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DEFINITIONS
200.

HOSPITAL DEFINED.

A hospital (other than tuberculosis or psychiatric) is an institution which:

A.
is primarily engaged in providing to inpatients, by or under the supervision of physicians:

1. diagnostic and therapeutic services for medical diagnosis, treatment, and care of injured, disabled, or sick persons, or

2. rehabilitation services for the rehabilitation of injured, disabled, or sick persons;

B.
maintains clinical records on all patients;

C. 
has  bylaws in effect concerning its staff of physicians;

D. 
requires that every patient must be under the care of a physician;

E.
provides 24-hour nursing service by or supervised by a registered professional nurse, and has a licensed practical nurse or registered professional nurse on duty at all times;

F.
has in effect a hospital utilization review plan;

G.
is licensed or is approved by the State or local licensing agency as meeting the standards established for such licensing;

H.
meets other health and safety requirements of the Secretary of Health and Human Services. (These additional requirements may not be higher than comparable ones prescribed for accreditation by the Joint Commission on Accreditation of Hospitals with certain exceptions specified in the law.)

I.
is not primarily for the care and treatment of mental diseases.

J.
may be approved as a swing bed facility to provide extended care services if it is a rural hospital with fewer than 50 beds or if pursuant to demonstration authority (see §213).

201.

PARTICIPATING HOSPITAL.

Payment may ordinarily be made only to a participating hospital for covered services furnished by the hospital or by others under arrangements with the hospital.  A participating hospital is an institution approved by the Health Care Financing Administration which has entered into an agreement with the Administration not to charge any patient or other person for covered items and services, except deductibles and coinsurance amounts; to return any money incorrectly collected; and to provide services on a nondiscriminatory basis in compliance with Title VI of the Civil Rights Act of 1964.
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202.

DEFINITION OF EMERGENCY INPATIENT AND OUTPATIENT SERVICES.

Payment may be made for certain Part A inpatient hospital services and Part B outpatient hospital services provided in a nonparticipating U. S. hospital where such services are necessary to prevent the death or serious impairment of the health of the individual, and when such services, because of the health of the individual, necessitate the use of the most accessible hospital available and equipped to furnish such services.  Thus, the determination of emergency services depends upon three separate findings:

A.
That an emergency existed with regard to the patient's condition; and

B.
That the hospital is a qualified emergency services hospital; and

C.
That diagnosis or treatment was given at the most accessible qualified hospital available and equipped to furnish such services.

All of the above determinations are made by the HCFA Regional Office.

202.1
DEFINITION OF AN EMERGENCY SERVICES HOSPITAL.--An emergency services hospital is a nonparticipating hospital which meets the requirements of  the law's definition of a "hospital" relating to full-time nursing services and licensure under State or applicable local law (see §200E and G).  (A Federal hospital need not be licensed under State or local licensing laws to meet the definition of emergency hospital.)  In addition, the hospital must be primarily engaged in providing, under the supervision of doctors of medicine or osteopathy, services of the type that §200A describes in defining the term hospital, and must not be primarily engaged in providing skilled nursing care and related services for patients who require medical or nursing care.  Psychiatric and tuberculosis hospitals that meet the above hospital requirements can qualify as emergency hospitals.

(Information and instructions concerning the coverage of domestic emergency hospital services are contained in the Nonparticipating Domestic Hospital Supplement, §§D-1OOff.)

Inpatient hospital services and related physician and ambulance services furnished outside the United States are covered under the limited condition in §260.4
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204.

PSYCHIATRIC HOSPITAL.

A psychiatric hospital is an institution which is primarily engaged in providing by or under the supervision of a physician, psychiatric services for the diagnosis and treatment of mentally ill persons.  To be eligible for participation in the program as a psychiatric hospital, it must meet the Medicare conditions of participation for hospitals or be deemed to meet those conditions based on accreditation by the Joint Commission on Accreditation of Hospitals, have in effect a utilization review plan and comply with additional staffing and medical record requirements necessary to carry out an active program of treatment and intensive care.  (See "Conditions of Participation for Hospitals.")

205.

CERTIFICATION OF PARTS OF INSTITUTIONS AS HOSPITALS.

Under certain conditions a distinct part of a psychiatric institution may be certified as a psychiatric or general hospital.

205.1
Part of a Psychiatric Institution as a Psychiatric Hospital.--A distinct part of a psychiatric institution can be certified as a psychiatric hospital if it meets the conditions of participation even though the institution of which it is a part does not.  If the distinct part meets requirements equivalent to the accreditation requirements of the JCAH, it can qualify under the program even though the institution itself is not accredited.

205.2
General Hospital Facility of Psychiatric Hospital.--A general hospital facility within a psychiatric hospital may be certified as a general hospital independent of the institution as a whole provided the general facility is a self-contained operational entity distinct from the rest of the institution for this purpose since the law does not provide for certifying a "distinct part" of an institution as a general hospital.

Services furnished in a separately certified general hospital facility are not subject to any of the benefit limitations applicable to the other parts of the institution, i.e., the reduction in benefit days in the first spell of illness (§217) and the 190-day lifetime maximum on inpatient services in the case of psychiatric hospitals (§218).

205.3
Part of a General Hospital as a Psychiatric Hospital.--There is no provision for a psychiatric wing of a general hospital to be certified as a psychiatric hospital.  The distinct part provisions apply only to psychiatric institutions and not to general hospitals.

A psychiatric facility which is part of a general hospital or a large medical center or complex will be included within the certification of the overall institution unless the psychiatric facility operates as a separate functioning entity, i.e., it is located in a separate building, wing, or part of a building, has its own administration, and maintains separate fiscal records.
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206.

CHRISTIAN SCIENCE SANATORIUM.

A Christian Science sanatorium operated or listed and certified by the First Church of Christ, Scientist, Boston, Mass., qualifies as both a hospital and skilled nursing facility. Sanatorium services are considered to be furnished by a sanatorium in its capacity as a hospital unless the individual elects to have them treated as sanatorium extended care services.  Inpatient care in such an institution whether as hospital services or extended care services can begin or prolong a "spell of illness" (§215).

Payment may be made to a participating sanatorium for as many as 120 days of covered Christian Science care in the same spell of illness--up to 90 days under the hospital provision and up to 30 days under the extended care provision.  Payment for sanatorium extended care services may not be made for more than 30 days in each spell of illness, instead of the 100 days applicable to extended care services generally.

Payment can be made in the same spell of illness for both inpatient hospital services furnished in a hospital and those furnished by a sanatorium in its capacity as a hospital, but the total days of covered care cannot exceed the maximum of 90 days in a spell of illness (§216).

Payment may not be made for sanatorium extended care services after an individual has been furnished posthospital inpatient extended care services during the same spell of illness in a qualified skilled nursing facility other than a Christian Science sanatorium. Similarly, payment may not be made for posthospital extended care services furnished to an inpatient of a skilled nursing facility other than a Christian Science sanatorium after he has been furnished, during the same spell of illness, covered sanatorium extended care services.
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207.

 UNDER ARRANGEMENTS

Hospitals may have others furnish covered items or services to its patients through arrangements under which receipt of payment by the hospital discharges the liability of the beneficiary or any other person to pay for the services.  In permitting you to furnish services under arrangements, it was not intended that you merely serve as a billing mechanism for the other party.  Accordingly, for services provided under arrangements to be covered, hospitals must exercise professional responsibility over the arranged-for services.

The hospital's professional supervision over arranged-for services requires application of many of the same quality controls as are applied to services furnished by salaried employees.  You must accept the patient for treatment in accordance with your admission policies, maintain a complete and timely clinical record on the patient which includes diagnosis, medical history, physician's orders, and progress notes relating to all services received; maintain liaison with the attending physician with regard to the progress of the patient and the need for revised orders or in the case of outpatient physical therapy, occupational therapy, or speech pathology services to assure that the required plan of treatment is periodically reviewed by the physician; secure from the physician the required certifications and recertification; and see to it that the medical necessity of such services is reviewed on a sample basis by its utilization review committee.

There are additional special requirements on furnishing items and services under arrangements.  These depend on the type of hospital services involved:

A.
For inpatient hospital services, see §210ff.

B.
For outpatient services, see §230ff.

C.
For hospital services under medical insurance, see §228ff.

208.
PHYSICIAN

Physician means a doctor of:

A.
medicine or osteopathy (including osteopathic practitioner) legally authorized to practice by a State in which he performs this function;

B.
podiatric medicine with respect to those functions which he is legally authorized to perform in the State in which he performs them.  A podiatrist is also a physician for purposes of certification (see §274) and utilization review (see §290), subject to the limitations cited in those sections.  (See §260.9 for foot care exclusions.)

C.
dental surgery or dental medicine with State authorization to practice, but only for surgery related to the jaw or any structure contiguous to the jaw or any facial bone. In general, "the jaw or any structure contiguous to the jaw" includes structures of the facial area below the eyes, e.g., mandible, teeth, gums, tongue, palate, salivary glands, and sinuses.

The coverage or exclusion of any given dental service is determined by the nature of the service, and not whether it was furnished by a dentist or a doctor of medicine.  (See §§210.7 and 260.13 for additional information on covered and excluded dental services. See §274.1 for certification by dentists for hospital admissions.)
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D.
optometry, with respect to the provision of any item or service the optometrist is authorized to perform by State law or regulation, and if the item or service is covered by Medicare. Prior to April 1, 1987, an optometrist was considered a physician only with respect to services related to the condition of aphakia (absence of the natural crystalline lens of the eye).


Inpatient Hospital Services
210.
COVERED INPATIENT HOSPITAL SERVICES

Patients covered under hospital insurance are entitled to have payment made on their behalf for covered inpatient hospital services.  (The term "inpatient hospital services" does not include extended care services furnished by a hospital with swing bed approval. Such services are considered extended care services).  In any case where Part A payment can be made, all non-physician services delivered to an inpatient of a hospital (except pneumococcal vaccine and its administration and hepatitis B vaccine and its administration) must be treated as "inpatient hospital services," to be paid for only under Part A.  (See exception in §228.)

Beginning with hospital cost reporting periods occurring on or after October 1, 1983, while some hospitals continue to be paid on a reasonable cost basis for inpatient hospital services, most come under a Medicare prospective payment system (PPS).  Under PPS, Medicare will pay a fixed amount for a case.  That amount is determined by the Diagnosis Related Group (DRG) into which the case falls.  This means that a given all or nothing Medicare payment, will be made for a case, based on the DRG assigned, so long as the admission is medically necessary and appropriate.  Furthermore, under PPS, if an appropriately admitted case results in an extraordinarily long stay (i.e., becomes a day outlier) or results in the expenditure of extraordinary resources (i.e., becomes a cost outlier) additional money, known as outlier payment, is added to the regular Medicare prospective payment amount for the particular DRG.
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Therefore, in PPS hospitals, coverage restrictions continue, but noncovered care can have only three effects:  (1) lead to denial of an admission; (2) in appropriately admitted cases, where a noncovered procedure was performed, result in payment of a different DRG (i.e., one which excludes payment for the noncovered procedure); or (3) in appropriately admitted cases that become day or cost outlier cases, lead to denial of some or all of an outlier payment.  The following examples illustrate this principle.  If care is noncovered because a patient does not need to be hospitalized, deny the admission and make no Part A (i.e., PPS) payment unless paid under waiver of liability.  If a patient is appropriately hospitalized but receives (beyond routine services) only noncovered care (e.g., acupuncture), deny the admission.  (Note:  Do not deny an admission so long as inpatient hospital care was medically necessary and covered services required for the adequate treatment and/or diagnosis of the patient's illness were provided, even if noncovered care was also rendered.  Under PPS, Medicare assumes that it is paying for only the covered care rendered whenever covered services needed to treat and/or diagnose the illness were in fact provided.)  If a noncovered procedure is provided along with covered nonroutine care, a DRG change rather than an admission denial might occur. If noncovered procedures such as acupuncture are elevating costs into the cost outlier category or prolonging the patient's stay into day outlier status, outlier payment is denied in whole or in part.

For purposes of prospective payments, most of the subsequent discussion regarding coverage of inpatient hospital services is relevant only in the context of determining the appropriateness of admissions; which DRG, if any, to pay; and the appropriateness of payment for any outlier cases.

If a patient receives items or services in excess of, or more expensive than, those for which payment can be made, payment is made only for the reasonable cost of the covered items or services or for only the appropriate prospective payment amount.  This provision applies not only to inpatient services but to all hospital services under Parts A and B of the program.  If the items or services were requested by the patient, the hospital may charge him the difference between the amount customarily charged for the services requested and the amount customarily charged for covered services.

An inpatient is a person who has been admitted to a hospital for bed occupancy for purposes of receiving inpatient hospital services.  Generally a person is considered an inpatient if formally admitted as an inpatient with the expectation that he will remain at least overnight and occupy a bed even though it later develops that he can be discharged or transferred to another hospital and does not actually use a hospital bed overnight. 

The physician or other practitioner responsible for a patient's care at the hospital is also responsible for deciding whether the patient should be admitted as an inpatient.  The physician should use a 24-hour period as a benchmark, i.e., he or she should order admission for patients who are expected to need hospital care for 24 hours or more, and treat other patients on an outpatient basis.  However, the decision to admit a patient is a complex medical judgment which can be made only after the physician has considered a number of factors, including the patient's medical history and current medical needs,
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the types of facilities available to inpatients and to outpatients, the hospital's bylaws and admissions policies, and the relative appropriateness of treatment in each setting.  Factors to be considered when making the decision to admit include such things as:
o
The severity of the signs and symptoms exhibited by the patient:

o
The medical predictability of something adverse happening to the patient:

o
The need for diagnostic studies that appropriately are outpatient services (i.e., their performance does not ordinarily require the patient to remain at the hospital for 24 hours or more) to assist in assessing whether the patient should be admitted; and
o
The availability of diagnostic procedures at the time when and at the location where the patient presents.

Admissions of particular patients are not covered or noncovered solely on the basis of the length of time the patient actually spends in the hospital.

In certain specific situations coverage of services on an inpatient or outpatient basis is determined by the following rules:
o
Minor Surgery or Other Treatment.--When a patient with a known diagnosis enters a hospital for a specific minor surgical procedure or other treatment that is expected to keep him in the hospital for only a few hours (less than 24), he is considered an outpatient for coverage purposes regardless of: the hour he came to the hospital; whether he used a bed; and whether he remained in the hospital past midnight.

o
Renal Dialysis.--Renal dialysis treatments are usually covered only as outpatient services but may under certain circumstances be covered as inpatient services depending on the patient's condition.  A patient who is staying at his home, who is ambulatory, whose condition is stable and who comes to the hospital for routine chronic dialysis treatments, and not for a diagnostic workup or a change in therapy, is considered an outpatient.  On the other hand, a patient undergoing short-term dialysis until his kidneys recover from an acute illness (acute dialysis), or a person with borderline renal failure who develops acute renal failure every time he has an illness and requires dialysis (episodic dialysis) is usually an inpatient.  A patient may begin dialysis as an inpatient and then progress to an outpatient status.

Under Medicare, the peer review organization (PRO) for each hospital is responsible for deciding, during review of inpatient admissions on a case-by-case basis, whether the admission was medically necessary.  The PRO is authorized by the Medicare law to make these judgments, and the judgments are binding for purposes of Medicare coverage.  In making these judgments, however, PROs consider only the medical evidence which was available to the physician at the time an admission decision had to be made, and do not take into account other information (e.g., test results) which became available only after admission, except in cases where considering the  post-admission information would support a finding that an admission was medically necessary.
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NOTE:
When patients requiring extended care services occupy beds in a hospital, they are considered inpatients of the hospital.  In such cases, the services furnished in the hospital will not be considered extended care services, and payment may not be made under the program for such services.  (See §213 and §290.3 for exceptions to this rule.)  Such a situation may arise where the hospital is part of an institution having a distinct part SNF, and either there is no bed available in the distinct part SNF or for any other reason the institution fails to place the patient in the appropriate bed.  The same rule applies where the hospital is a separate institution.  For the same reason, where patients who require inpatient hospital services occupy beds in a skilled nursing facility, payment cannot be made on their behalf for the services furnished to them in the SNF.

210.1  
Bed and Board.--

A.
Accommodations--General.--Regulations of the Department of Health and Human Services provide for apportionment of routine service costs on the basis of average per diem cost under both the Departmental and the Combination methods of cost apportionment.  Thus, the program will pay the same amount for routine services whether the patient has a private room not medically necessary, a private room medically necessary, a semiprivate room (two, three, or four-bed accommodations), or ward accommodations.

A hospital having both private and semiprivate accommodations may nevertheless charge a differential for a private room if:

1.
The private room is not medically necessary; and

2.
The patient (or relative or other person acting on his behalf) has requested the private room and the hospital informs him at the time of the request of the amount of the charge.

The private room differential may not exceed the difference between the customary charge for the accommodations furnished and the most prevalent semiprivate accommodation rate at the time of the patient's admission.

Where the hospital bills for a private room as a covered service, i.e., shows the charge for the room as a covered charge on the HCFA-1453, the intermediary will deem the private room to be medically necessary.  Where the hospital, on the other hand, shows a private differential as a noncovered charge, the intermediary will assume that the private room is not medically necessary.
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Where it is necessary to develop the medical necessity of a private room, the guidelines in subsections B and C will apply.

B.
Medical Necessity:  Need for Isolation.--A private room is medically necessary where isolation of a beneficiary is required to avoid jeopardizing his health or recovery, or that of other patients who are likely to be alarmed or disturbed by the beneficiary's symptoms or treatment or subjected to infection by the beneficiary's communicable disease.  For example, communicable diseases, heart attacks, cerebra-vascular accidents, and psychotic episodes may require isolation of the patient for certain periods.  (See C below concerning medical necessity not based on need for isolation.)

In establishing the medical necessity for isolation, the date of the physician's written statement is not controlling, nor is the presence of a written statement.  The crucial question is whether a private room was ordered by the physician because it is necessary for the health of the patient himself or of other patients.  In the absence of such an order, a patient who requested the room with knowledge of the amount of the charge may be charged appropriately, even though a physician subsequently submits a statement that the room was medically necessary.  There may be cases in which the physician's written statement of medical necessity, though dated after admission or even after discharge, merely confirms an order made informally at or before the time the beneficiary was admitted to the private room (e.g., the physician made arrangements by phone for the patient's admission, gave the diagnosis, and stated the beneficiary would need a private room).  In such cases, assuming that the private room was medically necessary, the lack of a written statement by the physician, or the fact that the written statement was prepared after discharge, would not be controlling.  The patient may not be charged.

C.
Medical Necessity:  Admission Required and Only Private Rooms Available.--A private room is considered to be medically necessary, even though the beneficiary's condition does not require isolation, if he needs immediate hospitalization (i.e., his medical condition is such that hospitalization cannot be deferred) and the hospital has no semiprivate or ward accommodations available at the time of admission.

It need not be considered whether semiprivate or ward accommodations were available in some other accessible hospital.  Where medical necessity exists, the hospital may not charge the beneficiary a private room differential until semiprivate or ward accommodations become available.  Thereafter the hospital may transfer the patient to the nonprivate accommodations, or allow him to continue occupancy of the private room, subject to an appropriate differential charge (described in A above) if he requests the private room with knowledge of the amount of the charge.

If the admission could be deferred until semiprivate or ward accommodations become available, the beneficiary should be informed of the amount of the
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differential he must pay for a private room if he wishes to be admitted immediately; the beneficiary may be charged the specified differential if he has been admitted to the private room at his request (or at the request of his representative) with knowledge of the amount of the charge.

D.
Charges for Deluxe Private Room.--A beneficiary found to need a private room (either because he needs isolation for medical reasons or because he needs immediate admission when no other accommodations are available) may be assigned to any private room in the hospital.  He does not have the right to insist on the private room of his choice, but his preferences should be given the same consideration as if he were paying all hospital charges himself.  The program does not, under any circumstances, pay for personal comfort items.  Thus, the program does not pay for deluxe accommodations and/or services; these would include a suite, or a room substantially more spacious than is required for treatment, or specially equipped or decorated, or serviced for the comfort and convenience of persons willing to pay a differential for such amenities.  If he (or his representative) requests such deluxe accommodations, the hospital should advise that there will be a charge, not covered by Medicare, of a specified amount per day (not exceeding the differential defined in the next sentence) and may charge him that amount for each day he occupies and deluxe accommodations.  The maximum amount he may be charged for such accommodations is the differential between the most prevalent private room rate at the time of admission and the customary charge for the room occupied.  The beneficiary may not be charged this differential if he (or his representative) does not request the deluxe accommodations.

The beneficiary may not be charged such a differential in private room rates if that differential is based on factors other than personal comfort items.  Such factors might include differences between older and newer wings, proximity to lounge, elevators or nursing stations, desirable view, etc.  Such rooms are standard one-bed units and not deluxe rooms for purposes of this instructions, even though the hospital may call them deluxe and have a higher customary charge for them.  No additional charge may be imposed upon the beneficiary who is assigned to a room which may be somewhat more desirable because of these factors.

E.
All-Private Room Hospitals.--If the patient is admitted to a hospital which has only private accommodations, and no semiprivate or ward accommodations, medical necessity will be deemed to exist for the accommodations furnished.  Beneficiaries may not be subjected to an extra charge for a private room in an all-private room hospital.

F.
Wards.--The law contemplates that Medicare patients should not be assigned to ward accommodations except at the patient's request or for a reason consistent with the purpose of the health insurance program.

When ward accommodations are furnished at the patient's request or for a reason determined to be consistent with the program's purposes, payment

Rev. 186
21.6

210.1(Cont.)
COVERAGE OF SERVICES
3-79

will be based on the average per diem cost of routine services.  (See paragraph A above.) Where ward accommodations are assigned for other reasons, the law provides what may be a substantial penalty.  (See 2 below.)

Any request by the patient (or his representative) for ward accommodations must be obtained by the hospital in writing and kept in its files.

1.
Assignment Consistent with Program Purposes.--It is considered to be consistent with the program's purposes to assign the patient to ward accommodations if all semiprivate accommodations are occupied, or the facility has no semiprivate accommodations.  However, the patient must be moved to semiprivate accommodations if they become available during this stay.

2.
Assignment Not Consistent with Program Purposes.--It is not consistent with the purposes of the law to assign a patient ward accommodations on the basis of his social or economic status, his national origin, race, or religion, or his entitlement to benefits as a Medicare patient, or any other such discriminatory reason.  It is also inconsistent with the purposes of the law to assign patients to ward accommodations merely for the convenience or financial advantage of the institution.

If a ward assignment is neither made at the patient's request nor for a reason consistent with the purpose of the program, reimbursement to the hospital for routine services is decreased by he difference between the institution's customary charges for semiprivate accommodations at most prevalent rate (see G below) at the time of the patient's admission and the charge customarily made for the ward accommodations furnished the patient.  The reduction in payment, when applicable, will be made at the end-of-year settlement.

EXAMPLE:     The reasonable cost for routine services in Hospital X is $72 per day.  The most prevalent customary charge for a semiprivate room is $77 per day, while $70 per day is the customary charge for ward accommodations.  In such a case, development of the reason for the ward assignment will be necessary.  If it is determined that the patient was assigned to a ward neither at his request nor for a reason consistent with the purposes of the program, the hospital will be paid only $65 per day for the ward accommodations, computed as follows:  $72 (the reasonable cost for routine services) minus a differential of $7 (obtained by subtracting $70 from $77).  However, if it is determined that the patient was assigned to the ward at his own request or for a reason consistent with the purposes of the program, the hospital will be paid $72, i.e., the reasonable cost of routine services.

G.
Charges.--Customary charges means amounts which the hospital is uniformly charging patients currently for specific services and accommodations.  The most prevalent rate or charge is the rate which applies to the greatest number of semiprivate beds in the institution.
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210.2
Nursing and Other Services.--Nursing and other related services, use of hospital facilities, and medical social services ordinarily furnished by the hospital for the care and treatment of inpatients are covered.

NOTE:
The services of a private-duty nurse or other private-duty attendant are not covered.--Private-duty nurses or private-duty attendants are registered professional nurses, licensed practical nurses, or any other trained attendant whose services ordinarily are rendered to, and restricted to, a particular patient by arrangement between the patient and the private-duty nurse or attendant.  Such persons are engaged or paid by an individual patient or by someone acting on his behalf, including a hospital that initially incurs the cost and looks to the patient for reimbursement for such noncovered services.

Where the hospital acts on behalf of a patient, the services of the private-duty nurse or other attendant under such an arrangement are not inpatient hospital services regardless of the control which the hospital may exercise with respect to the services rendered by such private-duty nurse or attendant.

A.
Anesthetist Services.--If the hospital engages the services of a nurse anesthetist or other nonphysician anesthetist (either on a salary or fee-for-service basis) under arrangements which provide for billing to be made by hospital, the cost of the service when provided to an inpatient is covered under Part A.

B.
Medical Social Services to Meet the Patient's Medically Related Social Needs.--Medical social services are those social services which contribute meaningfully to the treatment of a patient's condition.  Such services include, but are not limited to, (a) assessment of the social and emotional factors related to the patient's illness, his need for care, his response to treatment, and his adjustment to care in the hospital; (b) appropriate action to obtain case work services to assist in resolving problems in these areas; (c) assessment of the patient's medical and nursing requirements, his home situation, his financial resources, and the community resources available to him in making the decision regarding his discharge.

210.3
Drugs and Biological.--Drugs and biological for use in the hospital, which are ordinarily furnished by the hospital for the care and treatment of inpatients, are covered.

Three basic requirements must be met for a drug or biological furnished by a hospital to be included as a covered hospital service:


o
The drug or biological must represent a cost to the institution in rendering services to the beneficiary.


o
The drug or biological must meet the statutory definition.  Under the statute, payment may be made for a drug or biological only where it is included, or approved for inclusion, in the latest official edition of the United States Pharmacopoeia-National Formulary (USP-NF), the United States Pharmacopoeia Drug Information (USP DI), or the American Dental Association (ADA) Guide to Dental Therapeutics, except for those drugs and biologicals unfavorably evaluated in the ADA Guide to Dental Therapeutics.  Combination drugs are also included in the definition of drugs if the combination itself or all of the therapeutic ingredients of the combination are included, or approved for inclusion, in any of the above drug compendia.  Drugs and biologicals are considered approved for inclusion in a compendium if approved under the established procedure by the professional organization responsible for revision of the compendium; or be approved by the pharmacy and drug therapeutics or equivalent committee of the medical staff of the hospital for use in the hospital.


o
Use of the drug or biological must be safe and effective and otherwise reasonable and necessary as specified in §260.
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Drugs or biological approved for marketing by the Food and Drug Administration (FDA) are considered safe and effective for purposes of this last requirement when used for indications specified on the labeling.  Therefore, use of an FDA-approved drug or biological is covered if:


o
it was injected on or after the date of the FDA's approval;


o
it is reasonable and necessary for the individual patient; and


o
all other applicable coverage requirements are met.

Drugs and biological which have not received final marketing approval by the FDA are not covered unless you receive instructions from HCFA to the contrary.  For specific guidelines of Group C cancer drugs and other covered/non-covered drug issues refer to the Coverage Issues Manual. 

However, FDA-approved drugs are used for indications other than those specified on the labeling. As long as the FDA has not specified such use as nonapproved, coverage is determined taking into consideration the generally accepted medical practice in the community.  For example, the labeling of certain chemotherapeutic drugs indicates their use in the therapy of specified types of cancer.  However, based on experience and empirical evidence, physicians may prescribe these drugs for a wider range of cancer treatments than what is indicated in the labeling.  Under these conditions, these drugs would be covered unless the PRO has determined that such use is not medically reasonable and necessary in the individual case.

A.
Drugs Included in the Drug Compendia.--Coverage is provided only for those drugs and biological included, or approved for inclusion, in the latest official edition or revision of the compendia listed above.

Where a drug is excluded from coverage because it is unfavorably evaluated in either the AMA Drug Evaluations or Accepted Dental Therapeutics, the exclusion applies to all uses for which the drug or biological was so unfavorably evaluated.

Drugs and biological are considered "approved for inclusion" in a compendium if approved under the procedure established by the professional organization responsible for revision of the compendium.

B.
Approval by Pharmacy and Drug Therapeutics Committee.--A pharmacy and drug therapeutics or equivalent committee is a medical staff committee which confers with the hospital pharmacist in the formulation of policies pertaining to drugs.  Drugs and biological approved for use in the hospital by such a committee are covered only if the committee develops and maintains a formulary or list of drugs accepted for use in the hospital.  The committee need not function exclusively as a pharmacy and drug therapeutics committee but may also carry on other medical staff function.

Drugs and biological are considered approved for use in the hospital if selected for inclusion in the hospital drug list or formulary under the procedure of the committee established for that purpose. Express approval is required; the fact that a drug or biological has not been specifically determined to be unacceptable for use in the hospital does not constitute approval.
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Drugs and biological are covered if approved for general use in the hospital, or if approved for use by a particular patient or group of patients.  Approval by the pharmacy and drug therapeutics committee is an alternative to approval for inclusion of the drug or biological in an approved drug compendium (see A); such approval does not preclude the need for a determination of medical necessity.  An investigational drug is not considered to meet the reasonable and necessary test since its efficacy has not yet been established.  The decision of individual hospitals should not transcend the determinations of the Food and Drug Administration and Public Health Service in respect to the safety and effectiveness of drugs.  Therefore, even if approved by an appropriate hospital committee, the reasonable cost of an investigational or other non-approved drug or biological (e.g., Laetrile) cannot be reimbursed. 

This exclusion from payment applies whether or not the drug or biological is administered during the course of an otherwise covered hospital stay, since payment may not be for items and services which are not reasonable and necessary.  A hospital stay solely for the purpose of administering a drug or biological which is not reasonable and necessary, including an investigational drug or biological, is not covered and the drug or biological itself is not covered.

C.
Combination Drugs.--Combination drugs are covered if the combination itself or all of the therapeutic ingredients of the combination are included, or approved for inclusion, in any of the designated drug compendia.  Any combination drug approved for use in the hospital by the pharmacy and drug therapeutics or equivalent committee is covered.

D.
Drugs Specially Ordered for Inpatients.--Coverage is not limited to drugs and biological routinely stocked by the hospital; a drug or biological not stocked by the hospital which the hospital obtains for the patient from an outside source, such as a community pharmacy, can also be covered.

Drugs and biological not included in the drug list or formulary maintained by the hospital's pharmacy and drug therapeutics committee may be covered if the hospital has a policy which permits such drugs to be furnished to a patient at the special request of a physician.  However, in order to be covered, such drugs and biological must be included or approved for inclusion in one of the designated drug compendia.  (In addition, a combination drug or all of its therapeutic ingredients would have to be included or approved for inclusion in one of the compendia.)

E.
Drugs for Use Outside the Hospital.--Drugs and biological furnished by a hospital to an inpatient for use outside the hospital are, in general, not covered as inpatient hospital services.  However, if the drug or biological is deemed medically necessary to permit or facilitate the patient's departure from the hospital, and a limited supply is required until he can obtain a continuing supply, the limited supply of the drug or biological is covered as an inpatient hospital service.  (See §230.4B.)

210.4
Supplies, Appliances, and Equipment.--Supplies, appliances, and equipment which are ordinarily furnished by the hospital for the care and treatment of the beneficiary solely during his inpatient stay in the hospital are covered inpatient hospital services.
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Under certain circumstances supplies, appliances, and equipment used during the beneficiary's inpatient stay are covered under Part A even though they leave the hospital with the patient when he is discharged.  These are circumstances in which it would be unreasonable or impossible from a medical standpoint to limit the patient's use of the item to the periods during which the individual is an inpatient.  Examples of items covered under this rule are cardiac valves, cardiac pacemakers, and artificial limbs which are permanently installed in or attached to the patient's body while he is an inpatient of the hospital; and items, such as tracheostomy or drainage tubes, which are temporarily installed in or attached to the patient's body while he is receiving treatment as an inpatient and which are also necessary to permit or facilitate the patient's release from the hospital.

Hospital "admission packs" containing primarily toilet articles, such as soap, toothbrushes, toothpaste, and combs, are covered under Part A if routinely furnished by the hospital to all its inpatients.  If not routinely furnished to all patients, the packs are not covered.  In that situation, the hospital may charge a beneficiary for the pack, but only if he requests it with knowledge of what he is requesting and what the charge to him will be.

Supplies, appliances, and equipment furnished to an inpatient for use only outside the hospital are not, in general, covered as inpatient hospital services.  However, a temporary or disposable item which is medically necessary to permit or facilitate the patient's departure from the hospital, and is required until the patient can obtain a continuing supply is covered as an inpatient hospital service.

The reasonable cost of oxygen furnished to hospital inpatients is covered under Part A as an inpatient supply.
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210.5
Other Diagnostic or Therapeutic Items or Services.--Other diagnostic or therapeutic items or services ordinarily furnished inpatients by the hospital or by others under arrangements made by the hospital are covered.  This category of covered services encompasses items and services not otherwise specifically listed as covered inpatient hospital services.  Such services to hospital inpatients may be covered under Part A even when furnished off the hospital premises.  For example, diagnostic or therapeutic services of an audiologist off the hospital premises are covered if billed for by the hospital under arrangements (see §207), if the services are furnished at a speech and hearing center, and if the audiologist meets the following qualifications:

o
Is licensed if applicable by the State in which practicing; and

o
Is eligible for a certificate of clinical competence in audiology granted by the American Speech and Hearing Association; or

o
Meets the educational requirements for certification and is in the process of accumulating the supervised experience required for certification.

Therapeutic items which are covered when ordinarily furnished by the hospital to its inpatients, or when ordinarily furnished to hospital inpatients by others under arrangements with them made by the hospital, include but are not limited to the following:

o
Surgical dressings, and splints, casts, and other devices used for the reduction of fractures and dislocations;

o
Prosthetic devices (other than dental) which replace all or part of an internal body organ (including contiguous tissue) or replace all or part of the function of a permanently inoperative or malfunctioning internal body organ; and

o
Leg, arm, back, and neck braces, trusses, and artificial legs, arms, and eyes.

With respect to items that leave the hospital with the patient when he/she is discharged, such as splints or casts, the rules for determining whether the item is covered are the same as the rules set forth above for supplies, appliances, and equipment.

Diagnostic and therapeutic services to hospital inpatients which are furnished by qualified clinical psychologists are covered if the psychologist is legally authorized to perform the services under applicable licensure laws of the State in which they are furnished and the services would have been covered if furnished by a physician.  However, the services cannot be covered as inpatient hospital services, but can be covered only under Part B.


Physical therapy services are covered if furnished by the hospital either through the use of employees or as part of the services it ordinarily furnishes under arrangements.  See §210.8 for coverage of physical therapy services.


Laboratory services furnished to inpatients by the hospital directly or under arrangement with another laboratory are covered as inpatient hospital services.
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Services of Interns or Residents-In-Training.--Hospital insurance covers the reasonable cost of the services of medical interns or residents-in-training under a teaching program approved by the appropriate approving body or, in the case of an osteopathic hospital, approved by the Committee on Hospitals of the Bureau of Professional Education of the American Osteopathic Association.

In the case of services of interns or residents-in-training in the field of dentistry in a hospital or osteopathic hospital, the teaching program needs the approval of the Council on Dental Education of the American Dental Association.

Approved Programs for Podiatric Interns and Residents-In-Training.--The services of interns and residents-in-training in the field of podiatry which are in a residency program approved by the Council on Podiatric Medical Education of the American Podiatric Medical Association are covered on the same basis as the services of other interns and residents in other approved residency programs.

210.7
Inpatient Services in Connection With Dental Services.--When a patient is hospitalized for a dental procedure and the dentist's service is covered under Part B, the inpatient hospital services furnished are covered under Part A.  For example, both the professional services of the dentist and the inpatient hospital expenses are covered when the dentist reduces a jaw fracture of an inpatient of a participating hospital.  (See §§208, 260.13, and 274.)

Where a patient is hospitalized solely for noncovered dental treatment (see §260.13), neither the professional services of the dentist nor the inpatient hospital services are covered.

If a patient is hospitalized for a noncovered dental procedure but the hospitalization is required to assure proper medical management, control, or treatment of a nondental impairment, the services are covered.  An example is a patient with a history of repeated heart attacks who must have all of his/her teeth extracted.

Where the patient is hospitalized because of a nondental impairment and the need for the noncovered dental procedure is determined after his/her admission (e.g., the patient required hospitalization because of diabetes and after his/her admission a decision is made to extract his/her teeth), the services are covered.
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However, coverage would terminate when hospital services were no longer needed for the management of the nondental condition but were required solely because of the noncovered dental procedure.

Where a patient has been admitted for a noncovered dental procedure and during the stay a nondental condition develops or is discovered which necessitates inpatient hospital services to assure proper medical management, control, or treatment, the inpatient services furnished subsequent to the development or discovery of the nondental condition are covered.  For example, a patient is admitted to the hospital for bilateral extraction of impacted wisdom teeth and develops a serious staphylococcus infection.  The inpatient services furnished prior to the development of the infection are not covered.  However, the inpatient services required for the medical management of the infection are covered.

Where only a part of the stay is covered, a hospital should include an explanation in the remarks section (Item 30) of the billing form.

When the hospital services are covered, all ancillary services furnished by the hospital, such as X-rays, administration of anesthesia, use of the operating room, etc., are covered. See §275 for required certifications.

Regardless of whether the inpatient hospital services are covered, the medical services of physicians furnished in connection with noncovered dental services, are not covered. Thus, the services of an anesthesiologist, radiologist, or pathologist whose services are performed in connection with the care, treatment, filling, removal, or replacement of teeth or structures directly supporting teeth are not covered.

210.8
Physical Therapy Furnished by the Hospital or by Others under Arrangements with the Hospital and under its Supervision.--

A.
General.--To be covered physical therapy services the services must relate directly and specifically to an active written treatment regimen established by the physician after any needed consultation with the qualified physical therapist and must be reasonable and necessary to the treatment of the individual's illness or injury.

B.
Reasonable and Necessary.--To be considered reasonable and necessary the following conditions must be met:

(a)
the services must be considered under accepted standards of medical practice to be a specific and effective treatment for the patient's condition,
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(b)
the services must be of such a level of complexity and sophistication or the condition of the patient must be such that the services required can be safely and effectively performed only by a qualified physical therapist or under his supervision.  Services which do not require the performance or supervision of a physical therapist are not considered reasonable or necessary physical therapy services, even if they are performed or supervised by a physical therapist.  (When the intermediary determines the services furnished were of a type that could have been safely and effectively performed only by a qualified physical therapist or under his supervision, it will presume that such services were properly supervised.  However, this assumption is rebuttable and if in the course of processing claims, the intermediary finds that physical therapy services are not being furnished under proper supervision, the intermediary will deny the claim and bring this matter to the attention of the Division of Survey and Certification of the HCFA regional office.)

(c)
there must be an expectation that the condition will improve significantly in a reasonable (and generally predictable) period of time based on the assessment made by the physician of the patient's restoration potential after any needed consultation with the qualified physical therapist or the services must be necessary to the establishment of a safe and effective maintenance program required in connection with a specific disease state, and

(d)
the amount, frequency, and duration of the services must be reasonable.

NOTE:
Claims for physical therapy services denied because they are not considered reasonable and necessary are excluded by section 1862(a)(1) and are thus subject to consideration under the waiver of liability provisions in section 1879 of the Act.  (See §§291ff.)

1.
Restorative Therapy.--To constitute physical therapy a service must, among other things, be reasonable and necessary to the treatment of the individual's illness.  If an individual's expected restoration potential would be insignificant in relation to the extent and duration of physical therapy services required to achieve such potential the physical therapy would not be considered reasonable and necessary.  In addition, there must be an expectation that the patient's condition will improve significantly in a reasonable (and generally predictable) period of time.  However, if at any point in the treatment of an illness it is determined that the expectations will not materialize, the services will no longer be considered reasonable and necessary; and they, therefore, should be excluded from coverage under section 1862(a)(1).
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2.
Maintenance Program.--The repetitive services required to maintain function generally do not involve complex and sophisticated physical therapy procedures, and consequently the judgment and skill of a qualified physical therapist are not required for safety and effectiveness.  However, in certain instances the specialized knowledge and judgment of a qualified physical therapist may be required to establish a maintenance program.  For example, a Parkinson patient who has not been under a restorative physical therapy program may require the services of a physical therapist to determine what type of exercises will contribute the most to maintain the patient's present functional level.

In such situations the initial evaluation of the patient's needs, the designing by the qualified physical therapist of a maintenance program which is appropriate to the capacity and tolerance of the patient and the treatment objectives of the physician, the instruction of the patient or supportive personnel, e.g., aids or nursing personnel (or family members where physical therapy is being furnished on an outpatient basis) in carrying out the program and such infrequent on an outpatient basis) in carrying out the program and such infrequent reevaluations as may be required would constitute physical therapy.

Where a patient has been under a restorative physical therapy program, the physical therapist should regularly be reevaluating the condition and adjusting any exercise program in which the patient is engaged.  Consequently, when it is determined that no further restoration is possible, the physical therapist should have already designed the maintenance program required and instructed the patient, supportive personnel (or family members where physical therapy is being furnished on an outpatient basis) in the carrying out of the program.  Therefore, when a maintenance program is not established until after the restorative physical therapy program has been completed, it would not be considered reasonable and necessary to the treatment of the patient's condition and would be excluded from coverage under §1862(a)(l).

C.
Application of Guidelines.--The following discussion illustrates the application of the above guidelines to the more common modalities and procedures utilized in the treatment of patients:

1.
Hot Pack, Hydrocollator, Infra-Red Treatments, Paraffin Baths and Whirlpool Baths.--Heat treatments of this type and whirlpool baths do not ordinarily require the skills of a qualified physical therapist.  However, in a particular case the skills, knowledge, and judgement of a qualified physical therapist might be required in such treatments or baths, e.g., where the patient's condition is complicated by circulatory deficiency, areas of desensitization, open wounds, or other complications.  Also, if such treatments are given prior to but as an integral part of a skilled physical therapy procedure, they would be considered part of the physical therapy service.
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2.
Gait Training.--Gait evaluation and training furnished a patient whose ability to walk has been impaired by neurological, muscular or skeletal abnormality require the skills of a qualified physical therapist.  However, if gait evaluation and training cannot reasonably be expected to improve significantly the patient's ability to walk, such services would not be considered reasonable and necessary.  Repetitious exercises to improve gait or maintain strength and endurance and assistive walking, such as provided in support for feeble or unstable patients are appropriately provided by supportive personnel, e.g., aides or nursing personnel, and do not require the skills of a qualified physical therapist.

3.
Ultrasound, Shortwave, and Microwave Diathermy Treatments.--These modalities must always be performed by or under the supervision of a qualified physical therapist and therefore such treatments constitute physical therapy.

4.
Range of Motion Tests.--Only the qualified physical therapist may perform range of motion tests and, therefore, such tests would constitute physical therapy.

5.
Therapeutic Exercises.--Therapeutic exercises which must be performed by or under the supervision of the qualified physical therapist or by a qualified physical therapy assistant under the general supervision of a qualified physical therapist due either to the type of exercise employed or to the condition of the patient would constitute physical therapy.  Range of motion exercises require the skills of a qualified physical therapist only when they are part of the active treatment of a specific disease which has resulted in a loss or restriction of mobility (as evidenced by physical therapy notes showing the degree of motion lost and the degree to be restored) and such exercises, either because of their nature or the condition of the patient, may only be performed safely and effectively by or under the supervision of a qualified physical therapist. Generally, range of motion exercises which are not related to the restoration of a specific loss of function but rather are related to the maintenance of function (see B.2.) do not require the skills of a qualified physical therapist.  However, such services may, under some circumstances, be included in the physical therapy cost center.  (See §210.8D.)

D.
Routine Services.--Many hospital inpatients who do not require physical therapy services do require services involving procedures which are routine in nature in the sense that they can be rendered by supportive personnel, e.g., aides or nursing personnel, without the supervision of a qualified physical therapist.  Such services as well as services involving activities to promote over-all fitness and flexibility and activities to provide diversion or general motivation can be reimbursed through the physical therapy cost center even though they do not constitute physical therapy for Medicare purposes, if:
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1.
the services are medically necessary,

2.
the treatment furnished is prescribed by a physician.

3.
all services are provided by salaried employees of the physical therapy department of the provider,

4.
the cost incurred is reasonable in amount (i.e., the employees' salaries are reasonably related to the level of skill and experience required to perform the services in question), and

5.
charges are equally imposed on all patients.

If all of the above conditions are met, routine restorative services can be billed as ancillary physical therapy services and their costs included in the physical therapy cost center for reimbursement purposes.

The services furnished beneficiaries must constitute physical therapy where the entitlement to benefits is at issue.  Since the outpatient physical therapy benefit under Part B provides coverage only of physical therapy services, payment can be made only for those services which constitute physical therapy.

210.9
Occupational Therapy Furnished by the Hospital or by Others Under Arrangements with the Hospital and Under its Supervision.--

A.
General.--Occupational therapy is medically prescribed treatment concerned with improving or restoring functions which have been impaired by illness or injury or, where function has been permanently lost or reduced by illness or injury, to improve the individuals' ability to perform those tasks required for independent functioning.  Such therapy may involve:

1.
the evaluation, and reevaluation as required, of a patient's level of function by administering diagnostic and prognostic tests;

2.
the selection and teaching of task-oriented therapeutic activities designed to restore physical function, e.g., use of wood-working activities on an inclined table to restore shoulder, elbow and wrist range of motion lost as a result of burns;

3.
the planning, implementing, and supervising of individualized therapeutic activity programs as part of an overall "active treatment" program for a patient with a diagnosed psychiatric illness, e.g., the use of sewing activities which require following a pattern to reduce confusion and restore reality orientation in a schizophrenic patient;

4.
the planning and implementing of therapeutic tasks and activities to restore sensory-integrative function, e.g., providing motor and tactile activities to increase sensory input and improve response for a stroke patient with functional loss resulting in a distorted body image;
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5.
the teaching of compensatory technique to improve the level of independence in the activities of daily living, for example:

o
teaching a patient who has lost the use of an arm how to pare potatoes and chop vegetables with one hand.

o
teaching an upper extremity amputee how to functionally utilize a prosthesis.

o
teaching a stroke patient new techniques to enable him to perform feeding, dressing and other activities as independently as possible.

o
teaching a hip fracture/hip replacement patient techniques of standing tolerance and balance to enable him or her to perform such functional activities as dressing and homemaking tasks.

6.
the designing, fabricating, and fitting of orthotic and self-help devices, e.g., making a hand splint for a patient with rheumatoid arthritis to maintain the hand in a functional position or constructing a device which would enable an individual to hold a utensil and feed himself independently; and

7.
vocational and prevocational assessment and training.

Only a qualified occupational therapist has the knowledge, training, and experience required to evaluate and, as necessary, reevaluate a patient's level of function, determine whether an occupational therapy program could reasonably be expected to improve, restore, or compensate for lost function and, where appropriate, recommend to the physician a plan of treatment.  However, while the skills of a qualified occupational therapist are required to evaluate the patient's level of function and develop a plan of treatment, the implementation of the plan may also be carried out by a qualified occupational therapy assistant functioning under the general supervision of the qualified occupational therapist.  ("General supervision" requires initial direction and periodic inspection of the actual activity; however, the supervisor need not always be physically present or on the premises when the assistant is performing services.)

B.
Coverage Criteria.--To constitute covered occupational therapy for Medicare purposes the services furnished to a beneficiary must be (1) prescribed by a physician, (2) performed by a qualified occupational therapist or a qualified occupational therapy assistant under the general supervision of a qualified occupational therapist, and (3) reasonable and necessary for the treatment of the individual's illness or injury.

Occupational therapy designed to improve function is considered reasonable and necessary for the treatment of the individual's illness or injury only where an expectation exists that the therapy will result in a significant practical improvement in the individual's level of functioning within a reasonable period of time.  Where an individual's improvement potential is insignificant in relation to the extent and duration of occupational therapy services required to achieve improvement, such services would not be considered reasonable and necessary and would thus be excluded from coverage by 1862(a)(1).  Where a valid expectation of improvement exists at the time the occupational therapy program is instituted, the services would be covered even though the expectation may not be realized.  However, in such situations the services would be covered only up to the time
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at which it would have been reasonable to conclude that the patient is not going to improve.  Once a patient has reached the point where no further significant practical improvement can be expected, the skills of an occupational therapist or occupational therapy assistant will not be required in the carrying out of any activity and/or exercise program required to maintain function at the level to which it has been restored.  Consequently, while the services of an occupational therapist in designing a maintenance program and making infrequent but periodic evaluation of its effectiveness would be covered, the services of an occupational therapist or occupational therapy assistant in carrying out the program are not considered reasonable and necessary for the treatment of illness or injury and such services are excluded from coverage under section 1862(a)(1).

Generally speaking, occupational therapy is not required to effect improvement or restoration of function where a patient suffers a temporary loss or reduction of function (e.g., temporary weakness which may follow prolonged bed rest following major abdominal surgery) which could reasonably be expected to spontaneously improve as the patient gradually resumes normal activities.  Accordingly, occupational therapy furnished in such situations would not be considered reasonable and necessary for the treatment of the individual's illness or injury and the services would be excluded from coverage by 1862(a)(1).

Occupational therapy may also be required for a patient with a specific diagnosed psychiatric illness.  Where such services are required they would be covered, assuming the coverage criteria set forth above are met,  However, it should be noted that where an individual's motivational needs are not related to a specific diagnosed psychiatric illness, the meeting of such needs does not usually require an individualized therapeutic program.  Rather, such needs can be met through general activity programs or the efforts of other professional personnel involved in the care of the patient, patient motivation being an appropriate and inherent function of all health disciplines which is interwoven with other functions performed by such personnel for the patient.  Accordingly, since the special skills of an occupational therapist or occupational therapy assistant are not required, an occupational therapy program for such individuals would not be considered reasonable and necessary for the treatment of an illness or injury, and services furnished under such a program would be excluded from coverage by 1862(a)(1). See D for discussion regarding coverage of patient activity programs.

As indicated, occupational therapy includes vocational and prevocational assessment and training. When services provided by an occupational therapist or assistant are related solely to specific employment opportunities, work skills or work settings, they are not reasonable or necessary for the diagnosis or treatment of an illness or injury and are excluded from coverage under the program by 1862(a)(1).  However, care should be
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exercised in applying this exclusion, because the assessment of level of function and the teaching of compensatory techniques to improve the level of function, especially in activities of daily living, are services which occupational therapists provide for both vocational and nonvocational purposes.  For example, an assessment of sitting and standing tolerance might be nonvocational for a mother of young children or a retired individual living alone, but would be a vocational test for a sales clerk.  Training an amputee in the use of a prosthesis for telephoning is necessary for every-day activities as well as for employment purposes.  Major changes in life style may be mandatory for an individual with a substantial disability; the techniques of adjustment cannot be considered exclusively vocational or nonvocational.

C.
Supplies.--Occupational therapy frequently necessitates the use of various supplies, e.g., looms, ceramic tiles, leather, etc.  The cost of such supplies may be included in the occupational therapy cost center.

D.
Patient Activity Programs.--In the inpatient hospital setting, organized patient activity programs are utilized to provide diversion and general motivation to inpatients.  Although occupational therapists and occupational therapy assistants may be involved in directing and supervising such programs, these activity programs are part of a generalized effort directed to the health and welfare of all patients and such programs do not constitute occupational therapy and no ancillary charges may be recognized for such services.  However, since these programs do constitute an integral part of good inpatient care they would be considered covered services related to the routine care of patients, providing:  (1) the program is one ordinarily furnished by the hospital to its inpatients, and (2) it is of a type in which Medicare patients requiring a covered level of hospital care may reasonably be expected to participate.  For example, patients requiring the level of hospital care covered under the program might engage in games such as checkers or chess, handicrafts such as sewing or weaving, and they might attend movies, etc.  But, it would not be expected that such patients would be able to go on field trips, engage in strenuous athletics, or participate in other activities which are inappropriate for patients requiring the level of care covered under the program.  (Of course, the capacities of physically healthy psychiatric patients would vary from those of patients whose ailments are physical.)

210.10
Respiratory Therapy Furnished by the Hospital or by Others Under Arrangements with the Hospital and Under its Supervision.--

A.
Definition.--Respiratory therapy (respiratory care) is defined as those services that are prescribed by a physician for the assessment, diagnostic evaluation, treatment, management, and monitoring (as defined in §210.10D.6) of patients with deficiencies and abnormalities of cardiopulmonary function.
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Respiratory therapy services include but are not limited to:

1.
The application of techniques for support of oxygenation and ventilation in the acutely ill patient.  These techniques include, but are not limited to:  a) establishment and maintenance of artificial airways; b) ventilator therapy and other means of airway pressure manipulation; c) precise delivery of oxygen concentration; and d) techniques to aid removal of secretions from the pulmonary tree.

2.
The therapeutic use and monitoring of medical gases (especially oxygen), bland and pharmacologically active mists and aerosols and such equipment as resuscitators and ventilators;

3.
Bronchial hygiene therapy, including deep breathing and coughing exercises, IPPB, postural drainage, chest percussion and vibration, and nasotracheal suctioning;

4.
Diagnostic tests for evaluation by a physician, e.g., pulmonary function tests, spirometry, and blood gas analyses;

5.
Pulmonary rehabilitation techniques which include:  a) exercise conditioning; b) breathing retraining; and c) patient education regarding the management of the patient's respiratory problems; and

6.
Periodic assessment and monitoring of the acute and chronically ill patients for indications for, and the effectiveness of, respiratory therapy services.

Such services are performed by respiratory therapists or technicians, physical therapists, nurses and other qualified personnel.  If such services are reasonable and necessary, they are covered irrespective of where they are furnished in the hospital; e.g., emergency room, ICU, etc.

To qualify for reimbursement under Medicare, such therapy (1) must qualify as a covered service, and (2) must be reasonable and necessary for the diagnosis or treatment of an illness or injury.

B.
Qualification as a Covered Service.-- Respiratory therapy can be covered under Medicare in the following circumstances.

1.
Hospital - When furnished by a respiratory therapist or technician, the services are covered as ancillary services under the inpatient hospital benefit.  When furnished by a nurse, the services would constitute nursing services and would be covered as such under the inpatient hospital benefit.
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2.
Diagnostic testing - Although the diagnostic testing referred to in §210.10A.4 is considered respiratory therapy, coverage of such tests is governed by the guidelines relating to the coverage of diagnostic tests.  (See §§210.5, 228A, and 418.1.1.)

C.
Criteria for Determining if Respiratory Therapy is Reasonable and Necessary.--To be considered reasonable and necessary for the diagnosis or treatment of an individual's illness or injury, respiratory therapy services furnished to a beneficiary must be (1) consistent with the nature and severity of the individual's complaints and diagnosis, (2) reasonable in terms of modality, amount, frequency and duration of the treatments, and (3) generally accepted by the professional medical community as being safe and effective treatment for the purpose used.  More specific instructions for applying these criteria appear in (1) through (3) below.

1.
Consistent with the Nature and Severity of the Individual's Symptoms and Diagnosis.--A patient's primary or secondary diagnosis alone may justify the need for respiratory therapy, (e.g., acute respiratory failure, pneumonitis, retained secretions, atelectasis, chronic obstructive pulmonary disease).  However, there may be cases in which the primary or secondary diagnosis alone does not justify the need for respiratory therapy, but the medical evidence indicates a combination of diagnoses which may justify therapy.  In such cases, the intermediary will obtain documentation from the provider which explains the medical necessity for the therapy.

2.
Reasonable in Terms of Modality, Amount, Frequency and Duration of the Treatment.--Although respiratory therapy services may be reasonable and necessary based on the nature and severity of the patient's condition, they must also be reasonable and necessary with respect to modality, amount, frequency, and duration.  For example, while a patient may require a particular type of modality to accomplish a certain therapeutic objective, the reasonableness and medical necessity may be questionable where more than one type of modality is used at the same time to accomplish the same therapeutic objective; e.g., IPPB and incentive spirometry.
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In most circumstances, the need for therapy would decrease with improvement of the condition, or increase if the condition worsened.  Therefore, in most instances, respiratory therapy would not be considered reasonable and necessary when furnished in the same amount and/or frequency throughout the patient's hospital stay; i.e., it would be expected that the level and intensity of the care should be modified as discharge nears.  Where the amount and frequency of respiratory therapy furnished throughout the hospital stay remains constant and the primary or secondary diagnosis indicates that, under normal circumstances, a decline in amount and frequency could be anticipated, intermediaries will obtain an explanation from the provider.

3.
Generally Accepted by the Professional Community as Being Safe and Effective Treatment for the Purpose Used.--In the absence of evidence to the contrary, it may be presumed that respiratory therapy is an accepted treatment and may be covered under Medicare.

D.
Additional Guidelines for Applying Criteria.--While there are many conditions for which respiratory therapy may be indicated, for Medicare purposes coverage of respiratory therapy services cannot be recognized when performed on a mass basis with no distinction made as to the individual patient's actual condition and need for such services.  In addition, the intermediary should make a distinction between respiratory therapy services and routine nursing services.

The following discussion illustrates some examples of the application of the above guidelines.

l.
Intensive Care and Recovery Room Patients.--Intensive care and recovery room patients may require respiratory monitoring, support, and therapy. Such respiratory care services (including equipment and maintenance thereof) qualify for reimbursement when reasonable and necessary.  Frequency, intensity, and duration of such monitoring and maintenance services will vary with the patient's illness, age, and underlying state of health.

2.
Preoperative Bronchial Hygiene Therapy.--Bronchial hygiene therapy furnished on a routine basis to preoperative patients would be presumed not to be reasonable and necessary and would, therefore, be excluded from coverage under section 1862(a)(1).  Circumstances under which preoperative bronchial hygiene therapy may be reasonable and necessary would include those situations when it is furnished to patients with acute or chronic pulmonary disease which by itself requires such therapy (see '210.10C.1).  In the absence of a presumptive condition, preoperative respiratory therapy could still be reasonable and necessary if the prescribing physician adequately documents the medical necessity for it (for example, heavy smokers with chronic cough and sputum production).  In such cases, the medical necessity for such therapy will be established if the documentation submitted adequately supports such therapy.  A statement that respiratory therapy "is needed" or "is necessary based on diagnosis" would be unacceptable.

3.
Postoperative Bronchial Hygiene Therapy.--Routine procedures such as deep breathing and cough instruction, frequent repositioning and early ambulation should provide for adequate bronchial hygiene in the majority of postoperative patients.  Therefore, bronchial hygiene therapy services, in addition to those cited above, when furnished on a routine basis to most postoperative patients would be presumed not to be necessary and would be excluded from coverage under section 1862(a)(1).
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Respiratory therapy services aiding bronchial hygiene (e.g., IPPB, aerosol therapy, postural drainage, chest percussion and vibration, nasotracheal suctioning) may be reasonable and necessary in the postoperative patient with identifiable pulmonary complications or in patients with underlying pulmonary diseases.  In addition, such therapy may be required for several postoperative days for those patients.  (In such cases, the intermediary should request documentation which establishes the medical necessity for the therapy.)  It would be reasonable to expect changes in modalities and decreases in frequency of therapy should pulmonary complications not be medically evident after several days of therapy postoperatively (see 210.10C.2)  Since the need for postoperative bronchial hygiene therapy cannot be identified presumptively, all such therapy must be adequately documented by the physician.

4.
Setting Up Equipment and Instructing Patients in Its Use.--When appropriate, setting up of respiratory equipment, instructing and monitoring patient progress in the use of equipment or on postural drainage, and breathing exercises by a respiratory therapist or technician are considered reasonable and necessary services even though the direct patient supervision of such therapy may be the responsibility of the nursing service.

5.
Oxygen Therapy.--Oxygen therapy is administered utilizing many devices ranging from the simple nasal cannula to progressively complex techniques providing controlled oxygen concentrations.  Such devices are usually applied, maintained, and monitored by respiratory therapists and technicians.  These services will be covered provided the need and the effectiveness is documented.

The goal of oxygen therapy is to maintain adequate tissue and cell oxygenation while trying to minimize the danger of oxygen toxicity.  Periodic measurement of the arterial PO2 or oxygen saturation at rest and/or during exercise aids in determining the appropriate amount of oxygen to be administered, and is necessary until the patient has achieved a stable status.

If the intermediary notes the use of continuous oxygen without periodic assessment of arterial PO2 or oxygen saturation, it should request additional documentation to determine the medical necessity for the service.  The physician's order must state the oxygen device and/or the specific flow rate or concentration of oxygen desired. A prescription for "oxygen PRN" or "oxygen as needed" does not meet these requirements.  An intermittent or PRN oxygen therapy order must include time limits and specific indications for initiating and terminating therapy.

6.  Monitoring Services.--The term monitoring as used in the context of this instruction means: periodic checking of the equipment in actual use for the purpose of ascertaining that it is functioning properly (see 5. above); monitoring the individual patient's condition for purposes of assuring that the patient is receiving the proper mixtures of medical gases, mists and aerosols (see §210.10A.2); periodic checking of the acute and chronically ill patients for the purposes described in §210.10A.6; and checking the patient's progress for the purposes described in §210.10D.4.  Checking solely to determine if a patient is using oxygen and the amount of oxygen used is not considered the type of monitoring that requires specialized training or skills, and therefore is not a covered respiratory therapy service.
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E.  Patient Education Programs.--Instructing a patient in the use of equipment, breathing exercises, etc., may be considered reasonable and necessary to the treatment of the patient's condition and can usually be given a patient during the course of treatment by any of the health personnel involved therein, e.g., physician, nurse, respiratory therapist or technician.  While patient activities involved in the management of respiratory problems are not ordinarily of such complexity as to warrant a structured or formal patient education program, there may be instances where such a program may be appropriate; e.g., where the patient experiences significant behavior modification or relies on mechanical support after discharge from the hospital.  However, the content of structured or formal education programs must be reasonable and necessary, i.e., such programs meet but do not exceed the needs of patients.  For Medicare purposes, the provision of information that is over and beyond that ordinarily provided during the course of treatment (e.g., extensive theoretical background in the pathology, etiology, and physiological effects of the disease) is not considered reasonable and necessary to the management and treatment of illnesses.

NOTE:
PRO determinations as to medical necessity and level of care are a component of Medicare claims determinations.  The PRO's determinations are binding on those issues and must be incorporated into claims adjudication.  The intermediary continues to review claims for other determinations and initiate denials on the basis of lack of eligibility, lack of remaining benefit days, provision of items and services which are not covered under Medicare, and any of the other exclusions under title XVIII.

The intermediary denies payment if it identifies a service for which payment is always precluded by a Medicare coverage rule and in which no medical judgment need be exercised even if the service was rendered during a PRO-approved hospital stay or specifically approved by the PRO.  The intermediary may not deny payment for PRO-approved services on the grounds that services were not medically necessary or did not meet the applicable level of care requirements.  If a judgmental medical determination is necessary to apply a coverage rule, the intermediary must ask the PRO to make the medical determination and accept the PRO's determination as binding when it adjudicates the claim.

Because PROs may differ in both the method and degree to which they assume responsibility for the review of ancillary services, intermediaries incorporate in their approved Memorandum of Understanding with each PRO the specific responsibilities assumed by each party in review of such services.
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210.11  Speech Pathology Services Furnished by Hospital or by Others Under Arrangements with Hospital and Under Its Supervision.--

     A.  General.--Speech pathology services are those services necessary for the diagnosis and treatment of speech and language disorders which result in communication disabilities and for the diagnosis and treatment of swallowing disorders (dysphagia), regardless of the presence of a communication disability.  (See Coverage Issues Manual, §35-89.)  They must relate directly and specifically to a written treatment regimen established by the physician after any needed consultation with the qualified speech pathologist.

     B.  Reasonable and Necessary.--Speech pathology services must be reasonable and necessary to the treatment of the individual's illness or injury.  To be considered reasonable and necessary, the following conditions must be met:

         o  The services must be considered under accepted standards of practice to be a specific and effective treatment for the patient's condition;

         o  The services must be of such a level of complexity and sophistication, or the patient's condition must be such that the services required can be safely and effectively performed only by or under the supervision of a qualified speech pathologist.  (See 42 CFR 405.1202(u)(1)(2).)  (When the intermediary determines the services furnished were of a type that could have been safely and effectively performed only by qualified speech pathologists or under the supervision of a qualified speech pathologist, it presumes that such services were properly supervised.  However, this assumption is rebuttable and, if in the course of processing claims the intermediary finds that speech pathology services are not being furnished under proper supervision, the intermediary denies the claim and brings this matter to the attention of the Division of Health Standards and Quality of the RO.);

          o  There must be an expectation that the patient's condition will improve significantly in a reasonable (and generally predictable) period of time based on the assessment by the physician of the patient's restoration potential after any needed consultation with the qualified speech pathologist, or the services must be necessary to the establishment of a safe and effective maintenance program required in connection with a specific disease state; and
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          4.  The amount, frequency, and duration of the services must be reasonable under accepted standards of practice.  (The intermediary should consult with local speech pathologists or the State chapter of the American Speech- Language-Hearing Association in the development of any utilization guidelines.)

Claims for speech pathology services which are not reasonable and necessary should be considered denied under authority of section 1862(a)(1) and, therefore, are subject to the waiver of liability provisions in section 1879 of the Act.  (See 287ff.)

     C.  Application of Guidelines.--The following discussion illustrates the application of the above guidelines to the more common situations in which the reasonableness and necessity of speech services furnished is a significant issue.

         1.  Restorative Therapy.--If an individual's expected restoration potential would be insignificant in relation to the extent and duration of speech pathology services required to achieve such potential, the services would not be considered reasonable and necessary.  In addition, there must be an expectation that the patient's condition will improve significantly in a reasonable (and generally predictable) period of time.  If at any point in the treatment of an illness or injury it is determined that the expectations will not materialize, the services will no longer constitute covered speech pathology services, as they would no longer be reasonable and necessary for the treatment of the patient's condition and would be excluded from coverage under section 1862(a)(1).

         2.  Maintenance Program.--After the initial evaluation of the extent of the disorder or illness, if the restoration potential is judged insignificant or, after a reasonable period of trial, the patient's response to treatment is judged insignificant or at a plateau, an appropriate functional maintenance program may be established.  The specialized knowledge and judgment of a qualified speech pathologist may be required if the treatment aim of the physician is to be achieved; e.g., a multiple sclerosis patient may require the services of a speech pathologist to establish a maintenance program designed to fit the patient's level of function.  In such a situation, the initial evaluation of the patient's
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needs, the designing by the qualified speech pathologist of the maintenance program which is appropriate to the capacity and tolerance of the patient and the treatment objectives of the physician, the instruction of the patient and supportive personnel (e.g., aides or nursing personnel, or family members where speech pathology is being furnished on an outpatient basis) in carrying out the program, and such infrequent reevaluations as may be required, would constitute covered speech therapy.  After the maintenance program has been established and instructions have been given for carrying out the program, the services of the speech pathologist would no longer be covered, as they would no longer be considered reasonable and necessary for the treatment of the patient's condition and would be excluded from coverage under section 1862(a)(1).

If a patient has been under a restorative speech pathology program, the speech pathologist should regularly reevaluate the condition and adjust the treatment program.  Consequently, during the course of treatment the speech pathologist should determine when the patient's restorative potential will be achieved and, by the time the restorative program has been completed, should have designed the maintenance program required and instructed the patient, supportive personnel, or family members in the carrying out of the program.  A separate charge for the establishment of the maintenance program under these circumstances would not be recognized.  Moreover, where a maintenance program is not established until after the restorative speech pathology program has been completed, it would not be considered reasonable and necessary to the treatment of the patient's condition and would be excluded from coverage under section 1862(a)(1) since the maintenance program should have been established during the active course of treatment.

D.
Types of Services.--Speech pathology services can be grouped into two main categories: services concerned with diagnosis or evaluation and therapeutic services.

1.
Diagnostic and Evaluation Services.--Unless excluded by section 1862(a)(7) of the law, these services are covered if they are reasonable and necessary.  The speech pathologist employs a variety of formal and informal language assessment tests to ascertain the type, causal factor(s), and severity of the speech and language disorders.  Reevaluation would be covered only if the patient exhibited a change in
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functional speech or motivation, clearing of confusion, or the remission of some other medical condition which previously contraindicated speech pathology. However, monthly reevaluations, e.g., a Porch Index of Communicative Ability (PICA) for a patient undergoing a restorative speech pathology program, are considered a part of the treatment session and are not covered as a separate evaluation for billing purposes.

2.
Therapeutic Services.--The following are examples of common medical disorders and resulting communication deficits which may necessitate active restorative therapy:

o
Cerebrovascular disease such as cerebral, vascular accidents presenting with dysphagia, aphasia/dysphasia, apraxia, and dysarthria;

o
Neurological disease such as Parkinsonism or Multiple Sclerosis may exhibit dysarthria, dysphagia, or inadequate respiratory volume/control;

o
Mental retardation with disorders such as aphasia or dysarthria; and

o
Laryngeal carcinoma requiring laryngectomy resulting in aphonia may warrant therapy of the laryngectomized patient so he/she can develop new communication skills through esophageal speech and/or use of the electrolarynx.

NOTE:
Many patients who do not require speech pathology services as defined do require services involving nondiagnostic, nontherapeutic, routine, repetitive, and reinforced procedures or services for their general good and welfare; e.g., the practicing of word drills.  Such services do not constitute speech pathology services for Medicare purposes and are not covered since they do not require performance by or the supervision of a qualified speech pathologist.

210.12.
Services Related to and Required as a Result of Services Which Are Not Covered Under Medicare.--

A.
Medical and hospital services are sometimes required to treat a condition that arises as a result of services which are not covered because they are determined to be not reasonable and necessary or because they are excluded from coverage for other reasons.  Services "related to" noncovered services (e.g., cosmetic surgery, noncovered organ transplants, noncovered artificial organ implants), including services related to follow up care and complications of noncovered services which require treatment during a hospital stay in which the noncovered service was performed, are not covered services under Medicare.  Services "not related to" noncovered services are covered under Medicare.

B.
Following are some examples of services "related to" and "not related to" noncovered services while the beneficiary is an inpatient:

1.
A beneficiary was hospitalized for a noncovered service and broke a leg while in the hospital.  Services related to care of the broken leg during this stay is a clear cut example of "not related to" services and are covered under Medicare.
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2.
A beneficiary was admitted to the hospital for covered services, but during the course of hospitalization became a candidate for a noncovered transplant or implant and actually received the transplant or implant during that hospital stay.  When the original admission was entirely unrelated to the diagnosis that led to a recommendation for a noncovered transplant or implant, the services related to the admitting condition are covered.

3.
A beneficiary was admitted to the hospital for covered services related to a condition which ultimately led to identification of a need for transplant and receipt of a transplant during the same hospital stay.  If, on the basis of the nature of the services and a comparison of the date they are received with the date on which the beneficiary is identified as a transplant candidate, the services may reasonably be attributed to preparation for the noncovered transplant, the services are "related to" noncovered services and are also noncovered.

C.
After a beneficiary has been discharged from the hospital stay in which he/she received noncovered services, medical and hospital services required to treat a condition or complication that arises as a result of the prior noncovered services may be covered when they are reasonable and necessary in all other respects.  Thus, coverage may be provided for subsequent inpatient stays or outpatient treatment ordinarily covered by Medicare, even if the need for treatment arose because of a previous noncovered procedure. Some examples of services that may be covered under this policy are the reversal of intestinal bypass surgery for obesity, repair of complications from transsexual surgery or from cosmetic surgery, removal of a noncovered bladder stimulator, or treatment of an infection at the surgical site of a noncovered transplant that occurred following discharge from the hospital.

However, any subsequent services that may be expected to have been incorporated into a global fee (i.e., a single charge for a group of services) are not covered as separate services.  Thus, where a patient undergoes cosmetic surgery and the treatment regimen calls for a series of postoperative visits to the surgeon for evaluating the patient's progress, these visits are not covered separately.

(See §415.18 for billing procedures.)

210.13

Health Care Associated with Pregnancy.--Reasonable and necessary services associated with pregnancy are covered and reimbursable under the Medicare program. Because pregnancy is a condition which is sufficiently at variance with the usual state of health, it is appropriate for a pregnant woman to seek medical care.  The increased possibility of illness or injury which accompanies this condition is well recognized, and medical supervision is required throughout pregnancy and for a brief period beyond. Skilled medical management is appropriate throughout the events of pregnancy, beginning with diagnosis of the condition, continuing through delivery, and ending after the necessary postnatal care.  Similarly, in the event of termination of pregnancy, regardless of whether terminated spontaneously or for therapeutic reasons (i.e., where the life of the mother would be endangered if the fetus were brought to term), the need for skilled medical management and/or medical services is equally as important as in those cases carried to full term.  After the infant is delivered and is a separate individual, items and services furnished to the infant cannot be covered and reimbursed under the program on the basis of the mother's eligibility.
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