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212.

SPECIAL CONDITIONS FOR COVERAGE AND PAYMENT OF HOME HEALTH SERVICES UNDER HOSPITAL INSURANCE (PART A) AND SUPPLEMENTARY MEDICAL INSURANCE (PART B)--


212.1
Post-Institutional Home Health Services Furnished During A Home Health Spell Of Illness -Beneficiaries Enrolled In Part A and Part B.--Section 4611 of the BBA of 1997 revised the Part A home health benefit to gradually transfer from Part A to Part B the cost of Medicare home health services following a beneficiary's 3 consecutive day stay in a hospital or skilled nursing facility for a total of 100 visits in a home health spell of illness.  Section 1812(a)(3) of the Act was amended by §4611 (a) of the BBA to provide post-institutional home health services for individuals enrolled in Part A and Part B and home health services for individuals who are eligible for Part A only.  For beneficiaries who are enrolled in Part A and Part B, Part A finances post-institutional home health services furnished during a home health spell of illness for up to 100 visits during a spell of illness.  Payment under Part A for post-institutional home health services furnished to an individual during a home health spell of illness may not be made for such services beginning after such services have been furnished for a total of 100 visits during such spell.


Section 1861(tt) of the Act, as added by §4611(b) of the BBA of 1997, defines "post-institutional home health services" and "home health spell of illness."  Section 1861(tt)(1) of the Act defines "post-institutional home health services" as home health services furnished to an individual--(A) after discharge from a hospital or rural primary care hospital in which the individual was an inpatient for not less than 3 consecutive days before such discharge if such home health services were initiated within 14 days after the date of such discharge; or (B) after discharge from a skilled nursing facility in which the individual was provided post-hospital extended care services (i.e., covered Part A skilled nursing facility services following a qualifying hospital stay of at least 3 days) if such home health services were initiated within 14 days after the date of such discharge.


Section 1861(tt)(2) of the Act defines the term "home health spell of illness" with respect to any individual as a period of consecutive days--(A) beginning with the first day (not included in a previous home health spell of illness) (i) on which such individual is furnished post-institutional home health services, and (ii) which occurs in a month for which the individual is entitled to benefits under part A, and (B) ending with the close of the first period of 60 consecutive days thereafter on each of which the individual is neither an inpatient of a hospital or rural primary care hospital nor an inpatient of a facility described in §1819(a)(1) of the Act or subsection 1861(y)(1) of the Act nor provided home health services.


212.2
Beneficiaries Enrolled in Parts A and B and Meet the Institutional Care Threshold.--Part A finances up to 100 visits furnished during a home health spell of illness if the following criteria are met:  


· Beneficiaries are enrolled in Part A and Part B and qualify to receive the Medicare home health benefit;  

· Beneficiaries must have at least a 3 consecutive day stay in a hospital or rural primary care hospital; and


· Home health services must be initiated and the first covered home health visit must be rendered within 14 days of discharge from a 3 consecutive day stay in a hospital or rural primary care hospital or within 14 days of discharge from a skilled nursing facility in which the individual was provided post-hospital extended care services.  If the first home health visit is not initiated within 14 days of discharge, then home health services are financed under Part B.
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After an individual exhausts 100 visits of Part A post-institutional home health services, Part B finances the balance of the home health spell of illness.  A home health spell of illness is a period of consecutive days beginning with the first day not included in a previous home health spell of illness on which the individual is furnished post-institutional home health services which occurs in a month the individual is entitled to Part A.  The home health spell of illness ends with the close of the first period of 60 consecutive days in which the individual is neither an inpatient of a hospital or rural primary care hospital nor an inpatient of a skilled nursing facility (in which the individual was furnished post-hospital extended care services) nor provided home health services.


212.3
Beneficiaries Who Are Enrolled In Part A and Part B, But Do Not Meet Threshold For Post-Institutional Home Health Services.--If beneficiaries are enrolled in Part A and Part B and are eligible for the Medicare home health benefit, but do not meet the 3 consecutive day stay requirement or the 14 day initiation of care requirement, then all of their home health services would be financed under Part B.  For example, this situation would include, but is not limited to, beneficiaries enrolled in Part A and Part B who are coming from the community to a home health agency in need of home health services or who stay less than 3 consecutive days in a hospital and are discharged.  Any home health services received after discharge would be financed under Part B.


212.4 Beneficiaries Who Are Part A Only Or Part B Only.--If a beneficiary is enrolled only in Part A and qualifies for the Medicare home health benefit, then all of the home health services are financed under Part A.  The 100-visit limit does not apply to beneficiaries who are only enrolled in Part A.  If a beneficiary is enrolled only in Part B and qualifies for the Medicare home health benefit, then all of the home health services are financed under Part B.  There is no 100 visit limit under Part B.  The new definition of post-institutional home health services provided during a home health spell of illness only applies to those beneficiaries who are enrolled in both Part A and Part B and qualify for the Medicare home health benefit.


212.5 Coinsurance, Copayments, and Deductibles.--Section 4611 of the BBA of 1997 did not change the current treatment of coinsurance, copayments, or deductibles for home health services.  There is no coinsurance, copay or deductible for home health services and supplies other than the coinsurance required for durable medical equipment covered as a home health service.  The coinsurance liability of the beneficiary for durable medical equipment furnished as a home health service is 20 percent of the customary (insofar as reasonable) charge for the services.

215.

DURATION OF HOME HEALTH SERVICES

215.1
Number of Home Health Visits Under Hospital Insurance (Part A).--To the extent that all coverage requirements are met, payment may be made on behalf of eligible beneficiaries under Part A for an unlimited number of covered home health visits.  The determination of Part A or Part B Trust fund financing and coverage is made in accordance with the financing shift required by the BBA described above in §212.  All Medicare home health services are covered under Part A unless there is no Part A entitlement.

215.2
Number of Home Health Visits Under Supplementary Medical Insurance (Part B).--To the extent that all coverage requirements are met, payment may be made on behalf of eligible beneficiaries under Part B for an unlimited number of covered home health visits.  The determination of Part A or Part B Trust fund financing and coverage is made in accordance with the financing shift required by the BBA described above in §212 .
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218.

COUNTING VISITS UNDER THE HOSPITAL AND MEDICAL PLANS

The number of visits are counted in the same manner under both the hospital plan and medical plan.

218.1
Visit Defined.--A visit is an episode of personal contact with the patient by staff of the HHA, or others under arrangements with the HHA, for the purpose of providing a covered home health service.

218.2
Counting Visits.--Generally, one visit may be covered each time an HHA employee, or someone providing home health services under arrangements with the HHA, enters the patient's home and provides a covered service to a patient who meets the criteria in §204.

If the HHA furnishes services in an outpatient facility under arrangements with the facility, one visit may be covered for each type of service provided.

If two individuals are needed to provide a service, two visits may be covered.  If two individuals are present, but only one is needed to provide the care, only one visit may be covered.

A visit is initiated with the delivery of covered home health services and ends at the conclusion of delivery of covered home health services.  In those circumstances in which all reasonable and necessary home health services cannot be provided in the course of a single visit, HHA staff or others providing services under arrangements with the HHA may remain at the patient's home between visits (e.g., to provide non-covered services).  However, if all covered services could be provided in the course of one visit, only one visit may be covered.

EXAMPLE 1:
If an occupational therapist and an occupational therapy assistant visit the patient together to provide therapy and the therapist is there to supervise the assistant, one visit is covered.

EXAMPLE 2:
If a nurse visits the patient in the morning to dress a wound and later must return to replace a catheter, two visits are covered.

EXAMPLE 3:
If the therapist visits the patient for treatment in the morning and the patient is later visited by the assistant for additional treatment, two visits are covered.

EXAMPLE 4:
If a patient is taken to a hospital to receive outpatient therapy that could not be furnished in his/her own home (e.g., hydrotherapy) and, while at the hospital receives speech-language pathology and other services, two or more visits would be covered.

EXAMPLE 5:
Although many HHAs provide home health aide services on an hourly basis (ranging from 1 to 8 hours a day), home health aide services are covered in terms of visits.  Thus, regardless of the number of continuous hours a home health aide spends in a patient's home to provide continuous covered care on any given day, one "visit" is covered for each such day.  If, in a rare situation, a home health aide visits a patient for an hour or two in the morning, and again for an hour or two in the afternoon, two visits would be covered.
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218.3
Evaluation Visits.--HHAs are required by regulations to have written policies concerning the acceptance of patients by the agency.  These include consideration of the physical facilities available in the patient's place of residence, the homebound status, and the attitudes of family members for the purpose of evaluating the feasibility of meeting the patient's medical needs in the home health setting.  When personnel of the agency make such an initial evaluation visit, the cost of the visit is considered an administrative cost of the agency and is not chargeable as a visit since at this point the patient has not been accepted for care.  If, however, during the course of this initial evaluation visit, the patient is determined suitable for home health care by the agency, and is also furnished the first skilled service as ordered under the physician's plan of treatment, the visit would become the first billable visit in the 60 day episode.
An observation and evaluation (or reevaluation) visit made by a nurse (see §204.4 for a further discussion of skilled nursing observation and evaluation visits) or other appropriate personnel, ordered by the physician for the purpose of evaluating the patient's condition and his or her continuing need for skilled services, would be covered as a skilled visit.

A supervisory visit made by a nurse or other appropriate personnel (as required by the conditions of participation) to evaluate the specific personal care needs of the patient or to review the manner in which the personal care needs of the patient are being met by the aide is considered an administrative function and is not chargeable to the patient as a skilled visit.
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219.

MEDICAL AND OTHER HEALTH SERVICES

The voluntary medical insurance plan (Part B) is designed to supplement the basic hospital insurance (Part A) coverage.  In addition to providing coverage for unlimited home health visits in a calendar year (see §215.2), the medical insurance plan provides coverage for certain "medical and other health services."  Reimbursement may be made to a home health agency (HHA) that furnishes either directly or under arrangements with others the following "medical and other health services" to beneficiaries with Part B coverage in accordance with Part B billing rules.

· Surgical dressings (for a patient who is not under a home health plan of care), and splints, casts, and other devices used for reduction of fractures and dislocations.  (See §219.1.)

· Prosthetic devices.  (See §219.2.)  (Except for items excluded from the term "orthotics and prosthetics" in accordance with §1834(h)(4)(C) of the Act for patients who are under a home health plan of care)

· Leg, arm, back, and neck braces, trusses, and artificial legs, arms and eyes.  (See §219.3.)

· Outpatient physical therapy, outpatient occupational therapy, and outpatient speech-language pathology services (for a patient not under a home health plan of care).  (See §219.4.)

· Rental and purchase of durable medical equipment.  (See §§220ff.)  Effective July 18, 1984, the coverage of durable medical equipment (DME) is substituted for the coverage of medical appliances under the home health benefit.  Where a beneficiary meets all of the criteria for coverage of home health services and the home health agency (HHA) is providing the home health care under the Hospital Insurance Program (Part A), any DME provided by the HHA to that patient must also be provided under Part A.  Where the patient meets the criteria for coverage of home health services and the HHA is providing the home health care under the Supplementary Medical Insurance Program (Part B) because the patient is not eligible for Part A, the DME provided by the HHA may, at the beneficiary's option, be furnished under the Part B home health benefit or as a medical and other health service.  Irrespective of how the DME is furnished, the beneficiary is responsible for a 20 percent coinsurance.

· Ambulance service.  (See §22l.)

· Hepatitis B Vaccine.  Vaccinations or inoculations are excluded from coverage as "immunizations" unless they are directly related to the treatment of an injury or direct exposure to a disease or condition.  An exception was made in 1980 to include coverage of pneumococcal vaccinations.

With the enactment of the Deficit Reduction Act of 1984 (P.L. 98-369), coverage under Part B is extended to hepatitis B vaccine and its administration, furnished to a Medicare beneficiary who is at high or intermediate risk of contracting hepatitis B.  This coverage is effective for services furnished on or after September 1, 1984.
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High-risk groups currently identified include:

End-Stage Renal Disease (ESRD) patients;

Hemophiliacs who receive Factor VIII or IX concentrates;

Clients of institutions for the mentally retarded;

Persons who live in the same household as an Hepatitis B Virus (HBV) carrier;


Homosexual men;

Illicit injectable drug abusers.

Intermediate risk groups currently identified include:

Staff in institutions for the mentally retarded;

Workers in health care professions who have frequent contact with blood or blood-derived body fluids during routine work.

Exception:

Persons in the above-listed groups would not be considered at high or intermediate risk of contracting hepatitis B, however, if there is laboratory evidence positive for antibodies to hepatitis B.  (ESRD patients are routinely tested for hepatitis B antibodies as part of their continuing monitoring and therapy.)

For Medicare program purposes, the vaccine may be administered--upon the order of a doctor of medicine or osteopathy--by home health agencies, skilled nursing facilities,

ESRD facilities, hospital outpatient departments, persons recognized under the incident to physicians' services provision of the law, and, of course, doctors of medicine and osteopathy.

A charge separate from the ESRD composite rate will be recognized and paid for administration of the vaccine to ESRD patients.

· Hemophilia clotting factors.  Blood clotting factors for hemophilia patients competent to use such factors to control bleeding without medical or other supervision and items related to the administration of such factors are covered under Part B.  Coverage is effective for such items and services purchased on or after July l8, l984.  Prior to the enactment of the Deficit Reduction Act of l984 (P.L. 98-369), all drugs and biologicals which were of the type that could be self-administered were excluded from coverage.  The coverage of blood clotting factors is an exception to the exclusion.

The amount of clotting factors determined to be necessary to have on hand and thus covered under this provision is based on the historical utilization pattern or profile developed by the carrier for each patient.  The treating source (e.g., a family physician or comprehensive hemophilia diagnostic and treatment center) must have such information.  From this data, the contractor must be able to make reasonable projections concerning the quantity of clotting factors anticipated to be needed by the patient over a specific period of time.  Unanticipated occurrences involving extraordinary events, such as automobile accidents, inpatient hospital stays, etc., change this base line data and must be appropriately considered.  In addition, changes in a patient's medical needs over a period of time require adjustments in the profile.
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219.1
Surgical Dressings, and Other Dressings Used for Reduction of Fractures and Dislocations.--Surgical dressings are limited to primary and secondary dressings required for the treatment of a wound caused by, or treated by, a surgical procedure that has been performed by a physician or other health care professional to the extent permissible under State law.  In addition, surgical dressings required after debridement of a wound are also covered, irrespective of the type of debridement, as long as the debridement was reasonable and necessary and was performed by a health care professional who was acting within the scope of his or her legal authority when performing this function.  Surgical dressings are covered for as long as they are medically necessary.

Primary dressings are therapeutic or protective coverings applied directly to wounds or lesions either on the skin or caused by an opening to the skin.  Secondary dressing materials that serve a therapeutic or protective function and that are needed to secure a primary dressing are also covered. Items such as adhesive tape, roll gauze, bandages, and disposable compression material are examples of secondary dressings.  Elastic stockings, support hose, foot coverings, leotards, knee supports, surgical leggings, gauntlets and pressure garments for the arms and hands are examples of items that are not ordinarily covered as surgical dressings.  Some items, such as transparent film, may be used as a primary or secondary dressing.

If a physician, certified nurse midwife, physician assistant, nurse practitioner, or clinical nurse specialist applies surgical dressings as part of a professional service that is billed to Medicare, the surgical dressings are considered incident to the professional services of the health care practitioner.  When surgical dressings are not covered incident to the services of a health care practitioner and are obtained by the patient from an HHA on an order from a physician or other health care professional authorized under State law or regulation to make such an order while the patient is under a home health plan of care during an open 60 day episode, the surgical dressings and other related medical supplies that meet the definition of a medical supply under the Medicare home health benefit are subject to the consolidated billing requirements governing home health PPS described in §201.
219.2
Prosthetic Devices.--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 replacements or repairs of such devices are covered when furnished incident to physicians' services or on a physician's orders.  Part B coverage is provided except for items excluded from the term "orthotics and prosthetics" in accordance with §1834(h)(4)(C) of the Act for patients who are under a home health plan of care.  Those prosthetics that are covered as medical supplies under the home health benefit, are bundled into the episode payment and subject to the consolidated billing requirements while a patient is under a home health plan of care.
Colostomy (and other ostomy) bags and necessary accoutrements required for attachment are covered as prosthetic devices.  This coverage also includes irrigation and flushing equipment and other items and supplies directly related to ostomy care whether or not the attachment of a bag is required.

Examples of prosthetic devices include cardiac pacemakers, hemodialysis equipment (see §220.1B1), prosthetic lenses, breast prostheses (including a surgical brassiere) for postmastectomy patients, maxillofacial devices and devices which replace all or part of the function of the ear or nose.  A urinary collection and retention system with or without a tube would be a prosthetic device replacing bladder function in cases of permanent urinary incontinence.  The Foley catheter would also be considered a prosthetic device when ordered for a patient with permanent urinary incontinence.  However, chux, diapers, rubber sheets, etc., are not covered under this provision since they do not perform the collecting and retention function of the bladder.
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Total parenteral nutrition (TPN) systems and enteral nutrition (EN) systems are covered by Medicare as prosthetic devices when the criteria in HHA-3 of the Coverage Issues Manual are met.  When these criteria are met, the equipment and supplies which (together with nutrients) compose the prosthetic device are not considered to be durable medical equipment and medical supplies and therefore may not be covered as home health services.  When a home health agency supplies TPN or EN systems which meet the criteria for coverage as a prosthetic device, bill the carrier designated to process claims for TPN and EN systems.  (See §403.)

219.3
Leg, Arm, Back, and Neck Braces, Trusses, and Artificial Legs, Arms, and Eyes.--These appliances are covered under Part B when furnished incident to physicians' services or on a physician's order.  A brace includes rigid and semi-rigid devices which are used for the purpose of supporting a weak or deformed body member or restricting or eliminating motion in a diseased or injured part of the body.  Elastic stockings, garter belts, and similar devices do not come within the scope of the definition of a brace.  Back braces include, but are not limited to, special corsets, sacroiliac, sacrolumbar, dorsolumbar corsets and belts.  A terminal device (e.g., hand or hook) is covered under this provision whether or not an artificial limb is required by the patient.

Stump stockings and harnesses (including replacements) are also covered when these appliances are essential to the effective use of the artificial limb.

Adjustments to an artificial limb or other appliance required by wear or by a change in the patient's condition are covered when ordered by a physician.  To the extent applicable the provisions relating to the repair and replacement of durable medical equipment (see §220.4) should be followed with respect to the repair and replacement of artificial limbs, braces, etc.  Adjustments, repairs, and replacement are covered even when the item had been in use before the user enrolled in Part B of the program so long as the device continues to be medically required.

219.4 Outpatient Physical Therapy, Occupational Therapy, and Speech Pathology Services.--Physical therapy, occupational therapy, and speech pathology services provided to outpatients by a participating hospital, skilled nursing facility, home health agency, clinic, rehabilitation agency or public health agency or by others under arrangements with and under the supervision of such an institution or agency are covered as "medical and other health services" under Part B of the program.

NOTE:
An individual is not required to be homebound or meet any other Medicare home health eligibility requirements in order to be eligible for these benefits as they are not under a home health plan of care.  However, if an individual is under a home health plan of care during an open episode and is receiving the therapies under arrangement on behalf of the HHA, these services are subject to the consolidated billing requirements governing home health PPS described in §201.)

To be covered under the "medical and other health services" provision, outpatient physical therapy, occupational therapy, or speech pathology services must meet all of the conditions set forth in §§205.1, 205.2, or 205.3, respectively.  In addition, outpatient physical therapy, occupational therapy, or speech pathology services must meet all of the following conditions.

A.
Content of the Physician's Certification.--No payment may be made for outpatient physical therapy, occupational therapy, or speech pathology services unless a physician certifies that:

1.
the services are or were furnished while the patient was under the care of a physician (see D);

2.
a plan for furnishing such services is or was established by the physician, physical therapist, occupational therapist or speech pathologist and periodically reviewed by the physician (See E); and 
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3.
the services are or were required by the patient.

Since the certification is closely associated with the plan of treatment, the same physician who establishes or reviews the plan must certify to the necessity for the services.  Obtain certification at the time the plan of treatment is established or as soon thereafter as possible.  "Physician" means a doctor of medicine, a doctor of osteopathy (including an osteopathic practitioner), or a doctor of podiatric medicine legally authorized to practice by the State in which he performs the services.  In addition, physician certification by doctors of podiatric medicine must be consistent with:

· the scope of the professional services provided by a doctor of podiatric medicine as authorized by applicable State law and 

· the policy of the agency with respect to which the services are performed.

B.
Recertification.--When outpatient physical therapy, occupational therapy, or speech pathology services are continued under the same plan of treatment for a period of time, the physician must recertify at intervals of at least once every 30 days that there is a continuing need for such services and should estimate how long services will be needed.  The recertification should be obtained at the time the plan of treatment is reviewed since the same interval (at least once every 30 days) is required for the review of the plan.  Recertifications must be signed by the physician who reviews the plan of treatment.  The form of the recertification and the manner of obtaining timely recertification is up to the home health agency.

For information regarding the method and disposition of certifications (see §240.2), and for delayed certification (see §240.4).

C.
Outpatient.--Outpatient physical therapy, occupational therapy, and speech pathology services are covered when furnished by a provider to its outpatients, i.e., to patients in their homes, to patients who come to the facility's outpatient department, or to inpatients of other institutions.  In addition, coverage includes physical therapy, occupational therapy, and speech pathology services furnished by participating hospitals and skilled nursing facilities to those of their inpatients who have exhausted their Part A inpatient benefits or who are otherwise not eligible for Part A benefits.  Providers of outpatient physical therapy, occupational therapy, and speech pathology services that have inpatient facilities, other than participating hospitals and skilled nursing facilities, may not furnish covered outpatient physical therapy, occupational therapy, or speech pathology services to their own inpatients.  However, since the inpatients of one institution may be considered the outpatients of another institution, all providers of outpatient physical therapy, occupational therapy, and speech pathology services may furnish such services to inpatients of another health facility.  Due to the consolidated billing requirements in the law governing home health PPS, if a patient is under a home health plan of care and receives outpatient physical therapy, occupational therapy, or speech pathology services under arrangement on behalf of the HHA, the payment for those services is bundled to the HHA while the patient is under an open episode.

While outpatient physical therapy, occupational therapy, and speech pathology services are payable when furnished in the home, when added expense is caused by a visit to the home, a question must be raised as to whether the rendition of the service in the home is reasonable and necessary.  Where the patient is not confined to his home, such added expense cannot be considered as reasonable and necessary for the treatment of an illness or injury since the home visit is more costly than the medically appropriate and realistically feasible alternative pattern of care; e.g., in the facility's outpatient department.  Consequently, these additional expenses incurred by providers due to travel to a person who is not homebound are not covered.
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D.
Outpatient Must Be Under the Care of a Physician.--Outpatient physical therapy, occupational therapy, or speech pathology services must be furnished to an individual who is under the care of a physician.  There must be evidence in the patient's clinical record that a physician has seen him at least every 30 days.  If the record does not reflect this, the provider is responsible for contacting the physician to determine whether this requirement is met.  The physician may be the patient's private physician, a physician on the staff of the provider, a physician associated with an institution which is the patient's residence, or a physician associated with a medical facility in which the patient is an inpatient.  The attending physician establishes or reviews the plan of treatment and also makes the necessary certifications.  

E.
Outpatient Physical Therapy, Occupational Therapy, or Speech Pathology Services Furnished Under a Plan.--Outpatient physical therapy, outpatient occupational therapy, or outpatient speech pathology services must be furnished under a written plan of treatment established by:

· a physician after any necessary consultation with the physical therapist, occupational therapist, or speech pathologist, as appropriate;

· the physical therapist who will provide the physical therapy services;

· the occupational therapist who will provide the occupational therapy services; or

· the speech pathologist who will provide the speech pathology services.

The plan must be established (that is, reduced to writing either by the person who established the plan or by the provider when it makes a written record of that person's oral orders) before treatment is begun.  The plan should be promptly signed by the ordering physician, therapist, or pathologist and incorporated into the provider's permanent record for the patient.

The plan must relate the type, amount, frequency, and duration of the physical therapy, occupational therapy, or speech pathology services that are to be furnished the patient and indicate the diagnosis and anticipated goals.  Any changes to this plan must be made in writing and signed by the physician, therapist, or pathologist.  Changes to the plan may also be made pursuant to oral orders given by the attending physician to a qualified physical therapist (in the case of physical therapy services), a qualified occupational therapist (in the case of occupational therapy services), a qualified speech pathologist (in the case of speech pathology services), a registered professional nurse, or a physician on the staff of the provider.

Changes to such plans also may be made pursuant to oral orders given by the pathologist to another qualified speech pathologist, by the occupational therapist to another qualified occupational therapist, or by the physical therapist to another qualified physical therapist, or by the therapist or pathologist to a registered professional nurse on the staff of the provider.  Such changes must be immediately recorded in the patient's records and signed by the individual receiving the orders.  While the physician may change a plan of treatment established by the pathologist or therapist providing such services, the therapist or pathologist may not alter a plan of treatment established by a physician.

The plan must be reviewed by the attending physician, in consultation with the HHA's physical therapist(s), occupational therapist(s), or speech pathologist(s) at such intervals as the severity of the patient's condition requires, but at least every 30 days.  Each review of the plan should contain the initials of the physician and the date performed.  The patient's plan normally need not be forwarded to the intermediary for review but will be retained in the agency's file.  The HHA must certify on the billing form that the plan is on file.  (See §§401ff.)
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220.

RENTAL AND PURCHASE OF DURABLE MEDICAL EQUIPMENT

A participating provider of service may be reimbursed under Part B on a reasonable cost basis for durable medical equipment which it rents or sells to a beneficiary for use in his home if the following three requirements are met:

· The equipment meets the definition of durable medical equipment (§220.1); and

· The equipment is necessary and reasonable for the treatment of the patient's illness or injury or to improve the functioning of his malformed body member (§220.2); and

· The equipment is used in the patient's home (§220.3).

Payment may also be made under this provision for repairs, maintenance, and delivery of equipment as well as for expendable and nonreusable items essential to the effective use of the equipment subject to the conditions in §220.4.
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220.1
Definition of Durable Medical Equipment.--For purposes of coverage under Part B, durable medical equipment is equipment which (1) can withstand repeated use, and (2) is primarily and customarily used to serve a medical purpose, and (3) generally is not useful to a person in the absence of illness or injury, and (4) is appropriate for use in the home.  All requirements of the definition must be met before an item can be considered to be durable medical equipment.

A.
Durability.--An item is considered durable if it can withstand repeated use; i.e., the type of item which could normally be rented.  Medical supplies of an expendable nature such as incontinent pads, lambs wool pads, catheters, ace bandages, elastic stockings, surgical face masks, irrigating kits, sheets, and bags are not considered "durable" within the meaning of the definition. There are other items which, although durable in nature, may fall into other coverage categories such as braces, prosthetic devices, artificial arms, legs, and eyes.

B.
Medical Equipment.--Medical equipment is equipment which is primarily and customarily used for medical purposes and is not generally useful in the absence of illness or injury.  In most instances, no development will be needed to determine whether a specific item of equipment is medical in nature.  However, some cases will require development to determine whether the item constitutes medical equipment.  This development would include the advice of local medical organizations (providers, medical schools, medical societies) and specialists in the field of physical medicine, and rehabilitation.  If the equipment is new on the market, it may be necessary, prior to seeking professional advice, to obtain information from the supplier or manufacturer explaining the design, purpose, effectiveness, and method of using the equipment in the home as well as the results of any tests or clinical studies that have been conducted.

l.
Equipment Presumptively Medical.--Items such as hospital beds, wheelchairs, hemodialysis equipment, iron lungs, respirators, intermittent positive pressure breathing machines, medical regulators, oxygen tents, crutches, canes, trapeze bars, walkers, inhalators, nebulizers, commodes, suction machines, and traction equipment presumptively constitute medical equipment. (Although hemodialysis equipment is a prosthetic device, it also meets the definition of durable medical equipment, and reimbursement for the rental or purchase of such equipment for use in the beneficiary's home will be made only under the provisions for payment applicable to durable medical equipment.)

2.
Equipment Presumptively Nonmedical.--Equipment which is primarily and customarily used for a nonmedical purpose may not be considered "medical" equipment for which payment can be made under the medical insurance program.  This is true even though the item has some remote medically related use.  For example, in the case of a cardiac patient, an air conditioner might possibly be used to lower room temperature to reduce fluid loss in the patient and to restore an environment conducive to maintenance of the proper fluid balance.  Nevertheless, because the primary and customary use of an air conditioner is a nonmedical one, the air conditioner cannot be deemed to be medical equipment for which payment can be made.
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Other devices and equipment used for environmental control or to enhance the environmental setting in which the beneficiary is placed are not considered covered durable medical equipment. These include, for example, roomheaters, humidifiers, dehumidifiers, and electric air cleaners. Equipment which basically serves comfort or convenience functions or is primarily for the convenience of a person caring for the patient, such as elevators, stairway elevators, posture chairs, and cushion lift chairs do not constitute medical equipment.  Similarly, physical fitness equipment, e.g., an exercycle; first-aid or precautionary-type equipment, e.g., preset portable oxygen units; self-help devices; e.g., safety grab bars; and training equipment, e.g., speech teaching machines and braille training texts, are considered nonmedical in nature.

3.
Special Exception Items.--Specified items of equipment may be covered under certain conditions even though they do not meet the definition of durable medical equipment because they do not meet the definition of durable medical equipment because they are not primarily and customarily used to serve a medical purpose and/or are generally useful in the absence of illness or injury.  These items would be covered when it is clearly established that they serve a therapeutic purpose in an individual case and would include:

a.
Gel pads and pressure and water mattresses (which generally serve a preventive purpose) when prescribed for a patient who has bed sores or there is medical evidence indicating that he is highly susceptible to such ulceration; and

b.
Heat lamps for a medical rather than a soothing or cosmetic purpose, e.g., where the need for heat therapy has been established.

In establishing medical necessity for these items (see §220.2), the evidence must show that the item is included in the physician's course of treatment and a physician is supervising its use.

NOTE:
The above items represent special exceptions and no extension of coverage to other items should be inferred.

220.2
Necessary and Reasonable.--Although an item may be classified as durable medical equipment, it may not be covered in every instance.  Coverage in a particular case is subject to the requirement that the equipment be necessary and reasonable for treatment of an illness or injury, or to improve the functioning of a malformed body member.  These considerations will bar payment for equipment which cannot reasonably be expected to perform a therapeutic function in an individual case or will permit only partial payment when the type of equipment furnished substantially exceeds that required for the treatment of the illness or injury involved.

A.
Necessity for the Equipment.--Equipment is necessary when it can be expected to make a meaningful contribution to the treatment of the patient's illness or injury or to the improvement of his malformed body member.  In most cases the physician's prescription for the equipment will be sufficient to establish that the equipment serves this purpose.
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B.
Reasonableness of the Equipment.-- Even though an item of durable medical equipment may serve a useful medical purpose, the intermediary will also consider to what extent, if any, it would be reasonable for the Medicare program to pay for the item prescribed.  The following considerations will enter into the intermediary's determination of reasonableness:

l.
Would the expense of the item to the program be clearly disproportionate to the therapeutic benefits which could ordinarily be derived from use of the equipment?

2.
Is the item substantially more costly than a medically appropriate and realistically feasible alternative pattern of care?

3.
Does the item serve essentially the same purpose as equipment already available to the beneficiary?

The following example points up the applicability of these reasonableness guidelines:

EXAMPLE:
The median price of standard whirlpool bath equipment is about $600 plus plumbing expenses necessary to install it in the patient's home.  Program coverage of such equipment in the patient's home should be limited to those cases where it is prescribed for conditions where the whirlpool bath can be expected to provide a substantial therapeutic benefit justifying its cost.  For example, bursitis or chronic osteoarthritis would not generally justify Medicare payment for whirlpool bath equipment in the home since it would not be reasonable to expect that a whirlpool bath would be significantly more beneficial than a normal warm bath.  Moreover, where the patient is not homebound, payment for this item in the patient's home should be restricted to the cost of providing the service elsewhere, e.g., an outpatient department of a participating hospital, if that alternative is less costly.

C.
Payment Consistent With What Is Necessary and Reasonable.-- Where a claim is filed for equipment containing features of an aesthetic nature or features of a medical nature which are not required by the patient's condition or where there exists a reasonably feasible and medically appropriate alternative pattern of care which is less costly than the equipment furnished, the amount payable is based on the reasonable costs for the equipment or alternative treatment which meets the patient's medical needs.

The provider may not charge the beneficiary for features not medically required by his condition and which cannot be considered in determining the provider's allowable costs unless the beneficiary or his representative has specifically requested the excessive or deluxe item or services with knowledge of the amount he is to be charged.
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220.3
Definition of Beneficiary's Home.-- For purposes of rental and purchase of durable medical equipment, a beneficiary's home may be his own dwelling, an apartment, a relative's home, a home for the aged, or some other type of institution.  However, an institution may not be considered a beneficiary's home if it:

A.
Meets at least the basic requirement in the definition of a hospital (§ ll2.l), i.e., it is primarily engaged in providing by or under the supervision of physicians, to inpatients, diagnostic and therapeutic services for medical diagnosis, treatment, and care of injured, disabled, and sick persons, or rehabilitation services for the rehabilitation of injured, disabled, or sick persons; or

B.
Meets at least the basic requirement in the definition of a skilled nursing facility (§ ll2.2), i.e., it is primarily engaged in providing to inpatients skilled nursing care and related services for patients who require medical or nursing care, or rehabilitation services for the rehabilitation of injured, disabled, or sick persons.

Thus, if an individual is a patient in an institution or distinct part of an institution which provides the services described in A or B above, he is not entitled to have payment made for rental or purchase of durable medical equipment since such an institution may not be considered his home.

When the beneficiary is at home for part of a month and is in an institution which cannot qualify as his home for a part of the same month, payment may be made for the entire month.  However, where the provider charges for only part of a month in such a case payment will be made on a prorated basis.

220.4
Repairs, Maintenance, Replacement, and Delivery.-- Under the circumstances specified below, payment may be made for repair, maintenance, and replacement of medically required durable medical equipment which the beneficiary owns or is purchasing, including equipment which had been in use before the user enrolled in Part B of the program.  Since renters of equipment usually recover from the rental charge the expenses they incur with respect to maintaining in working order the equipment they rent out, separately itemized charges for repair, maintenance, and replacement of rented equipment are not covered.

A.
Repairs.-- Repairs to equipment which a beneficiary is purchasing or already owns are covered when necessary to make the equipment serviceable.  If the expense for repairs exceeds the estimated expense of purchasing or renting another item of equipment for the remaining period of medical need, no payment can be made for the amount of the excess.  Claims for repairs which suggest malicious damage or culpable neglect should be reported to the intermediary.
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B.
Maintenance.-- Routine periodic servicing, such as testing, cleaning, regulation, and checking of the beneficiary's equipment is not covered.  Such routine maintenance is generally expected to be done by the owner rather than by a retailer or some other person who would charge the beneficiary.  Normally, purchasers of durable medical equipment are given operating manuals which describe the type of servicing an owner may perform to properly maintain the equipment. Thus, hiring a third party to do such work would be for the convenience of the beneficiary and would not be covered.

However, more extensive maintenance which, based on the manufacturers' recommendations, is to be performed by authorized technicians, would be covered as repairs.  This might include, for example, breaking down sealed components and performing tests which require specialized testing equipment not available to the beneficiary.

C.
Replacement.-- Replacement of equipment which the beneficiary owns or is purchasing is covered in cases of loss or irreparable damage or wear and when required because of a change in the patient's condition.  Expenses for replacement required because of loss or irreparable damage may be reimbursed without a physician's order when in the judgment of the intermediary the equipment is originally ordered, considering the age of the order, would still fill the patient's medical needs.  However, claims involving replacement equipment necessitated because of wear or a change in the patient's condition should be supported by a current physician's order.

Cases suggesting malicious damage, culpable neglect, or wrongful disposition of equipment should be reported to the intermediary.

D.
Delivery.-- Reasonable costs for delivery of durable medical equipment whether rented or purchased are covered if the provider customarily makes separate charges for delivery and this is a common practice among the other local providers.

220.5
Coverage of Supplies and Accessories.-- Reimbursement may be made for supplies, e.g., oxygen, only when essential to the effective use of medically necessary durable equipment. Medications which may be used in connection with durable medical equipment are generally not covered.

Medications fall within the drug restriction and are, therefore, not covered under Part B except for those which cannot be self-administered and are provided as incident to a physician's professional services.  This exception would apply to tumor chemotherapy agents such as methotrexate, 5-fluorouracil, and FUDR when used in conjunction with an infusion pump which is considered to be durable medical equipment.  Such drugs and related services in charging or recharging the pump are covered only when furnished by a physician or by a technician under circumstances which
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satisfy the requirements for coverage of the services of auxiliary personnel rendered "incident to" a physician's service (i.e., provided under his supervision with the charges for such services included in the physician's bill).

Reimbursement may be made for replacement of essential accessories such as hoses, tubes, mouth pieces, etc., for necessary durable medical equipment, only if the beneficiary owns or is purchasing the equipment.

220.6
Miscellaneous Issues Included in the Coverage of Equipment.-- Payment can be made for the purchase of durable medical equipment even though rental payments may have been made for prior months.  This could occur where, because of a change in his condition, the beneficiary feels that it would be to his advantage to purchase the equipment rather than to continue to rent it.  When such a situation occurs, the provider may deduct all or part of the rentals paid from the purchase price of the equipment.

A beneficiary may sell or otherwise dispose of equipment for which he has no further use, for example, because of recovery from the illness or injury which gave rise to the need for the equipment.  (There is no authority for the program to repossess the equipment.)  If after such disposal there is again medical need for similar equipment, payment can be made for the rental or purchase of that equipment.

However, where an arrangement is motivated solely by a desire to create artificial expenses to be met by the program and to realize a profit thereby, such expenses would not be covered under the program.  The resolution of questions involving the disposition and subsequent acquisition of durable medical equipment must be made on a case-by-case basis.

Cases where it appears that there has been an attempt to create an artificial expense and realize a profit thereby should be reported to the intermediary.

When payments stop because the beneficiary's condition has changed and the equipment is no longer medically necessary, he is responsible for the remaining noncovered charges. Similarly, when payments stop because the beneficiary dies, his estate is responsible for the remaining noncovered charges.

220.7
Payment for Durable Medical Equipment.--

A.
The Decision to Rent or Purchase.--A beneficiary may elect to rent an item of equipment rather than purchase it even though it may appear that purchase would be more economical for the program.  However, the intermediary will determine the method of payment to be used by the program in making reimbursement for equipment that is purchased.  In both rental and
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purchase on a periodic payment basis, the monthly amount payable to the provider is converted to estimated costs by the established outpatient cost reimbursement rate. 

l.
Rental Payments.-- Where a provider rents durable medical equipment to a beneficiary, the provider will be reimbursed 80 percent of the reasonable cost of making the equipment available less any unmet deductible.  Where the provider rents the equipment to the patient, it submits an SSA-l483 for each month's rental charge.  The patient is responsible to the provider for any unmet deductible and the monthly coinsurance.

2.
Purchase of Equipment.-- Where the provider sells the equipment to the patient, it submits one SSA-l483 to the intermediary showing the purchase price.  The intermediary prepares an SSA-l483 for each month it makes payment showing the amount of the periodic payment for that month.  The provider may either bill the patient once for his deductible and coinsurance liability or submit a bill to him each month.  When equipment guidelines whether program payment is to be made in a lump sum or in periodic payments.

a.
Lump-Sum Payment for Inexpensive Equipment.-- Payment for inexpensive equipment will be made in a lump sum subject to the deductible and coinsurance when it is determined to be less costly or more practical to do so. Inexpensive equipment is normally any item of durable medical equipment for which the reasonable charge is $50 or less.

b.
Periodic Payment.-- Where payment is not made in a lump sum, benefits will be paid in monthly installments equivalent to the payment that would have been made had the equipment been rented.  However, periodic payments may be made only for the established period of medical necessity for the item or until the total program payments to the provider equal 80 percent of the estimated cost of the item, whichever comes first.  The periodic payments are subject to the deductible and coinsurance provisions.  While periodic payments will be made on a monthly basis, a single payment can be made for periodic payments which have accrued.

B.
When Expenses are Incurred.-- The first month's expense for rental of durable medical equipment is deemed incurred as of the date of delivery of the equipment for purposes of crediting the SMI deductible and for reimbursement.  Expenses for subsequent months are incurred as of the same day of the month as the date of delivery.  Where equipment is purchased, the periodic monthly benefits will be payable on the same basis.  Providers may submit claims as of the date the expenses are incurred and the date of delivery should be specified on the bill.

EXAMPLE:
In August l973, Mr. Thomas, a paraplegic, signed an agreement with an HHA to purchase a wheelchair for $200 to use in his home.  The
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wheelchair was delivered to him on September 8, l973, and the HHA submitted a bill.  The intermediary determined the reasonable rental charge was $20 a month.  Since Mr. Thomas did not have any other covered Part B expenses during the year, periodic payments for September l973, October l973, and November l973, were withheld to satisfy the deductible. The first payment became payable on December 8, l973.  Since $40 of the deductible was met in the last quarters of l973, payment for January l974 was withheld to satisfy the remaining deductible of $20 for l974.  Periodic payments resumed February 8, l974.

C.
Determining Months for Which Periodic Payments May be Made for Purchased Equipment.-- No payment may be made for any month throughout which the patient is in an institution which does not qualify as his home.  Where equipment is purchased by a patient for use in his home and he is subsequently admitted to a hospital or SNF which does not meet the definition of the patient's home (§ 220.3), payments should be suspended.  Upon return of the patient to his home, payments should resume without loss of monthly installments because of the institutionalization.  Assuming the deductible is met, payments would continue as long as the equipment is medically necessary or until 80 percent of the reasonable purchase price has been reimbursed, whichever occurs first.  The following example illustrates the application of this policy.

EXAMPLE:
Mrs. Jones, who had already met her deductible, purchased a wheelchair on February l, which she used in her home until her admission to the hospital on April l5.  She was discharged from the hospital to her home on June l5 and continued to need the wheelchair.  The reasonable charge for the wheelchair was $l50 and the reasonable rental charge was $l5 per month.  The intermediary scheduled l0 monthly payments of $l2 each (80 percent of $l5) and paid for February, March, and April.  Since Mrs. Jones was hospitalized for the entire month of May, the fourth installment was suspended.  This installment became the June payment, and payments continued through December rather than November, as originally scheduled.

D.
Durable Medical Equipment Purchased Before Beneficiary's Coverage Begins.--The dates on which periodic payments for a covered purchased item are due and allocation of the installments for deductible purposes are determined under the rules in B above.  However, in determining whether a purchased item is covered, the entire expense of the item is considered to have been incurred on the date the equipment was delivered to an individual.  Accordingly, where a purchased item of durable medical equipment was delivered to an individual before his coverage period began, the entire expense of the item (whether it was paid for in its entirety at the time of purchase or on a deferred on installment basis), would be excluded from coverage since payment cannot be made for any expense incurred before an individual's coverage period began.
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