such as the closest appropriate hospital, the hospital would be considered to be
operating under communitywide protocols. With respect to situations in which hospital EMS

personnel on board the ambulance determine that transporting the individual to the owner
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hospital would put the patient's life or safety at risk, we recognize that there may be some
situations in which redirection of the ambulance is necessary to protect the life or safety of the
individual and that under these circumstances it would not be an EMTALA violation to
transport the individual to the closest hospital capable of treating his or her condition. However,
we believe such cases can best be identified and resolved on a case-by-case basis and, therefore,
are not revising the final regulations based on this comment.

Comment: One commenter recommended that the proposed clarification of the nonapplicability
of EMTALA to hospital-owned ambulances when the ambulance is operating under
communitywide protocols be extended to air ambulances as well as ground ambulances.
Response: We agree and in this final rule are revising §489.24(b), the definition of "come to the
emergency department,” accordingly.

Comment: One commenter recommended that guidance provided in the State Operations
Manual, to the effect that hospitals have no EMTALA obligation with respect to individuals
who are in ambulances that are neither hospital-owned and operated nor on hospital property, be
incorporated into the regulatory language.

Response: We agree that this statement of policy is accurate, but believe the proposed
regulatory language makes this clear. Therefore, we are not making revision in the final rule
based on this comment.

Comment: One commenter referenced the recently issued CMS guidance, in the form of letters
to Regional Administrators and State Survey Agencies, regarding EMTALA responsibilities in
the event of a bioterrorist attack. The commenter believed this guidance might be viewed as

being inconsistent with a hospital's statutory responsibility to provide screening services under
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EMTALA, and suggested that the regulatory language be revised to reflect the guidance, so that
hospitals that follow it are not at risk for a citation of noncompliance with EMTALA.

Response: We agree that hospitals should be informed of their EMTALA
responsibilities in the event of a bioterrorist attack or other national emergency. We also
believe the commenter's suggestion is consistent with the intent of section 143 of the Public
Health Security and Bioterrorism Preparedness and Response Act of 2002 (Pub. L. 107-188,
enacted June 12, 2002). That legislation amended section 1135 of the Act to authorize the
Secretary to temporarily waive or modify the application of certain Medicare, Medicaid, and
State Children's Health Insurance Program (SCHIP) requirements, including requirements for
the imposition of sanctions for the otherwise inappropriate transfer of an unstabilized individual,
if the transfer arises out of the circumstances of the emergency.

To help inform hospitals of their responsibilities in such situations, we have added a new
paragraph (a)(2) to §489.24(a). The new paragraph specifies that sanctions under EMTALA for
an inappropriate transfer during a national emergency do not apply to a hospital with a dedicated
emergency department located in an emergency area, as specified in section 1135(g)(1) of the
Act. In the event of such a national emergency, CMS would issue appropriate guidance to
hospitals.

Comment: One commenter stated that, in some areas of the country, ambulance
protocols requiring emergency patients to be taken to the closest appropriate hospital are not
determined on a community-by-community basis. Instead, the protocols apparently are
established by individual ambulance service medical directors in conformity with State law and
are filed with the State EMS board. The commenter expressed concern that the proposed

regulatory language on communitywide EMS protocols would not protect hospitals in such
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States from inappropriate EMTALA liability, and cited several examples of situations in which
a hospital-owned and operated ambulance might be required to bypass appropriate hospitals to
reach the owner hospital. To avoid this result, the commenter recommended that the regulations
be revised either to state that hospital-owned and operated ambulances are not included in the
definition of "hospital property" or to provide an exemption for hospital-owned ambulances
operated in accordance with protocols on file with and approved by the State ambulance
licensing authority.

Response: We agree that protocols mandated by State law should be given the same
deference as those established on a communitywide basis. However, we believe the reference in
§489.24(b)(3)(i) to communitywide EMS protocols which direct that the individual be
transported to a hospital other than the hospital that owns the ambulance is broad enough to
encompass those communitywide protocols that have been adopted in conformity with State
law. Therefore, we are not revising the provision in the final rule based on this comment.

Comment: One commenter stated that most ambulance protocols direct that individuals
be taken to the "closest appropriate facility" rather than the "nearest hospital" and suggested that
this change in wording of the regulation text would be appropriate because, in some cases,
individuals may need to be taken to a freestanding emergency facility or some other location
that is not a hospital. The commenter also recommended that hospital-owned and operated
ambulances be given an exemption from the requirements for situations in which the individual
or family asks that the individual be transported to another facility other than the hospital that
owns the ambulance.

Response: We agree that it would be more appropriate to refer to requirements that the

individuals be taken to the "closest appropriate facility" rather than the "nearest hospital", and
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are including this change in paragraph (3) of the definition of "come to the emergency
department" under §489.24(b) of this final rule.

Regarding the redirection of an ambulance at the request of the individual's family, we
believe existing regulations at §489.24(c)(2) (now §489.24(d)(3) of this final rule) regarding
informed refusals of treatment would permit the ambulance to transport the individual to another
facility. A medical record for the individual must be established and the refusal clearly
documented in that record, in accordance with these regulatory requirements.

D. Provisions of the Final Rule

We are adopting, as final, the proposed revision to paragraph (3) under the
definition of "come to the emergency department” under §489.24(b) as it related to the
applicability to EMTALA to hospital-owned ambulances, with the following modifications:

We are specifying the nonapplicability of EMTALA to hospital-owned "air"
ambulances (in addition to ground ambulances), when the ambulance is operating under
communitywide protocols.

We are specifying that an individual in an ambulance owned and operated by the
hospital is not considered to have "come to the emergency department" if the ambulance is
operated under communitywide EMS protocols or EMS protocols "mandated by State law" that
direct it to transport the individual to a hospital other than the hospital that owns the ambulance.
We also are specifying that an individual in an ambulance owned and operated by the hospital is
not considered to have "come to the emergency department" if the ambulance is operated at the
direction of a physician who is not employed or otherwise affiliated with the hospital that owns

the ambulance or if the physician's direction of the destination of the ambulance is subject to
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communitywide protocols that require the individual to be transported to a hospital other than
the hospital that owns the ambulance.
We are changing the term "closest hospital" to "closest appropriate facility".
In addition, we are adding a new §489.24(a)(2) to specify EMTALA
responsibilities in the event of a bioterrorist attack.

XII1. Conditions of Participation for Hospitals
We are reminding hospitals and others that while these final regulations make it clear

that, while stabilizing an individual with an emergency medical condition (or admitting the
individual to the hospital as an inpatient) relieves the hospital of its EMTALA obligations, it
does not relieve the hospital of all further responsibility for the patient who is admitted.
Stabilization or inpatient admission also does not indicate that the hospital is thus free to
improperly discharge or transfer the individual to another facility. Inpatients who experience
acute medical conditions receive protections under the Medicare hospital CoPs, which are found
at 42 CFR Part 482. In addition, as noted earlier in this preamble and in the May 9, 2002
proposed rule preamble, we believe that outpatients who experience what may be an emergency
medical condition after the start of an encounter with a health professional would have all
protections afforded to patients of a hospital under the Medicare hospital CoPs. There are six
hospital CoPs that provide these protections: emergency services, governing body, discharge
planning, quality assessment and performance improvement, medical staff, and outpatient
services. In the May 9, 2002 proposed rule, we proposed to make only one change in these
CoPs: one relating to the governing body having written policies and procedures in effect for
off-campus departments that do not offer emergency services for appraisal of emergencies and

referral when appropriate (§482.12(1)(3)).

194



If a hospital inpatient develops an acute medical condition and the hospital is one that
provides emergency services, the hospital is required to ensure that it meets the emergency
needs of the patient in accordance with accepted standards of practice. Similarly, regardless of
whether the hospital provides emergency services, if an inpatient develops an acute medical
condition, the governing body CoP (§482.12(f)(2), which applies to all Medicare-participating
hospitals) would apply. This CoP requires that the hospital governing body must ensure that the
medical staff has written policies and procedures for appraisal of emergencies, initial treatment,
and referral when appropriate.

The discharge planning CoP (§482.43, which applies to all Medicare-participating
hospitals) requires hospitals to have a discharge planning process that applies to all patients.
This CoP ensures that patient needs are identified and that transfers and referrals reflecting
adequate discharge planning are made by the hospital. If an inpatient develops an acute medical
condition and the hospital either does not offer emergency services or does not have the
capability to provide necessary treatment, a transfer to another hospital with the capabilities to
treat the emergency medical condition could be warranted. Hospitals are required to meet the
discharge planning CoP in carrying out such a transfer.

The hospital CoP governing medical staff (§482.22) requires that the hospital have an
organized medical staff that operates under bylaws approved by the governing body and is
responsible to the governing body for the quality of medical care provided to patients by the
hospital. Should the medical staff not be held accountable to the governing body for problems
regarding a lack of provision of care to an inpatient who develops an emergency medical
condition, this lack of accountability may be reviewed under the medical staff CoP, as well, and

may result in a citation of noncompliance at the medical staff condition level for the hospital.
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Finally, the quality assessment and performance improvement CoP (§482.21, which
applies to all Medicare-participating hospitals) requires the governing body to ensure that there
is an effective, hospital-wide quality assessment and performance improvement program to
evaluate the provision of patient care. In order to comply with this CoP, the hospital must
evaluate the care it provides hospital-wide. Complaints regarding a lack of provision of care to
an inpatient who develops an emergency medical condition must be addressed under the
hospital’s quality assurance program and may be reviewed under the quality assessment and
performance improvement CoP.

A hospital’s failure to meet the CoPs requirements cited above may result in a finding of
noncompliance at the condition level for the hospital and lead to termination of the hospital’s
Medicare provider agreement. As we explained in the preamble to the January 24, 2003 final
rule (69 FR 3435), the CoPs are the requirements that hospitals must meet to participate in the
Medicare and Medicaid programs. The CoPs are intended to protect patient health and safety
and to ensure that high quality care is provided to all patients. The State survey agencies (SAs),
in accordance with section 1864 of the Social Security Act (the Act), survey hospitals to assess
compliance with the CoPs. The SAs conduct surveys using the instructions in the State
Operations Manual (SOM), (Health Care Financing Administration (HCFA) Publication No. 7).
The SOM contains the regulatory language of the CoPs as well as interpretive guidelines and
survey procedures and probes that elaborate on regulatory intent and give guidance on how to
assess provider compliance. Under § 489.10(d), the SAs determine whether hospitals have met
the CoPs and report their recommendations to us. The standards, procedures, and SA personnel
involved in developing recommendations regarding EMTALA compliance are the same as those

for recommendations regarding CoP compliance, since alleged violations of EMTALA are
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treated as allegations that a hospital has not complied with a requirement for Medicare
participation.

Under the authority of section 1865 of the Act and the regulations at § 488.5, hospitals
accredited by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) or
the American Osteopathic Association (AOA) are deemed to meet the requirements in the CoPs,
and therefore, are not routinely surveyed for CoP compliance by the SAs. However, all
Medicare and Medicaid participating hospitals are required to be in compliance with our CoPs
regardless of their accreditation status.

Comment: Some commenters expressed general approval of the proposed revision to
§482.12(f), which is applicable to hospitals that provide emergency services but have
departments off campuses that do not provide emergency services.

Response: We appreciate these commenters' support and have kept their views in mind
in evaluating the other comments recommending specific changes in this final rule.

Comment: Some commenters stated that the proposed revision to §482.12(f) seems to
imply that hospitals must have staff trained in appraisal of emergencies on duty on a 24-hour per
day, 7-day a week basis to comply with the requirement. The commenters believed that this
would be an unreasonable requirement.

Response: We agree that such a requirement for off-campus departments would be
unreasonably stringent. Therefore, we plan to clarify in the interpretive guidelines or training
materials used to implement this requirement that the policies and procedures in place for
appraisal of emergencies and referral when appropriate must be implemented only within the

hours of operation and normal staffing capability of the facility.
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Comment: Some commenters opposed adding a specific CoP provision for off-campus
departments of hospitals that have dedicated emergency departments but do not offer emergency
services at their off-campus locations. The commenters believed this is an unnecessary burden
on hospital governing bodies and medical staffs.

Response: We do not agree that adding this condition will impose an unnecessary
burden on hospitals. First, the amount of burden will be minimal, because the regulation does
not require that the facilities provide emergency care or add to their existing medical
capabilities, but only that appropriate policies and procedures be in place. While developing
and implementing these policies and procedures will require some effort from facilities that do
not have them in place, the effort involved should be considerably less than that required to
comply with current regulations at §489.24(i) regarding EMTALA compliance by hospitals with
off-campus nonemergency departments, which are being replaced by the condition. We also do
not agree that any remaining burden associated with the revised requirement is unnecessary. On
the contrary, the ability of such an off-campus facility to respond promptly and appropriately to
an unexpected request for emergency care can be crucial to the health and safety of the
individual with the emergency condition.

Because we believe that the burden of having a plan in place to deal with an occasional
emergency is minimal and the potential benefit to the individual of having such a plan is
considerable, we are not making changes to the proposed CoP in this final rule in response to
this comment.

X1V. Other Issues

A. Editorial/Clarifying Changes
In addition to the changes to §489.24 discussed in sections V. through XIII. of

this preamble, we are revising §489.24(d)(3) (Refusal to consent to treatment) to refer to an
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individual or a person acting on the individual’s behalf who “does not consent to the
examination or treatment,” rather than referring to an individual or a person acting on the
individual’s behalf who “refuses to consent to examination and treatment.” We are making a
parallel change in §489.24(d)(5) (Refusal to consent to transfer). We are making these changes
only for editorial reasons and in the interest of clarity; these revisions do not represent any
change in policy.

B. Out of Scope Comments

We received a number of public comments on issues that were not addressed as

part of the May 9, 2002 proposed rule. Because the issues addressed in the comments were not
part of the proposed rule, we are not providing responses to them in this final rule. We will
consider them in the future if we consider changes in related policy areas.
XV. Information Collection Requirements

Under the Paperwork Reduction Act (PRA) of 1995, we are required to provide 60-day
notice in the Federal Register and solicit public comment before a collection of information
requirement is submitted to the Office of Management and Budget (OMB) for review and
approval. In order to fairly evaluate whether an information collection should be approved by
OMB, section 3506(c)(2)(A) of the PRA of 1995 requires that we solicit comment on the
following issues:

» The need for the information collection and its usefulness in carrying out the proper
functions of our agency.

* The accuracy of our estimate of the information collection burden.

* The quality, utility, and clarity of the information to be collected.
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* Recommendations to minimize the information collection burden on the affected
public, including automated collection techniques.

Therefore, we are soliciting public comments on each of these issues for the information
collection requirements discussed below.

8482.12 Conditions of Participation: Governing Body
New §482.12(f)(3) specifies that, if emergency services are provided at the hospital but

are not provided at one or more off-campus departments of the hospital, the governing body of
the hospital must assure that the medical staff have written policies and procedures in effect
with respect to the off-campus department(s) for appraisal of emergencies and referral when
appropriate.

While this information collection requirement is subject to the PRA, the fact that this
requirement is a usual, customary, and prudent business and medical practice exempts the
burden associated with this requirement from the PRA as stipulated under 5 CFR 1320.3(b)(2).
It is standard for medical facilities to have written policies and procedures pertaining to medical
emergencies. Having written policies and procedures saves time deciding what to do and thus
benefits the patient; it also gives the provider liability protection.

In the May 9, 2002 proposed rule (67 FR 31496), we solicited, public comment on this
information collection requirement. However, we did not receive any public comments on this
information collection requirement.

8489.24 Special responsibilities of Medicare hospitals in emergency cases.
Paragraph (d) of this section requires that, if the hospital offers an individual the
further medical examination and treatment described in that paragraph and informs the

individual (or a person acting on the individual's behalf) of the risks and benefits to the
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individual of the examination and treatment, but the individual (or a person acting on the
individual's behalf) does not consent to the examination or treatment: (1) the medical record
must contain a description of the examination, treatment, or both if applicable, that was refused
by or on behalf of the individual; (2) the hospital must take all reasonable steps to secure the
individual's written informed refusal (or that of the person acting on his or her behalf); and (3)
the written document should indicate that the person has been informed of the risks and benefits
of the examination or treatment, or both.

Paragraph (d) of this section also requires that, if the hospital offers to transfer
the individual to another medical facility in accordance with paragraph (e) of this section and
informs the individual (or a person acting on his or her behalf) of the risks and benefits to the
individual of the transfer, but the individual (or a person acting on the individual's behalf) does
not consent to the transfer: (1) the hospital must take all reasonable steps to secure the
individual's written informed refusal (or that of a person acting on his or her behalf); (2) the
written document must indicate the person has been informed of the risks and benefits of the
transfer and state the reasons for the individual's refusal; and (3) the medical record must
contain a description of the proposed transfer that was refused by or on behalf of the individual.

The burden associated with these requirements is the time it will take a hospital
to secure a written refusal, create a written document containing the information the patient has
been given, and describing in the patient’s record what was refused. These information
collection requirements are currently approved under 0938-0667.

Paragraph (j) of this section requires that each hospital must maintain an on-call
list of physicians on its medical staff in a manner that best meets the needs of the hospital's

patients who are receiving services required under this section in accordance with the resources
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available to the hospital, including the availability of on-call physicians. It also requires that the
hospital have written policies and procedures in place to respond to situations in which a
particular specialty is not available or the on-call physician cannot respond because of
circumstances beyond the physician's control and to provide that emergency services are
available to meet the needs of patients with emergency medical conditions if it elects to permit
on-call physicians to schedule elective surgery during the time that they are on call or to permit
on-call physicians to have simultaneous on-call duties.

The burden associated with these requirements is the time it will take to create the list
and write down the policies and procedures. We believe that these actions reflect usual,
customary, and prudent medical and business practices; the burden is exempt from the PRA
under 5 CFR 1320.3(b)(2). We believe that the providers have the necessary written
information available to the staff in times of emergencies to reduce the time it takes to contact a
doctor or to decide what to do if the doctor is unavailable. These actions benefit the patient and
give the provider liability protection.

We note that these requirements in paragraph (j) are revisions of provisions that were
included in the May 9, 2002 proposed rule.

We have submitted a copy of this final rule to OMB for its review of the information
collection requirements described above. These requirements are not effective until they have
been approved by OMB.

If you comment on any of these information collection and record keeping requirements,
please mail copies directly to the following:

Centers for Medicare & Medicaid Services,

Office of Strategic Operations and Regulatory Affairs,
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Regulations Development and Issuances Group,
Attn: Julie Brown, CMS-1063-F
Room C5-16-03, 7500 Security Boulevard,
Baltimore, MD 21244-1850; and
Office of Information and Regulatory Affairs,
Office of Management and Budget,
Room 10235, New Executive Office Building,
Washington, DC 20503,
Attn: Brenda Aguilar, CMS Desk Officer
Comments submitted to OMB may also be emailed to the following address: email:

baguilar@omb.eop.gov: or faxed to OMB at (202) 395-6974.

XVI. Regulatory Impact Analysis

K. A. Introduction
We have examined the impacts of this rule as required by Executive Order 12866

(September 1993, Regulatory Planning and Review), the Regulatory Flexibility Act (RFA)
(September 16, 1980, Pub. L. 96-354), section 1102(b) of the Social Security Act, the Unfunded
Mandates Reform Act of 1995 (Pub. L. 104-4), and Executive Order 13132.

L. B. Executive Order 12866
Executive Order 12866 (as amended by Executive Order 13258, which merely reassigns

responsibility of duties) directs agencies to assess all costs and benefits of available regulatory
alternatives and, if regulation is necessary, to select regulatory approaches that maximize net
benefits (including potential economic, environmental, public health and safety effects,
distributive impacts, and equity). A regulatory impact analysis (RIA) must be prepared for

major rules with economically significant effects ($100 million or more in any 1 year).
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We have determined that this final rule is not a major rule as defined in 5 U.S.C. 804(2).
As explained below, we do not have sufficient information to estimate the precise economic
impact of this final rule. However, in general, this final rule diminishes rather than increases the
EMTALA compliance burden on hospitals and physicians as this burden exists under current
regulations. In both the previous EMTALA rules, the proposed EMTALA rule published on
June 16, 1988 (53 FR 22513) and the preamble to the interim final rule published on June 22,
1994 (59 FR 32120), we explained, and the Secretary certified, that those regulations would not
have a significant impact on a substantial number of small entities and would not have a
significant impact on the operations of a substantial number of small rural hospitals. As
explained above, this final rule further reduces compliance burden and cost. Therefore, we
estimate that the total impact of these changes will be less than the threshold for a major rule
($100 million or more in any 1 year).

M. C. Regulatory Flexibility Act
The RFA requires agencies to analyze options for regulatory relief of small businesses.

For purposes of the RFA, small entities include small businesses, nonprofit organizations, and
government agencies. Most hospitals and most other providers and suppliers are small entities,
either by nonprofit status or by having revenues of $6 million to $29 million in any 1 year.
Individuals and States are not included in the definition of a small entity.

In the preamble of the May 9, 2002 proposed rule, we stated that we believed it would be
difficult to quantify the impact of the proposed changes and solicited comments on how such an
impact estimate could be developed. We did not receive any comments on this point. Neither
the proposed EMTALA rule published on June 16, 1988 (53 FR 22513) nor the interim final

rule published on June 22, 1994 (50 FR 32086) included a quantitative analysis of the economic
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impact of the rule. However, in the preamble to each rule, we explained that because the great
majority of hospitals do not refuse to treat individuals or transfer patients inappropriately based
on their perceived inability to pay, the economic impact of those rules was minimal. Since this
rule is only a modification of the previous EMTALA rules, we believe that the impact of this
final rule is also minimal.

For the reasons explained above, we are confident that the overall effect of this final rule will be
to reduce rather than increase the EMTALA compliance burden for hospitals and physicians.
For example, the compliance burden for hospitals will be reduced because off-campus provider-
based departments that are not dedicated emergency departments will no longer have any
EMTALA responsibilities. The burden for physicians should be reduced by the changes that
allow them to be on call simultaneously at multiple locations, and to schedule other procedures
while they are on call. Because we do not have enough information to precisely predict the
dollar amount of the reduced burden, we have not attempted to produce a quantified estimate of
the impact of this final rule. However, based on the reduction in burden relative to current
regulations, we have determined that this final rule will not have a significant impact on a
substantial number of small entities.

N. D. Effects on Rural Hospitals
In addition, section 1102(b) of the Act requires us to prepare a regulatory impact

analysis if a rule may have a significant impact on the operations of a substantial number of
small rural hospitals. This analysis must conform to the provisions of section 604 of the RFA.
With the exception of hospitals located in certain New England counties, for purposes of
section 1102(b) of the Act, we define a small rural hospital as a hospital with fewer than 100

beds that is located outside of a Metropolitan Statistical Area (MSA) or New England County
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Metropolitan Area (NECMA). Section 601(g) of the Social Security Amendments of 1983
(Public Law 98-21) designated hospitals in certain New England counties as belonging to the
adjacent NECMA. Thus, for purposes of payments to hospitals, we classify these hospitals as
urban hospitals. As explained above, the compliance burden and cost associated with this final
rule is expected to be significantly less than the burden associated with existing regulations.
Based on the reduction in burden relative to current regulations, we have determined that this
final rule will not have a significant impact on the operations of small rural hospitals.

O. E. Unfunded Mandates
Section 202 of the Unfunded Mandates Reform Act of 1995 (Public Law 104-4) also

requires that agencies assess anticipated costs and benefits before issuing a final rule that has
been preceded by a proposed rule that may result in an expenditure in any 1 year by State, local,
or tribal governments, in the aggregate, or by the private sector, of $110 million. This final rule
will not mandate any requirements that may result in an expenditure, in any 1 year for State,
local, or tribal governments or for the private sector of $110 million.

P. F. Federalism
Executive Order 13132 establishes certain requirements that an agency must meet when

it promulgates a proposed rule (and subsequent final rule) that imposes substantial direct
requirement costs on State and local governments, preempts State law, or otherwise has
Federalism implications. We have reviewed this final rule in light of Executive Order 13132
and have determined that it will not have any significant impact on the rights, roles, and
responsibilities of State, local, or tribal governments.

Q. G. Executive Order 12866
In accordance with the provisions of Executive Order 12866, this final rule was

reviewed by the Office of Management and Budget.
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List of Subjects
42 CFR Part 413

Health facilities, Kidney diseases, Medicare, Puerto Rico, Reporting and recordkeeping
requirements.
42 CFR Part 482

Grant program-health, Hospitals, Medicaid, Medicare, Reporting and recordkeeping
requirements.
42 CFR Part 489

Health facilities, Medicare, Reporting and recordkeeping requirements.
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For the reasons set forth in this preamble, the Centers for Medicare & Medicaid

Services amends 42 CFR Chapter IV as set forth below:
PART 413--PRINCIPLES OF REASONABLE COST REIMBURSEMENT; PAYMENT
FOR END-STAGE RENAL DISEASE SERVICES; OPTIONAL PROSPECTIVELY
DETERMINED PAYMENT RATES FOR SKILLED NURSING FACILITIES
A. Part 413 is amended as follows:

1. The authority citation for Part 413 continues to read as follows:

Authority: Secs. 1102, 1812(d), 1814(b), 1815, 1833(a), (i), and (n), 1871, 1881, 1883,
and 1886 of the Social Security Act (42 U.S.C. 1302, 1395d(d), 13951(b), 1395g, 13951(a), (i),
and (n), 1395hh, 1395rr, 1395tt, and 1395ww).

2. Section 413.65 is amended by adding introductory text under paragraph (g) and
revising paragraph (g)(1) to read as follows:

8413.65 Requirements for a determination that a facility or an organization has provider-

based status.
% % % % %

(g) Obligations of hospital outpatient departments and hospital-based entities. To

qualify for provider-based status in relation to a hospital, a facility or organization must comply
with the following requirements:

(1) The following departments must comply with the antidumping rules of §489.20(1),
(m), (q), and (r) and §489.24 of this chapter:

(1) Any facility or organization that is located on the main hospital campus and is treated

by Medicare under this section as a department of the hospital; and
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(i) Any facility or organization that is located off the main hospital campus that is
treated by Medicare under this section as a department of the hospital and is a dedicated
emergency department, as defined in §489.24(b) of this chapter.

* * * * *

PART 482--CONDITIONS FOR PARTICIPTION FOR HOSPITALS
B. Part 482 is amended as follows:

1. The authority citation for Part 482 continues to read as follows:

Authority: Secs. 1102 and 1871 of the Social Security Act (42 U.S.C. 1320 and
1395hh).

2. Section 482.12 is amended by adding a new paragraph (f)(3) to read as follows:
8482.12 Condition of participation: Governing body.

* * * * *

(f) Standard: Emergency services. * * *

(3) If emergency services are provided at the hospital but are not provided at one or
more off-campus departments of the hospital, the governing body of the hospital must assure
that the medical staff has written policies and procedures in effect with respect to the off-
campus department(s) for appraisal of emergencies and referral when appropriate.

PART 489--PROVIDER AGREEMENTS AND SUPPLIER APPROVAL
C. Part 489 is amended as follows:

1. The authority citation for Part 489 continues to read as follows:

Authority: Secs. 1102 and 1871 of the Act (42 U.S.C. 1302 and 1395hh).

2. Section 489.24 is amended by--

A. Revising paragraph (a).
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B. Republishing the introductory text of paragraph (b) and revising the definitions of
"Comes to the emergency department" and "Hospital with an emergency department".

C. Adding definitions of "Dedicated emergency department", "Hospital property",
“Inpatient”, and "Patient" in alphabetical order under paragraph (b).

D. Under the definition of "Emergency medical condition" under paragraph (b),
redesignating paragraphs (i), (i)(A), (1)(B), (1)(C), (ii), (i1)(A), and (ii)(B) as paragraphs (1),
(D(@), (D)(i1), (1)(iii), (2), (2)(1), and (2)(ii), respectively.

E. Under the definition of "Participating hospital" under paragraph (b), redesignating
paragraphs (i) and (ii) as paragraphs (1) and (2), respectively.

F. Under the definitions of "Stabilized" and "To stabilize" under paragraph (b),
"paragraph (1)" is removed and "paragraph (1)" is added in its place; and "paragraph (ii)" is
removed and "paragraph (2)" is added in its place.

G. Removing paragraph (i); and redesignating paragraph (c) through (h) as paragraphs
(d) through (i), respectively.

H. Adding a new paragraph (c).

I. Revising newly redesignated paragraph (d).

J. Making the following cross-reference changes:

i. In redesignated paragraph (e)(1)(i), "paragraph (d)(2)" is removed and "paragraph
(e)(2)" is added in its place.

ii. In redesignated paragraph (e)(1)(ii)(C), "paragraph (d)(1)(i1)(B)" is removed and
"paragraph (e)(1)(ii)(B)" is added in its place.

iii. In redesignated paragraph (e)(2)(iii), "paragraph (d)(1)(ii)" is removed and

"paragraph (e)(1)(ii)" is added in its place.
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iv. In redesignated paragraph (e)(2)(iii), "paragraph (f)" is removed and "paragraph (g)"
is added in its place.

v. In redesignated paragraph (e)(3), "paragraph (d)(1)(ii)(C)" is removed and "paragraph
(e)(1)(i1)(C) is added in its place.

vi. In redesignated paragraph (g), "paragraph (a) through (e)" is removed and
"paragraphs (a) through (f)" is added in its place.

vii. In redesignated paragraph (h)(1), "paragraph (g)(3)" is removed and "paragraph
(h)(3)" is added in its place; and "paragraph (g)(2)(iv) and (v)" is removed and "paragraphs
(h)(2)(iv) and (v)" is added in its place.

viii. In redesignated paragraph (h)(2) introductory text, "paragraph (g)(1)" is removed
and "paragraph (h)(1)" is added in its place.

ix. In redesignated paragraph (h)(2)(iii)(B), "paragraph (g)(2)(iii)(A)" is removed and
"paragraph (h)(2)(iii)(A)" is added in its place.

x. In redesignated paragraph (h)(2)(vi), "paragraph (g)(2)(v)" is removed and
"paragraph (h)(2)(v)" is added in its place.

xi. In redesignated paragraph (h)(4), "paragraph (g)" is removed and "paragraph (h)" is
added in its place; and "paragraph (g)(2)(v)" is removed and "paragraph (h)(2)(v)" is added in
its place.

The additions and revisions read as follows:

8489.24 Special responsibilities of Medicare hospitals in emergency cases.

(a) Applicability of provisions of this section.
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(1) In the case of a hospital that has an emergency department, if an individual (whether
or not eligible for Medicare benefits and regardless of ability to pay) “comes to the emergency
department”, as defined in paragraph (b) of this section, the hospital must--

(i) Provide an appropriate medical screening examination within the capability of the
hospital’s emergency department, including ancillary services routinely available to the
emergency department, to determine whether or not an emergency medical condition exists.
The examination must be conducted by an individual(s) who is determined qualified by hospital
bylaws or rules and regulations and who meets the requirements of §482.55 of this chapter
concerning emergency services personnel and direction; and

(i1) If an emergency medical condition is determined to exist, provide any necessary
stabilizing treatment, as defined in paragraph (d) of this section, or an appropriate transfer as
defined in paragraph (e) of this section. If the hospital admits the individual as an inpatient for
further treatment, the hospital's obligation under this section ends, as specified in paragraph
(d)(2) of this section.

(2) Nonapplicability of provisions of this section. Sanctions under this section for

inappropriate transfer during a national emergency do not apply to a hospital with a dedicated
emergency department located in an emergency area, as specified in section 1135(g)(1) of the
Act.

(b) Definitions. As used in this section--

* * * * *

Comes to the emergency department means, with respect to an individual who is not a

patient (as defined in this section), the individual--
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(1) Has presented at a hospital's dedicated emergency department, as defined in this
section, and requests examination or treatment for a medical condition, or has such a request
made on his or her behalf. In the absence of such a request by or on behalf of the individual, a
request on behalf of the individual will be considered to exist if a prudent layperson observer
would believe, based on the individual's appearance or behavior, that the individual needs
examination or treatment for a medical condition;

(2) Has presented on hospital property, as defined in
this section, other than the dedicated emergency department, and requests examination or
treatment for what may be an emergency medical condition, or has such a request made on his
or her behalf. In the absence of such a request by or on behalf of the individual, a request on
behalf of the individual will be considered to exist if a prudent layperson observer would
believe, based on the individual's appearance or behavior, that the individual needs emergency
examination or treatment;

(3) Isin a ground or air ambulance owned and
operated by the hospital for purposes of examination and treatment for a medical condition at a
hospital's dedicated emergency department, even if the ambulance is not on hospital grounds.
However, an individual in an ambulance owned and operated by the hospital is not considered
to have "come to the hospital's emergency department" if--

(1) The ambulance is operated under
communitywide emergency medical service (EMS) protocols that direct it to transport the
individual to a hospital other than the hospital that owns the ambulance; for example, to the

closest appropriate facility. In this case, the individual is considered to have come to the
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emergency department of the hospital to which the individual is transported, at the time the
individual is brought onto hospital property;

(i1) The ambulance is operated at the direction of a physician who is not employed or
otherwise affiliated with the hospital that owns the ambulance; or

(4) Is in a ground or air nonhospital-owned ambulance
on hospital property for presentation for examination and treatment for a medical condition at a
hospital's dedicated emergency department. However, an individual in a nonhospital-owned
ambulance off hospital property is not considered to have come to the hospital’s emergency
department, even if a member of the ambulance staff contacts the hospital by telephone or
telemetry communications and informs the hospital that they want to transport the individual to
the hospital for examination and treatment. The hospital may direct the ambulance to another
facility if it is in “diversionary status,” that is, it does not have the staff or facilities to accept any
additional emergency patients. If, however, the ambulance staff disregards the hospital’s
diversion instructions and transports the individual onto hospital property, the individual is
considered to have come to the emergency department.

Dedicated emergency department means any department or facility of the hospital,

regardless of whether it is located on or off the main hospital campus, that meets at least one of
the following requirements:

(1) It is licensed by the State in which it is located under applicable State law as an
emergency room or emergency department;

(2) Itis held out to the public (by name, posted signs, advertising, or other means) as a
place that provides care for emergency medical conditions on an urgent basis without requiring

a previously scheduled appointment; or
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(3) During the calendar year immediately preceding the calendar year in which a
determination under this section is being made, based on a representative sample of patient
visits that occurred during that calendar year, it provides at least one-third of all of its outpatient
visits for the treatment of emergency medical conditions on an urgent basis without requiring a
previously scheduled appointment.

* * * * *

Hospital property means the entire main hospital campus as defined in §413.65(b) of this

chapter, including the parking lot, sidewalk, and driveway, but excluding other areas or
structures of the hospital's main building that are not part of the hospital, such as physician
offices, rural health centers, skilled nursing facilities, or other entities that participate separately
under Medicare, or restaurants, shops, or other nonmedical facilities.

Hospital with an emergency department means a hospital with a dedicated emergency

department as defined in this paragraph (b).
* * * * *

Inpatient means an individual who is admitted to a hospital for bed occupancy for
purposes of receiving inpatient hospital services as described in §409.10(a) of this chapter with
the expectation that he or she will remain at least overnight and occupy a bed even though the
situation later develops that the individual can be discharged or transferred to another hospital
and does not actually use a hospital bed overnight.

* * * * *

Patient means--

215



(1) An individual who has begun to receive outpatient services as part of an encounter,
as defined in §410.2 of this chapter, other than an encounter that the hospital is obligated by this
section to provide;

(2) An individual who has been admitted as an inpatient, as defined in this section.

* * * * *

(c) Use of dedicated emergency department for nonemergency services. If an individual

comes to a hospital's dedicated emergency department and a request is made on his or her behalf
for examination or treatment for a medical condition, but the nature of the request makes it clear
that the medical condition is not of an emergency nature, the hospital is required only to perform
such screening as would be appropriate for any individual presenting in that manner, to
determine that the individual does not have an emergency medical condition.

(d) Necessary stabilizing treatment for emergency medical conditions.--(1) General.

Subject to the provisions of paragraph (d)(2) of this section, if any individual (whether or not
eligible for Medicare benefits) comes to a hospital and the hospital determines that the
individual has an emergency medical condition, the hospital must provide either--

(1) Within the capabilities of the staff and facilities available at the hospital, for further
medical examination and treatment as required to stabilize the medical condition.

(i1) For transfer of the individual to another medical facility in accordance with
paragraph (e) of this section.

(2) Exception: Application to inpatients.

(1) If a hospital has screened an individual under paragraph (a) of this section and found

the individual to have an emergency medical condition, and admits that individual as an
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inpatient in good faith in order to stabilize the emergency medical condition, the hospital has
satisfied its special responsibilities under this section with respect to that individual.

(i) This section is not applicable to an inpatient who was admitted for elective
(nonemergency) diagnosis or treatment.

(ii1) A hospital is required by the conditions of
participation for hospitals under Part 482 of this chapter to provide care to its inpatients in
accordance with those conditions of participation.

(3) Refusal to consent to treatment. A hospital meets the requirements of paragraph
(d)(1)(1) of this section with respect to an individual if the hospital
offers the individual the further medical examination and treatment described in that paragraph
and informs the individual (or a person acting on the individual's behalf) of the risks and
benefits to the individual of the examination and treatment, but the individual (or a person
acting on the individual's behalf) does not consent to the examination or treatment. The medical
record must contain a description of the examination, treatment, or both if applicable, that was
refused by or on behalf of the individual. The hospital must take all reasonable steps to secure
the individual's written informed refusal (or that of the person acting on his or her behalf). The
written document should indicate that the person has been informed of the risks and benefits of
the examination or treatment, or both.

(4) Delay in examination or treatment.

(i) A participating hospital may not delay providing an appropriate medical screening
examination required under paragraph (a) of this section or further medical examination and
treatment required under paragraph (d)(1) of this section in order to inquire about the

individual’s method of payment or insurance status.
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(i1) A participating hospital may not seek, or direct an individual to seek, authorization
from the individual’s insurance company for screening or stabilization services to be furnished
by a hospital, physician, or nonphysician practitioner to an individual until after the hospital has
provided the appropriate medical screening examination required under paragraph (a) of this
section, and initiated any further medical examination and treatment that may be required to
stabilize the emergency medical condition under paragraph (d)(1) of this section.

(ii1)) An emergency physician or nonphysician practitioner is not precluded from
contacting the individual’s physician at any time to seek advice regarding the individual’s
medical history and needs that may be relevant to the medical treatment and screening of the
patient, as long as this consultation does not inappropriately delay services required under
paragraph (a) or paragraphs (d)(1) and (d)(2) of this section.

(iv) Hospitals may follow reasonable registration processes for individuals for whom
examination or treatment is required by this section, including asking whether an individual is
insured and, if so, what that insurance is, as long as that inquiry does not delay screening or
treatment. Reasonable registration processes may not unduly discourage individuals from
remaining for further evaluation.

(5) Refusal to consent to transfer. A hospital meets the requirements of paragraph

(d)(1)(ii) of this section with respect to an individual if the hospital offers to transfer the
individual to another medical facility in accordance with paragraph (e) of this section and
informs the individual (or a person acting on his or her behalf) of the risks and benefits to the
individual of the transfer, but the individual (or a person acting on the individual's behalf) does
not consent to the transfer. The hospital must take all reasonable steps to secure the individual's

written informed refusal (or that of a person acting on his or her behalf). The written document
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must indicate the person has been informed of the risks and benefits of the transfer and state the
reasons for the individual's refusal. The medical record must contain a description of the
proposed transfer that was refused by or on behalf of the individual.

* * * * *

(j) Availability of on-call physicians.

(1) Each hospital must maintain an on-call list of physicians on its medical staff in a
manner that best meets the needs of the hospital's patients who are receiving services required
under this section in accordance with the resources available to the hospital, including the
availability of on-call physicians.

(2) The hospital must have written policies and procedures in place—-

(1) To respond to situations in which a particular specialty is not available or the on-call
physician cannot respond because of circumstances beyond the physician's control; and

(i) To provide that emergency services are available to meet the needs of patients with
emergency medical conditions if it elects to permit on-call physicians to schedule elective
surgery during the time that they are on call or to permit on-call physicians to have simultaneous

on-call duties.

219



(Catalog of Federal Domestic Assistance Program No. 93.773, Medicare--Hospital Insurance)

Dated:

Thomas A. Scully,

Administrator, Centers for Medicare & Medicaid

Services

Dated:

Tommy G. Thompson,

Secretary
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Appendix 3
AvA oussEMTALA Quick Reference

Guide
FOR ON-CALL PHYSICIANS

Printed with permission of the American Medical Association Organized Medical Staff Section
(AMA-OMSS). For more information on AMA-OMSS services for medical staff organizations,
call 312/464-5450.

This EMTALA Quick Reference Guide is intended as an abbreviated summary of what
is expected of on-call physicians. It is NOT intended to be an all encompassing or
comprehensive discussion of EMTALA. For more extensive information regarding
requirements and obligations for EMTALA compliance and to determine how a
particular organization can be compliant, physicians and hospitals are urged to review
the EMTALA statutes, relevant Centers for Medicare and Medicaid Services (CMS)
EMTALA regulations, and obtain appropriate counsel from their own hospital and
medical staff attorneys.

What is the Emergency Medical Treatment and Labor Act (EMTALA)?

EMTALA is the federal “anti-dumping law” enacted by Congress in 1986 to assure that patients
who come to hospitals for treatment of an emergency medical condition are not turned away or
transferred to another facility, based on their ability to pay. It applies to any individual who is
not a patient who presents to a dedicated emergency department requesting or being deemed to
need an examination or treatment for a medical condition, including active labor. It also applies
when an individual who is not a patient presents on hospital property requesting or being
deemed to need an examination or treatment for an emergency medical condition.

What are the responsibilities of hospitals and what treatment and services must be provided to
be in compliance with EMTALA?

e A physician or other qualified medical personnel must provide an appropriate medical
screening examination to individuals who enter the “dedicated emergency department” for a
medical condition or who are on hospital property and experience an emergency medical
condition, as decided by a prudent layperson, to determine the presence or absence of an
emergency medical condition.

e Stabilize the medical condition of the individual if an emergency medical condition is found,
within the capabilities of the staff and facilities available at the hospital, prior to discharge or
transfer.

» Obstetric patients with contractions are considered unstable until delivery of baby and
placenta.

221



An unstable patient cannot be transferred unless the patient (or a person acting on his or her

behalf) requests the transfer or the transferring physician certifies in writing that the medical

benefits of the transfer outweigh the risks, and is in the best medical interest of the patient.

In order to transfer, a hospital must:

» Stabilize within the hospital’s capabilities to minimize the risk of the transfer.

» Obtain the acceptance of the receiving hospital.

» Send all pertinent medical records available at the time of the transfer to the receiving
hospital.

» Effect the transfer through qualified persons and transportation equipment (including life
support measures)

A receiving hospital, with specialized capabilities, must accept a patient transfer unless that

acceptance would exceed its capability and capacity for providing care.

Hospitals are responsible for ensuring that on-call physicians respond within a reasonable

period of time.

The hospital must provide the name and address of any on-call physician who refused to

respond or failed to make a timely response without good cause, along with the transfer

records, of any patient transferred as a result of that refusal or lack of timely response.

Prior to screening and stabilization, the hospital emergency department may follow normal

registration processes, as long as they do not delay care or discourage the patient from

further treatment, and prior authorization is not received before screening or commencing

stabilizing treatment is allowed.

Conspicuous signage must be posted in the emergency department stating the rights of

individuals under EMTALA and whether the hospital participates in the Medicaid program;

and also maintain a 24 hour/7-day (24/7) on-call schedule of physicians taking call for the

emergency department.-

What is an on-call list?

An on-call list is a roster of physicians providing the date and time when those physicians are

scheduled to respond to the hospital to provide evaluation and/or treatment necessary to stabilize
an individual with an emergency medical condition. The on-call list is to be comprised: (1) in a

manner that best meets the needs of the patients who receive care under EMTALA; and (2) in
accordance with the hospital’s resources, which includes the availability of on-call physicians.
CMS has clarified that it does not have a predetermined ratio to determine how many days a
particular specialty must provide on-call coverage. CMS will consider all relevant factors,
including the number of physicians on staff and the demand on these physicians, in determining
EMTALA compliance.

e The on-call list is maintained by the hospital and medical staff and must be immediately
updated to reflect any changes in physician staffing.

e Physicians whose names appear on the on-call list are responsible for finding a suitable
replacement if they cannot be available for duty and for updating the on-call list with the
replacement physician’s name and other appropriate information.
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Physicians will be permitted to be on call simultaneously for more than one hospital, and to
schedule elective surgery or other medical procedures during on-call times. Hospitals must
have policies and procedures to respond to situations when a particular specialty is not available.

Which medical staff documents define the responsibilities of on-call physicians?

e The medical staff bylaws, rules and regulations, or policies and procedures should define the
responsibility of on-call physicians to respond, examine and treat patients with emergency
medical conditions.

e The medical staff and hospital must have policies and procedures to be followed when a
particular specialty is not available or the on-call physician cannot respond because of
situations beyond his or her control.

What are the responsibilities of on-call physicians to be in compliance with EMTALA?

e On-call physicians or other qualified medical personnel MUST respond to the hospital when
requested to attend to patients in a timely manner and complete a medical screening
examination or provide stabilizing care unless circumstances beyond the physician’s control
prevent a response.

e The transferring physician MUST discuss the case with the receiving hospital’s authorized
representative and obtain agreement to accept the patient in transfer. (All hospitals with
specialized capabilities, including physician specialists, have a responsibility to accept a
transfer when such transfer is necessary to stabilize an emergency medical condition.)

e On-call physicians, who may be on-call at another hospital simultaneously, MUST NOT
request that a patient be transferred to a second hospital for the physician’s convenience.

e On-call physicians who, as part of their routine responsibilities, are charged with the duty to
accept patients transferred from other facilities, may not refuse any unstable transfer as long
as their hospital has the capability and capacity to provide treatment.

Can an emergency patient be sent to the office of an on-call physician for the medical
screening exam and stabilization?

No, not unless the on-call physician’s office is located in a hospital-owned building which is
contiguous or located in a hospital-owned building that is “on campus” and the service must be
billed under the hospital’s provider number.

A patient can be transferred to a physician’s office IF the physicians’ office has specialized
equipment and capability that the transferring hospital does not have. The transferring
physician must certify that the medical benefits of the transfer outweigh the risks and it is in the
best medical interest of the patient. Under no circumstance should a patient be transferred for
the convenience of the physician.

What are the possible penalties or sanctions for EMTALA violations?
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Medicare-participating hospitals and physicians found to be in violation of EMTALA could be
sanctioned as follows:

e Termination of the hospital and/or physician Medicare provider agreement.

e Imposition of civil monetary penalties against the hospital with 100 or more beds of $50,000
per violation. The fine per violation for hospitals with less than 100 beds cannot exceed
$25,000.

e Civil monetary penalties for physicians can be up to $50,000 per violation.

e On-call physicians responsible for examination, treatment, or transfer of an individual are
subject to potential civil fines of up to $50,000 per violation for failing to come to the
hospital, and may be excluded from Medicare.

e “EMTALA provides a private right of action against a hospital for an EMTALA violation.
There is no private right of action, however, against a physician for violating EMTALA.
...Private EMTALA actions are subject to a two-year statute of limitations.”

What if an on-call physician refuses or fails to show up or answer when called?

The physician’s name and address will be included in the medical record and he or she may be
subject to sanctions.

Last Updated 11/12/03
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Glossary

Dedicated emergency department: The final regulation effective November 10, 2003, defines
dedicated emergency department as any department or facility of the hospital, whether situated
on or off the main hospital campus, that: (1) is licensed by the state as an emergency room or
emergency department; (2) is held out to the public as providing care for emergency medical
conditions without requiring an appointment; or (3) during its previous calendar year, has
provided at least one-third of all its outpatient visits for the treatment of emergency medical
conditions on an urgent basis.

Emergency medical condition: The statute defines an "emergency medical condition" as:

(A) a medical condition manifesting itself by acute symptoms of sufficient severity (including
severe pain) such that the absence of immediate medical attention could reasonably be expected
to result in:

(1) placing the health of the individual (or, with respect to a pregnant woman, the health
of the woman or her unborn child) in serious jeopardy,

(i1) serious impairment to bodily functions, or

(iii) serious dysfunction of any bodily organ or part; or
(B) with respect to a pregnant women [Sic] who is having contractions --

(1) there is inadequate time to effect a safe transfer to another hospital before delivery, or
(1) that transfer may pose a threat to the health or safety of the woman or unborn child.

Medical Screening Exam (MSE): “The process required to reach with reasonable clinical
confidence, the point at which it can be determined whether a medical emergency does or does
not exist. If a hospital applies in a nondiscriminatory manner (i.e., a different level of care must
not exist based on payment status, race, national origin) a screening process that is reasonably
calculated to determine whether a medical emergency condition exists, it has met its obligations
under [EMTALA]. Depending on the patient's presenting symptoms, the medical screening
examination represents a spectrum ranging from a simple process involving only a brief history
and physical examination to a complex process that also involves performing ancillary studies
and procedures such as (but not limited to) lumbar punctures, clinical laboratory tests, CT scans,
and/or diagnostic tests and procedures.”

Stabilization: “Under the statute, "to stabilize" an emergency medical condition means "to
provide such medical treatment of the condition as may be necessary to assure, within
reasonable medical probability, that no material deterioration of the condition is likely to result
from or occur during the transfer of the individual from a facility, or, with respect to [a pregnant
woman], to deliver (including the placenta).”

Transfer: “Movement (including the discharge) of an individual outside a hospital’s facilities
at the direction of any person employed by or affiliated or associated, directly or indirectly, with
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the hospital, but does not include such a movement of an individual who: (A) has been declared
dead, or (B) leaves the facility without the permission of any such person.” (AMA)
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Appendix 4

American Academy of | ﬂ ﬂ OS A At ol
Orthopaedic Surgeons ® Orthopaedic Surgeons®

R. Position Statement

1. Emergency Department On-Call Coverage

The Unintended Conseguences of EMTALA

In 1986, Congress enacted the Emergency Medical Treatment and Active Labor Act
(EMTALA). EMTALA mandates that emergency departments provide medical screening
examinations to every one seeking treatment regardless of their ability to pay or whether
it is the appropriate point of service. Hospitals have misinterpreted this legislation to
mandate specialty care for all emergency room patients, including those patients with
non-emergent problems. This consequence of EMTALA has left hospitals and physicians
facing a crisis of over-crowded emergency departments and uncompensated care, which
in turn, threatens patient access to quality care.

The number of persons seeking emergency care increased 14 percent between 1997 and
2000', while the number of emergency departments decreased by 8.1% since 1994.> For
many of the nation's uninsured, emergency departments are the only source of health
care. Emergency departments treat a disproportionate share of uninsured patients and are
one of the costliest sites to render patient care. Inappropriate use of emergency
departments places stress on the emergency care system, wastes medical resources, and
does not serve the best interest of patients.

The American Academy of Orthopaedic Surgeons and the American Association of
Orthopaedic Surgeons (AAOS) believes there is a serious crisis resulting from
EMTALA. Current interpretations of EMTALA by hospitals negatively affect patient
access to quality care, foster a system of uncompensated care, and place a tremendous
burden on health care providers. Since many uninsured patients present to the
emergency department with non-emergent conditions, Congress should clarify that
EMTALA was enacted to ensure that all patients truly in need of emergency care
receive such care. Simultaneously, it should grant physicians flexibility in the
management of less urgent problems that present to emergency departments.

Physician Issues Concerning Emergency Room On-Call Coverage

Emergency departments are a vital part of the nation's health care system and provide a
valuable service to their communities. Orthopaedic surgeons are a part of the emergency
department on-call system. The role of orthopaedic surgeons in the emergency
department is to provide quality specialized care and treatment to patients with acute
musculoskeletal problems, such as injuries resulting from serious car or motorcycle
accidents.
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Under EMTALA, hospitals cannot refuse treatment to patients, and orthopaedic surgeons
who are scheduled to be on-call at the time in question are also required to respond to the
emergency call. Both hospitals and on-call orthopaedic surgeons face fines for failure to
comply. In most cases, orthopaedic surgeons are not reimbursed by the hospital or
managed care organizations for their on-call services. No other business or occupation is
required to perform mandated services without expectation of remuneration.

Not only are orthopaedic surgeons not compensated for on-call services but they may
also be exposed to increased liability risk. Orthopaedic surgeons may have a greater
likelihood of being sued because of the complexity of the injuries and the lack of a pre-
existing physician/patient relationship with persons treated in the emergency department.
Increased liability risks may also stem from the fact that orthopaedic sub-specialists, who
may otherwise limit their practice to their sub-specialty, are often required to provide care
outside that sub-specialty in emergency settings.

The emergency department on-call crisis is particularly serious in small community
hospitals where the ratio of orthopaedic surgeons to the population is low. These
hospitals, in attempting to comply with EMTALA, are requiring orthopaedic surgeons to
provide excessive on-call coverage, resulting in significant stress to the orthopaedist's
health, family, and practice.

In providing emergency department coverage, hospitals should not impose an undue
burden on orthopaedic surgeons and other physicians to provide this coverage. Since
the Centers for Medicare and Medicaid Services (CMS) have not defined how
frequently physicians must provide on-call coverage, the AAOS believes that hospitals
and orthopaedic surgeons should negotiate an appropriate amount of on-call coverage
that is not burdensome to either party. Hospitals should also compensate orthopaedic
surgeons and other physicians for being on-call. Payment for these services should
reflect the work and liability risk associate with these services.

1 - Emergency Department Visits Increase by Five Million in One Year. American College of Emergency
Physicians Press Release, April 22, 2202. Available at www.acep.org/1,5140,0.html.

2 - Brewster, Linda R., Liza S. Rudell, Cara S. Lesser, "Emergency Room Diversions: A Symptom of
Hospitals under Stress," Issue Brief: Findings from the Center for Studying Health System Change, no. 38,
(May 2001).
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Appendix 5

Medical Staft
Published by CMA Center for Medical Policy and Economics,
Alleen E. Wetzel, editor in cooperation with the CMA Organized
Medical Staff Section (OMSS)

THE IMPORTANCE OF AN INDEPENDENT, SELF-GOVERNING MEDICAL STAFF

Legal Counsel for the Medical Staff: Consistent or Conflicting Interests?

From time to time, chiefs of staff and other medical staff leaders in California call CMA
to ask whether the hospital’s legal counsel should handle legal questions and legal issues
a medical staff may face. Often, hospital administration gives the medical staff a number
of reasons why it should use the hospital’s attorney instead of hiring its own counsel.
Some of these include the hospital administration’s willingness to pay the legal fees for
the attorney, the medical staff’s or chief-of-staff’s personal familiarity with the hospital’s
attorney, and the frequent argument that the medical staff is not really “separate” from
the hospital itself, and therefore should not have a separate attorney. This latter argument
strikes at the heart of the medical staff’s legal status in California as “self-governing.”
For a number of reasons the medical staff should obtain independent legal counsel in
order to assure that its own legal interests are fully and zealously represented.

The medical staff may encounter serious problems from relying on the hospital’s attorney
to represent it. These problems arise from the fact that the hospital's attorney is ethically
bound to represent the client’s interests, in this case, the hospital administration’s
interests. The interests of the medical staff can diverge significantly from the interests of
the hospital governing body or administration in a number of areas, e.g., where issues
impact preservation of the medical staff’s self-governance and integrity. When the
hospital attorney also represents the medical staff, the potential for a conflict of interest
arises because the attorney owes a superior duty to the client-hospital. The attorney is
therefore unable to zealously protect the rights and interests of the medical staff where
they differ from those of the hospital, and medical staff interests can suffer. Both CMA
and the AMA have addressed this issue by recommending that the medical staff retain
separate counsel.

In choosing independent legal counsel, CMA recommends that the attorney should (1)
have an understanding of medical staff structure, responsibilities and functions, and (2)
be knowledgeable about health law, antitrust law, hospital accreditation standards and
applicable federal and state laws and regulations. CMA also recommends that the
following be disclosed by a prospective separate counsel to avoid any real or perceived
conflicts of interest on the counsel’s part and to assure his or her loyalty: (a) whether the
lawyer or the firm with which he or she is associated or employed has ever represented
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the hospital as a client and/or received payment from the hospital or another party on
behalf of the hospital for the legal services provided; (b) whether the hospital has paid
legal fees to the lawyer or the law firm with which he or she is associated or employed
for legal opinions or advice on matters pending before the hospital governing board
and/or hospital administration; and (c) whether the lawyer or the firm with which he or
she is associated or employed has represented or provided legal opinions and advice to
other hospitals in the community or to a local or state hospital association or other health
care entities.

QUESTIONS TO ASK BEFORE HIRING AN ATTORNEY TO REPRESENT
THE MEDICAL STAFF

Questions Regarding Conflict of Interest:

1. Have you ever represented the hospital as a client and/or received payment from the
hospital or another party on behalf of the hospital for the legal services you have
provided?

2. Have you ever had your (or your law firm’s) legal fees for legal opinions or advice
paid on matters pending before the hospital governing board and/or hospital
administration?

3. Have you or your firm ever represented or provided legal opinions and advice to other
hospitals in the community or to a local or state hospital association or other health
care entity? If so, which ones?

4. Have you ever represented an individual physician on our medical staff? If so, how

long ago? Are you still representing this physician? Did you represent the physician

in a matter adverse to the medical staft?
Questions Regarding Qualifications and Ability:

How many years have you been practicing law?

Do you specialize in representing medical staffs?

What other medical staffs have you represented and for how long?

What areas of law make up your practice other than medical staff representation?

What percentage of your practice is made up of these other areas?

What kinds of medical staff issues/cases do you handle best of all?

Have you handled issues/cases similar to the one we are presenting to you?

7. How do you handle disputes between the medical staff and the hospital
administration/board?

8. What types of matters will you consult with me/us on before making a decision on
my/our behalf?

9. Are you a litigator? If our situation is likely to end up in trial, how much experience
do you have in court? Have you ever handled litigation by a medical staff against the
hospital administration/board?

10. What are your rates? How much might this entire matter cost?

11. Who else from your office will be working on my/our situation and what rate is their
work billed at?

12. Do you have an office system that permits you to return phone calls quickly? What is
that system?
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13. How will you keep us informed of the progress of our issue/case?

14. What do you see as the steps needed to resolve this issue/case? What are some
factors that may change this?

15. How long may it take to resolve this particular matter?

16. What things do you require me/us to do as you handle our issue/case?

Information: CMA Health Law Information Specialists 415-882-5144 or
legalinfo@cmanet.org. Reprinted with permission of the California Medical
Association. All rights reserved.
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Appendix 6
Model Medical Staff Bylaws
Available from Medical Associations

Medical Association of Alabama, 19 South Jackson St., PO Box 1900,
Montgomery, AL 36102, 800 239-6272

California Medical Association, 1201 ] Street, Sacramento, CA, www.cmanet.org

Medical Association of Georgia, 938 Peachtree St., N.E., Atlanta, GA
30309-3990, 404 881-5050

Illinois State Medical Society, 20 N. Michigan Ave, Ste 700,
Chicago, IL 60602, 312 782-1654

Kansas Medical Society, 1300 Topeka Ave., Topeka, KS 66612,
913 235-2383

Kentucky Medical Association, 300 N. Hurstborne Ln., Ste 200, Louisville,
KY 40222, 502 426-6200

Maine Medical Association, Frank O. Stred Building, P.O. Box 190, Manchester,
ME 04351

Missouri State Medical Association, 113 Madison St., P.O. Box 1028,
Jetferson City, MO 65102, 573 636-5151

North Carolina Medical Society, P.O. Box 27167, Raleigh, NC 27611
919 833-3836

Ohio State Medical Association, 1500 Lakeshore Dr, Columbus, OH
43204-3824, 614 486-2401

Pennsylvania Medical Society, 777 East Park Drive, PO Box 8820,
Harrisburg, PA 17105-882, 717 558-7750

South Dakota State Medical Association, 1323 South Minnesota Avenue,
Sioux Falls, SD 57105, 665 336-1965

Tennessee Medical Association, 2301 21st St., P.O . Box 120909, Nashville TN
37212-0909, 615 385-2100

Texas Medical Association, 401 W. 15th Street, Austin, TX 78701-1680



