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200.

HEALTH INSURANCE COVERAGE OF PERSONS NEEDING KIDNEY TRANSPLANTATION OR DIALYSIS -- GENERAL.

This chapter discusses the Medicare coverage of the primary treatments used to preserve the life of patients with end-stage renal disease: live donor or cadaveric donor transplants, or a continuous dialysis program.  Although transplantation can occur only in approved hospitals, general coverage information is included in this manual for possible use in responding to general inquiries.  Technical inquiries concerning Medicare coverage of transplants should be referred to the local social security office.

Dialysis treatments are covered in various settings; hospital inpatient, hospital outpatient, non-hospital renal dialysis facility, or patient’s home.  There are varying levels of care in the different settings.  Initially, the seriously ill patient may be treated as an inpatient at a hospital.  After stabilization, treatments are rendered in an outpatient setting at either the hospital or a nonhospital facility.  In any of the renal dialysis facilities he may receive extensive attention and professionals may perform all services needed in dialysis or the patient can be placed in "self-care" where only minor assistance is given by facility technical personnel.  In any of the settings a patient can be taught to dialyze at home.  In connection with covered home dialysis, medically necessary items of durable medical equipment and the supplies used on or in that equipment are generally reimbursable under the Medicare program.

202.
SPECIFIC MEDICARE APPROVALS REQUIRED BY RENAL DIALYSIS FACILITIES.

All facilities providing maintenance renal dialysis treatments to Medicare patients must meet conditions for coverage before they can qualify for Medicare reimbursement. Initially, interim regulations provided reimbursement to those facilities that were furnishing such care prior to July 1973.  These regulations also described criteria for evaluating and approving facilities that began operations or expanded after that date.  On June 3, 1976, final "long-term" regulations were published in the Federal Register (Vol. 41, No. 108, pp. 22502-22522, Regulations No. 5, Subpart U, ' 405.2100ff.).  These regulations provide for State health departments, in conjunction with Department of Health, Education, and Welfare regional offices, to survey and certify facilities furnishing end-stage renal disease (ESRD) treatment services for compliance with health, safety, and other Medicare requirements.
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Questions relating to the above cited regulations, the survey process, or a facility's status as an approved supplier of ESRD services should be referred to the nearest Medicare Bureau Regional Medicare Director.

204.
DISCRIMINATION PROHIBITED.

All Medicare facilities participating under the program must comply with the requirements of Title VI of the Civil Rights Act of 1964.  Under the provisions of that Act, they are prohibited from making a distinction on the ground of race, color, or national origin in the admission and treatment of patients; the accommodations provided; the use of equipment and other facilities; and the assignment of personnel to provide services.

The Department of Health, Education, and Welfare is responsible for investigating complaints of noncompliance.

206.
COVERAGE OF DIALYSIS SERVICES -- GENERAL.

Dialysis treatments at renal dialysis facilities are subject to some variation, depending on such things as the types of patients being treated, the type of equipment and supplies used, the preferences of the treating physician, and the capability and makeup of support staff.  Although all facilities do not provide identical ranges of services, the most common elements of a dialysis are:  personnel services (physician, registered nurse, licensed practical nurse, technician, social worker, dietician); equipment and supplies (dialysis machine and its maintenance, disposable supplies); some laboratory tests; overhead and general administrative services.

Renal dialysis facilities develop a unit charge for the range of services normally provided, taking into account variations among patients (complicated and non-complicated situations) since it is the overall dialysis service that is covered.  Any auxiliary service which cannot be included in the single unit charge for dialysis services as an integral part of a maintenance dialysis must be includable under another specific coverage provision of the Medicare law, or be denied.  For example, the Medicare law excludes from coverage out of hospital drugs except when specified conditions are
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met with respect to the physician's involvement.  Furthermore, when the conditions are met, the drug and injection charges must be billed to the carrier by the physician.

Refer any questions about coverage based on a unique pattern of providing dialysis services to the intermediary.  However, the following sections dealing with specific issues answer most inquiries.

207.
SPECIFIC COVERAGE ISSUES RELATING TO DIALYSIS TREATMENTS

207.1
Laboratory Services Included Under Composite Rate.--The costs of certain ESRD laboratory services performed by either your staff or an independent laboratory are included in the composite rate calculations.  Therefore, payment for all of these tests is included in your composite rate and may not be billed separately to the Medicare program.  These tests are either performed by you, in which case payment is included in the composite rate, or by an outside laboratory for you, in which case the laboratory bills you and is paid only under the composite rate.  These laboratory tests are listed in ''207.3 and 240.3D.

207.3
Laboratory Tests for Hemodialysis, Intermittent Peritoneal Dialysis (IPD), and Continuous Cycling Peritoneal Dialysis (CCPD).--The tests listed below are usually performed for dialysis patients and are routinely covered, i.e., no additional documentation of medical necessity is required, at the frequency specified, in the absence of indications to the contrary.  When any of these tests is performed at a frequency greater than that specified, the additional tests are separately billable and are covered only if they are medically justified by accompanying documentation.  A diagnosis of ESRD alone is not sufficient medical evidence to warrant coverage of the additional tests.  The nature of the illness or injury (diagnosis, complaint, or symptom) requiring the performance of the test(s) must be present on the claim.  A diagnosis from the ICD-9-CM coding system may be shown in lieu of a narrative description.

Per Treatment
All hematocrit, hemoglobin, and clotting time tests furnished incident to dialysis treatments

Weekly
Prothrombin time for patients on anticoagulant therapy

Serum Creatinine

Weekly or Thirteen Per Quarter
BUN

Monthly
Serum Calcium     
Serum Bicarbonate 
Alkaline Phosphatase

Serum Potassium   
Serum Phosphorous 
AST,  SGOT

Serum Chloride    
Total Protein        
LDH

CBC               
Serum Albumin

Automated Battery of Tests.--If an automated battery of tests, such as the SMA-12, is performed, and contains most of the tests listed in one of the weekly or monthly categories, it is not necessary to separately identify any tests in the battery that are not listed above.

The following list identifies certain separately billable laboratory tests that are covered routinely, i.e., without additional documentation of medical necessity, when furnished at the specified frequencies.  
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If these tests are performed at a frequency greater than that specified, they are covered only if they are medically justified by accompanying documentation.  A diagnosis of ESRD is not sufficient to justify additional payment. The nature of the illness or injury (diagnosis, complaint, or symptom) requiring the performance of the test(s) must be present on the claim.  A diagnosis from the ICD-9-CM coding system may be shown in lieu of a narrative description.

Guidelines for Separately Billable Tests for Hemodialysis, IPD, and CCPD.--

Serum Aluminum - one every 3 months

Serum Ferritin -  one every 3 months

See '240.3D for laboratory tests rendered to CAPD patients. 

Hepatitis B Vaccine.--There are multiple hepatitis B vaccines available.  Frequency, dosage, and hepatitis associated antigen tests are determined by the patient's physician based on the drug labeling requirements for the specific vaccine provided.

With the enactment of 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.

High-risk groups currently identified include:

o
End stage renal disease (ESRD) patients;

o
Hemophiliacs who receive Factor VIII or IX concentrates;

o
Clients of institutions for the mentally retarded;

o
Persons who live in the same household as a hepatitis B virus (HBV) carrier;

o
Homosexual men; and

o
Illicit injectable drug abusers.

Intermediate risk groups currently identified include:

o
Staff in institutions for the mentally retarded; and 

o
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 are not considered at high or intermediate risk of contracting hepatitis B if their laboratory results are positive for antibodies to hepatitis B. 

The following tests for hepatitis B are covered when patients first enter a dialysis facility: hepatitis B surface antigen (HBsAg) and Anti-HBs.  Coverage of future testing in these patients depends on their serologic status and on whether they have been successfully immunized against hepatitis B virus.  The following table summarizes the frequency of serologic surveillance for hepatitis B.  Tests furnished according to this table do not require additional documentation and are paid separately because payment for maintenance dialysis treatments does not take them into account.

Frequency of Screening
Vaccination and



HBsAg



Anti-HBs


Serologic Status



Patients



Patients
UNVACCINATED

 Susceptible




Monthly



Semiannually

 HBsAg Carrier



Annually

 

None


 Anti-HBs-Positive (1)


None

 

Annually
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       Frequency of Screening
Vaccination and



HBsAg



Anti-HBs


Serologic Status



Patients



Patients

VACCINATED

 Anti-HBs-Positive (1)


None


 
Annually

 Low Level or No

  Anti-HBs




Monthly


 
Semiannually

(1) At least 10 sample ration units by radioimmunoassay or positive by enzyme immunoassay.

Patients who are in the process of receiving hepatitis B vaccines, but have not received the complete series, should continue to be routinely screened as susceptible.  Between one and six months after the third dose, all vaccinees should be tested for anti-HBs to confirm their response to the vaccine. Patients who have a level of anti-HBs of at least 10 sample ratio units (SRUs) by radioimmunoassay (RIA) or who are positive by enzyme immunoassay (EIA) are considered adequate responders to vaccine and need only be tested for anti-HBs annually to verify their immune status.  If anti-HBs drops below 10 SRUs by RIA or is negative by EIA, a booster dose of hepatitis B vaccine should be given. 

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 physician's services provision of law, and doctors of medicine and osteopathy.

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

207.4
Patient Transportation Costs.--Transportation to or from the dialysis facility is not a covered service.

207.5
Epoetin (EPO).--EPO is a biologically engineered protein which stimulates the bone marrow to make new red blood cells.  The FDA approved labeling for EPO states that it is indicated in the treatment of anemia induced by the drug zidovudine (commonly called AZT), anemia associated with chronic renal failure, and anemia induced by chemotherapy in patients with non-myeloid malignancies.  EPO is covered for these indications when it is furnished incident to a physician’s service.  Patients with anemia associated with chronic renal failure include all ESRD patients regardless of whether they are on dialysis.  Chronic renal failure patients with symptomatic anemia considered for EPO therapy should have a hematocrit less than 30 percent or a hemoglobin less than 10 when therapy is initiated.

In addition to coverage incident to a physician's service, EPO is covered for the treatment of anemia for patients with chronic renal failure who are on dialysis when:

o
It is administered in a renal dialysis facility; or

o
It is self-administered in the home by any dialysis patient (or  patient caregiver) who is determined competent to use the drug and meets the other conditions detailed below.

NOTE:
Payment may not be made under the incident to provision when EPO is administered in the renal facility.

For payment of EPO, see '2710.3 of the Provider Reimbursement Manual, Part I.
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Medicare covers EPO, including items related to its administration for dialysis patients who use EPO in the home when the following conditions are met.

A.
Patient Care Plan.--A dialysis patient who uses EPO in the home must have a current care plan (a copy of which must be maintained by the designated back-up facility for Method II patients) for monitoring home use of EPO which includes the following:

1.
Review of diet and fluid intake for aberrations as indicated by hyperkalemia and elevated blood pressure secondary to volume overload;

2.
Review of medications to ensure adequate provision of supplemental iron;

3.
Ongoing evaluations of hematocrit and iron stores;

4.
Reevaluation of the dialysis prescription taking into account the patient's increased appetite and red blood cell volume;

5.
Method for physician and facility (including back-up facility for Method II patients) follow-up on blood tests and a mechanism (such as a patient log) for keeping the physician informed of the results;

6.
Training of the patient to identify the signs and symptoms of hypotension and hypertension; and

7.
The decrease or discontinuance of EPO if hypertension is uncontrollable.

B.
Patient Selection.--The dialysis facility, or the physician responsible for all dialysis-related services furnished to the patient, must make a comprehensive assessment that includes the following:

1.
Pre-selection monitoring.  The patient's hematocrit (or hemoglobin), serum iron, transferrin saturation, serum ferritin, and blood pressure must be measured.

2.
Conditions the patient must meet.  The assessment must find that the patient meets the following conditions:

a.
Is a dialysis patient;

b.
Has a hematocrit (or comparable hemoglobin level) that is as follows:

(1)
For a patient who is initiating EPO treatment, no higher than 30 percent unless there is medical documentation showing the need for EPO despite a hematocrit (or comparable hemoglobin level) higher than 30 percent.  Patients with severe angina, severe pulmonary distress, or severe hypotension may require EPO to prevent adverse symptoms even if they have higher hematocrit or hemoglobin levels.

(2)
For a patient who has been receiving EPO from the facility or the physician, between 30 and 36 percent; and

c.
Is under the care of: 

(1)
A physician who is responsible for all dialysis-related services and who prescribes the EPO and follows the drug labeling instructions when monitoring the EPO home therapy; and
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(2)
A renal dialysis facility that establishes the plan of care and monitors the progress of the home EPO therapy.

3.
The assessment must find that the patient or a caregiver meets the following conditions:

a.
Is trained by the facility to inject EPO and is capable of carrying out the procedure;

b.
Is capable of reading and understanding the drug labeling; and

c.
Is trained in, and capable of observing, aseptic techniques.

4.
Care and storage of drug.  The assessment must find that EPO can be stored in the patient's residence under refrigeration and that the patient is aware of the potential hazard of a child's having access to the drug and syringes.

C.
Responsibilities of Physician or Dialysis Facility.--The patient's physician or dialysis facility must:

1.
Develop a protocol that follows the drug label instructions; 

2.
Make the protocol available to the patient to ensure safe and effective home use of EPO; 

3.
Through the amounts prescribed, ensure that the drug on hand at any time does not exceed a 2-month supply; and

4.
Maintain adequate records to allow quality assurance for review by the network and State survey agencies.  For Method II patients, current records must be provided to and maintained by the designated back-up facility.

See ''319 and 320 for submitting EPO claims for payment.  
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Coverage of Medical Equipment and Supplies for Home Dialysis Patients
208.
GENERAL

Home dialysis equipment and other medically necessary items of durable medical equipment prescribed by a physician are covered under Part B.  The patient has the choice of buying or renting (leasing) the equipment.  With the exception of purchased items costing $50 or less, which may be reimbursed in a single payment, Medicare pays for both rented and purchased equipment in monthly installments.  Medicare makes monthly payments at a rate which approximates the reasonable monthly rental charge for similar equipment until its share of the reasonable purchase price is paid, or until the equipment is no longer medically necessary, whichever comes first.  Likewise, when covered durable medical equipment is rented or leased, Medicare will pay its 80 percent of the reasonable rental (lease) charge as long as the equipment is medically necessary.  Installment payments are made regardless of whether the patient pays for purchased equipment in a lump sum or in installments.

When payments stop because the beneficiary's condition has changed and the equipment is no longer necessary, the beneficiary is responsible for the remaining charges.  Similarly, when payments stop because the beneficiary dies, his estate is responsible for the remaining charges.  A beneficiary may sell or otherwise dispose of purchased equipment for which he has no further use.  If after such disposal there is again medical need for similar equipment, Medicare payment can be made for the rental or purchase of that equipment.

Payment under Part B also may be made for the installation and delivery of durable medical equipment, for its repair, maintenance or replacement, as well as for expendable supply items essential to the effective use of the equipment.  These items are covered only under the specified conditions discussed in the following sections.  When covered these items are reimbursed in a lump sum, i.e., not in installments.

A variety of contractual agreements may be entered into by the patient for the leasing or purchase of home dialysis equipment and supplies.  Manufacturers or suppliers may deal directly with a patient whom they look to for payment.  Facilities may purchase equipment and supplies for resale or lease to patients.
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Finally, equipment or supplies may be furnished to a patient by a manufacturer or supplier through a facility, i.e., items may be shipped directly to a patient but billed to a facility. All these arrangements are permitted under Medicare.

209.
COVERAGE OF DURABLE MEDICAL EQUIPMENT

Reimbursement may be made under Part B for 80 percent of the reasonable charge for durable medical equipment which is rented or sold to a Medicare beneficiary for use in the home if the following three requirements are met:

a.
The equipment meets the definition of durable medical equipment (' 209.1); and

b.
The equipment is necessary and reasonable for the treatment of the patient's condition. ('209.2); and

c.
The equipment is used in the patient's home.

209.1
Definition of Durable Medical Equipment.--For purposes of coverage under Part B, durable medical equipment is equipment which (l) can withstand repeated use, (2) is primarily and customarily used to serve a medical purpose, (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 that are disposable are not considered "durable" within the meaning of the definition.

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 medically necessary.  However, some cases will require development to determine whether the item constitutes medical equipment.  This development would include the advice of local medical organizations (hospitals, 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.
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209.2
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 the patient's condition. 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 condition.  In most cases the physician's prescription for the equipment will be sufficient to establish that the equipment serves this purpose. The prescription must state the duration of medical necessity.  For most renal disease patients this will be "indefinite."

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.

C.
Payment Consistent with What is Necessary and Reasonable.--Medicare reimbursement is limited to the reasonable charge for equipment or alternative treatment which meets the patient's medical needs.  Payments may be restricted where equipment furnished contains features of an aesthetic nature or medical features not required by the patient's condition.  The facility may not charge the patient for features not medically required by his condition unless the patient or his representative has specifically requested the excessive or deluxe items or services with knowledge of the amount he is to be charged.

210.
CURRENT USE OF EQUIPMENT

Monthly rental payments or monthly installment payments for purchased items may be made only if the item was actually used during the month for which payment is claimed. Exception is allowed only under the circumstances outlined below.
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Patients who normally dialyze at home occasionally have changes in regimen which result in the temporary non-use of the equipment.  In circumstances where there is a likelihood of re-use, monthly rental charges (or monthly diary payments for a purchased item) may be continued for a period of up to three months after the month the equipment is last used.  This instruction applies only to items of durable medical equipment necessary for home dialysis.  It recognizes that under the circumstances listed below high installation charges could be paid a number of times for the same equipment if it is removed for temporary periods of non-use.

A.
Beneficiary requires in-facility treatment either for restabilization or as a result of some acute condition.  There is expectation that he will return to home dialysis.

B.
Beneficiary temporarily is without a suitable home dialysis assistant.

C.
Beneficiary is temporarily away from home but expects to return.

D.
Beneficiary is a transplant candidate and is taken off home dialysis preparatory to transplant.  (If the transplant cannot occur, or if the transplant is not successful, the patient will very likely resume home dialysis and an evaluation can be made whether it will be within the immediate or foreseeable future.)

Under such circumstances intermediaries and carriers may determine that medical necessity exists and pay for a period of up to three months after the month the home dialysis equipment was last used.

211.
INSTALLATION AND DELIVERY.

Medicare will cover all reasonable and necessary expenses incurred in the original installation of home dialysis equipment.  This coverage is not extended to expenses attributable to home improvement, e.g., plumbing or electrical work beyond that necessary to tie in with existing power lines.  It is recognized that the delivery and installation of renal dialysis equipment requires testing and assurance of equipment performance which may be billed for as part of the basic delivery charge. The delivery and installation charge should be itemized, either on the face of the bill or an attached invoice.
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If itemized, this amount may be reimbursed to the facility that pays the bill on a lump-sum payment basis.

212.
REPLACEMENT.

Replacement of equipment which the beneficiary owns or is purchasing is covered in cases of loss, irreparable damage, wear, or 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 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.

213.
REPAIRS.

Under normal circumstances, if a facility is in the business of renting or supplying durable medical equipment, it is presumed that there is a margin in the rental or lease charge for the dialysis equipment to cover the costs of repair services.  In these cases, neither the facility nor any other party can bill separately for repair services.

In rare situations, a facility may bill separately for repair and maintenance of durable medical equipment provided it can show that its charges for the rental of the machine do not contain a margin to recover the costs of repair and maintenance.  The facility must provide adequate detailed cost information to its intermediary so that the intermediary can verify that it has not included repair and maintenance costs in the charge for equipment it leases or rents to home dialysis beneficiaries.

215.
SUPPLIES FOR PATIENTS DIALYZING AT HOME.

Supplies necessary for the effective use of home dialysis equipment are covered under Part B.  Conversely, supplies not necessary for the operation of the machine (even though they are necessary for the patient's well being) are generally not covered unless included in a package of the type described in ' 215.5.  When purchased separately, such items as syringes, alcohol wipes, adhesive tape, alcohol, betadine, and underpads are generally noncovered items.
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Unless medically justified, the home patient is limited to a maximum of 3 dialyzers per week.

216.
COVERED AND NONCOVERED HOME DIALYSIS EQUIPMENT AND SUPPLIES

Following is a list of covered and noncovered home dialysis equipment and supplies.  Items used by patients vary as to individual circumstances, and manufacturers, distributors, and facilities often identify items used for the same purpose differently.  This list contains the most frequently used terms, but coverage is not specifically limited to those shown.
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216.1
Covered Home Dialysis Equipment.--

A.
Dialysate Delivery System.--

o
Pump, recirculating/proportioning,

o
Air removal system,

o
Flow rate meter,

o
Power off alarm,

o
Heater and temperature control with alarm,

o
I.V. poles, drip chamber holder,

o
Pressure gauge,

o
Concentrate container/tub, and

o
Adjustable chairs of the type known as recliners are covered when required as a component of a home hemodialysis delivery station.  These chairs are covered because they serve to preserve patient health by allowing rapid manipulation in body position when medical circumstances warrant such changes during dialysis, e.g., when acute hypotension occurs and the patient is in danger of going into shock.  However, the reasonable cost of recliner chairs may not include a premium for style or for the capacity to rock, swivel, heat, or vibrate.  Claims for recliner chairs are reviewed to assure that payment is consistent with what is reasonable and medically necessary to serve the intended therapeutic purpose.

Since the adjustable chair is desirable in the absence of illness or injury, instructions in '212 should be followed closely when replacement is claimed.

B.
Accessory Items.--

o
Blood pump,

o
Heparin infusion pump,

o
Unipuncture control system,

o
Pressure alarm,

o
Blood leak detector,

o
Air bubble detector,

o
Portable conductivity meter,

o
Hemoglobin photometer,

o
Centrifuge readacrit, and

o
Sphygmomanometer/blood pressure apparatus with cuff (and stethoscope).
C.
Water Purification and Softening Systems Used in Conjunction with Home Dialysis.--

1.
Water Purification Systems.-- Water used for home dialysis must be chemically free of heavy trace metals and/or organic contaminants which could be hazardous to the patient. It must also be as free of bacteria as possible but need not be biologically sterile.  Since the characteristics of natural water supplies in most areas of the country are such that some type of water purification system is needed, such a system used in conjunction with a home hemodialysis unit is covered under Medicare.
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There are two types of water purification systems which satisfy these requirements: the deionization type and the reverse osmosis type.  Reverse osmosis is a process used to remove impurities from tap water utilizing pressure to force water through a porous membrane.  A deionizer removes organic substances, mineral salts of magnesium and calcium (causing hardness), compounds of fluoride and chloride from tap water using the process of filtration and ion exchange.  Use of both a deionization unit and reverse osmosis unit in series in order to theoretically provide the advantage of both systems has been determined medically unnecessary since either system can provide water which is pure enough for acceptable use in home hemodialysis.  In addition, spare deionization tanks are not covered since they are essentially a precautionary supply rather than a current requirement for treatment of the patient.

Activated carbon filters used as a component of water purification systems to remove unsafe concentrations of chlorine and chloramines are covered when prescribed by a physician.

2.
Water Softening Systems.--Except as indicated below, a water softening system used in conjunction with home hemodialysis is excluded from coverage under Medicare as not being reasonable and necessary within the meaning of '1862(a)(1) of the Act.  Such a system, in conjunction with a home hemodialysis unit, does not adequately remove the hazardous heavy metal contaminants (such as arsenic) which may be present in trace amounts.

A water softening system may be covered when used to pretreat water to be purified by a reverse osmosis (RO) unit for home peritoneal dialysis where:

a.
The manufacturer of the RO unit has set standards for the quality of water entering the RO, e.g., the water to be purified by the RO must be of a certain quality if the unit is to perform as intended,

b.
The patient's water is demonstrated to be of lesser quality than required, and

c.
The softener is used only to soften water entering the RO unit, and thus, used only for dialysis.  (The softener need not actually be built into the RO unit, but be an integral part of the dialysis system.)

3.
Developing Need When a Water Softening System is Replaced With a Water Purification Unit in an Existing Home Dialysis System.--The medical necessity of water purification units must be carefully developed when they replace water softening systems in existing home dialysis systems.  A purification system may become necessary for a number of reasons.  For example, changes in the medical community's opinions regarding the quality of water necessary for safe dialysis may lead the physician to decide the quality of water previously used should be improved, or the water quality itself may have deteriorated.  Patients may have dialyzed using only an existing water softener previous to Medicare ESRD coverage because of inability to pay for a purification system.  On the other hand, in some cases, the installation of a purification system some time after hemodialysis was initiated may indicate that the system is not medically necessary.  Thus, to ensure that equipment is medically necessary, the facility should submit any supporting documentation with the bill to the intermediary.
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216.2
Noncovered Home Dialysis Equipment (Except in initial Set Up*).--

Instruments and Nonmedical Supplies

Tube occluding forceps/clamps

Stopwatch

Thermometer

Tourniquet

Surgical brush

Scissors

Tool Kit

Scale

Automatic Blood Pressure Monitors (See Coverage Issues Manual '50-42.)

*Physician instruments and nonmedical supplies are not covered unless included in a package charge for dialysis equipment; i.e., they need not be carved out of the initial purchase price and the total need not be reduced.  (See also coverage of Centrifuge Readacrit and blood pressure apparatus under "Accessory Items.")

216.3
Covered Home Dialysis Supplies.--Reimbursement may be made for supplies when essential to the effective use of medically necessary durable medical 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, are provided as incident to a physician's professional services, and are billed in the name of the physician.

A.
Dialyzer.--Synthetic porous membrane or fibers, contained in a supporting structure, through which blood flows for the purpose of eliminating harmful substances, and replacing useful ones when surrounded by dialysate.

Coil, twin coil, single coil

Membrane, Kiil, cuprophan (including blood ports)

Hollow fiber kidney

Cartridge

B.
Blood Tubing.--Plastic tub attached to a fistula needle or shunt connector allowing blood to flow to and from the patient and dialyzer.

Blood sets

Venous/arterial set

Arteriovenous set

Drip Chamber (Bubble-trap holder)

C.
Dialysate.--Electrolyte solution containing elements such as potassium, sodium, chloride, etc., surrounding the membrane or fibers allowing exchange of substances with the patient's blood contained in the dialyzer.
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Dialysate mixer standard

Diasol concentrate

Hemodialysis concentrate

Bath concentrate

Na, Cl, K solution/electrolyte solution

D.
Saline - 30, 250, 500, 1000 cc/ml.--Solution of sodium, chloride, and water used to replace fluid in the body and to prepare the kidney machine for use.

Sodium Chloride

Normal saline/isotonic saline

Viaflex

Liquamin sodium

Dextrose

E.
Fluid Administration Set.--Plastic tube used for the flow of fluids, such as saline, directly into the dialysis system.

Administrative set

I.V. administration set

Y type administration set

Anesthesia set

F.
Fistula Cannulation Set.--Needle or needles used to puncture a vein to provide an access to the patient's blood supply.

Fistula needles/set

#14, 15, 16 ga needles

Unipuncture fistula needle/catheter

Medicut, angiocath

#14, 15, 16 butterfly

G.
Shunt Accessories.--Connectors or adapters attached to an artificial, external blood route providing access to the blood supply.

Shunt/universal/teflon connectors

Shunt/universal/teflon adapters

Silastic tubing

H.
Heparin.--A drug used to prevent blood from clotting.

I.
Dialysate Testing Supplies.--

Clinitest or other reagents

Quantabs/chloride indicator

Hemastix
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J.
Blood Testing Supplies.--

Winthrop tubes/Hematocrit tubes (when used in connection with a centrifuge readacrit)

Dry reagent microcuvettes (when used in conjunction with a hemoglobin photometer).

K.
Syringes 3, 5, 10, 20, 30cc*.--

L.
Needles 18, 19, 21, 22, 25 gauge*.--

M.
Sterilizing Agents for Equipment.--

Formaldehyde

Chlorox/Sodium Hypochlorite

N.
Cleansing Agents for Equipment.--

Alconex

Haemosol

O.
Declotting Equipment.--

Declotting Catheter/Aspirator

Teflon Insert

*Covered only when used to inject heparin into the dialysis system, to adjust the level of blood in the machine, or to flush out shunts and needle lines.

216.4
Noncovered Home Dialysis Supplies*.--

A.
Skin/Shunt Preparation Supplies.--Antiseptic solution that inactivates the growth of microorganisms.

Phisohex


Tincture iodine/merthiolate

Betadine


Peroxide

Alcohol wipes

Zephiran

B.
Local/Topical Anesthetics.--

Procaine

Xylocaine/Lipdocaine

Ethyl chloride
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C.
Surgical Dressing.--

Sponges, topper, gauze

4 x 4's, 2 x 2's

Telfa pads

*Covered if included in a kit furnished by a nonprovider in which the charges for the covered items in the kit when purchased individually do not exceed the charge for the kit.

D.
Tape.--

Dermicel

Micropore

Bandaide clear

Paper

Adhesive

E.
Bandages.--

Kling, Kerlix

Stockinette

Ace bandage

Elastoplast

F.
Miscellaneous.--

Underpads

Masks

Gloves

Drugs except Heparin

G.
Blood Testing Supplies.--

Clotting tubes/capillary tubes

Winthrop tubes/hematocrit tubes (if not used in connection with a centrifuge readacrit)

Dry reagent microcuvettes (if not used in connection with a hemoglobin photometer)

Red top tubes/vacutainer/chemistry tubes

Pipets

Suction bulb

Culture tubes

H.
Surgical Dressings, and Splints, Casts, and Other Devices Used for Reductions of Fractures and Disclocations.--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 
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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 a supplier (e.g., a drugstore, physician, or other health care practitioner that qualifies as a supplier) on an order from a physician or other health care professional authorized under State law or regulation to make such an order, the surgical dressings are covered separately under Part B. 

Splints and casts, etc., include dental splints.

216.5
Home Dialysis Supply Packages (Kits).--In most instances, the items used in home dialysis that are not covered are inexpensive.  Consequently, some manufacturers and suppliers include these items in a package of supplies which has a reasonable charge no higher than the charge for the covered items when purchased separately.

If such noncovered items are included in a package with covered items, the reasonable charge for Medicare purposes is the lesser of:

o
The total of individual reasonable charges for all covered items, in the package when purchased separately in comparable quantities, or

o
The package charge.

In making this determination, the intermediary compares the package charge to the charge for covered individual package components from the same supplier.  If the total for covered items entitles purchasers to a quantity discount in the supplier's traditional manner of doing business, the discount is subtracted.  When the supplier provides only packages and has no individual item charges, the intermediary uses its own discretion in selecting charge data from other suppliers for use in making the charge determination.

Approval of a home dialysis supply package (kit) may be made by the intermediary at the time the initial bill for a home dialysis kit is submitted by the facility. In order for the intermediary to perform the review necessary to approve a home dialysis kit, an itemized inventory must be attached to the initial Form HCFA-1450.  Once a kit is approved, no itemized inventory is required when the same kit is billed.
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In the event that any component of the home dialysis kit changes or there is a substantial price change of any component, an itemized inventory of the revised kit must be submitted with the first SSA-1483 bill for the revised kit for the intermediary's review for allowability.

Following is an example of a package of home dialysis supplies for a two-month period. The supplier's charge of $705 for the package in this instance is less than the sum of charges for individual covered components if purchased separately and, hence, is the reasonable charge.


Examples of a Package of Home Dialysis Supplies

  Individual
Charge If

Item
Quantity
  Unit Price
Billed Separate
Coil
4 Case/6
 $ 99.80/Case
$399.20

Syringe 3cc 25g. 5/8"
1/2 Box/100
    8.00/Box
4.00

Venous Set
2 Case/12
   22.00/Case
44.00

Arterial Set
2 Case/12
   22.00/Case
44.00

Syringe 10 cc 20g. l-1/2
2 Box/50
   Not Covered
-------

Dialysate
6 Case/4
   12.00/Case
72.00

Saline 1000ml-viaflex
6 Case/12
   18.96/Case
113.76

Administration Set
1/2 Case/48
   35.00/Case 48
17.50

Adhesive Tape 1/2"
2 Rolls
   Not Covered
-------

Oversponges 4 x 3
3 Trays/25
   Not Covered
-------

Alcohol Wipes
2 Box/100
   Not Covered
-------

Travenol Fistula Needles
l Case/50
   20.00/Case 50
20.00

Heparin 1000u
12 Vials
   30.00/Box 25
14.40

Bandaids
1 Box/100
   Not Covered
-------

Alcohol
2 Pints
   Not Covered
-------

Betadine
l Pint
   Not Covered
-------

Underpads
50
   Not Covered
-------

Procaine l%
l Vial
   Not Covered
-------

Total Covered

Supplies If

Billed Separately
$728.86

Package Charge
 705.00

Reasonable Charge
705.00
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General Exclusions From Coverage
217.
GENERAL EXCLUSIONS

No payment can be made under the health insurance program for certain items and services as indicated in the following sections (''218 - 226).

218.
SERVICES NOT REASONABLE AND NECESSARY

Items and services which are not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve the patient's condition are not covered.

219.
NO OBLIGATION TO PAY FOR OR PROVIDE SERVICES

Program payment may not be made for items or services which neither the beneficiary nor any other person or organization has a legal obligation to pay for or provide.  This exclusion applies where items and services are furnished free of charge without regard to the individual's ability to pay, and without expectation of payment from any source, such as free X-rays or immunizations provided by health organizations.

However, Medicare coverage is not excluded where a third party, rather than the patient is obligated to pay for or provide the items and services.  Furthermore, reimbursement is not precluded merely because a provider waives its charge in the case of a particular patient or for a class of patients.  The waiver of charges for some patients does not impair the right to charge others, including Medicare patients.  The determinative factor is the reason the particular individual is not charged.

The following sections illustrate the applicability of this exclusion to various situations involving services furnished by nongovernmental providers.  (For a discussion of services paid for by a government instrumentality, see '220.2.)

219.1
Indigency.--This exclusion does not apply where items and services are furnished an indigent individual without charge because of his inability to pay, if the provider bills other patients to the extent that they are able to pay.
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219.2
Provider Bills Only Insured Patients.--Many providers, physicians, and suppliers waiver their charges for individuals of limited means, but they also expect to be paid where the patient has insurance which covers the items or services they furnish.  In such a situation, because it is clear that a patient would be charged if insured, benefits are payable for services rendered to patients with Medicare insurance if the provider, physician, or supplier customarily bills insured patients, even though noninsured patients are not charged.

219.3
Medicare Patient Has Other Insurance.--Payment is not precluded under Medicare even though the patient is covered by another health insurance plan or program which is obligated to provide or pay for the same services.  The plan may pay money toward the cost of the services, such as a health insurance policy, or it may organize and maintain its own facilities and professional staff, such as employer and union sponsored plans and group practice prepayment plans.

However, services which are covered under a workmen's compensation policy are specifically excluded from coverage under Medicare.

219.4
Third Person Liability.--Services are covered by Medicare even though the patient's need for treatment for an injury resulted from the negligence of another party who is or may be legally liable for the patient's medical expenses.  The existence of the other person's liability does not affect the patient's obligation to pay for the services he receives.

219.5
Members of Religious Orders.--A legal obligation to pay exists where a religious order either pays for or furnishes services to members of the order.  Although medical services furnished in such a setting would not ordinarily be expressed in terms of a legal obligation, the order has an obligation to care for its members.  Thus, payment may be made for such services whether they are furnished by the order itself or by independent sources that customarily charge for their services.

220.

ITEMS AND SERVICES FURNISHED OR PAID FOR BY GOVERNMENT INSTRUMENTALITIES

The Medicare law limits the circumstances under which payment may be made for items and services furnished or paid for by State, local or Federal government instrumentalities. The law applies separate limitations applicable to items and services which the provider is obligated under a Federal Government contract or law to furnish at public expense (see ' 220.2) and items and services paid for directly or indirectly by a State, Federal, or local government entity (see ' 220.3).
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The following sections discuss these limitations in greater detail and how they are to be applied under various circumstances.

220.1
Items and Services Furnished by a Federal Provider of Services.-- Payment may not be made for services furnished by a Federal provider except for (a) covered emergency services, and (b) items or services furnished by a Federal provider which is determined by the Secretary of Health, Education, and Welfare to be providing services to the public generally as a community institution or agency.  As a result of extensive negotiations between HEW and the VA, the Secretary of HEW and the Administrator of Veterans Affairs executed a Memorandum of Understanding under which the Department recognized a few specific VA facilities as community institutions for the purpose of furnishing ESRD services where they have sharing arrangements with Medicare participating hospitals pursuant to U.S.C. 5053.  Under this provision of the VA law, the VA may enter into arrangements to share its excess capacity (for treatment of nonveterans) of resources otherwise in short supply in the community.  Medicare coverage under the agreement, however, was limited to ESRD services.  Questions about which VA facilities are recognized should be directed to the BHI Regional Office.

For this purpose, a provider acquired by the Department of Housing and Urban Development (DHUD) as an interim measure to conserve the facility's assets pending a sale of the property is not considered to be a Federal provider of services.  Accordingly, Medicare payment may be made for services furnished by such DHUD-owned providers whether or not the provider is serving the public generally.

220.2
Items and Services Which the Provider or Supplier is Obligated to Furnish Under a Federal Government Contract or Law.--Payment may not be made for items or services which a provider is obligated to render at public expense by law of, or contract with, the United States.

220.3
Items and Services Which are Paid for Directly or Indirectly by a Government Entity.--

A.
General.--Benefits are not payable for items and services paid for by a State, local or Federal government agency, except as specified in B. and C. below.  This exclusion applies to services furnished by governmental facilities as well as services furnished by nongovernmental facilities which are paid for by a governmental agency.
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B.
Statutory Exceptions.--The exclusion of items and services paid for by a governmental entity does not apply in the following situations; therefore, payment may be made under Medicare where:

1.
The items or services are furnished under a health benefits or insurance plan established for employees of the governmental entity;

2.
The items or services are furnished under one of the titles of the Social Security Act (such as medical assistance under title XVI or XIX).

C.
Exceptions Approved by the Secretary.--The Secretary of Health, Education, and Welfare is authorized by law to specify additional exceptions to this exclusion.  The Secretary has approved Medicare payment for items or services which are paid for by a State or local governmental entity and furnished an individual as a means of controlling infectious diseases or because the individual is medically indigent.

220.4
Illustrations of Exclusions of Services Covered by Various Governmental Programs.--

A.
Veterans Administration.--Services furnished without charge by a VA facility are excluded from coverage under Medicare.  In addition, the fact that a beneficiary is eligible to have services furnished by private sources paid for by the VA precludes payment for them under Medicare.  It will generally be advantageous for health insurance beneficiaries to have services paid for under a VA program where possible since the VA has no deductible or coinsurance requirements.

B.
Government Research Grants.--A beneficiary who would be eligible to have his care paid for by a governmental research grant can receive benefits under title XVIII if the facility charges those patients who have Medicare or other insurance.  Where a provider claims benefits under title XVIII, it may not accept research grant funds for the services in question, except to the extent of the deductible and coinsurance amounts.

C.
Vocational Rehabilitation Agencies.--Under the vocational rehabilitation programs of the various States, vocational training and services are provided to handicapped persons who qualify under State law.  Where items or services are furnished or paid for by a State VR agency, title XVIII benefits are payable only if the agency makes services available without cost because of the individual's medical indigency or as a means of controlling infectious diseases.
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D.
State or Local Health Department Clinics.--Many State or local health departments operate outpatient clinics.  Services rendered by such clinics free of charge because of the individual's indigency or as a means of controlling infectious diseases (e.g., city-operated charity clinics) are covered under title XVIII.

E.
Civilian Health and Medical Program of the Uniformed Services (Military Medicare).--This program provides both hospitalization and outpatient care in civilian facilities for spouses and children of active duty members of the uniformed services, retired servicemen, and spouses and children of retired and deceased members of the uniformed services.

Retired members of the uniformed services, their spouses and children, or the spouses and children of deceased members, who are not entitled to Part a benefits but who are enrolled in Part B may not receive military Medicare benefits for services covered under Part B, except to the extent that benefits are not payable under Part B.  Dependents of active duty members of the uniformed services are not governed by the above rules.  They have the option of electing to claim benefits under either military Medicare or title XVIII. If benefits are paid under military Medicare, title XVIII benefits are not payable for the same services, except for charges not covered under military Medicare, e.g., the military Medicare deductible and coinsurance amounts.

F.
Active Duty Servicemen.--In limited circumstances servicemen on active duty may have care in civilian facilities paid for by the armed services.  Except for emergency services, prior approval is generally required before such payment can be made.  Services furnished pursuant to such approval and services paid for or expected to be paid for are not reimbursable under title XVIII.

221.
SERVICES NOT PROVIDED WITHIN THE UNITED STATES

Services (except for certain inpatient hospital services and related physicians and ambulance services in specified situations) which are not provided within the United States are not covered. The United States includes the 50 States, the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, Guam, and American Samoa.

222.
SERVICES RESULTING FROM WAR

Items and services which are required as a result of war, or of an act of war, occurring after the effective date of the patient's current coverage are not covered.
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223.

ITEMS AND SERVICES COVERED UNDER A WORKERS' COMPENSATION LAW

Payment under Medicare may not be made for any items and services to the extent that payment has been made or can reasonably be expected to be made for such items or services under a workers' compensation law or plan of the United States or a State.

224.

ROUTINE SERVICES AND APPLIANCES

Routine physical checkups include (a) examinations performed without relationship to treatment or diagnosis for a specific illness, symptom, complaint, or injury, and (b) examinations required by third parties such as insurance companies, business establishments, or Government agencies.

Routine physical checkups; eyeglasses, contact lenses, and eye examinations for the purpose of prescribing, fitting, or changing eyeglasses; eye refractions by whatever practitioner and for whatever purpose performed; hearing aids and examinations for hearing aids; and immunizations are not covered.

225.

CHARGES IMPOSED BY IMMEDIATE RELATIVES OF THE PATIENT OR MEMBERS OF HIS HOUSEHOLD

A.
General.--Payment may not be made for expenses which constitute charges by immediate relatives of the beneficiary or by members of his household.  The intent of this exclusion is to bar Medicare payment for personal services of physicians or suppliers which would ordinarily be furnished free of charge because of the relationship of the beneficiary to the person imposing the charge.  Payment may be made, however, for reasonable charges imposed on such individuals by a physician or supplier to recover out-of-pocket expenses he has incurred in furnishing covered items or supplies, e.g., expenses for covered drugs and biological, prosthetic devices, etc. In such cases, the charge may not exceed the physician's or supplier's actual out-of-pocket costs.

B.
Services of Providers and Provider-Based Physicians.--This exclusion applies only to services reimbursed on a charge basis and does not apply to provider services of group practice prepayment plans which are reimbursed for their costs rather than charges.  Thus, reimbursement may be made for covered services furnished by a provider to an owner of the institution or to an immediate relative of an owner, or a member of an owner's household.

Reimbursement may not be made, however, for the professional component of services of provider-based physicians furnished to an immediate relative of the physician or to a members of the physician's household.  Since the personal services of provider-based physicians are billed on a charge basis, they would be subject to this exclusion whether the bill is submitted by the physician or, with his authorization, by the provider.

C.
Immediate Relative.--The following degrees of relationship are included within the definition of "immediate relative":  (1) Husband and wife; (2) natural parent, child, and sibling; (3) adopted child and adoptive parent; (4) stepparent, stepchild, stepbrother, and stepsister; (5) father-in-law, mother-in-law, son-in-law, daughter-in-law, brother-in-law, and sister-in-law; (6) grandparent and grandchild.
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NOTE:
It has been deemed for program purposes that a brother-in-law or sister-in-law relationship does not exist between a physician (or supplier) and the spouse of the wife's/husband's brother or sister.

A father-in-law or mother-in-law relationship does not exist between a physician and his spouse's stepfather or stepmother.

D.
Members of the Patient's Household.--These are persons sharing a common abode with the patient as a part of a single family unit, including those related by blood, marriage or adoption, domestic employees and others who live together as part of a single family unit.  A mere roomer or boarder is not included.

E.
Charges by Professional Corporation or Business Organization Such as Supplier and Clinic.--Charges imposed by a medical group, clinic, or supplier which is not a corporation are, in effect, imposed by the owner or owners of the business.  Thus, this exclusion applies where such a firm is owned by a sole proprietor who bears one of the excluded relationships to the patient.  In the case of a partnership, the exclusion applies only where all of the partners bear one of the excluded relationships to the patient. Charges imposed by a corporation are not subject to this exclusion except in the case of charges imposed by a professional corporation for items or services furnished (1) by an owner who bears one of the excluded relationships to the patient or (2) by an employee under the supervision of a related owner.  "Professional corporation" means a corporation that is operated solely for the purpose of conducting the practice of medicine, osteopathy, dentistry, podiatry, optometry, or chiropractic.  Only members of the profession can own stock in a professional corporation.  Any physician or group of physicians which is incorporated constitutes a professional corporation.  (Generally, physicians who are incorporated identify themselves by adding letters such as P.C. or P.A. after their title.)

The exclusion does not apply to charges imposed by a corporation other than a professional corporation, regardless of the patient's relationship to any of the stockholders of the corporation or to the person who furnished the service.

226.

PERSONAL COMFORT ITEMS

Items which do not contribute meaningfully to the treatment of an illness or injury or the functioning of a patient's condition are not covered.

227
.
LIMITATION ON PAYMENT FOR SERVICES REIMBURSABLE UNDER AUTOMOBILE MEDICAL, NO FAULT, OR ANY LIABILITY INSURANCE

Payment may not be made under Medicare for otherwise covered items and services to the extent that payment has been or can reasonably be expected to be made under automobile medical or no fault insurance or under any liability insurance.
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