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Coverage of Transplantation (Limited to Participating Hospitals)
230.
COVERAGE--GENERAL

During the development of Medicare policies and procedures necessary to effectively implement the chronic renal disease provisions of the 1972 Amendments to the Social Security Act, special attention was necessarily given to the policies concerning the coverage and reimbursement of renal transplant services.  Since renal transplantation is a principal form of treatment available to patients with end-stage renal disease, it was evident that the Medicare program should adopt policies which would contribute to the support of this method of treatment by providing an equitable means of reimbursement for the variety of medical services that are required to support a quality transplant program.

While there were many issues to consider in accomplishing this objective; there were two principal areas of concern.  First, it was necessary to insure that Medicare would pay its share of the costs of organ procurement recognizing that in live donor organ procurement there would be a considerable amount of medical costs incurred in evaluating potential donors prior to the possible selection of a donor, and that in the cadaver organ procurement program not all organs excised would eventually be transplanted.  Second, an equitable means had to be developed for covering and reimbursing necessary medical services provided to potential donors and recipients, recognizing that in some situations these services would be provided prior to the effective date of the potential transplant recipients' Medicare entitlement.

Therefore, in order to determine costs of Medicare covered services which are normally provided in preparation for a transplant and for kidneys acquired for the purpose of providing Medicare beneficiaries with renal transplants and to encourage the consideration of this treatment modality; i.e., allowing beneficiaries who are acceptable
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candidates for transplantation the opportunity to be transplanted irrespective of economic factors, the concept of the kidney acquisition cost center was developed.  In addition to supporting the above objectives, the use of a kidney acquisition cost center also provides the mechanism for reviewing the costs of services provided between hospitals under arrangements.  It also provides the mechanism to make more current reimbursement for some costs which, using preexisting reimbursement policy, could not be reimbursed by the program until they could be added to a billable service which is generated by a participating hospital.  (Since non-hospital renal dialysis facilities are not involved with renal transplantation, extensive guidelines relating to transplantation are not being provided. Questions not covered in the following sections should be referred to your intermediary.)

231.
COVERAGE OF SERVICES INVOLVING LIVING DONOR TRANSPLANTS

After end-stage renal disease is diagnosed, one of the first actions taken by many physicians is determining the suitability of the patient for transplantation.  If it appears that the patient is a suitable transplant candidate, a live donor transplant is normally considered first because of its relatively high degree of success in comparison to a cadaveric transplant.  Whether one or multiple potential donors are available, the following is a general description of the usual course of events which transpire in preparation for a live-donor transplant.

First, potential donors are identified.  Generally, potential donors include only parents, brothers and sisters, or children.  Those who are willing and medically able to donate a kidney to the recipient are first tested to determine whether they are of the same blood type as the recipient.  After blood-typing, the recipient and the donors are tissue typed. Only those candidates with blood and tissue types similar to the recipient are considered further.  After tissue typing, those donors who are medically suitable are evaluated based on physical, psychological and social factors.  Those potential donors who remain after the above testing may be hospitalized for further evaluation using procedures not appropriately performed on outpatients.  These procedures may include intravenous urography and renal arteriography.  Hospitalization for 2 days appears to be the average stay for these services.

If the results of the above tests identify several suitable donors, the most suitable donor is selected and arrangements are made for the transplant.  At such time, the donor and recipient will enter the hospital to undergo the excision and transplantation, respectively. Where tests do not identify an acceptable living donor, the patient will generally be considered for a cadaveric transplant and placed on hemo- or peritoneal
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dialysis, if this has not already proved necessary.  Also, if the ultimate goal is transplantation, the patient would be registered with a kidney transplant registry.

232.
COVERAGE OF SERVICES INVOLVING CADAVERIC TRANSPLANTS

Where there is no suitable living donor, a patient with renal failure may be considered for a cadaveric transplant.  In such cases the services provided to recipients of "live donor kidneys," i.e., tissue typing and other related tests, are also provided to potential recipients of cadaver kidneys.  However, because a kidney may not be available for a long period of time, it is expected that additional services will be provided in the form of direct physician care for the patient's renal condition, and certain tests will normally be performed on a regular basis to allow the physician to have current information regarding the status of the patient and his suitability for transplant.  In addition, mixed lymphocyte cultures are prepared whenever a kidney is procured which may suit the recipient.  The number of such tests performed depends directly on the number of kidneys which become available for transplant.

233.
COVERAGE OF PRE-TRANSPLANT INPATIENT SERVICES

The following rules apply to kidney transplant inpatient medical evaluations when the kidney recipient has Medicare entitlement or is in the pre-entitlement period.  The pre-entitlement period is that period during which services are furnished in anticipation of a transplant after the patient has been diagnosed to have end-stage renal disease, but prior to such patient's actual Medicare entitlement.  If the potential kidney recipient does not have entitlement or is not in the pre-entitlement period, any service rendered to the kidney recipient or to the related living donor for kidney transplant medical evaluations will not be covered by the Medicare program.

233.1
Living Donor Evaluation.--When a living donor is admitted to a hospital (before admission for excision of the donor kidney for transplant) for a medical evaluation in anticipation of a kidney donation, all hospital costs and the costs of the physician services applicable to the medical evaluation are considered kidney acquisition service costs.  As such, the hospital and the physician charges will be included in Medicare costs.

When the living donor subsequent enters the hospital for the actual transplant, the hospital costs of services rendered to the donor will continue to be treated as kidney acquisition service costs.  However,
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during the kidney transplant inpatient stay and during any subsequent donor inpatient stays resulting from a direct complication of the of the organ donation, the physicians services are not considered kidney acquisition services, and are not included in Medicare costs.

233.2
Kidney Recipient Admitted for Transplant Evaluation.--When a recipient is specifically admitted to a hospital (before the admission for the actual transplant) for a medical evaluation for an anticipated kidney transplant, all hospital costs and the costs of physician services applicable to the anticipated transplant are considered kidney acquisition service costs.  As such, the hospital and the physician charges will be included in Medicare costs.

233.3
Kidney Recipient Evaluated for Transplant During an Inpatient Stay.-When a recipient is specifically admitted to a hospital for a medical reason other than in anticipation of a transplant, but during the stay, a medical evaluation for an anticipated kidney transplant is performed, all hospital costs and the costs of the physician services applicable to the medical evaluation are treated the same as the services above. However, all hospital and physician services applicable to the non-transplant related services (i.e., related to the medical services for which the patient was actually admitted) may only be billed to the Medicare program if the recipient has actual Medicare entitlement.

233.4
Kidney Recipient Admitted for Transplantation and Evaluation.--When the medical evaluation for a transplant is performed on the recipient or the living donor during the same inpatient stay in which the actual transplant occurs, all such services will be billed and the costs will be accumulated in the normal manner.  For example, all hospital services rendered to the donor will be considered kidney acquisition services. However, all physician services rendered to the living donor and all hospital and physician services rendered to the recipient will be billed in the same manner as any other inpatient services on the account of the recipient.
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240.
CONTINUOUS AMBULATORY PERITONEAL DIALYSIS

Continuous ambulatory peritoneal dialysis (CAPD) is a variation of peritoneal dialysis that was developed as an alternative mode for dialysis for home dialysis patients.  CAPD is a continuous dialysis process using the patient's peritoneal membrane as a dialyzer.  The patient connects a 2 liter plastic bag of dialysate to a surgically implanted indwelling catheter and allows the dialysate to pour into this peritoneal cavity.  Four to six hours later the patient drains the fluid out into the same bag, and replaces the old bag with a new bag of fresh dialysate.  This is done three to five times a day, with the first exchange being made at bed time.  Because no machine is used, CAPD frees patients from the confinement of a machine, and because it is continuous, CAPD frees patients from the dietary restrictions associated with intermittent hemodialysis or intermittent peritoneal dialysis.

240.1
Certification of Facilities Furnishing CAPD Services.--In order to furnish covered CAPD services, a facility must be a Medicare approved ESRD facility, and must meet additional standards established by the Health Standards and Quality Bureau (HSQB). HSQB certification is required to furnish CAPD training and the CAPD support services described in §240.3A.  Certification is given for both training and support services at the same time; a facility cannot be certified to provide one and not the other.

Initially, certification will be accomplished through interim guidelines prepared by HSQB. The HSQB will contact all ESRD facilities to determine whether they desire to be approved to furnish CAPD.  The HSQ RO will determine whether the interim requirements are met and inform the facility of its determination.  This interim approval will be in effect until final guidelines can be developed.

240.2
Institutional Dialysis Services Furnished to CAPD Patients.-- Institutional dialysis services that are specifically CAPD services are training services and the associated services that are furnished in the facility during training.  (Once the patient is trained, CAPD is primarily a home service, as the patient performs CAPD 24 hours per day.)  Persons who are primarily treated by CAPD may also require infacility dialysis, either intermittent peritoneal dialysis (IPD) or hemodialysis, from time to time.
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A.
CAPD Training.--CAPD training is furnished in sessions that can last up to 8 hours duration (one session per day) 5 - 6 days per week.  Typically, 6 - 8 CAPD exchanges can be performed per day for the purpose of teaching the patient the CAPD technique; however, no specific number of exchanges is required.  Normally patients are trained within 2 weeks (5 - 6 training sessions per week) however, up to 15 sessions (i.e., 15 training days) may be covered routinely.  Additional CAPD training sessions are covered only when documented for medical necessity.

CAPD training services and supplies include personnel services, dialysis supplies, parenteral items routinely used in dialysis, training manuals and materials, and routine CAPD laboratory tests.

Routine CAPD lab tests are those monthly tests listed in §240.3D.1 and they are covered during training.  The coverage frequency screens for routine lab tests do not apply during training, as these tests are commonly given during each training session.  Nonroutine lab tests must be documented for medical necessity.

1.
CAPD Training Furnished to Inpatients.--Normally, CAPD training is only covered on an outpatient basis.  While CAPD training itself does not justify inpatient status, CAPD training can be covered when furnished to an inpatient, and reimbursed at the same rate as the facility's outpatient CAPD training rate.  Of course, the coverage determination for inpatient expenses such as hospital room and board would be based on the reason for the patient's hospitalization.

2.
CAPD Training for Patients Already Trained in Another Mode of Self-Dialysis.--Services furnished in training a patient who is already trained in some other form of self-dialysis are covered according to the rules in paragraph A above. Fewer sessions should be required because of the transferability of certain basic skills.

B.
Supplemental Dialysis During CAPD Training.--It may be necessary to supplement the patients's dialysis during CAPD training with intermittent peritoneal dialysis because the CAPD technique has not yet been mastered by the patient. Generally, no more than three supplemental intermittent peritoneal dialysis sessions are required during the course of CAPD training, and these may be covered routinely.  If more than three sessions are billed during training, the clams must be documented for medical necessity.  It is recognized that under certain circumstances the form of supplemental dialysis may be hemodialysis.

240.3
Support Services and Supplies Furnished to Home CAPD Patients.--The CAPD certification referred to in §240.1 requires facilities furnishing CAPD services to provide directly, or arrange for the provision of, home dialysis services required to support home patients; however, some support
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services must be furnished directly by the sponsoring CAPD facility.  (See paragraph A below.)  Home dialysis support services may be furnished in the home or in the facility.  While usual support services are provided or arranged for by the facility, they may also be provided by a physician or under a physician's direct personal supervision.

A.
Home Dialysis Support Services.--The full range of home dialysis support services required by home CAPD patients is covered.  In addition to the general support services furnished to home hemodialysis patients, support services specifically applicable to CAPD patients include but are not limited to:  (1) changing the connecting tube (also referred to as an administration set), (2) watching the patient perform CAPD and assuring that it is done correctly, and reviewing for the patient any aspects of the technique he/she may have forgotten, or informing the patient of modifications in apparatus or technique, (3) documenting whether the patient has or has had peritonitis that requires physician intervention or hospitalization (unless there is evidence of peritonitis, a culture for peritonitis is not necessary), and (4) inspection of the catheter site.

The CAPD support services must be furnished by the sponsoring CAPD facility periodically (not less than once every 90 days) in accordance with the certification requirements referred to in §240.1.  These services will usually be furnished during a periodic followup visit, but they may be furnished at separate times.  They may be furnished in the facility or in the home.

Normally, the changing of the connecting tube is performed in the facility, and all of the other CAPD support services can be performed at the same time.  However, sometimes a member of the facility's staff may go to the patient's home to observe the patient's CAPD technique, take blood samples, etc. In any case, each of the CAPD support services may be covered routinely at a frequency of once per month.

Because these services must be furnished periodically by the sponsoring CAPD facility, any claims for additional support services furnished more frequently than monthly (whether by the sponsoring CAPD facility of under an agreement or arrangement) must be developed carefully for medical necessity.

B.
Supplies.--All supplies required to perform CAPD are covered.  These include start-up durable supplies (whether or not they are part of a start-up kit) such as weight scales, sphygmomanometer, IV stand, and dialysate heaters; and consumable and disposable supplies such as dialysate, tubing and gauze pads.

C.
Drugs and Biologicals.--Drugs and biologicals such as blood may be covered in the home dialysis setting only if the "incident to a physician's services" criteria are met. Normally, a physician is not in the patient's home when the drugs or biologicals are administered, and therefore, generally drugs and biologicals are not covered in the home setting.
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D.
Laboratory Tests.--The following lab tests are covered routinely at the frequencies specified below if furnished to a CAPD patient in a certified setting.  Any test furnished in excess of this frequency or any test furnished that is not listed here is covered only if there is documentation of its medical necessity.  A diagnosis of ESRD alone is not sufficient medical documentation.  The nature of the illness or injury (diagnosis, complaint, or symptom) requiring performance of any other tests not listed here must also be present on the form.

1.
Laboratory Tests for CAPD Covered Routinely and Included Under the

Composite Rate

Monthly
BUN





Total Protein

Creatinine




Albumin

Sodium





Alkaline Phosphatase

Potassium




LDH

CO2






AST, SGOT

Calcium





Hct

Magnesium




Hgb

Phosphate




Dialysate Protein

2.
Laboratory Tests for CAPD Covered Routinely and Separately Billable

Every 3 Months
WBC

RBC

Platelet count

Every 6 Months
Residual renal function



24 hour urine volume

(See §207.3 for laboratory tests rendered to hemodialysis, intermittent peritoneal dialysis (IPD), and continuous cyclical peritoneal dialysis (CCPD) patients.)

E.
Equipment and Water Testing.--CAPD does not require the use of any equipment or testing of water because the dialysate is prepared and delivered by the manufacturer. Therefore, neither a dialysis machine nor water testing or water treatment are covered for CAPD patients.  Patients changing from another form of home dialysis to CAPD may have their claims for rental or lease-purchase of home durable medical equipment reimbursed up to 3 months after completing the CAPD training course.
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245.
COVERAGE OF HOME DIALYSIS UNDER TARGET RATE REIMBURSEMENT

Target rate reimbursement is an optional method of Medicare reimbursement for the cost of furnishing to self-care dialysis patients all necessary home dialysis medical supplies, equipment, and supportive services, including the services of qualified home dialysis aides. Under this method payments are made on the basis of an annually determined prospective per dialysis treatment target reimbursement rate.  Any certified end-stage renal disease (ESRD) facility may select this option by entering into a special agreement with the Health Care Financing Administration (HCFA).

The target rate payment is a comprehensive payment for all of the home peritoneal and home hemodialysis items and services furnished to the facility's home dialysis patients. At this time, items and services furnished for continuous ambulatory peritoneal dialysis (CAPD) will not be included under the target rate reimbursement system.  Reimbursement for CAPD will continue as before on a fee-for-service basis even for facilities that have elected the target rate option.

The law establishing target rate reimbursement for home dialysis has an effective date of April 1, 1979 (Section 6 of P.L. 95-292).  Accordingly, this reimbursement option is available retroactive to that date subject to the requirements specified in the agreement.

The target rate reimbursement system is distinguished from the present system of reimbursing home dialysis in two respects.  First, in addition to all of the home dialysis items and services already covered under the program, it also includes payment for the costs of furnishing home dialysis aides. Second, it is intended to be an incentive system in that a facility has the right to retain the difference between its actual costs for covered supplies, equipment, and services the target rate payment.

245.1
Definitions
A.
Home Dialysis Equipment.--Home dialysis equipment includes all of the medically necessary home dialysis equipment prescribed by the attending physician including (but not limited to) artificial kidney and automated peritoneal dialysis machines, and support equipment.
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B.
Support Equipment.--Support equipment is equipment used in conjunction with the basic dalysate delivery system.  Such equipment includes (but is not limited to) pumps, such as blood and heparin pumps, alarms, such as bubble detectors, water purification equipment used to improve the quality of the water used for dialysis, and adjustable dialysis chairs.

C.
Support Services.--Support services include (but are not limited to):  1) periodic monitoring of a patient's adaptation to home dialysis and performance of dialysis; 2) visits by trained technical personnel made in accordance with a plan prepared and periodically reviewed by a professional team which includes the individual's physician; 3) unscheduled visits made on an as-needed basis, e.g., assistance with difficult access situations; and 4) providing, installing, repairing, testing and maintaining home dialysis equipment including appropriate water testing and treatment.

D.
Installation.--Installation includes (but is not limited to) the identification of any minor plumbing and electrical changes required to accommodate the equipment, the ordering and performing of these changes, delivery of the equipment, and its actual installation (i.e., hooking-up), as well as any necessary testing to assure proper installation and function.

Minor plumbing and electrical changes include those parts and labor required to connect the dialysis equipment to plumbing and electrical lines that already exist in the room where the patient will dialyze.  Medicare does not cover wiring or rewiring of the patient's home, or installing any plumbing to the patients' home or to the room of the home where the patient will dialyze.

E.
Maintenance.--Maintenance includes (but is not limited to) travel to the patient's home, or if needed, transportation of the equipment to a repair site, the actual performance of the maintenance, or repair and all necessary parts.  With respect to water purification equipment, maintenance includes replacing the filter on a reverse osmosis device, regenerating the resin tanks on a deionization device, and the chemicals used in a water softener, as well as periodic water testing to assure proper performance.  Routine maintenance tasks customarily performed by a patient are not covered services except for the cost of parts involved in this maintenance furnished by the facility to a patient.

F.
Home Dialysis Aide (Home Aide).--A person who meets the qualifications set by the facility and all applicable State and local laws to assist self-care home dialysis ESRD patients in the performance of home dialysis.
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G.
Supplies.--Supplies include all durable and disposable items and medical supplies necessary for the effective performance of a patient's dialysis.  Supplies include, but are not limited to, dialyzers, forceps, sphygmomanometer with cuff and stethoscope, scales, scissors, syringes, alcohol wipes, sterile drapes, needles, topical anesthesias, and rubber gloves.

H.
Routine ESRD Related Laboratory Tests.--Routine laboratory tests include those tests and their frequencies as set forth in Section 207.1A.

245.2
Coverage.--The target rate includes payment for all home dialysis supplies, equipment, and support services required for home dialysis.  The coverage requirements under the target rate reimbursement option are the same as for home dialysis items and services under the general program except that the services of home dialysis aides are also included.  A facility choosing this reimbursement option is required to furnish, either directly or under arrangements, all the covered items and services, as medically necessary, to all its home dialysis patients.  In choosing this option a facility must agree to include all of its home dialysis patients, with the exception of CAPD patients, under target rate reimbursement and not restrict the availability of home dialysis services. CAPD patients are excluded from this provision because the home dialysis target reimbursement rate is designed to cover a broader range of personnel and equipment than is normally used in performing CAPD.

A.
Items and Services Included under the Target Rate.--All items and services included under the target rate must be furnished by the facility, either directly or under arrangements, to all of its home dialysis patients.  These include:

1)
medically necessary home dialysis equipment and home dialysis support equipment;

2)
home dialysis support services including the delivery, installation, maintenance, repair and testing of home dialysis equipment and home support equipment;

3)
where necessary, the services of trained home dialysis aides;
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4)
purchase and delivery of all necessary home dialysis supplies; and

5)
routine ESRD related laboratory tests.

(See Section 245.1 Definitions, for specific meanings of these items.)

B.
Home Aides.--The services of home aides are not reimbursable on a fee-for-service basis under the Medicare program.  However, reimbursement for these services is included under the target rate.  In fact, a facility that has elected the target rate method must furnish a qualified home aide whenever one is necessary.  The facility determines the qualifications of an aide, and makes the initial determination as to when an aide is necessary.  This must be done according to the minimum criteria approved by HCFA for home dialysis aides that the facility submits pursuant to its agreement.  (See Section 407.3A for further discussion of these criteria).

C.
Frequency of Home Dialysis Sessions.--Both home hemodialysis and home peritoneal dialysis are covered under the target rate.  CAPD is not covered under the target rate.

1.
Hemodilaysis

The usual pattern of home hemodialysis consists of three sessions weekly, and these may be covered routinely.  If the facility bills for any sessions in excess of this frequency, the bills must be accompanied by medical justification acceptable to the intermediary.

2.
Peritoneal Dialysis

Home peritoneal dialysis sessions are covered routinely at the same frequency as home hemodialysis described above.  However, the pattern of peritoneal dialysis may vary in which case an equivalence is established between peritoneal and hemodialysis as described in Section 407.1C.  If the facility bills for any sessions in excess of this frequency, the bills must be accompanied by medical justification acceptable to the intermediary.
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D.
Infacility Backup Dialysis.--The facility must explain why any infacility backup dialysis sessions (furnished on either an inpatient or outpatient basis) are furnished to home dialysis patients who are covered under the target rate.  If a backup session is furnished because of a failure to furnish any of the required items or services referred to in paragraph A, then it will be covered only to the extent of a home dialysis session and reimbursed at the facility's target rate.  If the backup dialysis is furnished by an institution other than the home patient's target rate facility, then the target rate facility must assume financial liability for any cost or charge in excess of the facility's target rate except where the patient is travelling away from home (see paragraph E below).

Under the circumstances described above, the backup dialysis will be counted as a home dialysis session for the purpose of frequency of sessions routinely covered (see paragraph C above).

E.
Coverage of Infacility Dialysis Sessions Furnished to Patients Who are Travelling.--Patients who are normally home dialysis patients supported by a target rate reimbursement facility may be dialyzed by another facility on an infacility basis when travelling away from home.  These services may be reimbursed as any other infacility dialysis furnished by that facility.

F.
Physician's Services.--

1.
Initial Method (physician reimbursement method no. 1 as defined in 42 CFR 405.542(a)).  - Any services furnished to a target rate facility's home patients by a physician that are included as home dilaysis support services under paragraph A can only be covered under the traget rate.  Because payment for these services is already included in the target rate, reimbursement to physicians would be duplicative and therefore is not permitted.  Any services furnished to target rate patients by a physician that are not included under paragraph A, are only covered as physician services and must be billed by the physician directly to the program separate from the target rate.
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Any services furnished to target rate patients by a physician that are not included under paragraph A, are only covered as physician services and must be billed by the physician directly to the program separate from the target

2.
Alternative Method  (physician reimbursement method no. 2 as defined in 42 CFR 405.542(b)). -Reimbursement to physicians under the alternative method is unaffected by the target rate.  Because the alternative method payment is for physician services and the target rate payment is for facility services, they are not considered to be duplicative.  Therefore, the monthly alternative method payment to a physician for home patients is the same whether the patients are supported by a target rate facility or not, and all rates pertaining to the alternative method apply as usual.
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250

LIMITATION ON PAYMENT FOR SERVICES TO INDIVIDUALS ENTITLED

TO BENEFITS SOLELY ON THE BASIS OF END STAGE RENAL DISEASE WHO

ARE COVERED BY EMPLOYER GROUP HEALTH PLANS

250.1
General.--Medicare benefits are secondary to benefits payable under an employer group health plan (EGHP) in the case of individuals  entitled to benefits solely on the basis of end stage renal disease (ESRD) (see §105.3), during a period of up to 12 months, which is defined in §§250.4 and 250.5.  Medicare is secondary during this period even though the employer policy or plan contains a provision stating that its benefits are secondary to Medicare's, or otherwise excludes or limits its payments to Medicare beneficiaries.

Under this provision, renal dialysis facilities (RDF's) must bill the EGHP first for services rendered on or after January 21, 1988. Medicare secondary benefits are payable in accordance with §250.10 if:  

o
the plan payment is less than your charges for Medicare covered services,

o
the plan payment is less than the gross amount payable by Medicare, and 

o
you do not accept, and are not obligated to accept, the EGHP payment as payment in full. 

This provision applies to all Medicare covered items and services furnished to beneficiaries who are in a 12-month period, including services for non-ESRD treatment and services required by kidney donors in cases of transplantation. (See §233.1.) Consider the possible application of this limitation when processing claims for items or services furnished to ESRD beneficiaries who are in their first year of entitlement.

NOTE:
These instructions do not apply to beneficiaries entitled to Medicare because of age 65 or disability.

250.2
Definitions.--

A.
Employer.--The term "employer" means, not only individuals and organizations engaged in a trade or business, but organizations exempt from income tax, such as religious, charitable, and educational institutions as well as the governments of the United States, the States, Puerto Rico, Guam, the Virgin Islands, American Samoa, the Northern Mariana Islands and the District of Columbia, including their agencies, instrumentalities and political subdivisions.  For purposes of the ESRD secondary payer provision the term "employer" is defined without regard to the number of employees.

B.
Employer Group Health Plan or Employer Plan. --These terms mean any health plan that is of, or contributed to by, an employer; and that provides medical care, directly or through other methods such as insurance or reimbursement to current or former employees, and/or their families. It includes the Federal Employees Health Benefits
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program but not the Civilian Health and Medical Program of the Uniformed Services (CHAMPUS). "Employee pay all" plans, i.e., group health plans under the auspices of an employer which do not receive any contributions from the employer, also meet the definition of EGHP.  

Assume in the absence of evidence to the contrary, that any health plan (including a union plan) in which a beneficiary is enrolled because of the current or former employment of the beneficiary or of a member of the beneficiary's family meets this definition.

C.
Secondary--The term "secondary," when used with respect to Medicare payment, means that Medicare is the residual payer to all employer group health plans under which the Medicare beneficiary is covered and will not pay for any expenses that are reimbursable by any such plan or plans.  Consider the workers' compensation exclusion (§223) and no fault and liability insurance provisions (§227) in determining the extent of Medicare's liability as a residual payer since in some cases there may be a primary insurer in addition to the EGHP.  (See §250.9C.)

D.
Coordination Period.--The term "coordination period" means a period of up to l2 months determined in accordance with §§250.4  and 250.5 during which Medicare benefits are secondary to benefits payable under employer group health plans.  

250.3
Retroactive Application.--If the intermediary notifies you, or you learn from other sources that an employer plan may be primary payer for services for which Medicare paid primary benefits, take the following actions:

o
ascertain whether there is EGHP coverage and if so, the name and address of the EGHP , if that information is not annotated on the claim,

o
check your records and ascertain whether Medicare paid primary benefits for other services rendered during a coordination period for which an EGHP may be primary,

o
notify the intermediary of the results of your development efforts.   

This information is necessary for Medicare to determine its proper payment.  If the employer plan pays or has already paid you for all or part of the services, submit a corrected bill to the intermediary along with the employer plan's explanation of benefits (EOB).  The intermediary will recoup from you the amount of Medicare benefits paid in excess of any amount it is obligated to pay as secondary payer.

250.4
Determining the Months During Which Medicare May Be Secondary Payer.--Medicare is secondary to EGHPs for items and services furnished during a period of up to 12 consecutive months which begins with the earlier of:

o
the month in which a regular course of renal dialysis is initiated, or

o
in the case of an individual who receives a kidney transplant, the first month in which the individual became entitled to Medicare.
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NOTE:
In the extremely rare case of an untimely application by an individual who receives a transplant, the 12-month period could begin with the first month in which the individual would have been entitled to Medicare benefits if a timely application had been filed. (See §105.3 for the earliest possible month of entitlement in transplant cases.) It is not necessary to consider this possibility absent a specific indication, e.g., information in file that the transplant occurred before the first actual month of entitlement. If further development is required contact the Social Security office.

When the 12-month period begins before the month the individual becomes entitled to Medicare, Medicare pays secondary benefits for the portion of the period during which the individual is entitled to Medicare benefits.  This is the coordination period. (See § 250.2D.)  Since Medicare entitlement usually begins with the third month after the month in which the individual starts a regular course of dialysis, Medicare is usually the secondary payer for the first 9 months of an individual's entitlement.  However, for individuals who undertake a course in self-dialysis training or who receive a kidney transplant during the 3-month waiting period, Medicare may be the secondary payer for up to the first 12 months of the individual's entitlement.

The following examples illustrate how to determine the number of months in which Medicare pays secondary benefits for various situations in which benefits are payable by an EGHP:

(1)
Individual Became Entitled to Medicare After a Waiting Period.--Janice started a regular course of dialysis in October 1986.  The 12-month period begins in October 1986 (the month in which Janice started a regular course of dialysis) and the waiting period consists of October, November and December 1986.  Medicare is secondary payer from January through September 1987.

Peter started a regular course of dialysis in January 1987 and was hospitalized and received a kidney transplant in March 1987.  The 12-month period begins with January 1987.  The kidney transplant cuts short the dialysis waiting period so that Peter becomes entitled in March 1987. Medicare is secondary payer from March through December 1987.

(2)
Individual Became Entitled to Medicare Without a Waiting Period.--In October 1987, John began a regular course of dialysis.  In December 1987, he began a course of self-dialysis training.  Since the self-dialysis training course was initiated during the first 3 months of dialysis, he is exempt from the waiting period and becomes entitled as of October 1987, the first month of dialysis.  In this situation, the first month of entitlement coincides with the beginning of the 12-month period.  Thus, the coordination period extends from October 1987 through September 1988. Medicare is secondary payer during this period.

250.5
Effect of Changed Basis for Medicare Entitlement.--If the basis for an individual's entitlement to Medicare changes from ESRD to age 65 or disability, the coordination period terminates with the month before the month in which the change is effective.
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250.6
Subsequent Periods of ESRD Entitlement.--If an individual has more than one period of entitlement based solely on ESRD, a coordination period will be determined for each period of entitlement in accordance with §§250.4 and 250.5.

250.7
Identification of Cases in Which Medicare May Be Secondary to Employer Group Health Plans.--Investigate cases in which information available to you (e.g., the beneficiary's Medicare card) indicates that the beneficiary is entitled to Medicare based on ESRD for 1 year or less at the time the services were rendered to ascertain whether the services were rendered during the 12-month period described in §§250.4 and 250.5. Determine whether the services were rendered in the 12-month period by checking your own records; e.g., information contained on the HCFA Form 2728 or, if the potential Medicare payment is $50 or more, with other providers or facilities, or the beneficiary's physician, if necessary, to determine the date the individual started a regular course of dialysis or the date the individual received a kidney transplant (or entered a hospital to receive a transplant).  If the individual is in the 12-month period, ask the beneficiary if he/she is insured under any health insurance plan which provides coverage through the employer or through a union.  If the response is yes, ask for the name and address of the plan and the beneficiary's identification number.

If the information you obtain does not indicate EGHP coverage but Medicare was the secondary payer on a previous claim based on ESRD, verify the absence of EGHP coverage by inquiring of the beneficiary or the beneficiary's representative.  If you verify the absence of EGHP coverage, annotate the bill to that effect (e.g., EGHP coverage lapsed, benefits exhausted).  If the information you obtain indicates that EGHP coverage exists, obtain the information cited above from the beneficiary or the beneficiary's representative.

250.9
Billing.--

A.
General.--If you determine, based on your development, that Medicare may be secondary to an employer plan, you must bill the EGHP for primary benefits.   

B.
Billing Medicare for Primary Benefits.--Bill Medicare for primary  benefits only if the services were not rendered during a coordination period, or if the EGHP denies a claim because the beneficiary is not entitled to any  benefits under the plan, or benefits under the plan are exhausted for the particular services, or the services are not covered by the EGHP. 

If you believe that an EGHP may be primary payer, e.g., based on information in your records, ascertain whether primary EGHP benefits are payable, and if so, bill the EGHP for primary benefits. If an EGHP has denied your claim for primary benefits, annotate item 94 "Remarks" of the Medicare claim form with the reason for the denial of EGHP primary benefits and enter occurrence code 24 and date of denial in items 28 - 32.  No attachment is needed.  However, do not bill Medicare if the reason for the EGHP denial is that the EGHP offers only secondary coverage of services covered by Medicare.  Medicare primary benefits may not be paid in this situation even if the EGHP has only collected premiums for secondary rather than primary coverage.
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C.
Billing Medicare for Secondary Benefits.--If an EGHP payment for Medicare covered services is less than your charges and the gross amount payable by Medicare (as defined in §250.10) in the absence of EGHP payment, and you do not accept and are not obligated to accept the plan payment as payment in full, secondary Medicare benefits may be payable on the claim in accordance with §250.10.  Prepare the bill in accordance with §323C.

There may be instances where Medicare is secondary payer to more than one primary insurer, e.g., an individual covered under his own EGHP as well as under the EGHP of his spouse or under automobile insurance.  In such cases, the other primary payers will customarily coordinate benefits. If a portion of the Medicare gross amount payable remains unpaid after the other insurers have paid primary payments, a secondary Medicare payment may be made.

D.
Intermediary Recovery of Primary Benefits.--If primary Medicare benefits are paid to a RDF and the intermediary learns that an EGHP should have paid primary benefits for the items and services, the intermediary either recovers directly from the EGHP or from the RDF.  When recovering from a RDF, the intermediary instructs you to file a claim with the EGHP for primary benefits, and upon receipt of the EGHP payment, to refund to Medicare the amount Medicare paid less the amount received from the EGHP.  After the intermediary instructs you to file a claim for primary benefits with an EGHP, the intermediary follows up with you in 45 days to ascertain whether a claim has been filed and whether payment has been made by the EGHP.  If you do not file a claim for primary benefits within 30 days after you have been instructed to do so, the intermediary recovers the Medicare primary payment from you, except where the reason you do not file a claim with the EGHP is because the beneficiary declines to sign the claims form.  In that case, the intermediary recovers the overpayment directly from the EGHP.

Upon receipt of the EGHP refund, submit an adjustment bill showing the revised Medicare liability. When you receive an EGHP refund, credit amounts paid by the EGHP toward the deductible and coinsurance to the beneficiary's account or return to the beneficiary the amounts of the Medicare deductible and coinsurance already paid.  You may retain any excess EGHP payment over the gross amount payable by Medicare.  (See §250.11)

If duplicate payment was or will be made to you, i.e., you received or expect to receive both primary EGHP payments and primary Medicare benefits, the intermediary recovers from you the Medicare overpayment which is the difference between the Medicare primary payment and the amount Medicare should have paid as secondary payer.  If Medicare paid you and the EGHP paid the beneficiary, the beneficiary is liable.

If the intermediary has not received an adjustment bill within 120 days of notifying you to file a claim with the EGHP, the intermediary follows up to determine the status of the claim.  If the EGHP has denied the claim for a reason the intermediary would find acceptable had the intermediary requested payment from the EGHP directly, the recovery
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action may be cancelled.  If the EGHP has denied the claim for any other reason, or has not responded to your claim, the intermediary attempts to recover from the EGHP. Advise the intermediary immediately if you receive payment from the EGHP.

E.
Recovery When a State Medicaid Agency Has Also Requested a Refund.--Where both Medicare and Medicaid have paid you benefits and you recover an amount from an EGHP, you are obligated to refund the Medicare payment up to the full amount of the EGHP payment before payment can be made to the State Medicaid agency.  Only after Medicare has recovered the full amount of its claim do you have the right to reimburse Medicaid or any other entity.

250.10
Amount of Secondary Medicare Payments Where Employer Group Health Plan Pays In Part for Items and Services.

A.
General.--If an EGHP payment for Medicare covered services is less than the RDF's charges for those services and less than the gross amount payable by Medicare (as defined below), and the RDF does not accept and is not obligated to accept the payment as payment in full, Medicare secondary payment can be made.  The Medicare secondary payment will be the lower of:

o
the gross amount payable by Medicare minus the amount paid by the EGHP for Medicare covered services, or

o
the gross amount payable by Medicare minus any applicable Medicare deductible or coinsurance amount.

The gross amount payable by Medicare is the composite rate for maintenance dialysis services, or the composite rate plus the reasonable charge for separately billable items. (See §318.1.)  The gross amount payable by Medicare is the amount Medicare would pay without regard to the effect of the Medicare deductible or coinsurance or the payment by the EGHP.

For detailed billing and reimbursement instructions, refer to §323.

B.
Special Rules for Dialysis Equipment for Which Medicare Paid the Full Reasonable Cost.--Where a renal dialysis facility is paid its full reasonable costs for the purchase of dialysis equipment pursuant to an agreement with HCFA (see 42 CFR 405.690) bill the employer plan based on the usual rates in the area for the same or similar equipment.  Any amounts received from the employer plan should be refunded to the intermediary or used to adjust future payment as the intermediary determines to be appropriate.  There is no secondary Medicare payment in this situation because Medicare has already paid the facility 100 percent of its reasonable costs for the equipment. (The 100 percent reimbursement option for dialysis equipment is discontinued effective August 1, 1983.  However, any equipment already purchased under a full reasonable cost reimbursement agreement will be handled under the pertinent regulations and terms of the agreement.)

250.11
Employer Group Health Plan Pays in Full.--If an employer plan payment for Medicare covered services equals or exceeds your charges or the gross amount payable by
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Medicare for the services in the absence of employer plan coverage, or if you accept or are obligated to accept the plan payment as payment in full, no Medicare payment is due. Any excess of the employer plan payment over the gross amount payable by Medicare will not be subtracted from your Medicare reimbursement.  When appropriate, submit a no payment bill in accordance with §323B.

250.13
Effect of EGHP Payment On Deductible and Coinsurance.--EGHP payments are credited to the Part B deductible amounts.  Thus, expenses that would be credited to a beneficiary's Part B cash or blood deductibles if Medicare were primary payer, are credited to the deductibles even if the expenses are reimbursed by an EGHP.  This is true even if the EGHP paid the entire bill and there is no Medicare benefit payable.  Also, EGHP payments to a facility are applied to satisfy a beneficiary's obligation to pay a Part B coinsurance amount.  However, EGHP payments are credited to deductibles before being used to satisfy the coinsurance.  (See §323.)

250.14
Limitation on Right of Facility to Charge a Beneficiary.--A renal dialysis facility may not charge a beneficiary or any other party, other than an insurer that is primary under §1862(b) of the Act, for Medicare covered services, if the facility has been or could be paid by an employer plan at least an amount equal to any applicable deductible or coinsurance amount.  This limitation applies to situations where an insurer is primary under §1862(b) but offers only secondary benefits.

250.15
EGHP Erroneously Pays Primary Benefits.--If you determine that an EGHP has inappropriately paid primary benefits, bill Medicare as primary payer and refund to the EGHP the amount it paid, except for an amount equivalent to the Medicare deductible and coinsurance amounts, and charges for noncovered services.

250.16
Claimant's Right to Take Legal Action Against an EGHP.--The Omnibus Budget Reconciliation Act of 1986 provides that any claimant has the right to take legal action against, and to collect double damages from, an EGHP that fails to pay primary benefits for services covered by the EGHP where required to do so under §1862(b) of the Act.
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