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DEPARTMENT OF HEALTH AND
HUMAN SERVICES '

Heal}h Care Financing Administration

42 CFR Parts 400, 405, 408, 409, 418,
420, 421, and 489

Medicare Program; Hospice Care

AGENCY: Health Care Financing
Administration (HCFA), HHS.

ACTION: Final rule.

SUMMARY: These regulations implement
section 122 of Pub. L. 97-248, the Tax
Equity and Fiscal Responsibility Act of
1982, that provides coverage for hospice
care for terminally iill Medicare
beneficiaries who elect to receive care
from a participating hospice. The
regulations establish eligibility
requirements and reimbursement
standards and procedures, define
covered services, and delineate the
conditions a hospice must meet to be
approved for participation in the
Medicare program.
EFFECTIVE DATE: November 1, 1983.
FOR FURTHER INFORMATION CONTACT:
Coverage and Eligibility: Thomas Hoyer
(301) 594-9448;
Conditions of Participation: Samuel
Kidder (301) 597-5909; and
Reimbursement: Bernard Truffer (301)
597-1369.

SUPPLEMENTARY INFORMATION:

1. Background

Hospice care is an approach to
treatment that recognizes that the
impending death of an individual
warrants a change in focus from
curative care to palliative care.

The goal of hospice care is to help
terminally ill individuals continue life
with minimal disruption in normal
activities while remaining primarily in
the home environment. A hospice uses
an interdisciplinary approach to deliver
medical, social, psychological,
emotional, and spiritual services through
the use of a broad spectrum of
professional and other care-givers with
the goal of making the individuel as
physically and emotionally comfortable
as possible.

The hospice experience in the United
States has placed emphasis on home
care. It offers physician services,
specialized nursing services, and other
forms of care in the home in order to
enable the terminally ill individual to
remain at home in the company of
family and friends as long as possible.
Inpatient hospice settings have been
used when the individual’s pain and
symptoms must be closely monitored in
order to be controlled, when medical

intervention is required to control pain
or palliate symptoms, or when the
family needs a rest from the tedium and
stress involved in caring for the
individual (respite care).

Section 122 of the Tax Equity and
Fiscal Responsibility Act (TEFRA) of
1982 (Pub. L., 97-248, enacted on
September 3, 1982) expanded the scope
of Medicare benefits by authorizing
coverage for hospice care for terminally
ill beneficiaries. Congress enacted this
benefit with a “sunset” provision so the
hospice benefit will be available only
from November 1, 1883 through
September 30, 1986.

The principal changes enacted by
section 122 of TEFRA that provide for
hospice care are conlainad in sections
1812 (a)(4} and (d), 1813(a)(4), 1814(a)(8)
and (i), 1816(e}(5) and 1861{dd) of the
Social Security Act (Act). .

On August 22, 1983, we published a
proposed rule (NPRM) regarding hospice
care (48 FR 38146). The proposal elicited
over 200 comments from the public. The
provisions of the proposed rule, the
major comments received, and the
changes in response to those comments
as well as additional changes are
discussed below.

IL. Provisions of the Proposed Rule

The August 22, 1983 publication
proposed the implementation of the
statutory inclusion of hospice care as a
covered benefit under Medicare Part A.
The NPRM proposed beneficiary
eligibility requirements including the
statutory requirement that the
beneficiary be deemed to have waived
most other Medicare benefits as a
consequence of electing hospice care.
The NPRM specified that the hospice
benefit would cover the following items
and services as hospice care: nursing
care, medical social services,
physicians’ services, counseling
services, short term inpatient care,
medical appliances and supplies
{(including drugs and biologicals for
palliation and management of
symptoms), home health aide and
homemaker services, and pbysical
therapy. occupational therapy and
speech-language pathology. It also
specified proposed conditions a hospice
must meet to be approved for
participation in the Medicare program.
Many of these conditions are required
by statute. Others reflect conditions that
we believe are necessary to assure the
health and safety of hospice patients
(for example, the requirement for a
nurse coordinator to monitor the plan of
care). . :

The NPRM proposed a reimbursement
system for hogpices based on
prospectively determined rates. That is,
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hospices would be paid at a
predetermined rate for each day on
which a beneficiary is under the care of
the hospice. Four rates were proposed
based on the type and intensity of
services furnished to the beneficiary on
that day. The proposed rule also
provided that the total Medicare
payments made during a reporting
period not exceed a “cap” amount. As
specified by statute, the cap amount was
based on the average amount that
Medicare paid for traditional care
during the last six months of life for
Medicare beneficiaries who died of
cancer. (Congress subsequently
amended the statutory language
regarding the cap amount. The new
provisions of the statute relating to the
cap amount and the manner in which it
will be adjusted are discussed in section
IV.D,, below.} Also, in accordance with
the statute, the NPRM provided that
hospices may charge beneficiaries a
coinsurance amount for each drug or
biological and for each day of inpatient
respite care.

The statute authorized the Secretary
to designate hospice intermediaries and
the NPRM designated one intermediary
per State to serve freestanding hospices.
The proposal specified that, generally,
hospices that are based in another
Medicare provider (for example, a
hospital or home health agency) would
be served by the intermediary servicing
the parent provider. The exception
would be a hospice whose parent
provider deals directly with HCFA. In
these cases, the hospice would use a
contract intermediary designated by
HCFA.

II1. Discussion of Comments

We received over 200 comments on
the proposed rule representing the views
of hospices, hospitals, visiting nurses
associations, home health agencies,
national health organizations, State,
county and city organizations, hospice
volunteers and individuals. The
comments are representative of a broad
geographical range since they were
received from 41 States and the District
of Columbia. Generally, the commenters
were pleased that Medicare coverage of
hospice care had been enacted. The
main comments received and our
responses to those comments are
grouped by subject area and are as
follows:

A. General Comments

Comment: Several commenters
observed that the 30-day comment
period on the NPRM was not adequate.

Response: We would have permitted a
longer comment period if time had
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enabled us to do so. The need to publish
a regulation effective November 1, 1983,
made it necessary to provide for a
shorter comment period. We note,
however, that during the comment
period, we received responses from over
200 commenters representing a broad
spectrum of expertise relating to hospice
care. Additionally, we consulted
extensively in developing the proposed
regulations.

B. Definitions

Comment: Many commenters objected
to the proposed definition of a hospice
employee (§ 418.3). That section defined
an employee as an employee within the
meaning of section 210(j) of the Act or a
volunteer. If the hospice is a subdivision
of an agency or organization, the
hospice employee would be an
employee of the agency or organization
who is assigned and works
“substantially full time” for the hospice
unit. The commenters had primarily two
objections to the definition. Several
commenters suggested that only paid
employees be included in the definition
so that volunteer physicians could retain
their ability to receive payment under
Medicare Part B (as “attending
physicians”) for the medical care they
provide to patients they refer to the
hospice program and to prevent hospice
liability for volunteers. Several
commenters objected to the full time
requirement and recommended that part
time employment also be accepted.

Response: We will continue to
consider a volunteer as an employee of
the hospice because we believe that this
provision enables hospices to meet
various core services requirements
{including the physician services
requirements) by using unpaid
volunteers. We do not believe that
characterizing volunteers as employees,
for purposes of these regulations, will in
itself alter their legal relationships and
responsibilities for other purposes. In
addition, it prevents reimbursement in
excess of the cap intended by Congress
by requiring that all payments to these
physicians must flow through the
hospice as Part A hospice services and
are subject to the hospice cap. We note,
however, that the manner in which
hospices will be reimbursed for
physician services permits physicians
who desire to donate some services and
to receive payment for the others to do
s0. Under this benefit, the physician
(who is considered an employee) may
donate services he or she desires to
donate (these services are considered
volunteer services under the regulations)
and may bill the hospice for the other
services.

We agree that the deletion of the
phrase “substantially full time" is
appropriate and are revising the
regulations to reflect that change. This
change will allow parent providers the
flexibility to allocate and rotate staff to
hospice duties in an efficient manner.
However, other requirements will
continue to assure that staff be
dedicated to hospice tasks and
appropriately trained.

Comment: One commenter suggested
that the proposed definition of a hospice
(§ 418.3) as “* * * a public agency * * *
that is primarily engaged in providing
care to terminally ill individuals * * *"
could lead to ambiguity and a dilution of
the quality of care provided. The
commenter recommended that the
regulations state that the hospice be
“exclusively” engaged in providing care
to the terminally ill.

Response: The word “primarily” used
in this definition was taken directly
from the statutory language in section
1861({dd}{2) of the Act. We understand
the commenter’s concern but will adhere
to the statutory language.

Comment: A number of commenters
suggested that the term “social worker”
(§ 418.3) should be redefined to require a
master’s degree in social work (MSW).
The commenters indicate that an MSW
is considered the appropriate credential
by a number of national organizations
and that many State licensure laws
require an MSW as a condition for
licensing social workers.

Response: We are retaining our
definition as proposed. There is nothing
in the regulation that prevents a hospice
from engaging an individual with an
MSW. Since the regulations require that
all professional personnel employed by
the hespice be licensed under State law
(when there are State licensure
requirements), higher State educational
requirements would supersede our
definition. We believe that the current
definition enables hospices to meet
appropriate Medicare requirements
consistent with State law without
preventing them from employing social
workers who are suited to provide either
medical social or counseling services to
hospice inpatients.

C. Duration of Election

Comment: Several comments related
to the hospice election periods
contained in the proposed regulations.
As specified in the NPRM, an election

- period is one of three periods for which

an individual may elect to receive
Medicare coverage of hospice care. The
periods consist of two 90-day periods
and one 30-day period that must be used
in that order (§§ 418.3 and 418.24). One
suggestion was that the hospice benefit

be changed to include a total lifetime
number of days rather than election
periods. Another suggestion was that
the 30-day period be used first and a
final comment suggested that the patient
should be able to choose whether a
period is a 30 or 80-day period at the
time he or she revokes the benefit.

Response: Both the length of the
election periods and the sequence in
which they must be used are statutory
requirements (section 1812(a)(4) of the
Act) and we have therefore left this
provision unchanged.

Comment: A large number of
commenters requested clarification of
the professional and financial
obligations of a hospice in relation to
patients who have exhausted their 210
days of hospice entitlement (§ 418.24(c)).
A variety of interpretations and
suggestions were advanced.

Response: The law at section
1861(dd){2)(D} requires that a hospice
“not discontinue the hospice care it
provides with respect to a patient
because of the inability of a patient to
pay for such care * * *.” This
requirement is also reflected in § 418.60
of the regulations, which says that a
hospice may not discontinue or diminish
care provided to an individual because
of the individual’s inability to pay. Thus,
when a patient has exhausted Medicare
hospice coverage, the hospice must
continue to provide hospice services of
the same intensity and frequency as if
benefits had not been exhausted.

Comment: Several commenters
suggested that provision should be made
for hospices to discharge terminally ill
patients from a hospice program when
their physical condition or domestic
circumstances are altered in such a way
that they would no longer be considered
acceptable patients under the hospice’s
admission criteria. For example, it was
suggested that if a hospice has a patient
who develops unexpectedly the need for
long-term inpatient care or a patient
who had upon admission but no longer
has a primary caregiver, the hospice
could discharge the patient.

Response: We do not agree with the
view expressed by these commenters. A
patient whose circumstances cause him
or her to desire a different type of care
may revoke a hogpice election. )
However, a hospice may not discharge,
at its discretion, a patient whose care
promises to be costly or inconvenient.
Once a hospice chooses to admit a
Medicare beneficiary, it may not
discharge the patient. If the hospice
finds that the patient is no longer
terminally ill, the hospice will be unable
to recertify the patient and the patient
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. will no Ienger be eligible for the hospice
benefit.

D. Certification of Terminal Illness

- Comment: There were a number of
comments regarding the requirement for
a physician's certification of the
terminal illness {§ 418.22]. For the first
90-day periad of hospice coverage, the
proposed regulations required that the
hospice obtain certifications from a

hospice physician (the medical director .

or the physician member of the
interdisciplinary group) and the
individual's attending physician, if the
individual has an attending physician.
For the subsequent election periods, the
proposed regulations required only that
the hospice obtain certification fiom a
hospice physician. In all instances,
-hospices are required to obtain the
necessary certifications within 2
calendar days after initiating care. One
group of commenters suggested that the
2-day period be expanded or that
telephone certifications be accepted and
later confirmed in writing or that only
one of the two required certifications be
within 2 days with the other one
accepted later. The other group of
commenters suggested that the
attending physician also be required to
perform recertifications at the start of
the subsequent election periods. Their
rationale was that attending physicians
would help assure the quality of care.
Response: The requirement that
certification be accomplished within 2
days of admission is a statutory
requirement (section 1814(a)(8} of the
Act) and we cannot change it. We
believe that a written certification is the
only true assurance that the patient’s
condition has been assessed at or before
the time of admission to a hospice
program and we have left this
requirement unchanged as well. Proper
and timely assessment of a patient's
condition is of critical importance both
to the hospice, which becomes
responsible for care of the patient, and
to the patient, who must have a sound
basis for choosing palliative rather than
curative care. We have not accepted the
suggestion that the attending physician
be required to make the recertifications
required by the law because the law
clearly distinguishes between the initial
certification and recertifications and
only requires the attending physician to
participate in the initial certification.
We do not believe that certifications
and recertifications relate to quality
assurance. They are simply
determinations as to the patient’s
medical prognosis, not the plan of care
or the type of treatment actually
received. .

E. Election Statement

Comment: We received a large
number of comments concerning the
proposal to require the terminally ill
individual wishing to receive hospice
care under the Medicare hospice benefit
to personally sign an election statement
(§§ 418.24 and 418.26). Almost without
exception, the commenters apposed the
requirement. As proposed in the NPRM,
the election statement would be the
means by which an individual elects to
receive hinspice care. It includes the
individual's acknowledgment of
terminal illness and the waiver of
certain other Medicare benefits. The
commenters felt that the proposal
discriminated against those terminally
ill individuals who (often because of
their terminzal illness) are mentally
incapable of acknowledging these

" factors or physlcally unable to sign an

election statement, as well as
discriminating against the families of
these individuals. We received various
suggested alternatives from coramenters
including the recommendations that we
permit the following individuals to sign
the election statement on behalf of the
terminally ill individual: family
members, a significant other, a legal
guardian, an individual with the power
of attorney, or an individual designated
by a living will {some State laws
recognize these documents as an
acceptable indication of an incompetent
patient's preference). Other commenters
suggested that we also permit
representatives to revoke a hospice
election when they believe the patient
requires curative care.

Response: We recognize that there is
a need to permit some flexibility in the
proposed requirement to assure access
to hospice services by all individuals
who need them. However, we continue
to be concerned that this critical choice

-not be made on a patient's behalf

without safeguards to his or her right to
continued Medicare coverage of
curative care. In the final regulations we
are indicating that when a patient is
mentally unable to make the decision
concerning a hospice election statement,
a change of election or a revocation,
someone other than the patient may do
so when authorized in accordanse with
State law.

Similarly, in cases where a physical
disability {for example, blindness or
stroke) prevents a competent patient
from writing a signature, the decision to
elect hospice may be written by
someone else to reflect the patient’s
decision in a manner consistent with
State law.

Comment: Many commenters
suggested that the requirements
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governing the election be revised to

avoid-the current stipulation that the
individual ackncwledge his or her
terminal illness (§ 418.26). A frequently
suggested alternative was that we
require the patient to acknowledge that
he or she has been given & full
understanding of the nature of hospice
care.

Response: We have accepted these
comments and made an appropriate
change in this section of the regulations.
We have done so because we
understand that hospice care is a
process by which a patient, who knows
and accepts the nature of hospice care
at the beginning of a stay, comes to
accept the implications associated with
it. We agree that it may, under certain
circumstances, be inappropriate to
require so explicit an acknowledgement
of his or her impending death at the time
of election. However, we expect that the
full understanding of the nature of
hospice caré provided to the beneficiary
or representative by the hospice will
include an explanation that in electing
the hospice benefit, palliative care is
being elected in lieu of curative care.

Comment: Many commenters asked
questions and made suggestions
concerning the provision under which
the patient who elects hospice care
waives coverage under Medicare for
hospice care not provided by or through
the hospice and any other care related
to the terminal condition (§ 418.24(e}).
The commenters suggested a more
detailed definition of what constitutes
care for a patient's terminal illness or
related conditions {which is the
responsibility of the hospice) and what
constitutes care for unrelated conditions
{for which out-of-hospice Medicare
payment may be made). Some of these
commenters suggested that the statutory
exception permitting continued out-of-
hospice Medicare coverage in
“exceptional and unusual”
circumstances could be used by HCFA
as a means of permitting payment for
ambulance services or certain
potentially costly medical services
needed by a terminally ill patient for the
palliation or management of his or her
symptoms.

Response: As noted in the proposed
regulation, we believe that the unique
physical condition of each terminally ill
individual makes it necessary for these
decisions to be made on a case by case
basis. It is our general view that the
waiver required by the law is a broad
one and that hospices are required to
provide virtually all the care that is
needed by terminally ill patients. The
example that we provided in the

proposed regulation of a hospice's
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responsibility to treat a patient for
pneumonia which developed as a result
of his or her weakened condition
reflects this view.

We note that payment for services,
including necessary physician services,
is made to the hospice for all patients;
and we believe that the cost experience
of the HCFA demonstration projects
shows that these related services may
be provided within the amount
established by Congress as the cap.

We recognize that additional claims
processing guidelines will be needed to
assure that Medicare intermediaries
understand the nature of hospice
coverage and are able to process out-of-
hospice claims properly. We will be
preparing those guidelines and issuing
them to the intermediaries in the near
future. We do not believe that these
operational instructions are

appropriately a part of these regulations.

Finally, we have not received any
suggestions for identifying “exceptional
or unusual circumstances” that
warranted the inclusion of a specific
provision in the regulations to
accommodate them. Most of the
comments that were made attempted to
suggest this exception as a means of
routinely providing non-hospice
Medicare financing for the expense of
costly services needed by hospice
patients and we do not view this as an
appropriate interpretation of the law.
We agree with the commenter who
suggested that this provision should not
be implemented until we are able to
identify circumstances appropriate to
the waiver.

F. Conditions of Participation

1. General provisions (§ 418.50).

Comment: Some commenters noted
that the proposed regulations omitted
the Federal requirements relating to
disclosure of ownership information to
which hospices, as providers within the
meaning of the Medicare law, are
subject.

Response: We are including in the
final regulations the requirement that
hospices comply with the disclosure of
ownership requirements specified in 42
CFR 420.206.

Comment: Almost all of the
commeuters who addressed the
standard regarding required services
suggested that the language mandating”
24-hour a day services be modified to
indicate specific services which must
always be available on that basis. They
noted that some of the services, such as
physical therapy, and occupational
therapy and bereavement counseling
need not be routinely made available on
a 24-hour a day basis because they may
generally be provided during the usual

work day with no disadvantage to the
patient.

Response: Although the statute
requires that a hospice make all covered
services available as needed on a 24-
hour basis (section 1861(dd)(2)(A)(i) of
the Act), we agree that the availability
of certain items is especially critical and
will modify the regulations at § 418.50(b)
to enumerate the basic services (nursing
services, physician services, and drugs
and biologicals) that a hospice must
routinely make available on a 24-hour a
day basis. We expect that the physician
available would be empowered to
authorize provision of services not
specified in the plan of care (for
example, provision of emergency
services or an unanticipated admission
for inpatient care). We will continue to
require that a hospice provide all other
services on a 24-hour basis to the extent
necessary to meet the needs of its
patients but recognize that this may not
be a frequent need.

2. Governing body (§ 418.52).

Comment: A number of commenters
suggested that the requirements for the
governing body include a requirement
that the body designate an administrator
or other individual to be responsible for
the day to day management of the
hospice program.

Response: We believe that the
suggestion regarding the designation of
an individual to be responsible for the
day to day management of the hospice is
useful and will incorporate the
requirement in the final regulations at
§ 418.52. We note that this individual
need not be a physician.

3. Medical director (§ 418.54).

Comment: Several commenters
suggested that the proposed regulations
assigning responsibility for all of the
hospice’s patient care program to the
medical director were inappropriate. It
was noted that a physician is needed
primarily for the medical component of
a hospice program not the
administrative component, and that
medical direction should be limited to
this area.

Response: We agree with this
suggestion and will modify the
regulations to require that the medical
director must assume overall
responsibility for the medical aspects of
a hospice's program. We note that this
change is consistent with the addition of
a requirement that the governing body
identify an individual with overall
responsibility for day to day
administrative management of the

" hospice program.

4. Professional management (§ 418.56).

Comment: Many commenters
expressed the opinion that the proposed
requirements governing professional
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management responsibility for arranged-
for services were overly prescriptive.
Some commenters even suggested that
formal agreements should not be
required and that informal arrangements
between hospices and institutions, or
other providers should be accepted. The
major portion of the comments related
specifically to inpatient care and dealt
with the requirement for a written
agreement (which many commenters did
not favor), and the requirement that the
hospice's plan of care govern the
services provided to the individual.
Concerns were expressed that situations
in which a hospice plan of care and an
individual's attending physician called
for different approaches to medical
management would require that an
inpatient provider make a choice that
might subject it to malpractice liability.
Some hospices also expressed the
concern that detailed written
agreements could subject them to
liability when inappropriate care was
furnished in the facility. Finally,
comments were received that suggested
that it is not necessary to require the
hospice to obtain the entire inpatient
medical record and that a discharge
summary would be adequate.

Response: We agree that the proposed
regulations required some changes. We
have reorgenized the section concerning
written agreements (§ 418.56(b)) to make
it clear that all written agreements must
contain basic provisions that assure that
the policies of the hospice and the
patient's plan of care are carried out.
Despite the comments we have received
concerning the traditional medical
autonomy of the inpatient provider, we
believe it is clearly the intent of the law
that hospice patients be treated
exclusively in the way prescribed in the
plan of care established by the hospice
interdisciplinary group.

We are also revising the proposed
standard relating to professional
management responsibility {§ 418.56(c)}
to require that arranged-for services be-
consistent with the plan of care. We are
incorporating the proposed requirements
for documenting that services were
provided pursuant to the agreement and
for appropriate licensed personnel (in
the NPRM, § 418.56{e) (2) and (3)) in the
standard for a written agreement at
§ 418.56{b) and will make it applicable
to all written agreements instead of
applicable only to agreements regarding
inpatient care. We are deleting several
portions of the proposed section
regarding inpatient care (§ 418.56(¢))
and are making two other substantive
changes. We will modify the
requirement that the hospice medical
records contain a record of all inpatient
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services and events to permit the
hospice (at its discretion) to require only
a discharge summary from the inpatient
provider. We will do this because we
recognize that a hospice may wish to
evaluate the patient's treatment
continuously during an inpatient stay by
means of direct supervision and
independent written records and may
not require detailed medical records
from the provider (containing nursing
notes, medication orders, etc.} in order
to complete the patient's file. Hospices
are still required to maintain a complete
medical record, however, and must
obtain the inpatient provider's records if
they do not maintain records
themselves. We are also modifying the
requirement that makes the hospice
responsible for “‘orientation and
continuing education” of the inpatient
provider's hospice staff to make it clear
that we intend the hospice to be
responsible for “appropriate hospice
care training” of staff and not routine
continuing medical education.

We believe that the liability issue
raised by the commenters will not result
in the difficulties anticipated. The
hospice plan of care, established by the
interdisciplinary group, must precede
the provision of any care. While an
attending physician may participate in
the development of this plan and
provide care under it, we expect that the
hospice interdisciplinary group, the
attending physician, and the patient will
have to reach an agreement regarding
the treatment before services are
provided. If a patient prefers the type of
care proposed by the attending
physician and the hospice's
interdisciplinary group proposes a
different mode of care, the patient may
revoke the hospice election and accept
treatment from the physician ocutside the
hospice benefit. Alternatively, the
patient may choose to remain in the
hospice program and refuse the
suggestions of his or her attending
physician. In either event, we believe
that the inpatient provider will be
subject to only one set of orders and will
not be routinely required to mediate
conflicts on this issue.

5. Plan of care (§ 418.58).

Comment: Commenters on the section
relating to the plan of care made two
basic points. One was that we ought to
permit some latitude in the section
governing the establishment of the plan
of care so that the medical director
could be represented by a designee (e.g.,
the physician member of the
interdisciplinary group). Several
commenters also attempted to deal with
the need for a plan of care before
providing care by suggesting that the

regulations should provide for a
“standard” or temporary plan of care
during the early period of hospice care.

Response: We accepted the comment
concerning the usge of a designee by the
medical director and the regulations will
reflect this change. We would note that
a plan of care is a changing document,
however, and that a hospice may choose
to develop a relatively brief plan of care
upon admission and revise and update it
as it gains further information about the
patient’s needs. Therefore, we see no
need to provide for a separate
temporary or provisional plan of care.
On the other hand, we believe that the
law clearly intends that the plan of care
for the individual reflect his or her
individual needs and we do not believe
it appropriate that hospices use a
“standard” or pro forma plan of care.
Thus, we have rejected this suggestion.

6. Continuation of care (§ 418.60).

Comment: A number of commenters
noted that the requirement for a hospice
to continue to provide care to a patient
regardless of his or her ability to pay
could subject a hospice to unanticipated
financial liability. They suggested that
this requirement be deleted or that it
apply only to Medicare beneficiaries.

Response: This is a statutory
requirement for participation as a
Medicare hospice and cannot be
deleted. However, in our review of this
issue, we have determined, based on the
legislative history, that it applies only to
Medicare beneficiaries.

7. Informed consent (§ 418.62).

Comment: Commenters on the
informed consent requirement suggested
that provision should be made for
consent by an individual other than the
patient in cases where the patient is
unable to give it. Some commenters
suggested that the informed consent
instrument used in HCFA's hospice
demonstration projects should be used
for this purpose.

Response: The proposed requirement
was written to be consistent with the
proposed policy that an election be
made only by the patient. As discussed
in section IILE., we are modifying the
regnlations to permit someone
authorized by State law to execute a
hospice election. Therefore, we are
accepting these comments and are
modifying this requirement so that it
now mandates only that a hospice have
obtained an informed consent document
for every patient. We have not
introduced any specific requirements as
to the content or format of this
document because we believe that a
hospice should be able to develop a
document that embodies its own
philosophy and approach to treatment.
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8. In-service training (§ 418.64).

Comment: Comments on the proposed
inservice training requirement dealt
with two issues. First, it was suggested
that the requirement should also apply
to contract staff. Second, if was
suggested that a more comprehensive
requirement be developed.

Response: We note that the proposed
section on professional management
responsibility required that a hospice
provide necessary hospice care training
to contract staff in the case of inpatient
services. We believe that other contract
staff, because of the nature of their
skills, will not require specific hospice
care training beyond the instruction
inherent in professional management of
their services by the hospice. We also
believe that the other requirements of
these regulations, including the
requirements for quality assurance, will
operate to produce the necessary quality
of care. Therefore, we have not accepted
the suggestion for a more comprehensive
requirement. In reviewing the
requirement, however, we noted that the
current language, which includes a
requirement for continuing education,
required clarification. Our intention was
to include a provision that required the
hospice to assure that its staff is trained
adequately in the provision of hospice
care. Therefore, we have deleted the
words “continuing education,” which
have a generally accepted connotation
that is much broader than the training
we intended.

9. Quality assurance (§ 418.68).

Comment: Commenters on the quality
assurance requirement suggested that
the section be augmented with more
detailed utilization review provisions. A
few commenters suggested that the
requirements contained in Medicare's
home health conditions of participation
be used as a model. Several commenters
suggested that an outside party should
be involved in the activity. There were
also some technical editorial
suggestions.

Response: We will make several
changes in this section to streamline the
condition and to correct what were
essentially drafting errors. We have not
accepted the suggestions for more
detailed requirements or for the
involvement of an outside party. We
believe that the nature of hospice care
under this benefit, which relies on the
interdisciplinary group for the
development of a comprehensive plan of
care, supervision or provision of the
care, and continous evaluation and
revision of the plan of care, is one which
inherently involves continuous peer
review. It is the lack of such an
integrated approach in home health care
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that necessitates the more formal
medical record review requirements
contained in the conditions of
participation for home health agencies.
We believe that the strong statutory
requirements which make the
interdisciplinary group accountable for
designing and reevaluating the plan of
care will achieve the result we
anticipate. We also believe that the
safeguards buiit into the survey and
certitication procedures, as well as into
the claims review process, are an
adequate external measure of the
haspice’'s quality assurance mechanism.

10. Interdisciplinary group (§ 418.68).

Cemment: Commenters on the
interdisciplinary group provision made a
number of suggsstions for expanding
group membership by adding
specialized medical personnel, such as
speech language pathologists and
pharmacists. It was also suggested that
the attending physician should be
permitted to be the physician member of
the group. Finally, it was suggested that
the proposed section should be amended
to permit a hospice to have more than
one interdisciplinary group.

Response: One basic theme
underlying the comments was that
participation in the activities of the
interdisciplinary group shouid not be
restricted by the regulations to the four
employee professionals enumerated in
the regulations and the law. We agree
with this concept and will modify the
regulations so that a hospice may
include other individuals as well as the
employee physician, nurse, social
worker, and counselor explicitly
required by the law. Thus, a hospice
may involve as many members of the
care team as it wishes in the group’s
activities. An attending physician may
also participate in the activities of this
group; however, unless that physician is
also an employee of the hospice
(salaried or volunteer), the law does not
permit him to serve as the sole physician
member of the group. Finally, we will
change the language of the regulations
to permit the existence of more than one
interdisciplinary group for most of the
purposes required in the staiute. We
recognize that the size of the hospice
and the number and character of its
patients may make more than one group
advisable. However since section
1862(dd}(2)(B)(iii) also gives the group a
policymaking role not susceptible to
fragmentation, we have required that a
hospice with more than one group
designate a specific group to “establish
policies governing such care and
services."” .

11. Volunteers (§ 418.70).

Comment: We received a variety of

' comments on volunteers, many of them

going beyond the contents of the
regulations to discuss philosophical or
other considerations. The commenters
were divided on the main issue: whether
to set a numerical standard for
volunteers. There was, however, a clear
preference for avoiding any numerical
standard and favoring more subjective
measures of performance. it was also
suggested that professional volunteers
be required to have appropriate
licensure and that the designation of a
volunteer coordinator be required. Some
commenters opposed the basic statutory
requirements for the recruitment and use
of volunteers, the maintenance of
volunteer effort, and the documentation
of savings.

Response: We are unable to adopt the
suggestions that statutory requirements
be deleted. We will however, include a
requirement for the designation by the
hospice of a volunteer supervisor. We
note that, because volunteers are
considered employees within the
context of the hospice regulation, the
licensure requirements in § 418.72(b)
also apply to volunteers. We carefully
considered all the comments concerning
the use of a numerical standard for
volunteer effort and concluded that it is
appropriate for us to include one in the
final regulation. Accordingly, we are
requiring that a hospice must document
and maintain a volunteer staff sufficient
to provide administrative or direct
palient care in an amount that, at a
minimum, equals 5 percent of the total
patient care hours by all paid hospice
employees and contract staff.
Administrative support in this context
means administrative support of the
patient care activities of the hospice
(e.g., clerical duties in the offices of the
hospice) and not more general support
activities (e.g., participation in hospice
fund raising activities). We will adopt
this standard for three reasons. First,
Congress intended minimum
participation requirements for
volunteers. Second, our examination of
preliminary data on the use of
volunteers in the HCFA hospice
demonstration project persuades us that
this is an achievable goal for all types of
hospices. Third, hospice groups have
indicated that a 5 percent standard
would be acceptable. We note that
documentation indicating that the
hospice meets this standard will be
required at the time of the survey to
determine that a hospice meets the
conditions of participation. Additionally,
we will make several editorial changes
to simplify and clarify the other
provisions of this section.

12. Central clinical records (§ 418.74).

Comment: Commenters suggested that
the provision for clinical records contain

a further requirement for patient consent
regarding the release of medical
information.

Response: The proposed regulations
required that the hospice “safeguard the
clinical record against loss, destruction,
and unauthorized use.” We believe that
this requirement is adequate and have
introduced no further requirement.

13. Core services (§§ 418.60-418.88).

Comment: A great many commenters
discussed the proposed requirement that
core services, including nursing care, be
provided directly by hospice employees
virtually full time. Primarily, these
commenters argued that this
requirement will force some coalition
hospices to change their method of
operation and that it could make it
difficult for some organizations to
become hospices. One commenter
specifically stated that the requirement
for direct provision of core gervices by
employees could present problems for
health maintenance organizations which
obtain all physican care under
arrangements with other organizations.
The commenter suggested that an
exception be made to permit this
practice. Other commenters argued that
the requirement for directly providing
core services would duplicate existing
nursing staffing requirements at home
health agencies. Some commenters, on
the other hand, supported the
requirement as the means of assuring
that critical services are provided by
persons trained and dedicated to
hospice care.

Response: Section 1861(dd)(2)(A)({ii)(I)
of the Act, in referring to core services,
states that a hospice “must routinely
provide directly substantially all of each
of the [core] services." We do not
believe that this statutory requirement is
susceptible to a broader interpretation
than we have given to it. We note that
the regulations do provide for the use of
contract staff to perform core services
when peak patient loads or other
extraordinary circumstances cause the
hospice’s staffing needs to exceed
normal staffing levels. Beyond this
distinction, we believe a further
relaxation of the employment
requirement would make it impossible
to draw a meaningful distinction
between core services and arranged for
services, over which the statute requires
that the hospice exert professional
management responsibility.
Accordingly, we are not modifying the
provisions in the proposed regulation
that described it. We note that there
have been geveral bills introduced in
Congress to modify this provision. If the
law is changed, we will, of course,
modify these regulations as necessary.
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14. Medical social services (§ 418.84).

Comment: A number of commenters
on the condition of participation
regarding medical social services
suggested that the requirement for
physician direction should be dropped.

Response: Physician direction of
medical social services is a statutory
requirement {section 1861 {dd)(1}(C) of
the Act) and we are therefore retaining
it.

15. Physician services (§ 418.86).

Comment: A number of commenters
on the condition relating to physician
services expressed concern about the
role of the attending physician in
providing care to the hospice patient.
They were concerned that the proposed
requirement that the hospice provide
directly enough physician services to
meet the “general medical needs of the
patients” would lead to the exclusion of
attending physicians or to the
duplication of their serxices.

Response: We did not intend the
result suggested by the commenters and
are revising the regulations to indicate
that the requirement for the hospice to
provide care for the general medical
needs of the hospice patients relates to
services that are not provided by the
patient’s attending physician. We note,
also, that the changes we are making in
the section relating to the
interdisciplinary group (see number 10,
§ 418.68, above) will make it clear that
the attending physician may be
permitted to participate in the
deliberations of the group over the
establishment, evaluation, and
alteration of the patient's plan of care.

16. Counseling services (§ 418.88).

Commer:t: A number of commenters
suggested that more detailed
credentialing requirements be
incorporated into the condition for
counseling. For example, we have
received suggestions that counseling, in
certain cases, should be permitted only
when provided by individuals with
master’s or doctor's degrees and with
specialized training in various
disciplines. We also received a
suggestion for revising the definition of
dietary counseling and a suggestion that
we specify that we explicitly recognize
the counseling provided by other
merabers of the interdisciplinary group.

Response: We are adding a standard
that specifies that counseling may also
be provided by other members of the
interdisciplinary group as well as other
qualified professionals as determined by
the hospice. We are not, however,
establishing further requirements
relating to training or certification. We
believe that it was the intent of
Congress to make use of the many
valuable counseling services now

available to the terminally ill, including
clergymen and lay persons with
appropriate experience or training.
Accordingly, we prefer at this point to
rely on the hespice to recruit counselors
who have appropriate education or
experience, to provide them with any
additional training that may be
necessary, and to use them as it deems
appropriate. We have not revised the
dietary counseling standard because it
already requires the use of a qualified
individual.

17. Home hea/th aide and homemaker
services (§ 415.94). '

Comment; Commenters suggested that
the requirerent for biweekly
supervisory visits from a registered
nurse be deleted because it is
unnecessary in view of the
interdisciplinary group’s continucus
involvement in monitoring the care
provided to the patient. Other *
commenters suggested making home
health awide and homemaker services
mandatory and also suggested a more
detailed spec:fication of the duties.

Response: We are clarifying the
requirement for biweekly visits to
indicate that these need not be visits for
the sole purpose of supervising the home
health aides. We note that the duties of
home health uides are already detailed
in the regulations which are cross-
referenced and we do not believe further
enumeration is necessary. In the case of
homemaker services, the statute does
not require an enumeration of duties or
a training program. We believe that the
hospice may appropriately determine
the duties and that it is net necessary to
specify these nonmedical tasks ir these
regulations. Finally, we note that home
health aide and homemaker services are
a required hospice service whenever
they are needed by a hospice patient.

18. Medical supplies (§ 418.96).

Comment: Most of the comments on
the condition of participation governing
medical supplies and drugs noted that
the requirements included in § 418.96 {a)
through (e) were explicitly suited to
inpatient settings and could not be used
in the home setting. Many commenters
noted that members of a patient’s family
were not among the individuals
authorized to administer crugs and
suggested that family members be
included.

Response: We agree with the first
comment and we are revising this
section to remove the exclusively
institutiona! requirements. However, we
are retaining the general requirements
that accepted stundards of practice be
observed and the requirements
regarding the administration of
pharmaceuticals. As the commenters
noted, the standard that we proposed
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regarding the administration of drugs
did not permit administration by family
members. The standard, as written, had
applied to an institutional setting. We
are adding to the list of individuals who
may administer pharmaceuticals any
other individual in accordance with
applicable State and local laws. We
have also required that these individuals
and each pharmaceutical they are
authorized to administer must be
specified in the patient's plan of care, In
addition, we are specifying that the
hospice must have a policy for the
disposal of controlled drugs maintained
in a patient's home when those drugs
are no longer needed by the patient. We
are reluctant to mandate by Federsl
regulations the removal of drugs that are
the property of an individual from the
home for purposes of disposal, but under
the revised standard each hospice is
free to establish appropriate protocols.
In the inpatient setting, the appropriate
pharmacy requirements in the hospital,
skilled nursing facility (SNF), or
intermediate care facility (ICF) are
applicable or, in the case of a .
freestanding hospice, the requirements
contained at § 418.100(1) apply.

19. Short term inpatient care
(5 418.98).

Comment: Most of the commenters
addressing the condition of participation
relating to short term inpatient care
opposed the statutory requirement that a
hospice maintain for its Medicare
patients, in the aggregate, a ratio of no
more than 20 percent of its days of care
on an inpatient basis. Other commenters
asserted that the freestanding hospice
requirements should be based on the
SNF conditions of participation and that
the use of the less stringent ICF
conditions should be prohibited for .
hospice inpatient care. Individual
commenters suggested various ways to
tighten the standards.

Response: We were unable to
consider a change in the requirement
relating to the use of a ratio for inpatient
services for Medicare patients because
it is explicitly contained in the statute
(section 1861 (dd)(2){A)(iii) of the Act).
We agree with many of the commenters
that an ICF (possibly even an ICF that
meets the additional nursing
requirements ccentained in § 418.100)
may not be the appropriate site for
furnishing much of the short term
inpatient care hospice patients require.
We believe, however, that some patients
may well be appropriately served in this
setting. For example, respite care
provided in a facility that is certified as
an ICF and meet$ the additional
requirements we are establishing may
be appropriate for certain patients. We
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note that a hospice is required to
provide short term inpatient care that
meets all the needs of its patients and it
appears to us that a hospice may well
need to make additional arrangements
with facilities capable of providing a
more intense level of skilled care in
order to fully meet the needs of its
patients. We are accommodating the
concerns expressed by the commenters
in two ways. First, we are modifying the
condition of participation for
freestanding hospices providing
inpatient care directly by strengthening
a number of the standards. We are
adding new malerial concerning linens,
pharmacy services, and staffing. We
believe the changes we are making will
meet the concerns of the commenters
who suggested augmenting the inpatient
care standards. We are also modifying
the short term inpatient care condition
of participation to say explicitly that
only respite care may be provided in an
ICF-and that general inpatient care must
be provided in a hospital, an SNF, or a
freestanding hospice that meets the
strengthened conditions.

20. Freestanding hospices providing
inpatient care directly (§ 418.100).

Comment: Commenters addressing the
freestanding hospice conditions of
participation suggested that the
registered nurse supervision
requirement was confusing and
duplicative in view of the general
requirement for 24-hour staffing by a
registered nurse. They also suggested
that the requirements governing patient
areas should be modified to avoid the
implication that structural modifications
would be required to meet the standard.
There were several suggestions for
minor revisions in the standard
including a recommendation that we
add a requirement that there be areas
for food preparation. Finally, it was
suggested that a number of requirements
now part of the SNF conditions of
participation be added.

Response: We agree that the
supervision requirement is redundant in
conjunction with the nurse staffing
requirement and are therefore deleting
it, We are also modifying the standard
on patient areas to eliminate the
requirement that the areas be
“designated” as a means of assuring
that the requirement does not entail
structural modification. We are not
addmg additional patient area
requirements, as some commenters
suggested, beeause we do not believe
that they could be included without -
special construction. As we noted in
connection with the hospice short term
inpatient care requirement (number 19,
above), we are strengthening the

standards as recommended by some
commenters.

G. Apj;m val of a Hospice Program

Comment: Several commenters
suggested that HCFA should seriously
consider exercising its authority to deem
compliance with the Medicare
conditions of participation for hospices
accredited by the Joint Commission on
the Accreditation of Hospitals (JCAH).
One comment opposed deeming.

Response: At this point, the JCAH has
not requested that we consider deeming
compliance with Medicare standards for
its accredited members. If such a
proposal is made, it will be carefully
evaluated. It is clear, however, that for

_the initial surveys, there i3 no

alternative but to use state surveyors to
apply the conditions of participation
contained in these regulations.

H. Special Coverage Requirements

1. Continuous home care.

Comment: Many of the commenters
asserted that the requirement (§ 418.204)
that continuous home care be
predominantly nursing care is
inconsistent with current hospice
practices, that involve a more intensive
use of home health aide and homemaker
services with nursing supervision.
Suggestions were made for describing
this benefit in terms that would embrace
this type of care.

Response: We believe that these
comments stem from some
misunderstanding of the method by
which HCFA has grouped hospice
services for purposes of constructing the
payment rates. Care of the type
described by the commenters is routine
home care within the meaning of the
regulations and the cost of providing it
is built into the payment rates, as was
explained in the preamble of the
proposed rule. As described in the
regulations, continuous home care is
care furnished during brief periods of
crisis and only as necessary to maintain
the terminally ill patient at home. Thus,
we believe that the requirement for
predominately nursing care is necessary
to ensure quality care during these
periods of crisis. Home health aide and
homemaker services or both may ailso
be provided as necessary.

2. Bereavement counseling.

Comment: Commenters addressing
bereavement counseling primarity
asserted that payment should be made
for it. Other cominenters objected to the
mention of clergy and suggested that
bersavement counseiing should not be
treated separately as a service but
should be authorized to be provided by
other hospice staff.
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Response: The statutory requirement
that payment not be made for
bereavement counFehng does not permit
us to consider the major suggestion.
With respect to clergy, we note that the
regulations do not require that
clergymen must perform this function;
bereavement counseling may be
provided under these regulatjions by any
hospice employee who is qualified to do
80.

1. Reimbursement

1. Use of prospective payment.
Comment: A substantial number of
commenters objected to the proposal to

use the cost-related prospective
payment method described in the
NPRM. That payment method included
four predetermined rates for each day a
qualified Medicare beneficiary is in the
care of the hospice. Specifically, the
commenters objected to our use of data
from HCFA's hospice demonstration in
establishing those rates. The
commenters believe that the data are
inadequate because the 26
dembonstration hospices are not
representative of the organizations that
will participate when the benefit is
effective.

Response: We believe that the data
from HCFA's hospice demonstration,
used in conjunction with other Medicare
program data, provides an adequate
basis for the development of a
prospective payment gystem. We further
believe the rates are adequate to
provide care in accordance with
patients’ needs and that hospices will
not eliminate necessary services or
refuse to serve patients..

Comment: Many commenters objected
to the proposed prospective payment
method because they believe that it
places the hogpice at an unnecessarily
high degree of risk during the initial
years of the benefit.

Response: We share the commenters’
concerns that hospices not be
disadvantaged by the methodology.
However, we are satisfied that the
system results in an equitable level of
payment for hospice care. Moreover, the
use of prospective payment incorporates
incentives for hospices to operate in a
cost-efficient manner, since the level of
payment is known in advance. This
should facilitate {inancial planning and
budgeting.

Comment: Many commenters believe
that the prospective methodology will
encourage hospices to avoid treatinent
for those patients whose care roight be
complicated or costly and will provide
an incentive for insufficient provision of
care.



56016

Federal Register / Vol. 48, No. 243 / Friday, December 18, 1983 / Rules and Regulations

Response: We believe the rates are
adequate to provide care in accordance
with patients’ needs agd that the
conditions of participation and other
program safeguards will ensure that
hospices will not eliminate necessary
services or refuse to serve patients.

Comment: A substantial number of
commenters objected to the use of the
prospective payment methodology
because they believe the proposal
violated the Congressional intent that
payment be cost-related.

Response: As explained in the
preamble to the proposed regulations,
the statute at section 1814(i)(1) of the
Act grants the Secretary broad authority
in calculating the amount of Medicare
reimbursement for hospice care. A cost-
related prospective payment system is
consistent with this grant of authority.
We note that HCFA has established
prospective payment methods for other
services, such as renal dialysis, based
upon statutory language similar to that
contained in the hospice legislation. We
also note that the General Accounting
" Office, in a letter report dated July 12,
1983, concluded that:

Under the law the Secretary of HHS has
authority to implement a prospective
payment system. Although the inclusion of a
provision requiring a study of the feasibility
and advisability of prospective
reimbursement for hospice care indicates that
the Congress did not expect HHS to
implement a prospective reimbursement
system immediately, the law does not
preclude it from doing so. Furthermore,
including the study requirements indicates
that the Congress was considering moving
toward adoption of a prospective
reimbursement system.

Comment: Many of the commenters
who opposed the prospective method
urged that HCFA use a reasonable cost
method of payment with suitable
retroactive adjustment for payments
during the initial years of the hospice
benefit. This would enable HCFA to
develop an adequate base for
establishing a prospective payment
system in future years.

Response: We are concerned that the
use of a reasonable cost method of
payment, even on an interim basis,
would enceurage the proliferation of
hospice costs without regard to
effectiveness and efficiency. Moreover,
the use of a cost reimbursement system
would permit the early inefficiencies of
this new benefit to become embedded in
the rate structure. Therefore, in the final
regulation, we are adopting the
prospective method of payment set out
in the proposed rule. We believe, all
things considered, that the method is the
most appropriate of the methods for
payment of hospice care that could be

established within the constraints of
available data and knowledge. While it
would obviously be better to have a
more developed data base, we continue
to believe the demonstration data are
suitable.

Comment: One commenter suggested
HCFA reconsider the use of the
prospective capitation system that was
discussed in the NPRM. The commenter
believes that a capitation system is
consistent with the cap, whereas the
prospective system we proposed is not.

Response: As stated in the preamble
to the proposed regulation, we believe
that a capitation payment method
provides hospices with the strongest
possible incentives to treat only those
patients whose death could be expected
to occur well within 86 months, perhaps
within days. Not only would this
increase the marginal cost of the hospice
benefit, it would also contradict the
philosophy of hospice care.

Comment: Several commenters
supported the idea of prospective
payment for hospice care, but suggested
that HCFA develop a system of payment
for inpatient hospital care based on
diagnosis-related groups (DRGs).

Response: We are not accepting this
comment at this time. It would involve
the classification of all terminally ill
patients into one or more DRGs
(consistent with the nature of their
illness and the relative resource
consumption associated with hospice
treatment).

HCFA will be collecting appropriate
data from the outset of the
implementation of the hospice benefit
and plans to evaluate the financing of
this benefit through a DRG system.

2. Rate categories.

The proposed regulations described
four levels of care for which separate
payment rates would be established.
These proposed rates were as follows;

¢ Routine home care

¢ Continuous home care

¢ Inpatient respite care

¢ General inpatient care

A significant number of general
comments on the levels of the rates
were received. These comments, for the
most part, described one or more of the
proposed rates as inadequate. However,
those comments did not contain factual
material to demonstrate why the rates
were insufficient, or to support proposed
rates that would be sufficient. More
specific comments on the rate structure
and levels are discussed in the section
dealing with rate determinations
(sections IILL3. below).

Comment: A number of comments
were received regarding the rate
categories. The majority of these

commenters suggested the inclusion of
an additional category for home respite
care. Some commenters suggested that
the rate be established at an amount
between the routine and continuous care
amounts.

Response: There is nothing in the
statute or regulations that precludes a
hospice from providing respite care in
the patient’'s home. We did not develop
a separate rate for this level of care
because the data from the HCFA
demonstration project indicate that the
cost of home respite very closely
approximates the routine home care
costs (that are reflected in the current
routine home care rate). Thus, most
home respite would be provided and
billed for as routine home care. In the
event that the patient’s medical
condition requires a significant amount
of skilled care, respite care could be
provided at the continuous home care
rate.

We also considered whether a factor
should be built into the home care rates
to compensate for added costs incurred
by hospices in treating patients who do
not have a person in the home to assist
with their care. We have not made an
adjustment because we understand that
hospices generally require a primary
caregiver as a prerequisite for admission
to the program because such individuals
are usually necessary if a patient is to
remain in the home. The statutory
constraints on provision of continuous
home care and inpatient care, as well as
the cap, are clear indications that
hospices are not expected to provide the
types of services associated with
primary caregivers but rather, that they
are expected to supplement the care
provided by family members and others.
Therefore, it would not be appropriate
to include a factor in the rate that
assumes the absence of these
individuals.

We note, however, that on the basis of
additional analysis of data from the
HCFA demonstration project we have
been able to identify a specific cost
component associated with home respite
and incorporate it into the routine home
care rate. This is discussed more fully in
the section concerning the components
of each individual rate.

Comment: Some commenters
suggested that HCFA develop
exceptions to the proposed categories of
rates when specific palliative
procedures, such as radiation and
chemotherapy, are provided on an
inpatient or outpatient basis to hospice
patients.

Response: We do not believe it
desirable to fragment the rate structure
in this manner. Fragmentation of the
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rates may provide incentives for
hospices to increase the use of “special
procedures”, The method by which we
have chosen to reimburse hospice for -
physician services does enable the
hospices to recover the costs of these
services when they are provided by
physicians. We also note that further
analysis of HCFA data has enabled us
to identify a cost component associated
with outpatient hospital services (e.g.,
radiation or chemotherapy). We have
added a cust component to the routine
home care rate for those services that
are provided to hospice patients but
were not included in the hospice
demonstration project’s cost reports. We
believe we have accounted for
substantially all services received by
demonstration hospice patients, whether
or not furnished by the hospice. In
addition, we believe that services
required to be provided by hospices
under the Medicare program were
provided by the demonstration hospices
or are otherwise accounted for in the
reimbursement rates.

Comment: One commenter suggested
the addition of a sub-acute inpatient
level of care and stated it would permit
hospices to provide inpatient care in
other than hospital settings.

Response: We would point out that
the general inpatient care rate is
currently applicable to covered patient
care furnished in freestanding hospice
inpatient units as well as inpatient units
in hospitals and skilled nursing facilities
meeting additional staffing standards.

Comment: One commenter stated that
the rate categories were ill-defined but
offered no suggestions for improvement
and stated that the categories were not
based on the statute. Another
commenter stated that more categcries
should be used, but did not elaborate.

Response: In the absence of further
elaboration and suggestions, we believe
the categories are sufficiently clear and
distinct and adequately encompass the
type of hospice care described in the
statute.

(a) Routine Home Care Payment.

Comment: In the proposed regulations,
a routine home care rate was to be paid
for each day in which a Medicare
patient was at home and not receiving
continuous care. Specific comment was
sought on the issue of whether it would
be more desirable to use a per visit
payment procedure (under which
payment would be made only when
services are provided) or the proposed
per diem approach. We received eight
comments advocating the per visit
approach because commenters felt that
the per diem approach was more prone
to fraud and abuse, the per visit system
would enable payment to be more

closely tailored to patient care needs
and would permit payment for multiple
visits in the same day. Moreover,
several of these commenters seemed
satisfied with the per-visit approach
because it is consistent with current
home health agency-reimbursement
policies.

The five commenters supporting the
per diem approach all stated that this
mechanism was more consistent with
the hospice concept of care.

Response: We have decided to adopt
the per diem approach, as specified in
the proposed rule. This decision is based
on our belief that the per visit system
introduces an incentive to provide
additional services and is more complex
than the per diem approach. We also
intend to monitor the frequency of home
services furnished to hospice patients to
detect instances in which patients might
be underserved. Substandard services
would be a ground for exclusion from
participation in the Medicare program.

(b) Continuous Home Care Rate.

Comment: We received 13 comments
regarding the payment rate for
continuous home care. In the NPRM, we
estimated the cost of providing
continuous care for a 24-hour period,
and divided the daily rate into three
smaller intervals for billing purposes.
Thus, we proposed a specific payment
amount (the mean within each interval)
for each of the following intervals of
care: B to 16 hours, 16 to 20 hours, and 20
to 24 hours. The majority of these
commenters objected to the fact that a
hospice can never receive the full rate
for care delivered for 24-hour period.
These commenters all urged HCFA to
pay the full rate for 24 hours of care.

Additionally, one commenter
suggested that the 8-16 hour interval be
divided into two 4-hour intervals.

Response: We agree that, after the
threshold for recognition of continuous
home care has been met, payment to the
hospice should relate more directly to
the number of hours of care actually

" provided. We are changing the

regulations to establish an hourly rate
for continuous care. We will retain the
proposed requirement that in order to be
paid at the continuous home care rate, a
minimum cf 8 hours of care must be
provided. Therefore, the minimum rate
for continuous home care will be the 8-
hour threshold multiplied by the hourly
rate. For each additional hour or portion
of an hour, the hospice will be paid on
the basis of the hourly rate.

(c) Inpatient Respite Rate.

Comment: Several commenters took
issue with HCFA's use of SNF costs as
the base for the inpatient respite rate.
Most of these commenters stated that
SNF or ICF beds were not available in
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their communities and that the rate
would not cover care furnished in
hospitals. A few commenters suggested
that HCFA develop a separate inpatient
respite rate when this type of care is
furnished in hospitals.

Response: We believe that it is
appropriate to base the respite rate on
SNF costs. In our view, respite care does
not necessitate an acute hospital level of
care, and it would be inappropriate to
encourage provision of this care in acute
hospitals. We believe the respite care
rate should reflect the level of care
needed, and not the site in which it is
provided.

(d) General Inpatient Rate.

Comment: Only a few comments were
received regarding the payment
procedures for general inpatient care.

~ One comment suggested that we permit

a specific rate for inpatient care for non-
hospital based hospices since it was felt
that arranging for hospital care would
be more costly than inpatient care
furnished in hospital-based hospices.

Response: We believe that it is most
appropriate to base the general inpatient
care rate on the cost experience of
hospital-based hospices because those
data actually reflect the unique cost
experience of hospice inpatients. This is
true because actual cost data were not
collected under the demonstration
project for inpatient care provided to
patients of home health based hospices.
Rather, costs were imputed for this care
on the basis of the cost of care
experienced under Medicare for its
patient population in general. On the
other hand, actual costs were collected -
from the hospital-based hospices. We
believe that these cost data that reflect a
unique pattern of ancillary services that
can be directly associated with hospice
care, are the most appropriate measure
cf the cost of hospice inpatient cara.

Nevertheless, we recognize that
hospices which are not hospital -based
may have some difficulty arranging for
inpatient services at a rate equal to the
hospital’s cost for those services. As
discussed below, based on new data, we
now calculate the cost of inpatient
services to be less than that included in
the proposal. It is impossible to compute
what, if any, premium over these costs
might be exacted by hospitals furnishing
inpatient services to unassociated
hospices. This would probably deperd
on local conditions. To allow for further
review of this question, we are retaining
the inpatient rate at the level proposed,
which, in light of the new data and the
few comments addressing the issue,
appears to be adequate even for
hospices that are not hospital-based.

3. Determination of rates.
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(a) Routine Home Care Rate.

Comment: The majority of those
commenting on the routine home care
rate took issue with our decision not to
apply an adjustment for the effects of
inflation, because the data base was
from 1981 demonstration costs.

Response: We agree with these
commenters and have increased the
home care rates to reflect inflation
between 1982 and 1984 as measured by
Medicare's home health care market
basket index for that period.

Comment: A few commenters took
issue with specific cost components of
the routine home care rate, particularly
drugs, supplies and equipment. These
commenters expressed the view that the
amounts allocated for these components
were inadequate.

Response: We have carefully
reviewed the demonstration data
available at present and have concluded
that.these amounts are the best
estimates available of the cost incurred
and have adopted them for the final
regulations. We note that the effect of
the general inflation update has been to
increase the amount allowed for these
items.

Comment: One commenter stated that
the drug cost component was artificially
low since demonstration patients may
have billed prescription charges outside
the demonstration (e.g., to other third
party payors, Medicaid or may have
paid for drugs out of their own
resources).

Response: We have used the drug cost
data from the HCFA demonstration
project in calculating rates for these
final regulations because we have been
unable to verify that the practice
described by the commenters occurred.

(b} Continuous Home Care Rate.

Comment: We received two specific
comments on the calculation of the
continuous home care rate that claimed
the calculation was inadequate because
the rate was based on demonstration
data that reflected the costs for a variety
of disciplines, while the proposed
regulation requires that the
preponderance of care be nursing.

Response: We do not believe the
methodology is flawed because there is
no requirement that care be exclusively
nursing care, nor are the services of a
registered nurse required. Consequently,
the comments were not accepted.

(c)} Inpatient Respite Rate
Determination.

Comment: Two commenters suggested
that we include a component for the
administrative and general cost of the
hospice in our calculation of the rate
because of the need for the hospice to
coordinate and arrange for such care.

Response: We believe this cost has
been incorperated in the component for
the daily cost of the interdisciplinary
team. Since inpatient respite care was
provided to less than 1 percent of the
patients during the hospice
demonstration, our data do not permit
us to further estimate the amount of thisg
cost componert at present.

(d) General Inpatient Rates.

Comment: Two commenters took
issue with the base used in the
calculation of the rate (1981 hospital
based hospice operating cost $221). Both
of these commenters suggested that the
correct figure was $335.

Response: We believe that this
comment, which is not accurate,
resulted from a misunderstanding of the
preliminary results of the hospice
demonstration project. The correct
figure was as described in the
calculation, and the same methodology
has been used in deriving the routine
operating cost component in these final
regulations.

Comment: Several commenters
objected to the adjustment made in the
calculation that reduced the incurred per
diem routine cost by 29 percent, to
reflect the relationship of the cost of the
hospitals which were used in the
demonstration to Medicare average
routine cost. These commenters
expressed the view that the per diem
routine costs for hospice inpatients
would not necessarily be the same as
routine costs for non-hospice patients
and therefore, the adjustment was
questionable.

Response: The purpose of the
adjustment was to reflect the fact that
the routine costs of hospitals in the
demonstration were 29 percent higher
than the average Medicare hospital. The
nature of routine costs is such that they
do not vary significantly from one
patient group to another. The incurred
cost in the demonstration for the routine
care component is, therefore, a
reflection of the hospitals used by the
demonstration hospices. Because we
would not expect hospices to use this
same distribution of hospitals after the
benefit is implemented, the adjustment
to the Medicare average cost is
appropriate. We note that the use of
ancillary services which may be
expected to vary by type of patient, has
been adjusted to reflect the experiences
of the demonstration project.

4. Limitation on inpatient care.

Comment: Numerous commenters
suggested that we delete the proposed
limitation on inpatient care days
described in § 418.302(f) of the proposed
regulations. That limitation was to be
applied to payment for inpatient care
days in excess of the percent specified

in the statute. The statute (section
1861{dd)(2}(A)(iii) of the Act)} specifies
that a hospice must assure that it does
not exceed 20 percent of the aggregate
number of days of hospice care provided
to Medicare beneficiaries during any 12
month period.

Response: We are not accepting these
comments and are retaining this limit
because we believe a hospice should not
be rewarded through the reimbursement
system for exceeding the statutory limit.
By making the 20 percent limit a
reimbursement limit, the regulations
provide an incentive for hospices to
remain in compliance with the statutory
requirement. We do not believe that
costs attributable to excessive inpatient
days are necessary in the efficient
delivery of hospice services.

We are, however, making a change in
how the limit is applied in order that the
hospice may receive payment at the
routine home care rate for those days in

.excess of the 20 percent limit, rather

than being denied payment entirely, as
was the case in the proposed rule.
Interim payments made to the hospice
for inpatient care will be compared to
the new limit as follows:

(a) The maximum allowable number
of inpatient days (this includes both
general inpatient and inpatient respite)
will be calculated by multiplying the
total number of days of Medicare
hospice care by 0.2.

(b) If the total number of days of
inpatient care furnished to Medicare
hospice patients is less than or equal to
the maximum, no adjustment will be
necessary.

(c) If the total number of days of
inpatient care exceeded the maximum
allowable number, the limitation will be
determined by:

(1) Calculating a ratio of the maximum
allowable days to the number of actual
days of inpatient care, and multiplying
this ratio by the total reimbursement for
inpatient care that was made.

(2) Multiplying excess inpatient care
days by the routine home care rate.

(3) Adding together the amounts
calculated in {1) and (2) above.

(4) Comparing the amount in (3) above
with interim payments made to the
hospice for inpatient caré during the
“cap period”.

Any excess reimbursement must be
refunded by the hospice.

5. Hospice cap.

Comment: Several commenters took
issue with § 418.309 of the proposed
regulations which described the hospice
cap. These comments dealt with specific
services that are subject to the cap,
indexing of the cap for regional
variations, and exceptions to the cap.
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Response: Pub. L. 98-80 modified the
cap formula set forth in section 1814(i) of
the Act. The revised cap amount is
$8,500 for the first year of the benefit,
inflated annually by the percentage
change in the medical care component
of the Consumer Price Index for All
Urban Consumers (CPI). The revised cap
is not subject to indexiag for regional
variations, as was the case under prior
law.

We would also point out that all
reimbursement to a hospice for hospice
services, as defined in section
1861(dd})(1) of the Act, is subject to the
cap. There is no authority to exempt
physiciens' serviczs or other hospice
services from the limitation. We believe
it is clzar from the legislative kistory
that the cap is intended to capture all
costs asscciated with hospice care. For
example, the committee report {H. Rep.
No. 98-333, 98th Cong., 1st Sess., 1,
(1683)) that accompanigd the
amendment that raised the cap to $8,500
stated explicitly that the “* * * intent of
the cap was tc ensure that payments for
hospice care would not exceed what
would have been expended by Madicare
if the patient had been treated in a
conventional setting”. Exempting some
services from the cap would circumvent
this intention. Finally, we believe that
comments suggesting that the costs of
individual patients who require costly or
long-term hospice care be exempt from
the cap result from a misperception of
the statute's requirement. The cap is an
aggregate limitation, not a limit on
payment for any one individual.

6. Update of rates.

Comment: Six commenters suggested
that HCFA adopt a specific mechanism
for updating the payment rates on an
annual basis. These commenters
expressed the view that HCFA's plan to
accumulate data from participating
hospices for rate revision would result
in hospice rates not being increased for
too lengthy a period.

Response: We have not accepted this
comment. In our view, the use of a fixed
index is not an appropriate method to
update rates. We intend to provide for
the data accumulation and update, when
warranted, as expeditiously as possible.

7. Cost reports.

Comment: Three commenters
suggested that HCFA collect cost data
from all hospices.

Response: We are accepting this
comment because we believe it is
important to have as complete a data
base as possible for updating the
payment rates and for use as a basis for
evaluation of the hospice benefit in
general.

8. Other.

Comment: Several commenters
suggested that we adopt a common
audit and reporting procedure for
hospices which are part of another
Medicare provider.

Response: In practice this will occur
since both the hospice and the related
provider will usually deal with the same
intermediary. The intermediary will be
responsible for assuring that costs are
allocated correctly from the parent
provider and that services are billed
correctly.

Comment: Other commenters
suggested that we use a periodic interiin
payirent procedure, in which the
intermediary would calculate a fixed
monthly payment, and adjust for actual
utilization.

Response: We believe the use of a

- prospective payment system will enable

us to make timely and accurate
payments without the use of a periodic
interim payment system. "

J. Copayments

Comment: Eight commenters
suggested inclusion of a provision for
repayment of bad debts, as is done for
other Medicare providers.

Response: We are not including this
provision for two reasons. First, we
believe that the amount of unpaid
Medicare copayments on outpatient
drugs and inpatient respite care are apt
to be negligible. The copayment on
outpatient drugs is the lesser of 5
percent of the cost of the drug, or $5.00
per prescription. The copayment on
inpatient respite care, which was
furnished infrequently during the
hospice demonstration, is $3.24 per day.
We expect that the amount of
uncollected copayments would be fairly
limited, and it would not be cost
effective to establish a separate
administration mechanism for tracking
and payment of specific noncollections.
Secondly, since no deductibles or
copayments were imposed on Medicare
patients during the demonstration, we
are not able to calculate an amount by
which to adjust the prospective rates for
estimated noncollection.

Comment: One commenter suggested
the copayment requirement be
eliminated, because of the financial
hardship it might impose on
beneficiaries.

Response: The copayments are
statutory requirements specified in
section 1813(a)(4) of the Act and there is
no authority to eliminate them.

K. Appeals

Comment: A few commenters
objected to the provisions in the
proposed regulations regarding appeal
procedures. Two commenters suggested
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the threshold amount for an
intermediary hearing be reduced from a
minimum of $1,000 in controversy to
$100.

Response: We did not accept these
comments, because a reduction would
increase the number (and administrative
expense) of these hearings and the
current figure has worked well for other
providers, such as home health agencies.

Comment: Several commenters urged
that appeal procedures be described
more completely.

Response: We agree that more
detailed procedures would be helpful.
As in the case of other provider appeals,
we will provide a more detailed
description in program manuals and
instructions.

L. Designation of Intermediaries

Comments: A number of comments
were received about the designation of
intermediaries to serve hospices. Some
commenters suggested that hospices
should have the option of being served
by HCFA's Office of Direct
Reimbursement. Other commentis
suggested greater bospice choice of
intermediaries. One commenter
suggested that HCFA designate a
smaller number of hospice
intermediaries so that they could
concentrate resources on hospice
claims.

BResponse: We have adopted the
suggestion of the commenter who
proposed a smaller number of hospice
intermediaries. This is in accordance
with the statute that expressly
authorizes the Secretary to assign
hospices to intermediaries, although it
requires due consideration be given to
hospices whose parent organizations
use a different intermediary. After
reevaluating our proposal to designate
one intermediary per State to serve
freestanding hospices, we have decided
to use only two intermediaries because
of the relatively few freestanding
hospices. We are retaining the provision
that a hospice that is a part of another
organization or agency already
participating in Medicare will be
serviced by the same intermediary that
services the parent organization. We
have continued to exclude the
possibility of either a freestanding or
provider-based hospice being served by
the Office of Direct Reimbursement
because, as we noted in the NPRM, we
have proposed to reduce the number of
providers dealing directly with HCFA.

The two designated intermediaries are
Blue Cross of California and the
Prudential Insurance Company of
America. Blue Cross of California will
serve freestanding hospices in those



56020

Federal Register / Vol. 48, No. 243 / Friday, December 16, 1983 / Rules and Regulations

States West of the Mississippi River and
the Prudential Insurance Company will
serve freestanding hospices in those
States East of the Mississippi River. The
entire States of Minnesota and
Louisiana will be served by Blue Cross
of California. It is HCFA's intent that all
hospices receive the same level and
quality of intermediary services. Based
on the past performance of the
designated hospice intermediaries, we
believe they will have no problem
handling their respective geographic
areas and will provide a high level of
service to hospices. However, if a
freestanding hospice believes it would
receive more efficient service from the
hospice intermediary other than the one
serving its area, the hospice may submit
to HCFA under the change of
intermediary regulations at 42 CFR
421.106, a request for a change of
intermediary from its servicing
intermediary to the other designated
hospice intermediary. HCFA will
consider the request. If HCFA
determines that the requested change is
in the best interest of the Government;
the hospice’s request for a change of
intermediary will be approved. With
respect to provider-based hospices, the
change of intermediary regulations, 42
CFR 421.108, are applicable only to the
parent providers of hospices.

Our strategy of designating two
intermediaries to serve hospices is
consistent with HCFA's policy of using
an intermediary configuration which is
in the best interest of effective and
efficient administration of the Medicare
program. With respect to the number of
hospices, the Joint Commission for
Accreditation of Hospitals {JCAH)
report of March 1983 estimated the total
number of hospices to be 1145, with no
more than 471 freestanding. The JCAH
further estimated no more than one-half
of the 471 freestanding will participate
in the Medicare program. Of the
provider-based hospices, 437 are
hospital-based, 219 are based in home
health agencies and 18 are based in long
term care facilities. Since a relatively
small number of freestanding hospices
are expected to participate in the
Medicare program, it is reasonable to
expect a low volume workload from
these facilities. The two intermediaries
will develop expertise in the processing
of hospice claims that will lead to more
uniformity of payment throughout the
country. However, if in the future HCFA
determines that the volume of workload
generated by freestanding hospices, or
other considerations, warrant the use of
additional intermediaries, HCFA will
designate the additional intermediaries
to service freestanding hospices.

IV. Final Regulations

We are adopting the provisions set
forth in the NPRM with the exceptions
noted in the “Discussion of Comments”
(section III. above) as well as the
following changes.

A. Technical Changes

In the NPRM, we proposed technical
changes to 42 CFR 405.310, 405.330 and
405.332. We are revising the changes
that we had proposed to make them
easier to read. We are making
additional technical changes throughout
these regulations to correct drafting
errors, to clarify certain sections and to
reflect changes in regulations that have
occurred since the NPRM was
published.

B. Payment Rates

In the NPRM we proposed that
hospices would be paid one of four
predetermined rates for each day in
which a qualified Medicare beneficiary
is under the care of the hospice. In
calculating those payment rates, we
used data obtained from the Medicare
hospice demonstration project. We also
pointed out that the data we used had
not been finalized due to at least two
factors. First, since patient-based data
are not entered into the data files until
three months after the patient has died,
the data did not reflect the experience of
all patients who received hospice care
during the course of the demonstration.
Secondly, the cost data used in the
proposed rates were calculated from the
1981 cost reports of the 26
demonstration hospices. These reports
were in the process of beirg audited and
therefore, the reported costs could
change somewhat.

A summary of the payment rates
proposed in the NPRM follows:

1. Routine Home Care (Par day)...........uucsicsens $53.17
2. Continuous Home Care:
Total continuous care rate 311.96
8 up to 16 hour interval 155.98

16 up to 20 hour interval...
20 through 24 hour interva!
3. Inpatient Respite Care (per d
4. General Inpatient Care {per day)

The payment rates proposed in the
NPRM were based on demonstration
hospices’ 1981 cost reports and the
experience of Medicare patients in the
hospice demonstration for whom data
were available at the time the proposed
rates were calculated. We now have
data available from the demonstration
hospices’ 1982 cost reports and data on
3889 patients who entered the
demonstration since October 1, 1980 (the
inception of the project) and who died
by April 1, 1983. We have used these
later data in recalculating the home care

payment rates. We have also
incorporated in the methodology used
for calculating these rates several
refinements that were either suggested
by commenters or that were made
possible by the newer data.

The new hospice payment rates are
calculated as follows:

1. Routine home care rate.

The following changes were made to
the routine home care rate:

a. Average cost per visit figures for
nursing, home health, and social
service/therapy visits were recalculated
based on 1982 cost data from the
demonstration. Average visits per day
for each of these three components were
also recalculated based on the larger
patient sample, but limited to include
only utilization that occurred within the
first 210 days of patient stays. This
adjustment was necessary because
there was no limit on the number of
benefit days under the hospice
demonstration.

b. We have added a cost component
to the rate representing the cost of
respite care delivered in the home. In
the proposed regulation, we did not
provide for a separate home respite care
rate because the cost of a day of home
respite care closely approximates the
cost of routine home care. Since then,
however, we have analyzed the costs
associated with home respite care and
developed a factor for inclusion in the
routine home care rate that explicitly
compensates the hospice for this care.
This amount was calculated by dividing
the home respite cost per patient by the
average number of routine home care
days in a typical hospice stay:

¢. We have recalculated hospice
interdisciplinary group costs based on
1982 demonstration data and have
allocated this cost over the entire 70 day
length of stay.

d. The 1982 data on the per diem cost
of drugs, supplies and equipment is not
available. Therefore, we have used the
cost figures based on the earlier patient
sample after updating for inflation to
1982.

e. As a result of comments, we have
increased the routine home care rate for
inflation from 1982 to 1984. To adjust for
inflation, we have used a market basket
index developed from the price of goods
and services purchased by home health
agencies. This is the same market
basket index developed for use in
connection with Medicare limits on
home health costs.

f. A cost component was added
representing hospital outpatient charges
for services such as palliative radiation
and chemotherapy. Under the hospice
legislation these services will have to be
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provided through the hospice. We have
estimated the average daily cost of these
services based on a sample of Medicare
patients who died from cancer in 1980
inflated to 1984.

The revised calculation of the routine
home care rate is as follows:

Average  Averago

Service component cost pge! visits ;?or Ccds;pat
visit day i
NUPSING. coovcrreccssensimssersnsessenes 65.30 223 14.58
Home Health......cowe.c..... 4279 267 1142
Soc. Ser./Therapy..c—....... €4.14 045 289
Home respite. 1.31
Interdisciplinary group 249
Drugs. 1.08
Supplies 4.02
Equipment 1.0
Cutpatient hosyital theragies (1982 dotlars).............. 268
Suttotal 41.44

Home hea!th market baskat 1962 t0 1984, % 1116
Routine Home Care Rate....ccconcinissses 4625

2. Continuous home care rate.

We have revised the procedures for
payment of the continuous home care
rate as described in section IM. 1.2.b.
Additionally we have recalculated the
rate based on the newer demonstration
data. The following changes in the
calculation were made:

a. The cost and utilization
components of nursing and therapy
were updated based on 1982 -
demonstration data.

b. The cost per day for drugs, supplies,
and equipment was updated for inflation
to 1982.

c. Interdisciplinary group costs per
patient were recalculated based on 1982
cost data and allocated across the 70
day average length of stay to yield an
updated average cost per day.

d. The continuous home care rate was
increased for the effects of inflation by
using the Medicare market basket index
developed for use in connection with the
Medicare limits on home health costs. It
measures the increases in the price of
goods and services purchased by home
health agencies.

The revised calculation is as follows:

Utiliza-
Service tion Cost per
component Cost component o0 day
nent
Nmslng..... .......... $12.60 per hour ........ 124 $302.40
Therapy.... . 64.14 per visit............ £.08 3.64
Drugs 223
Suppti a.16
Equip 7.27
Interdisciplinary group 249
Subtotal 321.39
Home health market basket 1962 to 1984............ Xx1.118
Total C Care Rate 35867
Rate tor 8 hours of G Cere 119.56
Hourly rate 1484
1 Hours.
1 Visits por day.

3. Inpatient respite rate.

We made the following adjustments to
the inpatient respite rate.

a. The 1982 per diem cost data for
drugs, supplies, and equipment is not
available. Therefore, the cost per day
based on the earlier patient sample was
used after updating for inflation to 1982.

b. Interdisciplinary grcup costs per
patient were recalculated based on 1952
cost data and allocated across the 70
day average length of stay to yield an
updated average cost per day.

c. The inflation factor we used is a
market basket index that reflects the
changes in the prices of goods and
services purchased by skilled nursing
facilities {(SNFS) from 1982 to 1984.

The revised calculation is as follows:

C. Local Adjustment afPayment Rates

In the NPRM, we proposed to use a
mechanism for the local adjustment of
the payment rates to reflect the
differences from area to area in wage
levels. Because hospice care is relatively
labor intensive, this local adjustment is
necessary to permit payment of higher
rates in areas with relatively high wage
levels, and proportionately lower rates
in areas with wage levels below the
national average. The methodology used
in calculating the dollar amount of each
rate subject to the wage index remains

unchanged. The following wage/
nonwage proportions published in the
NPRM will continue to be used.
Rate mpeant | compongat
componant | componen
(peicenf) (perp:al)
68.71 3129
881 3120
61.26 3874
wpationt care * 8077 19.23

1982 mean routine cost per day for SNF. ] 44.85
Datly cost of supplies, drugs, and interdisciplinary
Subtotal 5§3.43
SNF market basket 1882 10 1884....iceseeermncccscne x1.09
Subtotal 58.24
less Sp pay —291
Inpatient Respite Rate. 55.33

4. General inpatient rate.

In the NPRM, we proposed to pay a
hospice a general inpatient rate for
inpatient care for pain control or acute
or chronic symptom management. The
proposed rate was $271, which was
comprised of a $171 component for
routine care, $45 for ancillary services
and $55 for inflation since the data were
based on 1981 demonstration costs.

We recalculated the rate using the
1982 cost data and adjusted the rate to
include explicit recognition of daily
interdisciplinary group costs. These
changes would result in a general
inpatient rate of $255, which is
somewhat lower than that proposed. In
light of the concern, discussed above,
that non-hospital based hospices may
have to arrange for inpatient care with
hospitals at a higher rate than the cost
actually incurred by the hospitals, we
have decided to retain the proposed rate
of $271.00 pending the acquisition of
additional information with which to
evaluate whether a different inpatient
rate is appropriate. The rate was
calculated as follows:

Hospital based hospice routine operating cost
day

por 171.00
Anciiary cost per day, from d 45.00
Subtotal 216.00
Inflation t0 1984 1.256
General Inpatient Cars Rate......ecvccceccrcoenes 271,00

‘V\E‘lfvmng applicable only to the SNF cost component,

u#phcable to the routine cost component

($214 er updating for infiation.

In calculatmg the amount of each rate
to be adjusted, we multiplied the
national rate by the appropriate portion
from the table above. In the case of the
inpatient respite rate, the procedure was
applied only to the SNF cost component
after updating for inflation ($48.89). In
the case of the general inpatient rate,
the procedure was applied only to the
routine cost component, after updating
for inflation ($214.78). Again, this is
consistent with the methodology used in
the proposed rule. The following table
shows the amount (in dollars) of each
rate subject to adjustment by the wage
index.

Wage u
compo- n-
Na'ggnl nent weighted
subject to | amount
index

Routine home care............. $46.25 $31.78 $14.47
Continuous home care......| 35867 248.44 11223
p respito §5.33 28.95 2538
Generdl inpatient ...............;] 271.00 173.48 97.52

The wage indices that apply to the
hospice benefit are the same as those for
the Medicare prospective payment
regulatmns for mpanent hospital
services published in the Federal
Register on September 1, 1983 (48 FR
39871-39875), Tables 4a. and 4b. In the
NPRM, we had proposed a wage index
that related the wage levels in each
Standard Metropolitan Statistical Area
(SMSA), New England County
Metropolitan Area (NECMA) and rural
area within a State to a national norm of
1.0. However, on June 30, 1983, the
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Executive Office of Management and
Budget (EOMB) began using
Metropolitan Statistical Areas (MSAs)
instead of SMSAs. Therefore, the
indices published in the cited tables
reflect this redesignation of metropolitan
areas, and relate the wage levels in each
MSA and rural area within a State to a
national norm of 1.0.

In applying the wage index to the
hospice rates, we will not apply an
index lower than 0.8. We are using this
“floor” on the index to take account of
those localities (rural areas in five
states) that have current indices below
this level. We recognize that hospices
will need to attract and retain sufficient
skilled staff to provide the hospice
benefit, and we believe that use of an
index below 0.8 will unduly jeopardize
the availability of the benefit in these
areas.

D. Hospice Cap

Section 1814(i) of the Act imposes an
aggregate cap on Medicare payments to
any hospice. The aggregate cap amount
for any given hospice is established by
multiplying a cap amount by the number
of Medicare beneficiaries who received
hospice services during the year. Based
on the provisions of the statute prior to
August 29, 1983, we included in the
NPRM an estimate of $4,232 as the
average cap amount per beneficiary for
the first year of the hospice program.
Since the NPRM was published,
Congress has amended section 1814(i) of
the Act regarding the cap amount to
specify a cap amount of $6,500 per
beneficiary. The statute provides, as will
these final regulations, that the new cap
amount be adjusted for increases or
decreases in medical care expenditures.
Section 1814(i)(2)(B) of the Act specifies
that this adjustment must reflect the
- percentage increase or decrease in the
medical care expenditure category of
the Consumer Price Index (CPI) for all
urban consumers (U.S. city average),
published by the Bureau of Labor
Statistics (BLS), from March 1984 to the
fifth month of the accounting year. The
statute, as amended, does not provide
for the regional adjustments to the cap
that were included in the statutory
language prior to August 29, 1983,
Therefore, we have deleted provisions
for regional adjustments that were
included in the NPRM. The $8,500 cap is
a national cap with no regional
variations.

As specified in the NPRM, it is not
necessary to make the cap calculation
specific to each hospice's fiscal
reporting year. Rather, since the
program began on November 1, 1983, we
will calculate the cap for each hospice
for a period beginning on November 1

and ending October 31. (Since the
appropriate CPI factor is not published
by November of each year, hospices will
not know the exact cap amount at the
beginning of each reporting period.) The
cap amount will be adjusted to account
for chunges in the cost of medical care
caused by changes in the economy for
March 1984 to the fifth month of the
accounting year, The total payment
made for services furnished during this
period will be compared to the
aggregate cap for this period.

In the NPRM, we used the length of
stay data collected through the
Medicare hospice demonstration project
to determine the point at which to
include a benreficiary in calculating the
hospice cap amount. In the NPRM, the
mean number of hospice benefit days
equaled 44 days. Based on the more
recent data available, the average length
of hospice stay is now estimated at 70
days. Therefore, for purposes of
calculating the hospice cap, the hospice
should count beneficiaries who filed an
initial election to receive hospice care
after September 27, which is less than 35
days before the end of the cap period, in
the subsequent year. This figure
represents half of the mean length of
stay in the demonstration project. Thus,
the cap will be calculated by multiplying
$6500 by the number of Medicare
beneficiaries who:

{1) Have niot previously been counted
in either another hospice’s cap or
another reporting year, and

{2) Have filed an election with the
hospice during the period beginning
after September 27 cf the previous year
through September 27 of the current
year.

The statutory exception to the
application of the aggregate cap amount
for hospices that began operation before
January 1, 1375 remains in these final
regulaticns.

V. Home Visits

The hospice benefit is, in our
judgment, materially different in many
ways from other Medicare services, The
vast majority of the services are
performed in the patient’s home, and the
type of care specified in the benefit
makes it critically important to assure
that services are coordinated and
delivered properly if quality of care is to
be assured. As a result, we have
determined that reviews of a hospice's
records and surveys of its inpatient
facilities are not adequate to permit a
full assessment of hospice’s compliance
with the conditions of participation. We
also believe that it is not feasible to
base payment determinations solely on
the basis of documents in the claims
process. Instead, we plan to augment
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both the survey and certification process
and the claims process by conducting
visits to the homes of the patients to
consult withi them and with their
families. The information elicited will
vary with the purpose of the visit.

Visits by representatives of the State
survey agency will be for the purpose of
obtaining information concerning the
conditions of participation, For example,
they may wish to determine whether the
patient received services consistent with
the plan of care, whether volunteer
visits took place and whether they were
adequate, whether home health aide
services were properly supervised, or
whether the patient viewed the services
as adequate. Visits will only be
conducted with the consent of the
patient and are not a condition of
payment or coverage and may be
declined if a patient does not wish to
participate.

Visits by representatives of the fiscal
intermediary will be conducted to
assure that proper payment
determinations are made on hospice
claims. These visits will be conducted
by medical review personnel of the
fiscal intermediaries who will be
interested in learning whether billed and
provided services were covered and, if
so, were provided in an amount
adequate to meet the needs of the
patients. Some visits will also be made
to determine whether hospice
revocations were voluntarily made.
Patients will not be visited unless they
have signed a consent statement (that
will be made available to them upon
admission to a hospice program) that
fully explains their right to refuse a visit
and advises them that refusal to consent
to a visit will not affect payment on their
behalf for hospice services. (Although a
visit by intermediary medical review
staff may result in adjustment of
payment to a hospice, a beneficiary
would be offered the protections of
Medicare's waiver of liability provision.)

VL. Impact Analyses

Executive Order 12291 requires us to
prepare and publish a regulatory impact
analysis for any regulations that are
likely to have an annual effect on the
economy of $100 million or more, cause
a major increase in costs or prices, or
meet other threshold criteria that are
specified in that order. In addition, the
Regulatory Flexibility Act {(Pub. L. 96—
354) requires us to prepare and publish a
regulatory flexibility analysis for
regulations unless the Secretary certifies
that the regulations will not have a
significant economic impact on a
substantial number of small entities.
(For purposes of the Regulatory
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Flexibility Act, small entities include all
nonprofit and most for-profit hospitals.)
Under both the Executive Order and the
Regulatory Flexibility Act (RFA), such
analyses must, when prepared, show
that the agency issuing the regulations
has examined alternatives that might
minimize unnecessary burden or
otherwise ensure the regulations to be
cost-effective.

A. Changes from the NPRM

As stated above, we are adopting the
provisions in the NPRM except as noted
throughout this preamble. Most of these
changes are merely technical
clarifications generating no additional
economic impact on the program,
affected providers, or beneficiaries (e.g.,
the professional management provisions
under § 418.58).

A few changes we have made to the
NPRM provisions could result in some
additional administrative costs or
benefits to the program, to hospices or
to beneficiaries.

1. Negligible cost impact.

A provision that could produce a
negligible cost impact is the provision
relating to cost reporting. In response to
several comiments, we have decided to
require that hospices submit cost reports
to the Secretary. We anticipate some
costs to the provider to complete and
settle their reports. However, these cost
reports will allow us to create a hospice
data base from which we can evaluate
the program and update the payment
rates as necessary.

2. Benefits.

Several of the changes from the NPRM
will also result in benefits, both
quantitative and qualitative, to the
program, to hospices and to
beneficiaries. Included among these
provisions are: ' ‘

e Short term inpatient care—By
requiring that general inpatient care be
provided in a hospital, an SNF or a
freestanding hospice that meets the
strengthened conditions, we believe that
beneficiaries will receive more N
comprehensive and higher quality care
than an ICF setting. The program
benefits by providing better care at the
same payment rate, thus, incurring no
additional costs in providing an
increased level of care.

* Required services—1In the
preamble, we erumerated the basic
services that a hospice must routinely
make available on a 24-hour a day basis.
We believe that clearly delineating
critical from noncritical services will
allow hospices to determine their own
service mix and accompanying staffing
arrangements to meet the specific needs
of their patients. This flexibility should

allow for more cost-effective provision
of care to hospice patients.

¢ Election statement—By permitting a
representative of the individual to sign
the election form, we want to assure
access to hospice services for all
beneficiaries who need this care. In’
making this change, we hope to avoid
unnecessary burdens for the family and
the patient in receiving care when the
patient is incapable of signing the
election statement.

¢ Medical supplies—In response to
several comments, we are changing the
condition of participation governing
medical supplies and drugs to allow
family members to administer drugs to
patients in accordance with applicable
State and local laws. This change
supports our objective of enabling the
terminally ill patient to remain at home
under the care of family members as

* long as possible. We believe that this

change will further involve the family
with the care and treatment of their
family members. '

3. Hospice cap.

Another change from the NPRM is the
increase in the hospice cap from $4232
to $6500 as. mandated by Congress.
Congress has established a hospice
“cap” on the maximum amount of
reimbursement to each hospice program,
which will be indexed by the medical
care component of the Consumer Price
Index (CPI).

We believe that this change in the cap
amount will not influence our estimates
of the effects of these provisions for two
reasons. First, the cap amount is not a
factor in our estimation process but
operates apart from the cost/savings
impacts to constrain aggregate program
payments. Second, our demonstration
data indicates that the majority of

‘hospice patients either die or are

discharged before the hospice incurs
patient care costs that approach the cap
amount. Therefore, we believe this
increase should not result in any
additional program expenditures.

4. Payment rates.

We now have data available from the
demonstration hospices’ 1982 cost
reports and data on those patients who
entered the demonstration since
October 1, 1980 {the inception of the
project) and whe died by April 1, 1983.
We have used these later data in
recalculating the home care payment
rates. We have also incorporaied
several refinements in the methodology
used for calculating the rates that were
either suggested by commenters or that
were made possible by the newer data.

The incorporation of the new data
with the inethodological refinements
results in a change in the FY 1986 budget
estimate. The FY 1984 and FY 1985
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budget estimates, as noted in the NPRM,
remain unchanged. Thus, the estimated
budget impact of these final regulations
are as follows:

" Costs in miflions
FY 1984 . . £30
FY 1985 : 110

FY 1986 170

5. Fiscal intermediaries.

As noted above, we are designating
only two intermediaries to service
freestanding hospices and the few
hospices whose parent providers deal
directly with our Office of Direct
Reimbursement. We believe that this
change from the NPRM will not result in
any additional costs as we do not
anticipate an incremental increase in
claims processing volume due to this
new intermediary configuration. The
two designated intermediaries
processing these claims should not
realize a 1rarked increase'in their

“volume of claims as the workload from

freestanding hospices is expected to be
low. Also, based on the past

- performance of the designated hospice

intermediaries, we believe that the
intermediaries will handle their
respective geographic areas and the
anticipated number of freestanding
hospices, and will continue to provide a
high level of service to hospices.

However, we will designate
additional intermediaries to service
freestanding hospices if we determine
that the workload volume, generated by
these hospices, increases significantly.

Finally, in the event that a hospice
believes it would receive more efficient
services from the hospice intermediary
other than the one servicing its area, it
may request from HCFA a change of
intermediaries. HCFA will consider the
request and determine whether it is in
the best interest of the Medicare
program to allow the change.

B. Public Comments

We received two comments on the
Impact Analysis published with the
NPRM.

One commenter indicated that small.
rura! hospices will not be able to qualify
for Medicare reimbursement becsuse of
the absénce of a large population to
draw from, and resources and available
manpower to operate a facility that can
meet our certification standards.

We believe that the law and these
final regulations do not prohibit
participation in the Medicare program
by an organization that arranges for
some services as long as it provides the
core services directly. A hospice may
arrange for noncore services with other
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providers but may not participate in
Medicare if it obtains the core services
from another organization or agency.
Thus, it is possible that because of the
statutorily mandated core service
requirement, some self-designated
hospices (whether they are urban or
rural) may not be able to participate
because of the personnel costs
associated with obtaining employees to
furnish the core services. However, it is
our view that this potential situation is
the result of the statute and not these
regulations that implement the statute.

A second commenter challenged some
of the actuarial assumptions used in the
cost estimating model. Based on the
program experience of this one hospice,
their patients experienced longer lengths
of stay in hospitals or SNFs, after cancer
was initially diagnosed, than the
average length of stay experienced by
hospice patients in our demonstrations.
The commenter concluded that as a
result of this experience, the Medicare
program should realize increasing
savings, not costs, from the hospice
program.

We have not accepted this comment
for two reasons. First, it should be noted
that savings for the hospice program
cannot be calculated on the basis of the
average length of stay. The actual
distribution of hospice length of stay
and of hospital utilization by length of
time prior to death must be used to
capture the relationship between
hospice cost and hospital savings but
cannot be used in the estimating
process. Second, we believe that the
commenter erred in extrapolating their
program'’s experience and limited date
base to the entire Medicare program,
The data underlying the actuarial cost
estimates was used on 3 consecutive
years of Medicare history file data and
about 1,000 hospice patients
participating in our demonstration
projects. We believe that this large,
more comprehensive data base provides
a better means of estimating the effects
of these provisions.

Summary

As discussed in the preamble of the
NPRM and this analysis, the major
economic impact of the hospice program
is caused by statutory provisions and
not this rule. We have, therefore,
determined that this is not a major rule
under Executive Order 12291. Further, as
required by section 2 of the Executive
Order, we believe that these final
regulations maximize net benefits to
society and result in the least net cost to
all affected parties. We have also sought
to achieve the objectives of the statute
without imposing unnecessary burdens
on hospices and beneficiaries.

Therefore, we have determined, and
the Secretary certifies under 5 U.S.C.
605(b} of Pub. L 96-354 (The Regulatory
Flexibility Act of 1980), that these final
rules will not rasult in an economic
impact of $100 million or have
significant impact on a substantisl
number of smsll entities.

VII. Information Collection
Requirements

Secticns 418.22, 418.26, 418.56, 418.58,
418.70, 418.74, and 418.100 of this
regulation, which involve reporting or
recordkeeping requirements, were
approved by Executive Office of
Management and Budget (EOMB) on
October 20, 1683 in accordance with the
Paperwork Reduction Act of 1980. The
EOMB approval number is OMB. No.
9038-0302.

VIII. Waiver of Delayed Effective Date

As specified in section 122(h)(1)(A) of
TEFRA, the statutory amendments
establishing the Medicare hospice
benefit “* * * apply to hospice care
provided on or after November 1, 1983,
and before October 1, 1986.” We cannot
implement that statute until final
regulations are in place. Because these
regulations implement a new benefit
and because they have been revised
consistent with public comment, we
believe that the public interest is best
served by making these regulations

effective without the usual 30-day delay.

Accordingly, we find “good cause” for
waiving the delayed effective date.

List of Subjects
42 CFR Part 400

Healih facilities, Health maintenance
organizations (HMO), Medicaid,
Medicare.

42 CFR Part 405

Administrative practice and
procedure, Certification of compliance,
Clinics, Contracts (Agreements), End-
Stage Renal Disease (ESRD), Health
care, Health facilities, Health
maintenance organizations (HMO),
Health professions, Health suppliers,
Home health agencies, Hospitals,
Inpatients, Kidney diseases,
Laboratories, Medicare, Nursing homes,
Onsite surveys, Outpatient providers,
Reporting requirements, Rural areas, X-
rays.

42 CFR Part 408

Health facilities, Health maintenance
organizations (HMO), Kidney diseases,
Medicare.

42 CFR Part 409

Health facilities, Health maintenance
organizations (HMO), Medicare.

42 CFR Part 418

Coinsurance, Hospice, Medicare,
Respite care, Volunteers.

42 CFR Part 420

Abuse, Administrative practice and
procedure, Contracts (Agreements),
Conviction, Convicted, Courts,
Exclusion, Fraud, Health care, Health
facilities, Health maintenance
organizations {(HMO), Health
professions, Health suppliers,
Information (Disclosure), Lawyers,
Medicaid, Medicare, Penalties,
Professional Standards Review
Organizations (PSRO), Reporting
requirements, Supervision.

42 CFR Part 421

Administrative practice and
procedure, Contracts (Agreements),
Courts, Health care, Health facilities,
Health maintenance organizations
(HMO), Health professions, Information
(Disclosure), Lawyer, Medicare,
Professional Standards Review
Organizations (PSRO), Reporting
requirements.

42 CFR Part 489

Clinics, Health care, Health facilities,
Medicare, Provider agreements, Rural
health clinics, Termination procedures.

42 CFR Chapter IV is amended as set
forth below:

A. The Table of Contents for Chapter
1V is amended by adding a new Part 418
to Subchapter B to read as follows:

CHAPTER IV—HEALTH CARE
FINANCING ADMINISTRATION,
DEPARTMENT OF HEALTH AND
HUMAN SERVICES

* * * * *

SUBCHAPTER B—MEDICARE PROGRAMS

L] * * * *
Part 418—Hospice Care
* * * * *

PART 400—~INTRODUCTION;
DEFINITIONS

The authority citation for Part 400
reads as follows:

Authority: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh).

B. Part 400 is amended as follows:

Section 400.202 is amended by
revising the definition of “Provider” to
read as follows:

§ 400.202 Definitions specific to Medicare.

* w * * *

“Provider” means a hospital, a skilled
nursing facility, a comprehensive
outpatient rehabilitation facility, a home
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health agency, or effective November 1,
1983 through September 30, 1986, a
hospice that has in effect an agreement
to participate in Medicare, or a clinic, a
rehabilitation agency, or a public health
agency that has a similar agreement but
only to furnish outpatient physical
therapy or speech pathology services.

* * * * *

PART 405—FEDERAL HEALTH
INSURANCE FOR THE AGED AND
DISABLED

Subpart C—Exclusions, Recovery of
Overpayment, Lizbility of a Certifying
Ofticer and Suspension of Payment

C. Part 405, Subpart C is amended as
follows:

1. The authority citation for Subpart C
is revised to read as follows:

Authority: Secs. 1102, 1815, 1833, 1842, 1861,
1862, 1868, 1873, 1871, and 1879 of the Social
Security Act (42 U.S.C. 1302, 1395g, 13951,
1395u, 1395x, 1395y, 1395¢cc, 1395gg, 1395hh,
1385pp). and 31 U.S.C. 3711.

2. The table of contents for Subpart C
is amended by revising §§ 405.310 and
405.330 to read as follows:

Subpart C—Exclusions, Recovery of
Overpayment, Liability of a Certifying
Officer and Suspens!on of Payment

* * * * *

405.310 Particular services excluded from
coverage.
L ] * * * *

405.330 Payment for certain excluded

services.
* * - u *

3. Section 405.310 is amended by
revising the title, the introductory
paragraph and paragraphs (g), (j) and (k)
to read as follows:

§ 405.310 Particular services excluded
from coverage.

The following services are excluded
from coverage:

* * * - *

(g) Custodial care except as necessary
for the palliation or management of a
terminal illness and related conditions
as provided in Part 418 of this chapter
(in the case of extended care services,
any care which does not meet the
definition of extended care in
§§ 405.126-405.128);

* * - - *

{j} Personal comfort items and
services, except as necessary for the
palliation or management of terminal
illness as provided in Part 418 of this
chapter. The use of a television set or a
telephone are examples of personal
corafort services.

(k) Any items and services that are
not reasonable and necessary for one of
the following purposes:

(1) For the diagnosis and treatment of
illness or injury or to improve the
functioning of a malformed body
member.

(2) In the case of hospice services, for
the palliation or management of
terminal illness, as provided in Part 418
of this chapter.

> * * * L]

3. Section 405.330 is amended by
revising the title and paragraph (a) to
read as follows:

§ 405.330 Payment for certain excluded
services.

(a) Notwithstanding the exclusions set
forth in § 405.310, payment may be made
for services that involve custodial care
(as specified in § 405.310(g)). or are not
“reasonable and necessary” (as
specified in § 405.310(k)), if—

(1) The items and services were
furnished by a provider or supplier
under assignment; and

(2) Neither the individual to whom the
items and services were furnished, nor
the provider or supplier who furnished
the services knew, or could reasonably
have been expected to know, that the
items or services were excluded from
coverage in accordance with
§ 405.310(g) or § 405.310(k).

* * * * L

4, Section 405.332 is amended by
revising the introductory material in
paragraph (a) to read as follows:

§ 405.332 Criterla for determining that
there was knowledge that certain items or
services were excluded from coverage.

(a) The individual to whom items or
services are furnished. An individual
shall be found to have knewn that items
or services furnished to him were
excluded from coverage only if he, or
someone acting on his behalf, has been
given written notice stating that the
items or services were excluded from
coverage. This paragraph applies only to
items and services excluded from
coverage as “custodial care” or as “not
reasonable and necessary” as set forth
in § 405.310 (g) and (k), respectively.
Wiritten notice must consist of the
following:

* * * * *

Subpart D—Principles of
Reimbursement for Providers,
Qutpatient Maintenance Dialysis, and
Services by Hospital-Based Physiclans

Tha authority citation for Subpart D
reads as follows:

Authority: Secs. 1102, 1814(b), 1815, 1833(a),
1861(v}, 1871, 1881, 1866, and 1887 of the
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Social Security Act as amended (42 U.S.C.
1302, 1395f(b), 1395g, 13951(a), 1395x{v),
1395hh, 1395rr, 1395ww, and 1395xx).

D. Part 405, Subpart D is amended as
follows: Section 405.455 is amended by
revising paragraph (a) to specify that it
does not apply to services furnished by
hospices. As revised, paragraph (a}
reads as follows:

§ 405.455 Amount of payments where
customary charges for services furnished
are less than reasonable cost.

(a) Principle. Providers of services,
other than comprehensive outpatient
rehabilitation facilities and hospices, are
paid the lesser of the reasonabie cost of
services furnished to beneficiaries or the
customary charges made by the provider
for the same services. (Payment to
comprehensive outpatient rehabilitation
facilities is based on the reasonable cost
of services.) Public providers of service
furnishing services free of charge or ata
nominal charge are paid fair
compensation for services furnished to
beneficiaries. This principle is
applicable to services furnished by
providers in cost reporting periods
beginning after December 31, 1973. This
principle does not apply to payments for
the costs of Part A inpatient hospital
services for cost reporting periods
subject to the rate of increase ceiling
under § 405.463 or the prospective
payment system under § 405.471.
However, the carryover from previous
periods is recognized, subject to the
provisions of paragraph (d) of this
section. For special rules concerning
HMO's and providers of services and
other health facilities that are owned or
operated by an HMO, or related to an
HMO by common ownership or control,
see §§ 405.2042(b}(14) and 405.2050(c).

w* w * * *

E. Part 405, Subpart S is amended as
follows:

1. The authority citation for Subpart S
is revised to read as follows:

Authority: Secs. 1102, 1814, 1861, 1865, 1868,
1871, 1880, 1881 and 1883 of the Social
Security Act as amended (42 U.S.C. 1302,
13951, 1395x, 1395bb, 1395¢c, 1385hh, 1395qq,
1395 and 1395tt).

2. Section 405.1861 is amended by
revising the introductory language in
paragraph (a) and the definition of
“Provider of services or provider”, and
by rcvising paragraph (b)(2) as follows:

§ 405.1901 The certification process.
(a) Definitions. As used in this
subpart—
* * * * *
Provider of services or provider
means a hospital, skilled nursing
facility, home health agency, hospice,
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comprehensive outpatient rehabilitation
facility, or provider of outpatient
physwal therapy or speech pathology
services.

* * * * *

(b) Conditions of Participation;
Conditions for Coverage.

* * * * -

(2) Be in compliance with the
applicable conditions prescribed in
Subparts ], K, L, M, N, Q, or U of this
part, Subpart C of Part 418, or Subpart A
of Part 481.

PART 408—MEDICARE ELIGIBILITY
AND ENTITLEMENT

The authority citation for Part 408
reads as follows:

Authority: Secs. 202 (t) and (u), 228, 226A,
1102, 1811 and 1818 of the Social Security Act
(42 U.S.C. 402 (t) and (u), 426, 4261, 1302,
1395c, 1395i-2. Section 103 of Pub. L. 89-97 (42
U.S.C. 426a)).

F. Part 408 is amended as follows:
Section 408.2 is revised to read as
follows:

§408.2 Scope.

This subpart specifies the conditions
of eligibility for hospital insurance and
sets forth certain specific conditions that
affect entitlement to benefits. Hosital
insurance is authorized under Part A of
Title XVIII and is elso referred to as
Medicare Part A. It includes inpatient
hospital care, posthospital skilled
nursing facility care, posthospital home
health services, and hospice care.

PART 409—MEDICARE BENEFITS,
LIMITATIONS, AND EXCLUSIONS

The authority citation for Part 409
reads as follows:

Authority: Secs. 1102, 1812, 1813, 1814, 1861,
1866, 1871, 1881, and 1883 of the Social
Security Act {42 U.S.C. 1302, 1395d, 1395e,
1395f, 1395x, 1395cc, 1395hh, 1395rr, and
1395tt).

G. Part 409 is amended as follows:
Section 409.5 is revised to read as
follows:

§ 409.5 General description of benefits.
Hospital insurance (Part A of
Medicare) helps pay for inpatient
hospital services and posthospital SNF
care. It also pays for home health
services and hospice care. There are
limitations on the number of days of
care that Medicare can pay for and
there are deductible and coinsurance
amounts for which the beneficiary is
responsible. For each type of service,
certain conditions must be met as
specified in the pertinent sections of this
subpart and in Part 418 of this chapter
regarding hospice care. The special

conditions for inpatient hospital services
furnished by a qualified U.S., Canadian,
or Mexican hospital are set forth in Part
405, Subpart A of this chapter.

H. A new Part 418 is added as set
forth below:

PART 418—HOSPICE CARE

Subpart A—General Provisions and
Definitions

Sec.

418.1 Statutory basis.
418.2 Scope of part.
418.3 Definitions.

Subpart B—Eligibility, Election and Duration
of Benefits

418.20 Eligibility requirements.

418.22 Certification of terminal illness.

418.24 Election of hospice care.

418.26 Elements of the election statement.

418.28 Revoking the election of hospice
care.

418.30 Change of the designated hospice.

418.32 Duration of hospice coverage under
Medicare.

Subpart C—Conditions of Participation

418.50 Condition of participation—General
provisions.

Administration

418.52 Condition of participation—
Governing body.

418.54 Condition of partlcxpatlon—Medlcal
director.

418.56 Condition of participation—
Professional management.

418.58 Condition of part1c1pat10n——PIan of
care.

418.60 Condition of participation—
Continuation of care.

418.62 Condition of participation—Informed
consent.

418.64 Condition of participation—Inservice
training.

418.66 Condition of participation—Quality
assurance.

418.68 Condition of participation—
Interdisciplinary group.

418.70 Condition of participation—
Volunteers.

418.72 Condition of participation—
Licensure.

418.74 Condition of participation—Central
clinical records.

Core Services

418.80 Condition of participation—Core
services.

418.82 Condition of participation—Nursing
services.

418.64 Condition of participation—Medical
social services. |

418.86 Condition of participation—
Physician services.

418.88 Condition of participation—
Counseling services.

Other Services

418.90 Condition of participation—Other
services.

418.92 Condition of participation—Physical
therapy, occupational therapy, and
speech-language pathology.

Sec.

418.94 Condition of participation—Home
health aide and homemaker services.

418.96 Condition of participation—Medical
supplies.

418.98 Condition of participation—Short
term inpatient care.

Freestanding Hospice With Inpatient Unit

418.100 Condition of participation for
freestanding hospices providing inpatient
care directly.

Subpart D—Covered Services

418.200 Requirements for coverage.

418.202 Covered services.
418.204 Special coverage requirements.

Subpart E—Reimbursement Methods

418.301 Reimbursement for hospice care.

418.302 Payment procedures for hospice
care.

418.304 Payment for physician services.

418.306 Determination of payment rates.

418.308 Limitation on the amount of hospice
payments. ’

418.309 Hospice cap amount.

418.310 Reporting and recordkeeping
requirements.

418.311 Administrative appeals.

Subpart F—Coinsurance

418.400 Individual liability for coinsurance
for hospice care.

418.402 Individual liability for services that
are not considered hospice care.

418.405 Reduction of Medicare
reimbursement by individual coinsurance
liability.

Authority: Secs. 1102, 1811-1814, 1861-1866,

and 1871 of the Social Security Act (42 U.S.C.

1395¢-1395f, 1395x-1385cc and 1395hh).

Subbart A--General Provision and
Definitions

§ 418.1 Statutory basis.

This part implements section 1861(dd)
of the Social Security Act. Section
1861(dd) specifies services covered as
hospice care and the conditions that a
hospice program must meet in order to
participate in the Medicare program.
The following sections of the Act are
also pertinent:

(a) Sections 1812(a) (4) and (d) of the
Act specify eligibility requirements for
the individual and the benefit periods.

(b) Section 1813(a)(4) of the Act
specifies coinsurance amounts.

(c) Sections 1814(a)(8) and 1814(i) of
the Act contain conditions and
limitations on coverage of and
reimbursement for hospice care.

(d) Sections 1862(a) (1). (6) and (9) of
the Act establish limits on hospice
coverage.

§418.2 Scope of part.

Subpart A of this part sets forth the
statutory basis and scope and defines
terms used in this part. Subpart B
specifies the eligibility requirements and
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the benefit periods. Subpart C specifies
conditions of participation for hospices.
Subpart D describes the covered
services and specifies the limits on
services covered as hospice care.
Subpart E specifies the reimbursement
methods and procedures. Subpart F
specifies coinsurance amounts
applicable to hospice care.

§418.3 Definitions.

For purposes of this part—

“Attending physician” means a
physician who—

(a) Is a doctor of medicine or
osteopathy; and

(b) Is identified by the individual, at
the time he or she elects to receive
hospice care, as having the most
significant role in the determination and
delivery of the individual's medical care.

“Bereavement counseling' means
counseling services provided to the
individual's family after the individual's
death.

“Cap period” means the twelve month
period ending October 31 used in the
applicaticn of the cap on overall hospice
reimbursement specified in § 418.309.

“Carrier” means &n organization that
has a contract with HCFA to administer
Medicare's supplementary medical
insurance program.

“Election period” means one of three
periods for which an individual may
elect to receive Medicare coverage of
hospice care. The periods consist of two
90-day periods and one 30-day period.

“Employee” means an employee
(dafined by section 210(j) of the Act) of
the hespice or, if the hospice is a
subdivision of an agency or
organization, an employee of the agency
or organization who is appropriately
trained and assigned to the hospice unit.
“Employee” also refers to a volunteer
uitder the jurisdiction of the hospice.

Freestanding hospice” means a
Lospice that is not part of any other type
of participating provider.

“Hospice' means a public agency or
private organization or subdivision of
either of these that—

(a) Is primarily engaged in providing
care to terminally ill individuals; and

(b) Meets the conditions specified in
§§ 418.50-418.98 and has a valid
provider agreement and if it is a
freestanding hospice that provides
inpatient care directly, meets the
condition in § 418.100.

“Intermediary” means an
organization that has a contract with the
Secretary to administer the benefits
covered by Medicare's hospital
insurance program, including the
benefits covered under this part.

“Physician” means physician as
defined in § 405.232a of this chapter.

“Representative’ means a person who
is, because of the individual’'s mental or
physical incapacity, authorized in
accordance with State law to execute or
revoke an election for hospice care or
terminate medical care on behalf of the
terminally ill individual.

“Social worker” means a person who
has at least a bachelor’s degree from a
school accredited or approved by the
Council on Social Work Education.

“Terminally ill” means that the
individual has a medical prognosis that
his or her life expectancy is 8 months or
less.

Subpart B—Eligibility, Electioin and
Duration of Benefits

§ 418.20 Eligibility requirements

In order to be eligible to elect hospice
care under Medicare, an individual must
be—

(a) Entitled to Part A of Medicare; and

(b) Certified as being terminally ill in
accordance with § 418.22.

§418.22 Certification of terminal iilness.

(a) Obtaining certification. The
hospice must obtain the certification
that an individual is terminally ill in
accordance with the following
procedures:

(1) For the first 90-day period of
hospice coverage, the hospice obtains,
no later than two calendar days after
hospice care is initiated, written
certification statements signed by—

(i} The medical director of the hospice
or the physician member of the hospice
interdisciplinary group; and

(ii) The individual’s attending
physician if the individual has an
attending physician.

(2) For the subsequent 80-day or 3C-
day period, the hospice obtains, nio later
then two calendar days after the
beginning of that period, a written
certification statement prepared by the
medical director of the hospice or the
physician member of the hospice’s
interdisciplinary group.

(b} Certification statement. The
certification must include—

(1) The statement that the individual's
medical prognosis is that his or her life
expectancy is six months or less; and

(2) The signature(s) of the physician(s)
required to certify the terminal iliness
under paragraph (a) of this section.

(c) Maintaining a record. The hospice
maintains the certification statements.

§ 418.24 Election of hospice care.

(a) Election statement. If an individual
who meets the eligibility requirements
for hospice care elects to receive that
care, he or she must file an election
statement with a particular hospice. An
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election may also be filed by a
representative as defined in § 418.3. The
election statement must include the
elements specified in § 418.26.

(b) Sequence of election periods. The
two 90-day election periods must be
used before the 30-day period.

(c) Duration of election. An election to
receive hospice care will be considered
to continue through the initial eleciion
period and through the subsequent
election periods without a break in care
as long as the individual—

(1) Remains in the care of a hospice;
and

(2) Does not revoke the election under
the provisions of § 418.28.

(d} Effective date of election. (1} An
individual or representative may
designate an effective date for the
election period that begins with the first
day of hospice care or any subsequent
day of hospice care.

(2) An individual or representative
may not designate an effective date that
is earlier than the date that the election
is made.

(e) Waiver of other benefits. An
individual waives all rights to Medicare
payments for the duration of the election
of hospice care for the following
services:

(1) Hospice care provided by a
hospice other than the hospice
designated by the individual (unless
provided under arrangements made by
the designated hospice).

(2) Any Medicare services that are
related to the treatment of the terminal
condition for which hospice care was
elected or a related condition or that are
equivalent to hospice care except for
services—

(i) Providad by the designated
hospice;

(ii) Provided by another hospice under
arrangements made by the designated
hospice; and

(iii) Provided by the individual's
attending physician if that physician is
not an employee of the designated
hospice or receiving compensation from
the hospice for those services.

8§ 418.26 Elements of the election
statement. .

The election statement must include
the following:

(a) Identification of the particular
Hospice that will provide care to the
individual.

(b) The individual's or
representative’s acknowledgement that
he or she has been given a full
understanding of the palliative rather
than curative nature of hospice care, as
it relates to the individual’s terminal
illness.
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(c) Acknowledgement that certain
Medicare services are waived by the
election.

(d) The effective date of the election.

(e) The signature of the individual or
representative.

§418.28 Revoking the efection of hospice
care.

(a) An individual or representative
may revoke the individual’s election of
hospice care at any time during an
election period.

(b) To revoke the election of hospice
care, the individual or representative
must file a statement with the hospice
that includes the following information:

(1) A signed statement that the
individual or representative revokes the
individual's election for Medicare
coverage of hospice care for the
remainder of that election period.

(2) The date that the revocation is to
be effective. (An individual or
representative may not designate an
effective date earlier than the date that
the revocation is made).

(c) An individual, upon revocation of
the election of Medicare coverage of
hospice care for a particular election
period—

(1) Is no longer covered under
Medicare for hospice care;

(2) Resumes Medicare coverage of the
benefits waived under § 418.24(e)(2);
and

(3) May at any time elect to receive
hospice coverage for any other hospice
election periods that he or she is eligible
to receive.

§ 418.30 Change of the designated
hospice.

(a) An individual or representative
may change, once in each election
period, the designation of the particular
hospice from which hospice care will be
received.

(b) The change of the designated
hospice is not a revocation of the
election for the period in which it is
made.

(c) To change the designation of
hospice programs, the individual or
representative must file, with the
hospice from which care has been
received and with the newly designated
hospice, a statement that includes the
following information:

(1) The name of the hospice from
which the individual has received care
and the name of the hospice from which
he or she plans to receive care.

(2) The date the change is to be
effective.

§ 418.32 Duration of hospice coverage
under Medicare.

(a) General rule. Except as provided
under paragraph (b) of this section,

Medicare coverage of hospice care will
end on September 30, 1986.

(b) Exception. Medicare coverage of
hospice care will continue beyond
September 30, 19886, for an individual
who has an election in effect on that
date. Medicare coverage of hospice care
will continue for that individual until—

(1) The end of the election period in
effect; and

(2) The end of any consecutive
election period(s) that the individual
would have been entitled to on
September 30, 1986.

Subpart C—Conditions of Participation

§ 418.50 Condition of participation—
General provisions.

(a) Standard: Compliance. A hospice
must maintain compliance with the
conditions in §§ 418.50-418.98. A
freestanding hospice that provides
inpatient services directly must also
maintain compliance with the condition
in § 418.100.

(b) Standard: Required services. A
hospice must be primarily engaged in
providing the care and services
described in § 418.202, must provide
bereavemernt counseling and must—

(1) Make nursing services, physician
services, and drugs and biologicals
routinely available on a 24-hour basis;

(2) Make all other covered services
available on a 24-hour basis to the
extent necessary to meet the needs of
individuals for care that is reasonable
and necessary for the palliation and
management of terminal illness and
related conditions; and

(3) Provide these services in a manner
consistent with accepted standards of
practice.

(¢) Standard: Disclosure of
information. The hospice must meet the
disclosure of information requirements
at § 420.206 of this chapter.

Administration

§ 418.52 Condition of participation—
Governing body.

A hospice must have a governing
body that assumes full legal
responsibility for determining,
implementing end monitoring policies
governing the hospice’s total operation.

The governing body must designate an
individual who is responsible for the
day to day management of the hospice
program.

The governing body must also ensure
that all services provided are consistent
with accepted standards of practice.

§ 418.54 Condition of participation—
Medical director.

The medical director must be a
hospice employee who is a doctor of

medicine or osteopathy who assumes
overall responsibility for the medical
component of the hospice's patient care
program.

§ 418.56 Condition of participation—
Professional management.

Subject to the conditions of
participation pertaining to services in
§§ 418.80 and 418.90, a hospice may
arrange for another individual or entity
to furnish services to the hospice's
patients. If services are provided under
arrangement, the hospice must meet the
following standards:

(a) Standard: Continuity of care. The
hospice program assures the continuity
of patient/family care in home

_outpatient, and inpatient setting...

(b) Standard: Written agreement. The
hospice has a legally binding written
agreement for the provision of arranged
services. The agreement includes at
least the following:

(1) Identification of the services to be
provided.

(2) A stipulation that services may be
provided only with the express
authorization of the hospice.

(3) The manner in which the
contracted services are coordinated,
supervised, and evaluated by the
hospice.

{4) The delineation of the role(s) of the
hospice and the contractor in the
admission process, patient/family
assessment, and the interdisciplinary
group care conferences.

{5) Requirements for documenting that
services are furnished in accordance
with the agreement.

(8) The qualifications of the personnel
providing the services.

(c) Standard: Professional
management responsibility. The hospice
retains professional management
responsibility for those services and
ensures that they are furnished in a safe
and effective manner by persons
meeting the qualifications of this part,
and in accordance with the patient’s
plan of care and the other requirements
of this part.

(d) Standard: Financial responsibility.
The hospice retains responsibility for
payment for services.

(e) Standard: Inpatient care. The
hospice ensures that inpatient care is
furnished only in a facility which meets
the requirements in § 418.98 and its
arrangement in a legally binding written
agreement that meets the requirements
of paragraph (b) and that also specifies,
at a minimum—

(1) That the hospice furnishes to the
inpatient provider a copy of the patient’s
plan of care and specifies the inpatient
services to be furnished;
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{2) That the inpatient provider has
established policies consistent with
those of the hospice and agrees to abide
by the patient care protocols established
by the hospice for its patients;

(3) That the medical record includes a
record of all inpatient services and
events and that a copy of the discharge
summary and, if requested, a copy of the
medical record are provided to the
hospice;

(4) The party responsible for the
implementation of the provisions of the
agreement; and

(5) That the hospice retains
responsibility for appropriate hospice
care training of the personnel who
provide the care under the agreement.

§418.58 Conditions of participation—Plan
of care.

A written plan of care must be
established and maintained for each
individual admitted to a hospice
program, and the care provided to an
individual must be in accordance with
the plan.

(a) Standard: Establishment of plan,
The plan must be established by the
attending physician, the medical
director or physician designee and
interdisciplinary group prior to
providing care.

{(b) Standard: Review of plan. The
plan must be reviewed and updated, at
intervals specified in the plan, by the
attending physician, the medical
director or physician designee and
interdisciplinary group. These reviews
must be documented.

(c) Standard: Content of plan. The
plan must include assessment of the
individual's needs and identification of
the services including the management
of discomfort and symptom relief. It
must state in detai] the scope and
frequency of services needed to meet
the patient’s and family's needs.

§ 418.60 Condition of participation—
Continuation of care.

A hospice may not discontinue or
diminish care provided to a Medicare
beneficiary because of the beneficiary's
inability to pay for that care.

§ 418.62 Condition of participation—
Informed consent.

A hospice must demonstrate respect
for an individual's rights by ensuring
that an informed consent form that
specifies the type of care and services
that may be provided as hospice care
during the course of the illness has been
obtained for every individual, either
from the individual or representative as
defined in § 418.3.

§ 418.64 Condition of participation—
Inservice training.

A hospice must provide an ongoing
program for the training of its
employees.

§418.66 Condition of participation~—
Quality assurance.

A hospice must conduct an ongoing,
comprehensive, integrated, self-
assessment of the quality and
appropriateness of care provided,
including inpatient care, home care and
care provided under arrangements. The
findings are used by the hospice to
correct identified problems and to revise
hospice policies if necessary. Those
responsible for the quality assurance
program must-—

(a) Implement and report on activities
and mechanisms for monitoring the
quality of patient care;

(b) Identify and resolve problems; and

(c) Make suggestions for improving
patient care.

§ 418.68 Condition of participation—
interdisciplinary group.

The hospice must designate an
interdisciplinary group or groups
composed of individuals who provide or
supervise the care and services offered
by the hospice.

(a) Standard: Composition of group.
The hospice must have an
interdisciplinary group or groups that
include at least the following individuals
who are employees of the hospice:

(1) A doctor of medicine or
osteopathy.

(2) A registered nurse.

(3) A social worker.

{4) A pastoral or other counselor.

{b) Standard: Role of group. The
interdisciplinary group is responsible
for—

(1) Participation in the establishment
of the plan of care;

(2) Provision or supervision of hospice
care and services;

(3} Periodic review and updating of
the plan of care for each individual
receiving hospice care; and

(4) Establishment of policies
governing the day-to-day provision of
hospice care and services.

(c) If a hospice has more than one
interdisciplinary group, it must
designate in advance the group it
chooses to execute the functions
described in paragraph (b}(4) of this
section.

(d) Standard: Coordinator. The
hospice must designate a registered
nurse to coordinate the implementation
of the plan of care for each patient.
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§418.70 Condition of participation—
Volunteers.

The hospice in accordance with the
numerical standards, specified in
paragraph (e) of this section, uses
volunteeers, in defined roles, under the
supervision of a designated hospice
employee.

(a) Standard: Training. The hospice
must provide appropriate orientation
and training that is consistent with
acceptable standards of hospice
practice.

(b) Standard: Role. Volunteers must
be used in administrative or direct
patient care roles.

(c) Standard: Recruiting and retaining.
The hospice must document active and
ongoing efforts to recruit and retain
volunteers.

(d) Standard: Cost saving. The hospice
must document the cost savings
achieved through the use of volunteers.
Documentation must include—

(1) The identification of necessary
positions which are occupied by
volunteers;

(2) The work time spent by volunteers
occupying those positions; and

(3) Estimates of the dollar costs which
the hospice would have incurred if paid
employees occupied the positions
identified in paragraph (dj(1) for the
amount of time specified in paragraph
(d)(2).

(e) Standard: Level of activity. A
hospice must document and maintain a
volunteer staff sufficient to provide
administrative or direct patient care in
an’amount that, at a minimum, equals 5
percent of the total patient care hours of
all paid hospice employees and contract
staff. The hospice must document a
continuing level of volunteer activity.
Expansion of care and services achieved
through the use of volunteers, including
the type of services and the time
worked, must be recorded.

(f) Standard: Availability of clergy.
The hospice must niake reasonable
efforts to arrange for visits of clergy and
other members of religious organizations
in the community to patients who
request such visits and must advise
patients of this opportunity.

§ 418.72 Condition of participation—
Licensure.

The hospice and all hospice
employees must be licensed in
accordance with applicable Federal,
State and local laws and regulations.

(a) Standard: Licensure of program. If
State or local law provides for licensing
of hospices, the hospice must be
licensed. ’

(b) Standard: Licensure of employees.
Employees who provide services must
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be licensed, certified or registered in
accordance with applicable Federal or
State laws.

§418.74 Condition of participztion—
Central clinlcal records.

In accordance with accepted
principles of practice, the hospice must
establish and maintain a clinical record
for every individual receiving care and
services. The recoid must be complete,
promptly and accurately documented,
readily accessible and systematically
organized to facilitate retrieval.

(a) Standard: Content. Each clinical
record is a comprehensive compilation
of infcrmation. Entries are made for &ll
services rrzvided. Entries are made and
signed by the person providing the
services. The record includes all
services whether furnished directly or
under arrangement$ made by the
hospice. Each individual's record
contains—

(1) The initial and subsequent
assessments;

(2) The plan of carz;

(3) Identification data;

(4) Consent and euthorization and
election forms;

(5) Pertinent medical historv: and

(€) Complete documentation cf all
services and events {including
evaluations, treatinents, progress notes,
elc.).
(b) Standard; Praotection of
information. The hespice must
safeguard the clinicul record against
loss, destruction and unauthorized use.

Core Services

§ 418,60 Condition of patticipation—Care
services.

A hospice must ensure that
substantially all the core services
described in §§ 418.82-418.88 are
routinely provided directly by hospice
employees. A hospice may use
contracted staff if necessary to
supplement hospice cmployzes in order
to meet the needs of patients during
periods of peak patient loads or under
extraordinary circumssances. If
contracting is used, the hospice must
maintain professional, financial, and
administrative responsibility for the
services and must assure that the
qualifications of staff and services
provided meet the requirements
specified in §§ 418.82-418.88.

§ 418.82 Conditions of participation—
Hursing services.

« The hospice must provide nursing care
and services by cr under the supervision
of a registered nurse.

(a) Nursing services must be directed
.and staffed to aseure that the nursing
reeds of patients are met.

{b) Patient care responsibilities of
nursing personnel must be specified.

(c) Services must be provided in
accordance with recognized standards
of practice.

§ 418.84 Condition of participation—
Medical social services.

Medical social services must be
provided by a qualified social worker,
under the direction of a physician.

§418.86 Conditions of participation-—~
Physician services.

In addition to palliation and
management of terminal illness and
related conditions, physician employees
of the hospice, including tke phynician
member(s) of the interdisciplinary group,
must also meet the general medical
needs of the patients to the extent that
these needs are not met by the attending
physician.

§418.88 Condition of participation—
Counseling services.

Counseling services must be available
to both the individual and the family.
Counseling includes bereavement
counczeling, nroviding after the patient’s
death as well as dietary, spiritual and
any other counseling services for the
individual and family provided while
the individual is enroiled in the hospice.

(a) Standord: Bereavement
counseling. There must be an organized
program for the provision of
bereavement services under the
supervision of a qualified professional.
The plan of care for these services
should reflect family needs, as well as a
clear delineation of services to be
provided and the frequency of scrvice
delivery {up tc one year following the
death of the patient). A special coverage
provision for bereavement counseling is
specified § 418.204(c).

(b} Stendord: Dieta:y counseling.
Dietary counseling, when required, must
be provided by a qualified individual.

(¢) Standard: Spirvitual counseling.
Spiritual counseling must include notice
to patients as to the availability of
clergy as provided in § 418.70(f].

(1) Standard: Additional counseling.
Counseling may be provided by other
members of the interdisciplinary group
as well as by other qualified
professionals as determined by the
hospice.

Other Services

§418.90 Condition of participatioin—Other
services.

A hospice must ensure that the
services described in §§ 418.92-418.98
are provided directly by hospice
employees or under arrangements made
by the hospice as specified in § 418.586.
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§418.92 Condition of participation—
Physical therapy, occupational therapy, and
gspeech-language pathology.

Physical therapy services,
occupational therapy services, and
speech-language pathology services
must be available, and when provided,
offered in a manner consistent with
accepted standards of practice.

§418.94 Condition of participation—
Horme health aside and homemaker services.

Home health aide and homemaker
services must be available and adsquate
in frequency to meet the needs of the
patients. A home health aide is a person
who meets the training, attitude and
skill requirements specified in § 405.1227
of this chapter.

(a) Standard: Supervision. A
registered nurse must visit the hcme site
at least every two weeks when aide
services are being provided, and the
visit must include an assessment of the
aide services,

(b) Standard: Duties. Written
instructions for patient care are
prepared by a registered nurse. Duties
iuclude, but may not be limited to, the
duties specified in § 405.1227(a) of this
chapter.

§ 418.96 Conditicn of participation—
Medical supplies.

Medical supplies and appliances
including drugs and biologicals, must be
provided as needed for the palliation
and management of the terminal illness
and related conditions.

(a) Standard: Administration. All
drugs and biologicals must be
administered in accordance with
accepted standards of practice.

(b) Standard: Controlled drugs in the
patient's home. The hospice must have a
policy for the disposal of controlled
drugs maintained in the patient’s home
when those drugs are no longer needed
by the patient.

(c) Standard: Administration of drugs
and biolcgicals. Drugs and biologicals
are admirisiered only by the following
individuals:

(1) A licensed nurse or physician.

(2) An employee who has completed a
State-approved training program in
medication administration.

(3} The patient if his or her attending
physician has approved.

.(4) Any other individual in accordance
with applicable State and local laws.
The persons and each drug and
biological they are authorized to
administer must be specified in the
patient's plan of care.
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§ 418,98 Condition of participation~Short
term Inpatient care. .

Inpatient care must be available for
pain control, symptom management and
respite purposes, and

Must be provided in a participating
Medicare or Medicaid facility.

(a) Standard: Inpatient care for
sympiom control. Inpatient care for pain
control and symptom management must
be provided in one of the following:.

(1) A hospice that meets the condition
of participation for providing inpatient
care directly as specified in § 418.100.

(2) A hospital or an SNF that also
meets the standards specified in
§ 418.100 (a) and (f) regarding 24-hour
nursing service and patient areas.

(b) Standard: Inpatient care for
respite purposes. Inpatient care for
respite purposes must be provided by
one of the following:

(1} A provider specified in paragraph
(a) of this section.

(2) An ICF that also meets the
standards specified in § 418.100 (a) and
(f) regarding 24-hour nursing service and
patient areas.

(¢) Standard: Inpatient care
limitation. Except as provided in
paragraph (d] of this section, the total
number of inpatient days used by
Medicare beneficiaries who elected
hospice coverage in any 12-month
period preceding a certification survey
in a particular hospice may not exceed
20 percent of the total number of hospice
days for this group of beneficiaries.

(d) Standard: Exemption from
limitation. Until October 1, 1986, any
hospice that began operation before
January 1, 1975 is not subject to the
limitation specified in paragraph (c}.

Freestanding Hospice With Inpatient
Unit

§ 418.100 Condition of participation for
freestanding hospices providing inpatient
care directly.

A freestanding hospice that provides
inpatient care directly must comply with
all of the following standards.

(a) Standard: Twenty-four-hour
nursing service.

(1) The facility provides 24-hour
nursing services which are sufficient to
meet total nursing needs and which are
in accordance with the patient plan of
care. Each patient receives treatments,
medications, and diet as prescribed, and
is kept comfortable, clean, well-
groomed, and protected from accident,
injury, and infection.

(2) Each shift must include a
registered nurse who provides direct
patient care;

(b) Standard: Disaster preparedness.

The hospice has an acceptable written
plan, periodically rehearsed with staff,

with procedures to be followed in the
event of an internal or external disaster
and for the care of casualties (patients
and personnel] arising from such
disasters.

(c) Standard: Health and safety laws.
The hospice must meet all Federal,
State, and local laws, regulations, and
codes pertaining to health and safety,
such as provisions regulating—

(1) Construction, maintenance, and
equipment for the hospice;

(2) Sanitation;

(3) Communicable and reportable
diseases; and

(4) Post mortem procedures.

(d) Standard: Fire protection. Except
as provided in paragraph {e) of this
section, the hospice must meet the
health care occupancy provisions of the
1981 edition of the Life Safety Code of
the National Fire Protection Association
which is incorporated by reference.!

(e) Standard: Fire protection waivers.
(1) In consideration of a
recommendation by the State survey
agency, HCFA may waive specific
provisions of the Life Safety Code
required by paragraph (d) of this
section, for as long as it considers
appropriate, if—

(i) The waiver would not adversely
affect the health and safety of the
patients; and

(ii) Rigid application of specific
provisions of the Code would result in
unreasonable hardship for the hospice.

(2} Any facility of two or more stories
that is not of fire resistive construction
and is participating on the basis of a
waiver of construction type or height,
may not house blind, nonambulatory, or
physically handicapped patients above
the street-level floor unless the facility—

(i) Is one of the following construction
types (as defined in the Life Safety
Code)—

(A) Type II {1, 1, 1}—protected
noncombustible;

(B) Fully sprinklered Type II (0, 0, 0)—
noncombustible;

(C) Fully sprinklered Type III (2, 1,
1)—protected ordinary;

(D) Fully sprinklered Type V (1,1, 1}—
protected wood frame; or

(ii) Achieves a passing score on the
Fire Safety Evaluation System (FSES).

(f) Standard: Patient areas. (1) the
hospice must design and equip areas for
the comfort and privacy of each patient
and family members.

{2) The hospice must have—

(i) Physical space for private patient/
family visiting;

(ii) Accommodations for family
members to remain with the patient
throughout the night;

! See footnote to § 405.1022(b) of this chapter.
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(iii) Accommodations for family
privacy after a patient’s death;

(iv) Decor which is homelike in design
and function,

(3) Patients must be permitted to
receive visitors at any hour, including
small children.

{(g) Standard: Patient rooms and toilet
facilities. Patient rooms are designed
and equipped for adequate nursing care
and the comfort and privacy of patients.

(1) Each patient’s room must—

(i) Be equipped with or conveniently
located near toilet and bathing facilities;

(i) Be at or above grade level;

(iii) Contain a suitable bed for each
patient and other appropriate furniture;

(iv) Have closet space that provides
security and privacy for clothing and
personal belongings;

(v) Contain no more than four beds;

(vi) Measure at least 100 square feet
for a single patient roomor 80 square
feet for each patient for a multipatient
room; and

(vii) Be equipped with a device for
calling the staff member on duty.

(2) For an existing building, HCFA
may waive the space and occupancy
requirements of paragraphs (g}{1) (v)
and (vi) of this section for as long as it is
considered appropriate if it finds that—

(i) The requirements would result in
unreasonable hardship on the hospice if
strictly enforced; and

(ii) The waiver serves the particular
needs of the patients and does not
adversely affect their health and safety.

(h) Standard: Bathroom facilities. The
hospice must—

(1) Provide an adequate supply of hot
water at all times for patient use; and

(2) Have plumbing fixtures with
control valves that automatically
regulate the temperature of the hot
water used by patients.

(i) Standard: Linen. The hospice has
available at all times a quantity of linen
essential for proper care and comfort of
patients. Linens are handled, stored,
processed, and transported in such a
manner as to prevent the spread of
infection.

(i) Standard: Isolation areas. The
hospice must make provision
for isolating patients with infectious
diseases.

(k) Standard: Meal service, menu
planning, and supervision. The hospice
must—

(1) Serve at least three meals or their
equivalent each day at regular times,
with not more than 14 hours between a
substantial evening meal and breakfast;

(2) Procure, store, prepare, distribute,
and serve all food under sanitary
conditions;
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(3) Have a staff member trained or
experienced in food management or
nutrition who is responsible for—

(i) Planning menus that meet the
nutritional needs of each patient,
following the orders of the patient’s
physician and, to the extent medically
possible, the recommended dietary
allowances of the Food and Nutrition
Board of the National Research Council,
National Academy of Sciences
(Recommended Dietary Allowances {9th
ed., 1981) is available from the Printing
and Publications Office, National
Academy of Sciences, Washington, D.C.
20418); and

{ii) Supervising the meal preparation
and service to insure that the menu plan
is followed; and

(4) If the hospice has patients who
require medically prescribed special
diets, have the menus for those patients
planned by a professionally qualified
dietitian and supervise the preparation
and serving of meals to insure that the
patient accepts the special diet.

(1) Standard: Pharmaceutical hospice
service. The hospice provides
appropriate methods and procedures for
the dispensing and administering of
drugs and biologicals. Whether drugs
and biologicals are obtained from
community or institutional pharmacists
or stocked by the facility, the facility is
responsible for drugs and biologicals for
its patients, insofar as they are covered
under the program and for ensuring that
pharmaceutical services are provided in
accordance with accepted professional
principles and appropriate Federal,
State, and local laws. (See § 405.1124(g),
(h), and (i) of this chapter.)

(1) Licensed pharmacist: The hospice
must—

(i) Employ a licensed pharmacist; or

(ii) Have a formal agreement with a
licensed pharmacist to advise the
hospice on ordering, storage,
administration, disposal, and
recordkeeping of drugs and biologicals.

(2} Orders for medications.

(i} A physician muat order all
medications for the patient.

(ii} If the medication order is verbal—

(A) The physician must give it only to
a licensed nurse, pharmacist, or another
physician; and

(B) The individual receiving the order
must record and sign it immediately and
have the prescribing physician sign it in
a manner consistent wiih good n:edical
practice.

(3) Administering medications.
Medications are administered ounly by
one of the following individuals:

(i) A licensed nurse or physician.

(ii) An employee who has completed a
State-approved training program in
medication administration.

(iii) The patient if his or her attending
physician has approved.

(4) Control and accountability. The
pharmaceutical service has procedures
for control and accountability of all
drugs and biologicals throughout the
facility. Drugs are dispensed in
compliance with Federal and State laws.
Records of receipt and disposition of all
controlled drugs are maintained in
sufficient detzil to enable an accurate
reconciliation. The pharmacist
determines that drug records are in
order and that an account of all
controlled drugs is maintained and
reconciled.

(5) Labeling of drugs and biologicals.
The labeling of drugs and biologicals is
based on currently accepted
professional principles, and includes the
appropriate accessory and cautionary
instructions, as well as the expiration
date when applicable.

(6) Storage. In accordance with State
and Federal laws, all drugs and
biologicals are stored in locked
compartments under proper temperature
controls and only authorized personnel
have access to the keys. Separately
locked compartments are provided for
storage of controlled drugs listed in
Schedule II of the Comprehensive Drug
Abuse Prevention & Control Act of 1970
and other drugs subject to abuse, except
under single unit package drug
distribution systems in which the
quantity stored is minimal and a missing
dose can be readily detected. An
emergency medication kit approved by
the pharmaceutical services committee
is kept readily available.

(7) Drug disposal. Controlled drugs no
longer needed by the patient are
disposed of in compliance with State
requirements. In the absence of State
requirements, the pharmacist and a
registered nurse dispose of the drugs
and prepare a record of the disposal

Subpart D—Covered Services

§418.200

To be covered, hospice services must
meet the following requirements. They
must be reascnable and necessary for
the pailiation or management of the
terminal illiness as well as related
conditions. The individual must elect
hospice care in accordance with § 418.24
and a plan of care must be established
as set forth in § 418.58 before services
are provided. The services must be
consistent with the plan of care. A
certification that the individual is
terminally ill must be completed as set
forth in § 418.22.

Requiremerits for coverage.
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§418.202 Covered services.

All services must be performed by
appropriately qualified personnel, but it
i the nature of the service, rather than
the qualification of the person who
provides it, that determines the coverage
category of the service. The following
services are covered hospice services:

(a) Nursing care provided by or under
the supervision of a registered nurse.

(b) Medical social services provided
by a social worker under the direction of
a physician.

(c) Physicians’ services performed by
a physician as defined in § 405.232a of
this chapter except that the services of
the hospice medical director or the
physician member of the
interdisciplinary group must be
performed by a doctor of medicine or
osteopathy.

(d) Counseling services provided ta
the terminally iil individual and the
family members or other persons caring
for the individual at home. Counseling,
including dietary counseling, may be
provided both for the purpose of training
the individual's family or other caregiver
to provide care, and for the purpose of
helping the individual and those caring
for him or her to adjust to the
individual’s approaching death.

(e} Short-term inpatient care provided
in a participating hospice inpatient unit,
or a participating hospital or SNF, that
additionally meets the standards in
§ 418.100 (a) and {f} regarding staffing
and patient areas. Services provided in
an inpatient setting must conform to the
written plan of care. Inpatient care may
be required for procedures necessary for
pain control or acute or chronic
symptom management.

Inpatient care may also be furnished
as a means of providing respite for the
individual's family or other persons
caring for the individual at home.
Respite care must be furnished as
specified in § 418.98(b). Payment for

. inpatient care will be made at the rate

appropriate to the level of care as
specified in § 418.302.

(f) Medical appliances and supplies,
including drugs and biologicals. Only
drugs as defined in section 1861(t) of the
Act and which are used primarily for the
relief of pain and symptom control
related to the individual's terminal
illness are covered. Appliances may
include covered durable medicsl
equipment as described in § 405.231(g)
of this chapter as well as other self-help
and personal comfort items related to
the palliation or management of the
patient’s terminal illness. Equipment is
provided by the hospice for use in the
patient’s home while he or she is under
hospice care. Medical supplies include
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those that are part of the written plan of
care.

(g) Home health aide services
furnished by qualified aides as
designated in § 418.94 and homemaker
services. Home health aides may
provide personal care services as
described in § 405.127(d) of this chapter.
Aides may also perform household
services to maintain a safe and sanitary
environment in areas of the home used
by the patient, such as changing the bed
or light cleaning and laundering
essential to the comfort and cleanliness
of the patient. Aide services must be
provided under the general supervision
of a registered nurse. Homemaker
services may include assistance in
personal care, maintenance of a safe
and healthy environment and services to
enable the individual to carry out the
treatment plan.

(h) Physical therapy, occupational
therapy and speech-language pathology
services in addition to the services
described in § 405.127(c) of this chapter
provided for purposes of symptom
control or to enable the patient to
maintain activities of daily living and
basic functional skills.

§ 418.204 Speclal coverage requirements.

(a) Periods of crisis. Nursing care may
be covered on a continuous basis for as
much as 24 hours a day during periods
of crisis as necessary to maintain an
individual at home. Either homemaker
or home health aide services or both
may be covered on a 24-hour continuous
basis during periods of crisis but care
during these periods must be
predominantly nursing care. A period of
crisis is a period in which the individual
requires continuous care to achieve
palliation or management of acute
medical symptoms.

(b) Respite care. (1) Respite care is
short-term inpatient care provided to the
individual only when necessary to
relieve the family members or other
persons caring for the individual.

(2) Except as provided in paragraph
(b}(3), respite care may be provided only
on an occasional basis and may not be
reimbursed for more than five
consecutive days at a time.

(3) Until October 1, 1986, any hospice
that began operation before January 1,
1975 is not subject to the limitation on
the frequency and number of respite
care days.

(c) Bereavement counseling.
Bereavement counseling is a required
hospice service but it is not
reimbursable.

Subpart E—Reimbursement Methods

§ 418.301 Reimbursement for hospice
care.

(a) Medicare payment for covered
hospice care is made in accordance with
the method set forth in § 418.302.

(b) Medicare reimbursement to a
hospice in a cap period is limited to a
cap amount specified in § 418.309.

§418.302 Payment procedures for
hospice care.

(a) HCFA establishes payment
amounts to reimburse specific categories
of covered hospice care.

(b} Payment amounts are determined
within each of the following categories:

(1) Routine home care day. A routine
home care day is a day on which an
individual who has elected to receive
hospice care is at home and is not
receiving continuous care as defined in
paragraph (b)(2) of this section.

(2) Continuous home care day. A
continuous home care day is a day on
which an individual who has elected to
receive hospice care is not in an
inpatient facility and receives hospice
care consisting predominantly of nursing
care on a continuous basis at home.
Home health aide or homemaker
services or both may also be provided
on a continuous basis. Continuous home
care is only furnished during brief
periods of crisis as described in
§ 418.204(a) and only as necessary to
maintain the terminally ill patient at
home.

(3) Inpatient respite care day. An
inpatient respite care day is a day on
which the individual who has elected
hospice care receives care in an
approved facility on a short-term basis
for respite.

(4) General inpatient care day. A
general inpatient care day is a day on
which an individual who has elected
hospice care receives general inpatient
care in an inpatient facility for pain
control or acute or chronic symptom
management which cannot be managed
in other settings.

(c) The payment amounts for the
categories of hospice care are fixed
payment rates that are calculated by
HCFA in accordance with the
procedures described in § 418.306.
Payment rates are determined for the
following categories:

(1) Routine home care.

(2) Continuous home care.

(3) Inpatient respite care.

{4) General inpatient care.

(d) The intermediary reimburses the
hospice at the appropriate payment
amount for each day for which an
eligible Medicare beneficiary is under
the hospice’s care.
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(e) The intermediary makes payment
according to the following procedures:

(1) Payment is made to the hospice for
each day during which the beneficiary is
eligible and under the care of the
hospice, regardless of the amount of
services furnished on any given day.

(2) Payment is made for only one of
the categories of hospice care described
in § 418.302(b) for any particular day.

(3) On any day on which the
beneficiary is not an inpatient, the
hospice is paid the routine home care
rate, unless the patient receives
continuous care as defined in paragraph
(b)(2) of this section for a period of at
least 8 hours. In that case, a portion of
the continuous care day rate is paid in
accordance with paragraph (4) of this
section.

{4) The hospice payment on a
continuous care day varies depending
on the number of hours of continuous
services provided. The continuous home
care rate is divided by 24 to yield an
hourly rate. The number of hours of
continuous care provided during a
continuous home care day is then
multiplied by the hourly rate to yield the
continuous home care payment for that
day. A minimum of 8 hours of care must
be furnished on a particular day to
qualify for the continuous home care
rate.

{(5) Subject to the limitations described
in paragraph (f) of this section, on any
day on which the beneficiary is an
inpatient in an approved facility for
inpatient care, the appropriate inpatient
rate (general or respite) is paid
depending on the category of care
furnished. The inpatient rate (general or
respite) is paid for the date of admission
and all subsequent inpatient days,
except the day on which the patient is
discharged. For the day of discharge, the
appropriate home care rate is paid
unless the patient dies as an inpatient.
In the case where the beneficiary is
discharged deceased, the inpatient rate
(general or respite) is paid for the
discharge day. Payment for inpatient
respite care is subject to the requirement
that it may not be provided
consecutively for more than 5 days at a
time. Payment for the sixth and any
subsequent day of respite care is made
at the routine home care rate.

(f) Payment for inpatient care is
limited as follows: (1) The total payment
to the hospice for inpatient care (general
or respite) is subject to a limitation that
total inpatient care days for Medicare
patients not exceed 20 percent of the
total days for which these patients had
elected hospice care,

(2) At the end of a cap period, the
intermediary calculates a limitation on
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payment for inpatient care to ensure
that Medicare payment is not made for
days of inpatient care in excess of 20
percent of the total number of days of
hospice care furnished to Medicare
patients.

(3) If the number of days of inpatient
care furnished to Medicare patients is
equal to or less than 20 percent of the
total days of hospice care to Medicare
patients, no adjustment is necessary.
Overall payments to a hospice are
subject to the cap amount specified in
§ 418.309.

{4) If the number of days cf inpatient
care furnished to Medicare patients
exceeds 20 percent of the total days of
hospice care to Medicare patients, the
total payment for inpatient care is
determined in accordance with the
procedures specified in paragraph A15)
of this section. That amount is compared
to actual payments for inpatient care,
and any excess reimbursement must be
refunded by the hospice. Overall’
payments to the hospice are subject to
the cap amount specified in § 418.309.

(5) If a hospice exceeds the number of
inpatient care days described in
paragraph (f){4), the total payment for
inpatient care is determined as follows:

(i) Calculate the ratio of the maximum
number of allowable inpatient days to
the actual number of inpatient care days
furnished by the hospice to Medicare
patients.

(ii) Multiply this ratio by the total
reimbursement for inpatient care made
by the intermediary.

(iii) Multiply the number of actual
inpatient days in excess of the limitation
by the routine home care rate.

(iv) Add the amounts calculated in
paragraphs {f)(5) {ii) and (iii) of this
section.

§ 418.304 Payment for physician services.

(a) The following services performed
by hospice physicians are included in
the rates described in § 418.302:

(1) General supervisory services of the
medical director.

(2) Participation in the establishment
of plans of care, supervision of care and
services, periodic review and updating
of plans of care, and estahlishment of
governing policies by the physician
member of the interdisciplinary group.

(b) For services not described in
paragraph {a) of this section, a specified
Medicare contractor pays the hospice an
amount equivalent to 100 percent of the
physician's reasonable charge for those
physician services furnished by hospice
employees or under arrangements with
the hospice. Reimbursement for thege
physician services is included in the
amount subject to the hospice payment
limit described in § 418.309. Services

furnished voluntarily by physicians are
not reimbursable.

(c) Services of the patient’s attending
physician, if he or she is not an
employee of the hospice or providing
gervices under arrangements with the
hospice, are not considered hospice
services and are not included in the
amount subject to the hospice payment
limit described in § 418.309. These
services are paid by the carrier under
the procedures in Subparts D or E, Part
405 of this chapter.

§ 418.306 Determination of the payment
rates.

{a) HCFA calculates payment rates for
each of the categories of hospice care
described in § 418.302(c).

(b) Each rate is equal to &
prospectively determined amount which
HCFA estimates equals the costs
incurred by hospice generally in
efficiently providing that type of hospice

‘care to Medicare beneficiaries.

{c) The rates are adjusted by the
intermediary to reflect local differences
in wages.

{(d) HCFA will publish as a notice in
the Federal Register any proposal to
change paymeut rates or the
methodology for determining those
rates.

§ 418.308 Limitation on the amount of
hospice payments.

(a) Except as specified in paragraph
(b) of this section, the total Medicare
payment to a hospice for care furnished
during a cap period is limited by the
hospice cap amount specifiad in
§ 418.309.

(b) Until October 1, 1966, payment to a
hospice that began operation before
January 1, 1875 is not limited by the
amount of the hospice cap specified in
§ 418.309,

(c) The intermediary notifies the
hospice of the determination of program

. reimbursement at the end of the cap

year in accordance with procedures
similar to those described in 42 CFR
405.1803.

(d) Payments made to a hospice
during cap period that exceed the cap
amount are overpayments and must be
refunded.

§ 418.309. Hospice cap amount.

The hospice cap amount is calculated
using the following procedures:

(a) The cap amount is $8,500 per year
and is adjusted for inflatior. or deflation
for cap years that end after October 1,
1984, by using the percentage change in
the medical care expenditure category
of tha Consumer Price Index (CPI) for
urban consumers that is published by
the Bureau of Labor Statistics. This

adjustment is made using the change in
the CPI from March 1984 to the fifth
month of the cap year. The cap year
runs from November 1 of each year until
October 31 of the following year.

(b) Each hospice's cap amount is
calculated by the intermediary by
multiplying the adjusted cap amount
determined in paragraph (a) of this
section by the number of Medicare
beneficiaries who elected to receive
hospice care from that hospice during
the cap period. For purposes of this
calculation, the number of Medicare
beneficiaries includes—

(1) Those Medicare beneficiaries who
have not previously been included in the
calculation of any hospice cap and who
have filed an election to receive hospice
care, in accerdance with § 418.24, from
the hospice during the period beginning
on September 28 (35 days before the
beginning of the cap period) and ending
on September 27 (35 days before the end
of the cap period).

(2) In the case in which a beneficiary
has elected to receive care from more
than one hospice, each hospice includes
in its number of Medicare beneficiaries
only that fraction which represents the
portion of a patient’s total stay in all
hospices that was spent in that hospice.
(The hospice can obtain this information
by contacting the intermediary.)

§418.310 Reporting and recordkeeping
requirements.

Hospices must provide reports and
keep records as the Secretary
determines necessary to administer the
program.

§ 418.311 Administrative appeals.

A hospice that believes its payments
have not been properly determined in
accordance with these regulations may

" request a review from the intermediary

or the Provider Reimbursement Review
Board (PRRB) if the amount in
controversy is at least $1,000 or $10,000,
respectively. In such a case, the
procedure in 42 CFR Part 405, Subpart R,
will be followed to the extent that it is
applicable. The PRRB, subject to review
by the Secretary under § 405.1874 of this
chapter, shall have the authority to
determine the issues raised. The
methods and standards for the
calculation of the payment rates by
HCFA are not subject to appeal.

Subpart F—Coinsurance

§ 418.400 Individual liability for
co!nsurance for hospice care.

An individual who has filed an
election for hospice care in accordance
with §418.24 is liable for the fgllowing
coinsurance payments. Hospices may
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charge individuals the applicable
coinsurance amounts. .

{(a) Drugs and biologicals. An
individual is liable for a coinsurance
payment for each palliative drug and
biological prescription furnished by the
hospice while the individual is not an
inpatient. The amount of coinsurance for
each prescription approximates 5
percent of the cost of the drug or
biological to the hospice determined in
accordance with the drug copayment
schedule established by the hospice,
except that the amount of coinsurance
for each prescription may not exceed $5.
The cost of the drug cr biological may
not exceed what a prudent buyer would
pay in similar circumstances. The drug
copayment schedule must be reviewed
for reasonableness and approved by the
intermediary before it is used.

(b) Respite care. The amount of
coinsurance for each respite care day is
equal to 5 percent of the payment made
by HCFA for a respite care day.

(2) The amount of the individual's
coinsurance liability for respite care
during a hospice coinsurance period
may not exceed the inpatient hospital
deductible applicable for the year in
which the hospice coinsurance period
began.

(3) The individual hospice
coinsurance period—

(i) Begins on the first day an election .
filed in accordance with § 418.24 is in
effect for the beneficiary; and

(ii} Ends with the close of the first
period of 14 consecutive days on each of
which an election is not in effect for the
beneficiary.

§ 418.402 Individual liability for services
that are not considered hospice care.

Medicare payment to the hospice
discharges an individual’s liability for
payment for all services, other than the
hospice coinsurance amounts described
in § 418.400, that are considered covered
hospice care (as described in § 418.202).
The individual is liable for the Medicare
deductibles and coinsurance payments
and fer the difference between the
reasonable and actual charge on
unassigned claims on other covered
services that are not considered hospice
care. Examples of services not
considered hospice care include:
services furnished before or after a
hospice election period; services of the
individual's attending physician, if the
attending physician is not an employee
of or working under an arrangement
with the hospice; or Medicare services
received for the treatment of an illness
or injury not related to the individual's
terminal condition.

§ 418.405 Reduction of Medicare
reimbursement by individual coinsurance
liability. ‘

The Medicare payment rates
established by HCFA in accordance
with § 418.306 are not reduced when the
individual is liable for coinsurance
payments. Instead, when determining
the payment rates, HCFA offsets the
estimated cost of services by an
estimate of average coinsurance
amounts hospices collect.

PART 420—PROGRAM INTEGRITY

The authority citation for Part 420
reads as follows:

Autherity: Secs. 1102, 1128, 1862(d), 1862(e),
1866(b)(2) (1), (E), and (F), 1871, 1902(a)(39),
and 1903(i)(2) of the Social Security Act (42
U.S.C. 1302, 1320a-7, 1395y(d), 1395y(e),
1395cc(b)(2) (D), (E), and (F), 1385hh,
1396a(a}(39}, and 1396b(i}(2)).

I. Part 420 is amended as follows:

1. In subpart A, § 420.2 is amended by
revising the definition of “Provider” to
read as follows:

Subpart A—General Provisions

* . * * *

§420.2 Definitions.
L] Ld * * *

“Provider” means a hospital, a skilled
nursing facility, a comprehensive
outpatient rehabilitation facility, a home
health agency, or a hospice that has in
effect an agreement to participate in
Medicare, or a clinic, a rehabilitation
agency, or a public health agency that
has a similar agreement, but only to
furnish outpatient physical therapy or
speech pathology services.

* »* * * *

2. In Subpart D, § 420.301, the
introductory language is reprinted and
the definition of “Provider” is revised to
read as follows:

Subpart D—Access to Books,
Documents, and Records of
Subcontractors

* " * * *

§ 420.301 Definitions.

For purposes of this subpart—
* * * * *

“Provider” means a hospital, skilled
nursing facility, home health agency,
comprehensive outpatient rehabilitation
facility, a hospice, or a related
organization (as defined in § 405.427 of
this chapter) of any of these providers.

* * * * *

PART 421—INTERMEDIARIES AND
CARRIERS

]. Part 421 is amended as follows:
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1. The Table of Contents is amended
by revising the titie of § 421.117 to read
as follows:

L I A

Sec.

421.117—Designation of intermediaries for
freestanding home health agencies and
hospices.

L « * & *

Authority: Secs. 1102, 1815, 1816, 1842,
1861{u), 1871, 1874 and 1875 of the Social
Security Act (42 U.S.C. 1302, 1395g, 1395h,
1395u, 1395x{u), 1395hh, 1395kk, and 1395H),
and 42 U.S.C. 1395-1.

2. Section 421.3 is amended by
revising the definitions of
“Intermediary” and “Provider” to read
as follows:

§ 421.3 Definitions.

L2 A

“Intermediary’ means an
organization that has entered into an
agreement with the Administrator to
perform designated functions in the
administration of the Medicare program.

For purposes of designating
intermediaries for freestanding home
health agencies and hospices under
§ 421.117 as well as for applying the
performance criteria in § 421.120 and the
statistical standards in § 421.122 and
any adverse action resulting from such
application, the term intermediary also
means a Blue Cross Plan which has
entered into a subcontract approved by
the Administrator with the Blue Cross
Association to perform intermediary
functions.

“Provider” means a hospital, skilled
nursing facility (SNF), home health
agency (HHA), hospice, comprehensive
outpatient rehabilitation facility, or a
provider of outpatient physical therapy
or speech pathology services under the
Medicare program.

L TR IR I 4

3. Section 421.103 is revised to read as

follows:

§ 421.103 Option available to providers.

Except for hospices (which are
covered under § 421.117), a provider
may elect to receive payment for
covered services furnished to Medicare
beneficiaries:

(a) Directly from the Administrator, or

(b) Through an intermediary, when
both the Administrator and the
intermediary consent.

4. Section 421.104 is amended by

revising paragraph (a)(1) to read as
follows:

§ 421.104 Nominations for intermediary.

(a} Nomination by groups or
associations of providers. (1} An
association of providers, except for
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hospices, may nominate an organization
or agency to serve as intermediary for
its members.

* ¥ & % *

5. Section 421.106 is amended by
revising the introductory material in
paragraph (a) to read as follows:

§ 421.106 Chang® to another intermediary
or to direct payment.

(a) Any provider may request a
change of intermediary, or except for a
hospice, that it be paid directly by the
Administrator, by—

* ok K ¥ %

6. Saclion 421.117 is amended by
revising t-e tirie and paragraph (aj, and
by adding a new paragraph {c) to read
as folluws:

§ 421.117 Designation of intermediaries
for frecstanding home heaith agencles and
for hospices.

(a) This section is based on section
1816(e){4) of the Social Security Act,
which requires the Secretary to
designate regional intermediaries for
freestanding home health agencies
{HHASs) and on section 1816(e)(5) of the
Social Security Act, which requires the
Secretawry to designate intermediaries
for hospices.

* ok K & &

(c) Except for certain hospice
physician services, which generally are
reimbursed by carriers, hospices receive
payment for covered services furnished

to Medicare beneficiaries in accordance
with the following:

(1) Freestanding hospices receive
payment through an intermediary
designated by HCFA.

{2) Except as described in paragraph
(c)(3), hospices that are subdivisions of
other Medicare providers receive
p4ayment through the same intermediary
that serves their parent provider.

(3} A hospice whose parent provider
ic served by HCFA receives payment
through an intermediary designated by
HCFA.

7. Section 421.128 is amended by
revising paragraph (f} to read &3 foliows:

§421.128 Intermediary’s opportunity for a
hearing and right to judicis! review.

« * * * *

(1) Exception. An intermediary
adversely affected by the designation of
an intermediary under § 421.117 of this
subpart is not entitled to a hearing or
judicial review concerning adverse
effects caused by the designation of an
intermediary.

PART 489—PROVIDER AGREEMENTS
UNDER MEDICARE

The authority citation for Part 489
reads as follows:

Authority: Secs. 1102, 1814(a}, 1861, 1864,
1866, and 1871 of the Social Security Act {42
U.S.C. 1302, 1395{(a), 1395x, 1395aa, 1395cc,
and 1395hh).

K. Part 489 is amended as follows:
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1. Section 489.2 is amended by adding
a new paragraph (b)(6) to read as
follows:

§ 489.2 Scope of part.
k.2 * * * *

{b) The fcllowing providers are
subject to the provisions of this part:

L4 * * * *

(6) Hespices.

2. Section 489.55 is amended by
revising paragraph (b} lo read as
folowa:

§489.55 Exceptlons to effective date of
termination.

* * * * *

{b) In the case of home health services

furnished under a plan of treatment or
hospice care furnished under a plan of
care established before the effective
date, payment may be made for sarvices
furnished through the end of the
calendar year in which termination is
effective.
(Catalog of Federal Domestic Assistance
Program No. 13.773, Medicare Hospital
Insurance)

Dated: October 31, 1983.

Carolyne K. Davis,
Administrator, Health Care Financing
Administration.

Approved: November 4, 1983.

Margaret M. Heckler,

Secretary.

{FR Dec. 83-33331 Filed 12-13-83; 11:19 am)
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