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2702.
COMPOSITE RATE PAYMENT - GENERAL

The composite rate payment system is a prospective, incentive system for the payment of outpatient maintenance dialysis services to Medicare beneficiaries.  All maintenance dialysis treatments furnished to Medicare beneficiaries in an approved end stage renal disease (ESRD) facility are covered by this system.  Further, the composite rate system is one of two methods by which HCFA pays for maintenance dialysis performed in a beneficiary's home.  (For a description of the other method, see §2740.)

There are two base composite rates: one for hospital-based ESRD facilities and a separate lower rate for independent facilities.  Each of these base rates is composed of a labor and a nonlabor portion. To determine a facility's actual payment rate, the labor portion of the appropriate base rate is first adjusted by an area wage index and then added to the nonlabor portion.  (See §2706 for  the base composite payment rate.) The facility's composite rate is a comprehensive payment for all modes of infacility dialysis, hemofiltration (see §35-38 of the Coverage Issues Manual), and home dialysis except for bad debts, physicians' patient care services, and certain laboratory services and drugs that are separately billable.  This payment is subject to the normal Part B deductible and coinsurance requirements and it must be accepted as payment in full for all items and services covered by the composite rate.  The program's portion of the payment and the portion for which the beneficiary is liable are both based on the composite rate, regardless of the facility's charge schedule.

Under the composite rate payment system, the patient's ESRD facility must furnish all of the necessary dialysis services, equipment, and supplies.  (Beneficiaries dialyzing at home may elect to be excluded from the composite rate payment system and deal directly with a supplier per §2740.) If it fails to furnish (either directly or under arrangements) any part of the items and services covered under the rate, then the facility cannot be paid any amount for the part of the items and services that it furnishes.  Therefore, if the intermediary determines that the facility has not furnished all of the items and services covered under the composite rate, the intermediary does not reimburse the facility any amount for the incomplete dialysis treatments.

2702.1
 Uncompleted Treatments and No-Shows and Outpatient Hospital Services Which Become Inpatient Hospital Services.--

A.
Uncompleted Treatments.--If a dialysis treatment is started, i.e., a patient is connected to the machine and a dialyzer and blood lines are used, but the treatment is not completed for some unforeseen, but valid reason, e.g., a medical emergency when the patient must be rushed to an emergency room, the facility is paid based on the full composite rate.  This is a rare occurrence and must be fully documented to the intermediary's satisfaction.
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B.
No-Shows.--If a facility sets up in preparation for a dialysis treatment, but the treatment is never started, e.g., the patient never arrives, no payment is made.  In this case, no service has been furnished to a Medicare beneficiary even though staff time and supplies may have been used.  Furthermore, the facility may not bill the patient or the patient's private insurance for these services.  This is because the program is already paying the cost of predialysis services through the facility's per treatment composite rate.  In setting that rate, HCFA has included, among the costs that are allocated to the facility's dialysis treatments and included in the costs covered by its per treatment payment, the salaries of facility personnel furnishing predialysis services and the cost of supplies used.

Therefore, these costs (e.g., salaries for staff time, overhead, supply costs) are included in the facility's costs and reported on its cost report, and they are included in the allowable costs used to set future reimbursement rates under the composite rate system for ESRD facilities.  However, these costs may not be used as the basis for a facility to request a reimbursement exception to its composite rate, nor may they be reimbursed as Medicare bad debts.

C.
Outpatient Hospital Services Which Become Inpatient Hospital Services.-When an individual is furnished outpatient hospital services and is thereafter admitted as an inpatient of the same hospital before midnight of the next day, the outpatient hospital services furnished him are treated as inpatient services unless the patient does not have Part A coverage.  Charges are reported on Form HCFA-1450.  The day on which the patient is formally admitted as an inpatient is counted as the first inpatient day.  The composite rate is not paid.

2702.2
 Payment for Ultrafiltration.--

A.
General.--Ultrafiltration is a process for removing excess fluid from the blood through the dialysis membrane by means of pressure.  It is not a substitute for dialysis. Ultrafiltration is used in cases where excess fluid cannot be removed easily during the regular course of hemodialysis.  It is commonly done during the first hour or two of hemodialysis on patients who, for example, have refractory edema.

B.
Predialysis Ultrafiltration.--While the need, if any, for predialysis ultrafiltration varies from patient to patient, the facility's composite rate covers the full range of complicated and uncomplicated outpatient dialysis treatments.  Therefore, no additional charge is recognized for predialysis ultrafiltration.

C.
Separate Ultrafiltration.--Occasionally, medical complications require that ultrafiltration be performed at a time other than when a dialysis treatment is given, and in these cases an additional payment may be made.  However, the claim must be documented as to why the ultrafiltration could not have been performed at the time of the dialysis treatment.  The intermediary determines the payment based on the facility's cost of furnishing the ultrafiltration, not to exceed the facility's composite rate.

27-6
Rev. 23   

07-89
OUTPATIENT MAINTENANCE DIALYSIS REIMBURSEMENT
2703

2703.
DEFINITIONS

A.
Hospital-based ESRD facility.--An ESRD facility is hospital-based if it is an integral and subordinate part of a hospital and is operated with other departments of the hospital under common licensure, governance and professional supervision, with all services of the hospital and facility fully integrated.  Specifically, the facility is hospital-based only if all the following conditions are met:

o
The facility and hospital have a common governing body and are subject to the bylaws and operating policies of this body.  All management authority flows from this board which has final administrative responsibility over both entities.

o
There is a clearly established line of authority between the facility's director or administrator and the hospital's chief executive officer.  The director or administrator reports to the common governing body through the chief executive officer.

o
The facility has personnel policies and practices that conform to those of the hospital; the common governing body has ultimate authority over personnel actions including appointment of medical staff.

o
There is a merging of administrative functions between the facility and the hospital; for example, there is an integration of records, housekeeping and laundry services, and purchasing and billing.

o
The dialysis facility and hospital are financially integrated and the hospital is required to allocate hospital overhead costs to the facility through the required step-down methodology (see §2306).  For example, where a single dialysis department in a hospital is responsible for inpatient and outpatient dialysis and the costs are subsequently split between inpatient and outpatient, the outpatient department will normally be classified as hospital-based.  In determining compliance with this criterion, the key issue is whether §2306 would require the hospital to make this cost allocation, rather than whether the hospital has actually made the allocation.   If no allocation is made because the hospital failed to follow §2306, the hospital must resubmit a corrected cost report, and the facility will normally be classified as hospital-based.

The existence of an agreement between the facility and hospital for referral of patients, a shared service arrangement or the physical location of the dialysis unit on the premises of the hospital is not considered in determining whether a facility is hospital-based.

B.
Independent ESRD Facility,--Any ESRD facility that fails to qualify as a hospital-based facility will be determined to be an independent renal dialysis facility.

C.
Hemoperfusion.--A process which removes substances from the blood using a charcoal or resin artificial kidney.  When used in the treatment of life threatening drug overdose, hemoperfusion is a covered service for patients with or without renal failure. Hemoperfusion generally requires a physician to be present to initiate treatment and to be
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present in the hospital or an adjacent medical office during the entire procedure, as changes may be sudden.  Special staff training and equipment are required.


Charges for hemoperfusion should be developed in the same manner as for any new or unusual service.  One or two treatments are usually all that is necessary to remove the toxic compound; additional treatments should be documented.  Hemoperfusion may be performed concurrently with dialysis, and in those cases payment for the hemoperfusion should reflect only the additional care rendered over and above the care which would have been given during the dialysis.

The effects of using hemoperfusion to improve the results of chronic hemodialysis are not known.  Therefore, hemoperfusion is not a covered service when used to improve the results of hemodialysis.  In addition, it has not been demonstrated that the use of hemoperfusion in conjunction with DFO, in treating symptomatic patients with iron overload, is efficacious.  There is also a paucity of data regarding its lack of efficacy in treating asymptomatic patients with iron overload.  Therefore, hemoperfusion used in conjunction with DFO in treating patients with iron overload is not a covered service, i.e., it is not considered reasonable and necessary within the meaning of §1826(a)(1) of the law.

However, the use of hemoperfusion in conjunction with DFO for the treatment of patients with aluminum toxicity has been demonstrated to be clinically efficacious and is therefore regarded as a covered service.


D.
Hemofiltration.--A process which removes fluid, electrolytes and other low molecular weight toxic substances from the blood by filtration through hollow artificial membranes and may be routinely performed in 3 weekly sessions.  Hemofiltration (which is also known as diafiltration) is a covered procedure under Medicare and is a safe and effective technique for the treatment of ESRD patients and an alternative to peritoneal dialysis and hemodialysis (effective for services performed on and after August 20, 1987). In contrast to both hemodialysis and peritoneal dialysis treatments, which eliminate dissolved substances via diffusion across semipermeable membranes, hemofiltration mimics the filtration process of the normal kidney.  The technique requires an arteriovenous access.  Hemofiltration may be performed either in facility or at home.

The procedure is most advantageous when applied to high-risk unstable patients, such as older patients with cardiovascular diseases or diabetes, because there are fewer side effects such as hypotension, hypertension or volume overload.

E.
Home Dialysis.--Dialysis performed by an appropriately trained patient at home,

F.
Self Dialysis and Home Dialysis Training.--A program that trains ESRD patients to perform self dialysis or home dialysis with little or no professional assistance, and trains other individuals to assist patients in performing self dialysis or home dialysis.

G.
Infacility Dialysis.--Dialysis furnished on an outpatient basis at an approved renal dialysis facility.
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H.
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.

I.
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.

J.
Support Equipment.--Support equipment is equipment used in conjunction with the basic dialysate 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.

K.
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 patient's home or to the room of the home where the patient will dialyze.

L.
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.  Water purification equipment maintenance includes replacing the filter on a reverse osmosis device, regenerating the resin tanks on a deionization device, the chemicals used in a water softener, and 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.

M.
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 anesthetics, and rubber gloves.
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2704.
NOTIFICATION OF FACILITIES' COMPOSITE PAYMENT RATES BY INTERMEDIARIES

HCFA notifies intermediaries when new composite payment rates are issued.

An intermediary, before the effective date of new composite payment rates, is responsible for notifying each ESRD facility of its composite payment rate in writing.  At the same time, the intermediary sends a copy of the notification to HCFA central office at the following address:

Health Care Financing Administration

Bureau of Policy Development 
Division of Special Payment Programs

Room l-A-5 East Low Rise Building
6325 Security Boulevard

Baltimore, MD  21207

The intermediary must notify the facility of its payment rate and HCFA even if the facility's payment rate (i.e. the composite cap of $139.00) does not change. (See §2705.)  Published composite payment rates stay in effect until HCFA announces new payment rates.  Approved exception payment rates also stay in effect until new payment rates are published, unless otherwise specified by HCFA.  The publication of new payment rates includes an effective date for these rates, and a date all exception requests must be received by an intermediary to meet the requirements of §2720.2.  The procedures for determining an individual facility's payment rates are in §2706.1.

2705.
TRANSITION PERIOD

At the time that the composite payment rates were established, the wage index was modified on a transition period basis pending possible development of an alternative wage index based on ESRD-specific salary data.  This action was taken because of concern over whether the current wage index is completely valid for ESRD outpatient facilities.  Since there is no specific ESRD wage index, the transition continues as follows:

o
There is a wage index floor of .9; that is, during the transition period, no composite rate is computed with a wage index of less than .9.

o
There is a composite rate cap of $139 per treatment; that is, regardless of what rate the composite rate calculation yields, the composite rate is limited to $139 per treatment.  

2706.
BASE COMPOSITE RATES

The composite rate regulations require HCFA to publish base composite rates in a Federal Register notice when HCFA incorporates new cost data or wage index.  These rates are updated using new program data or revising the payment methodology.  Each base rate consists of a labor portion and a nonlabor portion for both hospital and independent renal facilities.  
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2706.1
 Base Rates.--The base rates are as follows:


Period covered - August 1, 1983, to September 30, 1986.  

Description    

 Labor     
Nonlabor   
 Total     

Hospital       

$ 46.62    
$ 80.14    
$126.76

Independent    

$ 49.96    
$ 72.95    
$122.91


Period covered - October 1, 1986, to December 31, 1990.  

Description    

 Labor     
Nonlabor   
 Total     

Hospital       

$ 45.88    
$ 78.88    
$124.76

Independent    

$ 49.15    
$ 71.76    
$120.91


Period covered - January 1, 1991, to current.  

Description    

 Labor     
Nonlabor   
 Total     

Hospital       

$ 46.25    
$ 79.51    
$125.76

Independent    

$ 49.56    
$ 72.35    
$121.91

 To determine a facility's composite rate payment, use the following procedures.

A.
Determine Whether Facility Is Classified as Hospital-Based or Independent Facility.--To receive the higher hospital composite rate payment, a facility must be approved by an RO as hospital-based.  The RO approves a facility as hospital-based, if it determines that the requirements of §2703A are met; and, if they are met, it assigns a hospital or hospital-based satellite identification number.  If the RO determines that the requirements of §2703A are not met, it approves the facility as independent and assigns an identification number in the 2000 series.  Intermediaries and facilities may assume that existing classifications are proper unless they are changed under the usual annual survey or, at some other time, at the special request of the facility or HCFA.

B.
Determine Whether Facility Is Under Initial Method (IM) of Payment for Physician's Services.--Very few facilities, if any, are under the IM.  However, if a facility is, add the IM add-on amount to the labor portion of the base composite rate before applying the facility's wage index in calculating the facility's composite rate.  (See §2715 for the IM.)

C.
Determine Facility's Wage Index.--

1.
General.--Each facility is classified as either rural, and uses the rural wage index, or urban and uses the wage index for the Metropolitan Statistical Area (MSA) in which the facility is located.

2.
Application of Wage Index to Hospital-Based Satellite.--In some instances, a facility which is assigned a hospital-based satellite identification number is located in a different geographical area than the main hospital complex.  As a result of its location, the satellite facility is assigned a wage index that is different from the wage index assigned to the hospital.  For example, the hospital is classified as urban and uses the wage                  
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index for the MSA in which the facility is located, while the hospital-based satellite is classified as rural and uses the rural wage index for that State.  The wage index applicable to the hospital also applies to the satellite if the actual wage scales are identical in both the hospital and satellite facility.  The provider must furnish auditable financial data to the intermediary which demonstrates that the wage scales are identical; e.g., the wages and benefits paid to the employees of the satellite are identical to the wages and benefits paid to the employees of the hospital.  The intermediary reviews the facility's documentation to verify that the wage index for the hospital is also appropriate for the satellite facility, then submits the notification of the facility's revised rate to HCFA.  (See §2704 for the mailing address.)  If the wage scales are not identical, the wage indexes are based on each facility's geographical location.

D.
Determining Facility's Composite Payment Rate.--When the composite payment rates are updated, a listing of the new composite payment rates is published.  These rates are updated and published as needed and are used when issuing a composite payment rate to a new facility.  (See §2704.)

E.
Amount of Payment.--After the beneficiary's Part B deductible is met, pay 80 percent of the facility composite payment rate for each infacility outpatient maintenance dialysis treatment.  Also pay 80 percent of this same amount for all home dialysis patients who elect to have their dialysis care reimbursed under Method I.  (See §2740.)

2706.2
Funding of ESRD Networks.--Intermediaries deduct 50 cents from each Medicare dialysis treatment furnished by the dialysis facility.  This 50 cents per treatment reduction applies to all treatment modalities, including training treatments.  Regarding payment for continuous ambulatory peritoneal dialysis (CAPD) or continuous cycling peritoneal dialysis (CCPD), the facility's weekly composite rate payment is reduced by $1.50.  Where there is less than a week of CAPD or CCPD treatments, the $1.50 is prorated.  The 50 cent reduction also applies to peritoneal dialysis furnished in sessions of greater than 20 or 30 hours per treatment.  Multiply the 50 cents reduction times 1.5 or 3, respectively, depending on the length of the peritoneal dialysis treatment.                                
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The 50 cents per treatment is deducted from the Medicare payment due the facility.  For example, if a facility's composite rate is $120.00, the program's payment to the facility is $95.50 per treatment (($120.00 x 80%) - $0.50).  Facilities may not claim the 50 cent reduction as an expense on their Medicare cost report.

2707.
SELF DIALYSIS TRAINING

The following rates apply for self dialysis or home dialysis training sessions:

o
For intermittent peritoneal dialysis (IPD), continuous cycling peritoneal dialysis (CCPD) and hemodialysis training:

The facility's composite rate (exclusive of any approved exception amount) plus $20 per training session, furnished up to three times per week.  A facility is not reimbursed for more than three IPD, CCPD or hemodialysis training treatments in a single week unless it has received an exception in accordance with §2725.6B6.

o
For continuous ambulatory peritoneal dialysis (CAPD):

The facility's composite rate (exclusive of any approved exception amount) plus $l2 per training session.  Only one CAPD training session per day is reimbursable, up to a maximum of l5.

2707.1
Retraining.--

A.
General.--Occasionally, it is necessary to furnish additional training to an ESRD self-dialysis beneficiary after the initial training course is completed.  Retraining sessions are reimbursed under the following conditions:

o
The patient changes from one mode of dialysis to another, e.g., from hemodialysis to CAPD;

o
The patient's home dialysis equipment changes;

o
The patient's dialysis setting changes;

o
The patient's dialysis partner changes; or

o
The patient's medical condition changes e.g., temporary memory loss due to stroke, physical impairment.  The patient must continue to be an appropriate patient for self-dialysis.

B.
Payment Rates.--Retraining sessions are reimbursed at the same rate as the facility's training rate.
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C.
Duplicate Payments.--No composite rate payment is made for a home dialysis treatment furnished on the same day as a retraining session.  In the case of a CAPD patient, the facility's equivalent CAPD daily rate is not paid on the day(s) of retraining.

Example:
A CAPD patient dialyzes at home Monday and Tuesday.  On Wednesday he attends a retraining session at his facility.  Thursday through Sunday he dialyzes at home.  The facility's composite rate is $130 per treatment.  The Part B deductible is met.  For that week the facility's payment is:

80 percent of:

CAPD weekly rate = 3 X 130 = $390

CAPD daily rate = $390 ÷ 7 = $55.71

CAPD training rate = $130 + $12 = $142

6 X 55.71 =
$334.26

+
$142     
$476.26

Therefore, for the week Monday - Sunday, payment is 80 percent X $476.26 = $381.01

NOTE:
Often, services furnished to a CAPD patient who has already completed a course of training are home support services, and not retraining services.  Reviewing the CAPD patient's technique and instructing him/her in any corrections or refinements in technique is a support service; and, therefore, is not covered as a retraining service.  (See §2709.1.)

2709.
PAYMENT FOR DIALYSIS TREATMENT UNDER THE COMPOSITE RATE

The value of a typical week of dialysis services generally serves as the maximum weekly payment; e.g., where, for nonmedical reasons, more frequent dialysis sessions of shorter duration are furnished.

Hemodialysis is typically furnished three times per week in sessions of 4 to 5 hours duration.  Therefore, payment is made for dialysis furnished at this frequency without documentation of medical necessity.  Claims for hemodialysis furnished more frequently than three times per week must be accompanied with medical documentation explaining the reasons for the additional dialysis sessions.

2709.1
Payment Under the Composite Rate for Intermittent Peritoneal Dialysis (IPD).--Intermittent Peritoneal Dialysis (IPD) is furnished either in a dialysis facility or at home. IPD in a facility is very impractical because of the great amount of time required; therefore, there are very few patients who use IPD in the facility.


A.
IPD in the Facility.--Payment for IPD in the facility is subject to the same payment rules as hemodialysis.  IPD in the facility is usually done in sessions of 10-12 hours duration, three times per week, and is paid at the same level as hemodialysis treatments under the composite rate.  However, sometimes IPD is done only once or twice a week in much longer sessions.  IPD sessions of between 20-29 hours duration furnished twice a week are paid at a rate of one and one-half times the facility's usual composite rate.  Extended IPD sessions of 30 hours or more, given once a week, in place of two or three sessions of shorter duration, are paid at a rate of three times the facility's usual composite rate.
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B.
IPD at Home.--IPD in the home is accomplished according to any one of several schedules.  The total weekly dialysis time varies typically from 50 to 80 hours.  For example, home IPD may be furnished every day for 10 hours per day, every other day for 15 hours per dialysis day, every night for 8 hours per night, etc.  Regardless of the particular regimen used, under the composite rate home IPD is paid based on a weekly equivalence of three composite rates per week.


With its intermediary's approval, a facility may be paid an equivalent daily rate equal to 3/7 of its usual composite rate.

The equivalent weekly or daily IPD payment does not depend on the number of exchanges of dialysate fluid per day or the actual number of days per week the patient undergoes dialysis.  The weekly (or daily) rate is based on the equivalency of one week of IPD to one week of hemodialysis, regardless of the number of dialysis days or exchanges in that week.  (See §2740ff for the payment rules that apply when these services are not furnished under the composite rate payment system.)


All home dialysis support services, equipment and supplies necessary for home IPD are included in the composite rate payment.  No support services, equipment or supplies may be paid in addition to the composite rate.

2709.2
Payment Under the Composite Rate for Continuous Ambulatory Peritoneal Dialysis (CAPD) and Continuous Cycling Peritoneal Dialysis (CCPD).--CAPD and CCPD are furnished on a continuous basis, not in discrete sessions and, therefore, are paid on a weekly or daily basis, not on a per treatment basis.  A facility's weekly payment rate (7 calendar days) for a CAPD or CCPD patient equals three times its usual composite rate for a single hemodialysis treatment.

With its intermediary's approval, a facility also may be paid an equivalent daily rate equal to 3/7 of its usual composite rate.

The equivalent weekly or daily CAPD/CCPD payment does not depend upon the number of exchanges of dialysate fluid per day (typically 3-5) or the actual number of days per week that the patient undergoes dialysis.  The weekly (or daily) rate is based on the equivalency of one week of CAPD/CCPD to one week of hemodialysis, regardless of the actual number of dialysis days or exchanges in that week.  See §2740ff for the reimbursement rules that apply when these services are not furnished under the composite rate payment system.

All home dialysis support services, equipment and supplies necessary for home CAPD/CCPD are included in the composite rate payment.  No support services, equipment or supplies may be paid in addition to the composite rate.

A.
Support Services Furnished to Home CAPD Patients.--The support services applicable to home CAPD patients include but are not limited to:

o
Changing the connecting tube (also referred to as an "administration set");

o
Watching the patient perform CAPD and assuring that it is done correctly, and reviewing with the patient any aspects of the technique he may have forgotten, or informing the patient of modifications in apparatus or technique;

o
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
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o
Inspection of the catheter site. These services are furnished in accordance with the written plan required for home dialysis patients.

B.
Supplies Furnished to Home CAPD/CCPD Patients.--All supplies (both medical and nonmedical) necessary to perform home CAPD/CCPD must be furnished through the facility and paid to the facility through the composite rate.  (See §2712.)  These supplies include but are not limited to weight scale, sphygmomanometer, and dialysate fluid in an appropriate container (e.g., plastic bags for CAPD).  (See the ESRD coverage instructions in Intermediary Manual §3170ff, Hospital Manual §E420ff, and Renal Dialysis Facility Manual Chapter 2 for more information on home dialysis supplies.)

C.
Laboratory Tests and Drugs Furnished to Home CAPD/CCPD Patients.  The coverage and payment for these items and services follows the rules stated in §§2710 and 2711.

D.
Payment for Infacility Maintenance Dialysis Sessions Furnished to CAPD/CCPD Home Dialysis Patients.--Although CAPD and CCPD patients are home dialysis patients, it may be necessary at times to dialyze them infacility as a substitute.  In this case, the total weekly reimbursement to the facility remains the same regardless of the type and frequency of infacility dialysis involved.  This is because of the equivalence that is established between CAPD/CCPD and dialysis furnished in discrete sessions (e.g., hemodialysis).

However, in rare instances an ESRD patient may require a combination of dialysis techniques, on the same day, in order to achieve satisfactory results.  In these situations, Medicare pays for both types of dialysis services furnished on the same day.  Medicare intermediaries determine the medical necessity.  In each case the intermediary obtains medical documentation from the facility that supports the use of back-up dialysis with another treatment modality.  If a CAPD patient frequently requires back-up sessions, the intermediary's medical staff determines whether CAPD is the appropriate mode of treatment for the patient.

2710.
ESRD Items and Services Included Under the Composite Rate.--Most items and services related to the treatment of patients' end- stage renal disease are covered under the composite rate payment.  The cost of an item or service is included under the composite rate unless specifically excluded.  Therefore, the determination as to whether an item or service is covered under the composite rate payment does not depend on the frequency that dialysis patients require the item or service, or the number of patients who require it.

The composite rate is a prospective payment system.  Accordingly, new items or services developed after the particular rate applicable for that year was computed are included in the composite rate payment.  As such, ESRD facilities assume the responsibility for providing a dialysis service and must decide whether a particular item or service is medically appropriate and cost effective.  Since the composite rate is adjusted, as necessary, based on the most recent cost data available to HCFA, the costs of new items and services are taken into account in setting future rates.  Similarly, any savings attributable to advancements in the treatment of ESRD accrue to the facility because no adjustment to any individual facility's rate is made.
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2710.1
ESRD Laboratory Services Included Under Composite Rate.--The cost of certain ESRD laboratory services performed either by the facility's staff or an independent laboratory are included in the composite rate calculation.  These laboratory tests include either hematocrit or hemoglobin test as well as clotting time tests incident to each dialysis treatment, routine diagnostic tests, and routine diagnostic laboratory tests referred to in the Hospital Manual, §437B.  See §50-17 of the Coverage Issues  Manual and §207.1 of the Renal Dialysis Facility Manual regarding the frequencies at which laboratory tests may be given and are covered under this category.

2710.2
ESRD Drugs Included Under Composite Rate.--

A.
General.--Only parenteral drugs are covered under the ESRD program.  Most ESRD related parenteral items used in the dialysis procedure are paid for under the facility's composite rate and may not be billed separately.  For more detail, see the Hospital Manual, §437B and the Intermediary Manual, §3644.1.

B.
Examples.--Drugs under the composite rate include all the drugs not listed as separately billable drugs in the sections referenced in subparagraph A.  Examples of drugs which are included in the composite rate are:

Apresoline (hydralazine)
Insulin
Antibiotics (when used at home by a patient

  
Benadryl
Lanoxin
to treat an infection of the catheter site or 

  
Dextrose
Levophed
peritonitis associated with peritoneal dialysis)

  
Dopamine
Lidocaine


  
Hydralazine
Solu-cortef


Inderal
Verapamil

2710.3
Epoetin/EPO.--

A.
General.--Epoetin (EPO) is a bioengineered protein that stimulates the production of red blood cells.  Medicare patients with anemia associated with chronic renal failure include all ESRD patients whether or not they are on dialysis.  Payment is made for uses within the scope of FDA labeling for patients with anemia, as evidenced by a hematocrit within the range of 30-36.

B.
Infacility Patients.--Effective January 1, 1994, EPO prescribed for an infacility ESRD beneficiary may be either administered by a dialysis facility or furnished by the facility for self-administration to infacility patients determined to be competent to administer this drug.  For more detail, see the Renal Dialysis Facility Manual, §207.5 and the Hospital Manual, §230.4.B.  For either method of EPO administration, EPO is paid as an add-on amount to the composite rate for each administration of EPO. 

C.
Home Patients.--When EPO is prescribed for a home patient, it may be either administered in a facility, e.g., the one shown on the Form HCFA-382 (home patient selection form) or furnished by a facility for self-administration to a home patients determined to be competent to administer this drug.  For EPO furnished for self-administration to Method I and Method II home patients determined to be competent, the facility bills its intermediary.  (See subsection D.)  For more detail, see the Renal Dialysis Facility Manual, §207.5 and the Hospital Manual, §230.4.B.  No additional payment is made for training a prospective self-administering patient or retraining an existing home patient to self-administer EPO.

A Method II patient determined to be medically able to self-administer EPO may also obtain the drug from a supplier for self-administration.  In this case, the DMERC carrier makes payment at the same rate that applies to facilities.  Program payment may not be made for EPO furnished by a physician to a patient for self-administration.  
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The payment provisions of subsection D do not apply:


o
In the hospital inpatient setting, payment is included in the DRG.


o
In the hospital outpatient setting if the beneficiary is not an ESRD patient, payment is based on reasonable costs.

o
In a skilled nursing facility (SNF), payment is based on reasonable costs.


o
In a hospice, payment is included in the rate, and


o
For a service furnished by a physician or incident to a physician's service, payment is made to the physician by the carrier in accordance with rules for “incident to” services. When EPO is administered in the renal facility, the service is not an “incident to” service and not under the  “incident to” provision.

D.
Payment.--The Medicare allowance is the same for facilities and suppliers--$10 per 1,000 units, rounded to the nearest 100 units (i.e., $1.00 per 100 units).  The statutory payment allowance for EPO is the only allowance for the drug and its administration.  Payment for medical supplies needed for the administration of EPO, whether in the home or in a facility, is included in the Medicare payment rate for EPO.  See §3644.2 of the Intermediary Manual for billing instructions.

EXAMPLE:
The billing period is 2/1/94 - 2/28/94.

The facility provides the following:

Date
   Units      Date      Units

2/1

   3000       2/15      2500

2/4

   3000       2/18      2500

2/6

   3000       2/20      2560

2/8

   3000       2/22      2500

2/1

   2500       2/25      2000

2/13
  

2500       2/27      2000

        Total 31,060 units

For value code 68, enter 31,060.  Use 31,100 units to determine the rate payable.  This is 31,060 rounded to the nearest 100 units.  The payment rate may be set up as $1.00 per 100 units.  The amount payable is (31,100/100) x $1.00 = $311.00.

The coinsurance and deductible are based on the Medicare allowance, not on the provider's charges.  The provider may not charge the beneficiary more than 20 percent of the EPO allowance.

If an ESRD beneficiary requires 10,000 units or more of EPO per administration, special documentation must accompany the claim.  It must consist of a narrative report that addresses the following:

o
Iron deficiency.  Most patients need supplemental iron therapy while being treated, even if they do not start out iron deficient;

o
Concomitant conditions such as infection, inflammation, or malignancy.  These conditions must be addressed to assure that EPO has maximum effect;
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o
Unrecognized blood loss. Patients with kidney disease and anemia may easily have chronic blood loss (usually gastrointestinal) as a major cause  of anemia.  In those circumstances, EPO is limited in effectiveness;

o
Concomitant hemolysis, bone morrow dysplasia, or refractory anemia for a reason other than renal disease, e.g., aluminum toxicity;

o
Folic acid or vitamin B12 deficiencies;

o
Circumstances in which the bone morrow is replaced with other tissue, e.g., malignancy or osteitis fibrosa cystica; and

o
Patient's weight, the current dose required, a historical record of the amount that has been given, and the hematocrit response to date.

The composite rate add-on amount is updated nationally by HCFA.  This add-on does not vary geographically and is the same for hospital-based and independent dialysis facilities.  The add-on amount is $1.00 per 100 units of EPO administered.  See §2718 for instructions on reporting EPO costs on the hospital-based and independent ESRD cost reporting forms.  See §3644.2 of the Intermediary Manual for billing instructions.

2710.4
All Other ESRD Items and Services.--All other items and services included under the composite rate must be furnished by the facility, either directly or under arrangements to all of its dialysis composite rate patients.  See §2702 and §E422.1 of the Hospital Manual.

Examples of such items and services are:

o
Bicarbonate dialysate,

o
Cardiac monitoring,

o
Catheter changes (Ideal Loop),

o
Suture removal,

o
Dressing changes,

o
Crash cart usage for cardiac arrest,

o
Declotting of shunt performed by facility staff in the dialysis unit,

o
All oxygen and its administration furnished in the dialysis unit,

o
Staff time to administer blood,

o
Staff time used to administer separately billable parenteral items, and

o
Staff time used to collect specimens for all laboratory tests.

Sometimes outpatient dialysis related services (e.g., declotting of shunts, suture removal, injecting separately billable ESRD related drugs) are furnished in a department of the hospital other than the dialysis unit (e.g., the emergency room).  These services may be paid in addition to the composite rate only if the services could not be furnished in a dialysis facility or the dialysis unit of the hospital, due to the absence of specialized equipment or staff found only in the other department.  In the case of emergency services furnished in the hospital emergency room (ER), the services are paid separately subject to the additional requirement that there is a sudden onset of a medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) such that the absence of immediate medical attention in the ER could reasonably be expected to result in either:

o
Placing the patient's health in serious jeopardy;

o
Serious impairment to bodily functions; or

o
Serious dysfunction of any bodily organ or part.
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These situations are rare and, in the absence of documentation to the contrary, these conditions are deemed to be not met.

2711.
SEPARATELY BILLABLE ESRD ITEMS AND SERVICES

An item or service is separately billable if its cost was specifically excluded from the cost data used to calculate the composite rate.  This determination is not dependent on the frequency that dialysis patients require the item/service during dialysis. All claims for separately billable items/services must indicate why the items/services were medically necessary in the individual case. (See §2710.)  ESRD facilities must accept the Medicare allowance as the full payment for any items and services they furnish.  Only the facility is paid program benefits.

2711.1
 Separately Billable ESRD Laboratory Services.--

A.
General.--ESRD  clinical laboratory tests that are separately billable are paid to hospital-based facilities, independent laboratories, or the beneficiary in accordance with usual program rules for paid laboratory services. Independent dialysis facilities and physicians may not be paid for any separately billable clinical laboratory  tests.  Claims for these laboratory tests must indicate why the laboratory services were required in the individual case.  These ESRD laboratory tests include tests that are:

o
Listed as reimbursed under the composite rate, but are furnished at a greater frequency than listed; or

o
Not listed.

B.
Reimbursement.--

1.
Automated Profile Tests.  Clinical laboratory tests can be performed individually or in predetermined groups on automated profile equipment.  If a clinical laboratory test is performed individually, it is reimbursed in accordance with §2711.1B2 or §2711.1B3 depending upon whether the patient is treated in a hospital-based or independent dialysis facility.  If clinical laboratory tests are performed as part of an automated profile, then the following procedure applies:


a.
The intermediary determines which of the laboratory tests in the automated profile are covered under Medicare;

b.
All separately billable ESRD laboratory tests must be documented for medical necessity to the intermediary’s satisfaction; and

c.
The intermediary determines the reasonableness of the cost/charge of the medically necessary tests within the automated profile by comparing them to the total cost/charges of the covered laboratory tests in the automated profile when the tests are performed individually.  The reasonable cost/charge of the automated is the lower of these two amounts.  If the payment allowance for the automated profile containing only the medically necessary tests is lower, you must determine the percentage of covered tests included under the composite rate payment, then the entire  automated profile is included in the composite rate.  In this case, no separate payment in addition to the ESRD composite rate is made for any of the separately billable tests, and the entire cost of the automated profile must be allocated to the facility’s routine laboratory cost center.  If more than 50
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percent of the covered tests are separately billable, the entire automated profile is considered separately billable.  In this case, the entire automated profile is paid in addition to the ESRD composite rate, and the entire cost of the automated profile must be allocated to the nonroutine laboratory cost center for hospital-based facilities.

If the lower cost is the cost of the laboratory tests taken individually, the tests may be billed individually.  In this case, the tests included under the composite rate are not billed or reimbursed separately, and the tests that are not included under the composite rate are billed and reimbursed separately.  The costs are allocated to the routine and nonroutine cost centers, respectively.

2.
Separately Billable Tests Furnished by Hospital-Based Facilities.-Hospital-based facilities are reimbursed for the separately billable ESRD laboratory tests furnished to their outpatients following the same rules that apply to all other Medicare covered outpatient laboratory services furnished by a hospital.

3.
Separately Billable Tests Furnished to Patients of Independent Dialysis Facilities.--All separately billable ESRD clinical laboratory services furnished to patients of independent dialysis facilities must be billed by and paid to the person or entity that performs the laboratory test in accordance with usual Medicare program rules.  Independent dialysis facilities with appropriate clinical laboratory certification may bill their intermediary for any separately billable clinical laboratory tests they perform.  Both laboratories and independent dialysis facilities are paid for separately billable clinical laboratory tests according to the Medicare laboratory fee schedule for independent laboratories.

4.
Handling Costs and Specimen Collection Fees.--The cost of stafftime associated with all ESRD laboratory tests (both the tests paid for under the composite rate payment and the tests that are separately billable) are included under the composite rate and, therefore, are not separately reimbursable.

2711.2
Separately Billable ESRD Injectable Drugs.--

A.
General.--Separately billable ESRD injectable drugs are drugs that are not reimbursed under the composite rate, but may be medically necessary for a patient.  Claims for separately billable drugs must indicate why the drugs  were necessary in the individual case.

The intermediary's medical consultants determine medical comparability (based on changes in medical technology, medical evidence in medical journals, etc.) in instances where separate reimbursement is claimed for a new drug or a new usage for a previously established drug.   Examples of separately billable ESRD drugs are:

Antibiotics
Anabolics
Analgesics
Tranquilizers

Hematinics
Muscle relaxants
Sedatives
Thrombolytics used to  




declot central venous  




catheters


These separately billable drugs may be billed by an ESRD facility only if they are actually administered in the facility by the facility staff. 
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B.
Reimbursement.--Reimbursement for separately billable ESRD injectable drugs is subject to the Medicare policy that the program does not pay for items that are not medically necessary, or pay for the cost of luxury items beyond the basic item required to treat the patient's medical condition.  (See §235.2C of the Hospital Manual, §209.2C of the Renal Dialysis Facility Manual, and §3113.2C of the Intermediary Manual.)  Therefore, payment is limited to the reimbursement that would be made for the generic form of the drug or the lowest cost equivalent drug.  Payment for the additional price of a brand name drug in excess of the price of the generic drug may be made only if the intermediary determines that the brand name drug is medically necessary.

1.
Hospital-based facilities are reimbursed for separately billable ESRD injectable drugs on a reasonable cost basis in the same way as any other drug a hospital would furnish to a Medicare beneficiary on an outpatient basis.  (See §§802 and 2119.)  This applies to the cost of the drug and supplies used to administer the drug (e.g., syringe). No separate payment is made for the staff time used to administer drugs.  These services are reimbursed through the composite rate.

In determining the reasonable cost of these drugs, the intermediary must consider the cost of the most frequently administered dosage of the drug as reflected in sources such as the Drug Topics Red Book or Blue Book.
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2.
Independent dialysis facilities are reimbursed for separately billable ESRD injectable drugs only if the drug is injected, and only if it is furnished to treat a patient's dialysis related condition.  If the drug is not furnished to treat the patient's dialysis related condition, an independent dialysis facility cannot be paid for the drug. Reimbursement is subject to the following rules:

a.
No separate payment is made for the staff time used to administer drugs; these services are reimbursed through the composite rate.

b.
Payment is made at the lower of 1) the facility's customary charge for the drug (See §2711.3 for determining customary charges); 2) the facility's actual charge for the drug; or 3) the cost as determined by the most frequently administered dosage of the drug as reflected in sources such as the Drug Topics Red Book or Blue Book.

c.
Additional payment is made in the amount of the cost of the supplies used to administer the drug (e.g., syringe).
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2711.3  Blood.


A.
General.--The following items and services furnished to dialysis patients are reimbursed in addition to the composite rate:


1.
Blood;

2.
Supplies used to administer blood; and

3.
Blood processing fees (e.g., blood typing, cross-matching) that are imposed on the dialysis facility by the blood supplier or other laboratory.  That is, if a blood processing service is performed in the dialysis unit itself, that service is not paid for in addition to the composite rate.  If the service is performed at some other place, e.g., in the hospital's laboratory, the service is paid for in addition to the composite rate.

On the other hand, any facility staff time used to perform any service in the dialysis unit itself can not be reimbursed in addition to the composite rate.  Some examples are:

1.
Dialysis facility staff time used to administer blood in the dialysis unit. Note, a claim for blood administered outside the dialysis unit must explain why the blood could not be administered in the dialysis unit.  Claims lacking this medical documentation are denied.

2.
Dialysis facility staff time used to process or prepare the blood in the dialysis unit.

B.
Reimbursement.--

1.
Hospital-based facilities are reimbursed for blood and the related items and services described in §2711.3A on a reasonable cost basis in the same way as for any other Medicare beneficiary receiving blood on an outpatient basis.  In determining the reasonable cost for blood, the intermediary considers the charges for blood from independent blood banks.


2.
Independent dialysis facilities are reimbursed for blood and the related items and services described in §2711.3A on a reasonable charge basis.  Payment is made at the lower of a) the facility's customary charge; b) the actual charge on the bill, or c) the reasonable charge limit.

3.
Determining Customary Charges.--The intermediary determines independent facilities' customary charges using one of the following sources of data: (1) all the claims submitted in January and December of the prior calendar year, (2) all claims submitted in June of the prior calendar year, or (3) a random sample of all claims submitted during the entire prior calendar year.  The intermediary arrays each facilities charges in ascending order, and the 50th percentile charge is the facility's customary charge.  (Note, if there is an even number of charges in the array, the next higher actual charge over the 50th percentile is the customary charge.)
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Example:

The intermediary uses bills for blood submitted by Facility A in June 1983.  The charges per pint are:


Number of claims

Charge

5



$80

6



$70

8



$65

5



$62

3



$58

There are a total of 27 claims.  The 50th percentile occurs at the charge on the 14th claim; i.e., the charge on the 14th claim is equal to or greater than 50% of the charges on all claims in the array.  The charge on the 14th claim is $65.  Therefore, the customary charge for Facility A is $65 per pint.


4.
Determining the Prevailing Charge.--For the purpose of this paragraph, prevailing charges are those charges which fall within the range of charges that are most frequently and widely used in a locality for a particular procedure or service.  The top of this range establishes an overall limitation on the charges which the intermediary accepts as reasonable for a given procedure or service, except where unusual circumstances or medical complications warrant an additional charge.

For any fiscal year, the prevailing charge limit in a locality for a service is calculated as the 75th percentile of the customary charges determined for that service in accordance with §2711.3B3.  In this calculation, each customary charge for the service should be arrayed in ascending order and weighted by how often the entity furnished the service (as reflected by the charge data used to calculate the customary charge).  The lowest customary charge which is high enough to include the customary charges of the entities that furnished 75 percent of the cumulative services is the prevailing charge for the service.  The proper procedure for establishing revised prevailing charge screens based on the 75th percentile is illustrated by the following example:

          Number of Pints of Blood Furnished


          by Entities with Customary Charges
    Cumulative

Customary Charge   
          as Indicated                                           Services                     

$52
           20
          20

$65
           18
          38

$70
           30
          68

$75
           19
          87

                                                                                                                                            
TOTAL
           87
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In the above example, 75 percent of the total of 87 services equals 66 services.  The prevailing charge is, therefore, $70.  (A total of 38 services was rendered by the entities with $52 and $65 customary charges, and an additional 30 services were rendered by the entities with $70 customary charges.  The 66th service was thus rendered by an entity with a $70 customary charge.)

In establishing the prevailing charge for blood, the intermediary considers price lists of independent blood banks.  If the intermediary cannot derive precise data on the frequency of services from its records, it may use any information available about the volume of business done by various suppliers in its area in order to weigh the customary charges used to calculate the prevailing charges.  The price list must be the one in effect as of June 30 of the calendar year referred to in §2711.3B3.  If the intermediary does not have sufficient charge data to establish a prevailing charge, or if the data results in inherently unreasonable results, the intermediary considers data from other sources (i.e., gap-filling techniques) such as neighboring intermediaries.

2711.4
 Payment for Hepatitis B Vaccine Furnished to ESRD Patients.--

A.
 General.--The Medicare program covers hepatitis B vaccine and its administration when furnished to eligible beneficiaries in accordance with coverage rules.  (See §3157 of the  Part A Intermediary Manual, §160.1B of the Hospital Manual, and §207.3 of the Renal Dialysis Facility Manual.)  Both the vaccine and its administration (including staff time and supplies such as syringes) are paid to ESRD facilities in addition to, and separately from, the dialysis composite rate payment.

B.
 Payment.--Payment for the hepatitis B vaccine follows the same general principles that are applicable to any injectable drug or biological.  Hospital-based facilities are paid for their direct and indirect costs on a reasonable cost basis, and independent facilities are paid on an allowable charge basis.  The allowance for injectables is based on the cost of the injectable and any supplies used for administration, plus a maximum $2 for the labor involved, if the facility's staff administers the vaccine.  Also, the intermediary makes an appropriate allowance for facility overhead.  The allowance for the hepatitis vaccine is determined in accordance with §2711.4C.

C.
 Allowance Determinations.--The allowable charge for the hepatitis B vaccine cannot exceed the lower of the median of all generic average wholesale prices considering the dosage size (adjusted for medical factors determined by the physician) or an estimate of actual acquisition costs.  In determining the appropriate payment amount, the intermediary considers such sources as the latest editions of Drug Topics Red Book, American Druggist Blue Book or Medispan, realizing that purchase, cash, trade or quantity discounts are available.  The intermediary may also consider charges made for the vaccine in other settings, e.g., VA hospitals and research hospitals where this information is available.  When there are different forms of the  vaccine available, the Medicare allowance is based on the charge for the least expensive form for a course of treatment.
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2711.5 Payment for Immunosuppressive Drugs Furnished to Transplant Patients.- 

A.  General.--Effective January 1, 1987, Medicare pays for FDA approved self-administered immunosuppressive drugs.  Generally, under this benefit, payment is made for self-administered immunosuppressive drugs that are specifically labeled and approved for marketing as such by the FDA, as well as those prescription drugs, such as prednisone, that are used in conjunction with immunosuppressive drugs as part of a therapeutic regimen reflected in FDA approved labeling for immunosuppressive drugs.  This benefit is subject to the Part B deductible and coinsurance provision and is limited to the 1-year period after the date of the transplant procedure.  Medicare pays for immunosuppressive drugs which are provided outside the 1-year period if the drugs are covered under some other provision of the law (e.g., when the drugs are covered as inpatient hospital services or are furnished incident to a physician's service).

HCFA interprets "1-year period after the date of the transplant procedure" to mean 365 days from the day on which an inpatient is discharged from the hospital.  From surgery until hospital discharge, payment for these drugs is included in Medicare's Part A payment to the hospital.  If the same patient receives a subsequent transplant operation within 365 days, the period for this benefit begins anew.

The hospital pharmacy must ask the physician to furnish the patient with a non-refillable 30-day prescription for the immunosuppressive drugs.  This is because the dosage of these drugs frequently diminishes over a period of time, and it is not uncommon for the physician to change the prescription from one drug to another because of the patient's needs.  Also, these drugs are expensive, and the coinsurance liability on unused drugs could be a financial burden to the beneficiary.  Unless there are special circumstances, the intermediary and carrier do not consider a supply of drugs in excess of 30 days to be reasonable and necessary and limits payment accordingly.  The physician's prescription must also indicate the date of the patient's discharge from the hospital after the transplant procedure.  A copy of the prescription with this information must accompany the initial claim.  Use this date for benefit limitation purposes.

B.
Payment.--Payment is made on a reasonable cost basis if the beneficiary is the outpatient of a participating hospital.  In all other cases, payment is made on an allowable charge basis.

C. 
FDA Approved Drugs.--Some of the most commonly prescribed immunosuppressive drugs are:

o
Sandimmune (cyclosporine), Sandoz Pharmaceutical (oral or parenteral),

o
Imuran (azathioprine), Burroughs Wellcome Vial (oral),

o
Atgam (antithymocyte/globulin), Upjohn (parenteral); and 

o
Orthoclone OKT3 (muromonab - CD3) Ortho Pharmaceutical (parenteral).
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Also covered are prescription drugs used in conjunction with immunosuppressive drugs as part of a therapeutic regimen reflected in FDA approved labeling for immunosuppressive drugs.

The payment for the drug is limited to the cost of the most frequently administered dosage of the drug (adjusted for medical factors as determined by the physician).

Consult such sources as the Drug Topics Red Book, American Druggists Blue Book, and Medispan, realizing that substantial discounts are available.

2711.6
Payment for Intradialytic Parenteral/Enteral Nutrition (IDPN).--


A.
General.--Parenteral/enteral nutrition (PEN) administered during dialysis may be covered under Medicare, but it is not part of the Medicare ESRD benefit.  Therefore, an ESRD facility or PEN supplier may bill Medicare separately from the composite rate for PEN solution if the patient meets all of the requirements for PEN coverage.  (See §65-10 of the Coverage Issues Manual for PEN coverage requirements.)  If the ESRD facility bills, it does so as a PEN supplier and bills the appropriate PEN Medicare carrier.

B.
Staff Time.--ESRD facility staff time used to administer PEN solution is not covered by Medicare, and, therefore, not included in the composite rate.  (PEN is considered a self-administered therapy and generally administered in the patient's home.)  Since it is not covered under Medicare, it is not part of the composite rate nor may a facility bill Medicare separately for it.  

The costs of the staff time used for this purpose are allocated to a nonreimbursable cost center on the facility's Medicare ESRD facility cost report.  If the facility cannot determine the cost of this service, any revenue the facility receives commensurate with the value of this service is used as an offset against the facility's cost.


Any payment the facility receives from the PEN supplier (e.g., for administration or recordkeeping relating to the provision of parenteral nutritional therapy) is questionable under the Medicare program's anti-kickback provision. 

Rev. 23    
27-21.2

