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Hospital Services Covered Under Part B
228.
MEDICAL AND OTHER HEALTH SERVICES FURNISHED TO INPATIENTS OF PARTICIPATING HOSPITALS

Payment may be made under Part B for the following medical and other health services (i.e., if they are reasonable and necessary) when furnished by a participating hospital (either directly or under arrangements) to an inpatient of the hospital, but only if payment for these services cannot be made under Part A and the beneficiary is entitled to have payment made under Part B.

In PPS hospitals, this means that Part B payment can be made for these services if:

A.
No Part A prospective payment is made at all for the hospital stay because of patient exhaustion of benefit days before admission, because the admission was disapproved as not reasonable and necessary (and waiver of liability payment was not made), because the day or days of the otherwise covered stay during which the services were provided were not reasonable and necessary (and no payment was made under waiver of liability), or because the patient was not otherwise eligible for or entitled to coverage under Part A.  (See §210.12 for services related to and required as a result of services which are not covered under Medicare.); or

B.
No Part A day outlier payment is made for one or more outlier days due to patient exhaustion of benefit days after admission but before the case's arrival at outlier status or because outlier days are otherwise not covered and waiver of liability payment is not made.

Part B payment may be made for the following medical and other health services furnished at any time during the stay if no Part A payment is made.  (See subsection A.) However, if only day outlier payment is denied under Part A, Part B payment may be made for only the services furnished on the denied outlier days.  (See subsection B.)  

In non-PPS hospitals, Part B payment may be made for the following covered services delivered on any day for which Part A payment is denied (i.e., because of patient exhaustion of benefit days, patient or services were not at the hospital level of care, or patient was not otherwise eligible for or entitled to payment under Part A).

o
Diagnostic X-ray tests, diagnostic laboratory tests, and other diagnostic tests;

o
X-ray, radium, and radioactive isotope therapy, including materials and services of technicians;

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

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

o
Leg, arm, back, and neck braces, trusses, and artificial legs, arms, and eyes, including adjustments, repairs, and replacements required because of breakage, wear, loss, or a change in the patient's physical condition;
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o
Outpatient physical therapy, outpatient occupational therapy, and outpatient speech pathology services (see §241ff); and

o
Ambulance services.

See §430C on billing for these services.
Prior to October 1, 1983, if services were not furnished to inpatients either directly or under arrangements (as defined in §207), payment could be made by the Part B carrier to the patient or by assignment to the physician or the supplier furnishing the service. However, effective October 1, 1983, in order to be covered under Part A or Part B, nonphysician services to inpatients must be furnished directly or under arrangements.  For purposes of this section, a nonphysician service is one which does not meet the criteria defining physicians' services specifically provided for in 42 CFR 405.550(b). Services incident to physicians' services (except for the services of nurse anesthetists employed by anesthesiologists) are nonphysician services for purposes of this provision. This provision is applicable to all hospitals participating in Medicare, including those paid under alternative arrangements such as State cost control systems, and to emergency hospital services furnished by nonparticipating hospitals.  

In all hospitals, every service provided to a hospital inpatient (other than the three discussed in the note) must be treated as an inpatient hospital service to be paid for under Part A, if Part A coverage is available for the stay and the beneficiary.  This is the case since, as noted above, every hospital must provide directly or arrange for any nonphysician service rendered to its inpatients, and a hospital can be paid under Part B for a service provided in this manner only if Part A coverage does not exist.

NOTE:
There are three services which, when provided to a hospital inpatient, may be covered under Part B, even though the patient has Part A coverage for the hospital stay.  Those services are:  (1) physicians' services (including the services of residents and interns in unapproved teaching programs), (2) pneumococcal vaccine and its administration, and (3) hepatitis B vaccine and its administration. However, it is noted again that in order to have any Medicare coverage at all (Part A or Part B), any nonphysician service rendered to a hospital inpatient (including pneumococcal and hepatitis B vaccine services) must be provided directly or arranged for by the hospital.

228.3
Surgical Dressings, and Splints, Casts, and Other Devices Used for Reduction of Fractures and Dislocations.--Surgical dressings are limited to primary and secondary dressings required for the treatment of a wound caused by, or treated by, a surgical procedure that has been performed by a physician or other health care professional to the extent permissible under State law.  In addition, surgical dressings required after debridement of a wound are also covered, irrespective of the type of debridement, as long as the debridement was reasonable and necessary and was performed by a health care professional who was acting within the scope of his or her legal authority when performing this function.  Surgical dressings are covered for as long as they are medically necessary.

Primary dressings are therapeutic or protective coverings applied directly to wounds or lesions either on the skin or caused by an opening to the skin.  Secondary dressing materials that serve a therapeutic or protective function and that are needed to secure a primary dressing are also covered.  Items such as adhesive tape, roll gauze, bandages, and disposable compression material are examples of secondary dressings.  Elastic stockings, support hose, foot 

30.4
Rev. 668 

08-94
COVERAGE OF HOSPITAL SERVICES
228.4

coverings, leotards, knee supports, surgical leggings, gauntlets, and pressure garments for the arms and hands are examples of items that are not ordinarily covered as surgical dressings.  Some items, such as transparent film, may be used as a primary or secondary dressing.

If a physician, certified nurse midwife, physician assistant, nurse practitioner, or clinical nurse specialist applies surgical dressings as part of a professional service that is billed to Medicare, the surgical dressings are considered incident to the professional services of the health care practitioner.  (See §230.4C.)  When surgical dressings are not covered incident to the services of a health care practitioner and are obtained by the patient from a hospital on an order from a physician or other health care professional authorized under State law or regulation to make such an order, the surgical dressings are covered separately under Part B.

Splints and casts, etc., include dental splints.

228.4
Prosthetic Devices.--Prosthetic devices (other than dental) which replace all or part of an internal body organ (including contiguous tissue) or replace all or part of the function of a permanently inoperative or malfunctioning internal body organ are covered when furnished on a physician's order.  This does not require a determination that there is no possibility that the patient's condition may improve sometime in the future.  If the medical record, including the judgment of the attending physician, indicates the condition is of long and indefinite duration,  the test of permanence is considered met. (Such a device could also be covered as a supply when furnished incident to a physician's service.)

Examples of prosthetic devices include cardiac pacemakers, prosthetic lenses (see subsection A), breast prostheses (including a surgical brassiere) for postmastectomy patients, maxillofacial devices, and devices which replace all or part of the function of the ear or nose.  A urinary collection and retention system with or without a tube is a prosthetic device replacing bladder function in cases of permanent urinary incontinence.  The Foley catheter is also considered a prosthetic device when ordered for a patient with permanent urinary incontinence.  However, chucks, diapers, rubber sheets, etc., are supplies that are not covered under this provision.  (Although hemodialysis  equipment is a prosthetic device, payment and coverage for the rental or purchase of such equipment for use in the home is made only under the provisions for payment applicable to durable medical equipment (§235ff) or the special rules that apply to the ESRD program.)

NOTE:
Medicare does not cover a prosthetic device dispensed to a patient prior to the patient undergoing the procedure that will make necessary the use of the device.  For example, a separate Part B payment is not made for an intraocular lens or a pacemaker that a physician dispenses to a patient during an office visit prior to the patient's hospitalization for performance of the procedure that will cause the device to be used.  Dispensing a prosthetic device in this manner raises health and safety issues.  Moreover, the need for the device cannot be clearly established until the procedure that makes its use possible is successfully performed.  Therefore, dispensing a prosthetic device in this manner is not considered reasonable and necessary for the treatment of the patient's condition.

Colostomy (and other ostomy) bags and necessary accoutrements required for attachment are covered as prosthetic devices.  This coverage also includes irrigation and flushing equipment and other items and supplies directly related to ostomy care regardless of whether the attachment of a bag is required.  
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If payment cannot be made on an inpatient's behalf under Part A, hemodialysis equipment required by such patient could be covered under Part B as a prosthetic device which replaces the function of a kidney.  See §235.1B.1 for payment for hemodialysis equipment used in the home.  See §210 for additional instructions on hospitalization for renal dialysis.

Accessories and/or supplies which are used directly with an enteral or parenteral device in order to achieve the therapeutic benefit of the prosthesis or to assure the proper functioning of the device are covered under the prosthetic device benefit subject to the additional guidelines in the Coverage Issues Manual,§§65-10 - 65-10.3. Covered items include catheters, filters, extension tubing, infusion bottles, pumps (either food or infusion), intravenous (I.V.) pole, needles, syringes, dressings, tape, heparin sodium (parenteral only), volumetric monitors (parenteral only), and parenteral and enteral nutrient solutions.  Baby food and other regular grocery products that can be blended and used with the enteral system are not covered.  Note that some of these items, e.g., a food pump and an I.V. pole, qualify as DME.  Although coverage of the enteral nutrition (EN) and total parenteral nutrition (TPN) therapy systems is provided on the basis of the prosthetic device benefit, the payment rules relating to rental or purchase of DME apply to such items.  (See §235.7.)  When a hospital supplies TPN or EN systems which meet the criteria for coverage as a prosthetic device to an inpatient whose stay is not covered under Part A, the hospital must bill one of the two carriers designated to process claims for TPN and EN systems. (See §438.)
(See §229 when a hospital furnishes TPN or EN to an individual who is not an inpatient.)

The coverage of prosthetic devices includes replacement of and repairs to such devices. (See subsection C.)

A.
Prosthetic Lenses.--The term "internal body organ" includes the lens of an eye. Prostheses replacing the lens of an eye include postsurgical lenses customarily used during convalescence from eye surgery in which the lens of the eye was removed.  In addition, permanent lenses are also covered when required by an individual lacking the natural lens of the eye because of surgical removal or congenital absence.  Prosthetic lenses obtained on or after the beneficiary's date of entitlement to supplementary medical insurance benefits can be covered even though the surgical removal of the natural lens occurred before entitlement.

Payment may be made for one of the following combinations of prosthetic lenses when determined to be medically necessary by a physician (including on and after October 30, 1972, a doctor of optometry (see §208D)) to restore essentially the vision provided by the natural lens of the eye:

1.
Prosthetic bifocal lenses in frames; 

2.
Prosthetic lenses in frames for far vision, and prosthetic lenses in frames for near vision; or

3.
When a prosthetic contact lens(es) for far vision is prescribed (including cases of binocular and monocular aphakia), payment can be made for the contact lens(es) and prosthetic lenses in frames for near vision to be worn at the same time as the contact lens(es) and prosthetic lenses in frames to be worn when the contacts have been removed.
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Payment may be made for prosthetic lenses which have ultraviolet absorbing or reflecting properties in lieu of payment for the regular (untinted) prosthetic lenses mentioned in 1, 2 and 3 of this section if it has been determined that such lenses are medically reasonable and necessary for the individual patient.

Payment cannot be made for cataract sunglasses obtained in addition to the regular (untinted) prosthetic lenses, since the sunglasses duplicate the restoration of vision function performed by the regular prosthetic lenses.

B.
Dentures.--Dentures are excluded from coverage.  However, when a denture or a portion thereof is an integral part (built-in) of a covered prosthesis (e.g., an obturator to fill an opening in the palate), it is covered as part of that prosthesis.

C.
Supplies, Repairs, Adjustments, and Replacements.--Payment may be made for supplies that are necessary for the effective use of a prosthetic device (e.g., the batteries needed to operate an artificial larynx).  Adjustment of prosthetic devices required by wear or by a change in the patient's condition are covered when ordered by a physician. To the extent applicable, the provisions relating to the repair and replacement of DME in §235.3 must be followed for the repair and replacement of prosthetic devices.  Necessary supplies, adjustments, repairs, and replacements are covered even when the device had been in use before the user enrolled in Part B of the program, so long as the device continues to be medically required.  (See Coverage Issues Manual, §65-10.)

228.5
Leg, Arm, Back, and Neck Braces, Trusses, and Artificial Legs, Arms, and Eyes.--These appliances are covered under Part B when furnished incident to physicians' services or on a physician's order.  A brace includes rigid and semi-rigid devices which are used for the purpose of supporting a weak or deformed body member or restricting or eliminating motion in a diseased or injured part of the body.  Elastic stockings, garter belts, and similar devices do not come within the scope of the definition of a brace. Back braces include, but are not limited to, special corsets, sacroiliac, sacrolumbar, dorsolumbar corsets and belts.  A terminal device (e.g., hand or hook) is covered under this provision regardless of whether an artificial limb is required by the patient.

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

Adjustments to an artificial limb or other appliance required by wear or by a change in the patient's condition are covered when ordered by a physician.  To the extent applicable, follow the provisions relating to the repair and replacement of DME (see §235.3) with respect to the repair and replacement of artificial limbs, braces, etc.  Adjustments, repairs, and replacements are covered even when the item had been in use before the user enrolled in Part B of the program so long as the device continues to be medically required.
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TOTAL PARENTERAL NUTRITION AND ENTERAL NUTRITION FURNISHED TO INDIVIDUALS WHO ARE NOT INPATIENTS

Total parenteral nutrition (TPN) systems and enteral nutrition (EN) systems are covered by Medicare as prosthetic devices when the criteria in §§65-10 - 65-10.3 of the Coverage Issues Manual are met.  When these criteria are met, the medical equipment and medical supplies (together with nutrients) being used comprise covered prosthetic devices rather than DME.  However, payment rules relating to DME continue to apply to such items. (See §235.7.)  When supplying TPN or EN systems which meet the criteria for coverage as a prosthetic device to an individual who is not an inpatient, bill one of the two carriers designated to process claims for TPN and EN systems. (See §438.)
(See §228.4 when furnishing TPN or EN to an inpatient whose care is not covered under Part A.)

230.
OUTPATIENT HOSPITAL SERVICES

Hospitals provide two distinct types of services to outpatients, namely:  (1) services that are diagnostic in nature, and (2) other services which aid the physician in the treatment of his/her patient.  Both the diagnostic and the therapeutic services furnished by hospitals to outpatients are covered under Part B.  The following rules pertaining to the coverage of outpatient hospital services are not applicable to physical therapy, occupational therapy, speech pathology, or end stage renal disease (ESRD) services furnished by hospitals to outpatients.  For rules on the coverage of outpatient physical therapy, occupational therapy, and speech pathology furnished by a hospital, see §§241-242.4.

230.1
Outpatient Defined.--A hospital outpatient is a person who has not been admitted by the hospital as an inpatient but is registered on the hospital records as an outpatient and receives services (rather than supplies alone) from the hospital.  When a tissue sample, blood sample, or specimen is taken by personnel that are neither employed nor arranged for by the hospital and is sent to the hospital for performance of tests, the tests are not outpatient hospital services, since the patient does not directly receive services from the hospital.  Such tests furnished by a hospital may be covered laboratory services. (See §232.)  Similarly, supplies provided by a hospital supply room for use by physicians in the treatment of private patients are not covered as an outpatient service, since the patients receiving the supplies are not outpatients of the hospital.  (For definition of inpatient, see §210.)
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Where the hospital uses the category "day patient," i.e., an individual who receives hospital services during the day and is not expected to be lodged in the hospital at midnight, the individual is classified as an outpatient.  For billing for outpatient services furnished before admission as an inpatient, see §400B.

Services that one hospital provides to the inpatient or outpatient of a second hospital are covered only if they are furnished under an arrangement whereby the second hospital bills Medicare for the services.  However, the inpatient of a skilled nursing facility (SNF) may also be a hospital outpatient for purposes of coverage of certain services.

Outpatient hospital services furnished in the emergency room to a patient classified as "dead on arrival" are covered up through pronouncement of death, providing the hospital considers such patients as outpatients for recordkeeping purposes and follows its usual outpatient billing practices for such services to all patients, both Medicare and non-Medicare.  This coverage does not apply if the patient was pronounced dead prior to arrival at the hospital.

230.2
Distinguishing Outpatient Hospital Services Provided Outside the Hospital.--Diagnostic services are covered when provided by the hospital whether furnished in the hospital or at other locations.  Outpatient therapeutic services, which must be incident to physicians' services, are covered when furnished outside the hospital only if there is direct personal supervision by a physician.  Thus, it may be necessary to distinguish between diagnostic and therapeutic services when services are provided outside the hospital. Outpatient physical therapy services are not subject to the direct physician supervision requirement.  See §§241-242.4 for coverage of outpatient physical therapy services and for outpatient speech pathology.

Where the rules of coverage require a distinction between diagnostic and therapeutic services, the hospital may accept the physician's designations. Normally, however, the physician does not separate the services and need not be asked to do so.

230.3
Outpatient Diagnostic Services.--

A.
Diagnostic Services Defined.--A service may be regarded as "diagnostic" if it is an examination or procedure to which the patient is subjected, or which is performed on materials derived from a hospital outpatient, to obtain information to aid in the assessment of a medical condition or the identification of a disease.  Among these examinations and tests are diagnostic laboratory services such as hematology and chemistry, diagnostic x-rays, isotope studies, EKGs, pulmonary function studies, thyroid function tests, psychological tests, and other tests given to determine the nature and severity of an ailment or injury.

B.
Coverage of Outpatient Diagnostic Services.--Covered diagnostic services to outpatients include the services of nurses, psychologists, and technicians, drugs and biologicals necessary for diagnostic study, and the use of supplies and equipment.  When a hospital sends hospital personnel and hospital equipment to a patient's home to furnish a diagnostic service, the service is covered as if the patient had received the service in the hospital outpatient department.

Hospital personnel may provide diagnostic services outside the hospital premises without the direct personal supervision of a physician.  For example, if a hospital laboratory technician is sent by the hospital to a patient's home to obtain a blood sample for testing in the hospital's laboratory, the technician's services are a covered hospital service even though a physician was not with the technician.
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Payment may not be made for outpatient diagnostic services unless the same service is covered as an inpatient hospital service if furnished to a hospital inpatient.

C.
Outpatient Diagnostic Services Under Arrangements.--When the hospital makes arrangements with others for diagnostic services, such services are covered under Part B as diagnostic tests whether furnished in the hospital or in other facilities.

Independent laboratory services furnished to an outpatient under arrangements with the hospital are covered only under the "diagnostic laboratory tests" provisions of Part B (see §228A), but are to be billed along with other services to outpatients.  See §210.5A for the definition of an independent clinical laboratory and the requirements which such a laboratory must meet.  The "cost" to the hospital for diagnostic laboratory services for outpatients obtained under arrangements is the reasonable charge by the laboratory.

Laboratory services may also be furnished to a hospital outpatient under arrangements by the laboratory of another participating hospital, or the laboratory of an emergency hospital or participating skilled nursing facility which meets the hospital conditions of participation relating to laboratory services.

230.4
Outpatient Therapeutic Services.--

A.
Coverage of Outpatient Therapeutic Services.--Therapeutic services which hospitals provide on an outpatient basis are those services and supplies (including the use of hospital facilities) which are incident to the services of physicians in the treatment of patients.  Such services include clinic services and emergency room services.

To be covered as incident to physicians' services, the services and supplies must be furnished on a physician's order by hospital personnel under hospital medical staff supervision in the hospital, or if outside the hospital, under the direct personal supervision of a physician who is treating the patient.  For example, if a hospital respiratory therapist goes to a patient's home to give treatment and no physician accompanies him, the therapist's services are not covered.  

There is no requirement that the physician who orders the hospital services be directly connected with the department which provides the services.

B.
Drugs and Biologicals.--Generally, drugs and biologicals furnished to outpa​tients for therapeutic purposes are includable only if they are of a type which cannot be self-administered.   (For definitions of drugs and biologicals and combination drugs, see §210.3.)

Whether a drug or biological is of a type which cannot be self-administered is based on the usual method of administration of the form of that drug or bio​logical as furnished by the physician.  Thus, where a physician gives a patient pills or other oral medication, these are excluded from coverage since the form of the drug given to the patient is usually self-administered.  Similarly, if a physician gives a patient an injection which is usually self-injected,  this drug is excluded from coverage, except for insulin administered to a patient in a  diabetic coma.  Where, however, a physician injects a drug which is not usually self-injected, this drug is not subject to the self-administrable drug exclusion (regardless of whether the drug may also be available in oral form) since it is not self-administrable in the form in which it was furnished to the patient.  (Of course, such injections could not be reasonable and necessary where injection is not considered an indicated method of administration according to accepted standards of medical practice for the condition for which given.)
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1.
Less Than Effective Drugs.--Payment may not be made for a less than effective drug.  This is a drug that has been determined by the FDA to lack substantial evidence of effectiveness for all labeled indications.  Also, a drug that has been the subject of a Notice of an Opportunity for a Hearing (NOOH) published in the Federal Register before being withdrawn from the market, and for which the Secretary has not determined there is a compelling justification for its medical need, is considered less than effective.  This includes any other drug product that is identical, similar, or related.  Because the FDA has not yet completed its identification of drug products that are still on the market, existing FDA efficacy decisions must be applied to all similar products once they are identified.  The complete FDA listing comprises, for the most part, self administered drugs.  The listing that follows includes only those drugs other than Epoetin which cannot be self administered and which therefore could otherwise be covered under the Medicare program.


DESI DRUG PRODUCTS AND KNOWN RELATED DRUG PRODUCTS THAT LACK


SUBSTANTIAL EVIDENCE OF EFFECTIVENESS AND ARE SUBJECT TO


A NOTICE OF OPPORTUNITY FOR HEARING


DOSAGE

TRADE NAME
ACTIVE INGREDIENT

FORM/ROUTE

FIRM

Vasodilan

Isoxsuprine Hydrochloride

Sol/IM



Mead Johnson

2.
Hemophilia Clotting Factors.--Blood clotting factors, for hemophilia patients competent to use such factors to control bleeding without medical or other supervision, and items related to the administration of such factors are covered under Part B.  Coverage is effective for such items and services purchased on or after July 18, 1984.  Prior to the enactment of the Deficit Reduction Act of 1984 (P.L.  98-369), all drugs and biologicals which were of the type that could be self administered were excluded from coverage.  The coverage of blood clotting factors is an exception to the exclusion.

The amount of clotting factors determined to be necessary to have on hand and thus covered under this provision is based on the historical utilization pattern or profile developed by the contractor for each patient.  It is expected that the treating source, e.g., a family physician or Comprehensive Hemophilia Diagnostic and Treatment Center, has such information.  From this data the contractor is able to make reasonable projections concerning the quantity of clotting factors anticipated to be needed by the patient over a specific period of time.  Unanticipated occurrences involving extraordinary events, such as automobile accidents, inpatient hospital stays, etc., change this base line data and are appropriately considered.  In addition, changes in a patient's medical needs over a period of time require adjustments in the profile.  (Also see §§160.1B and 210.3.)

Payment under this provision may be conditioned by the Part B blood deductible.  (See §222.)

3.
Immunosuppressive Drugs..-Until January 1, 1995, immunosuppressive drugs are covered under Part B for a period of 1 year following discharge from a hospital for a Medicare covered organ transplant.  CMS interprets the 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.  Beneficiaries are eligible to receive additional Part B coverage within 18 months after the discharge date for drugs furnished in 1995; within 24 months for drugs furnished in 1996; within 30 months for drugs furnished in 1997; and within 36 months for drugs furnished after 1997.  Beginning January 1, 2000, §227 of the Medicare, Medicaid and SCHIP Balanced Budget Refinement Act of 1999 extended coverage to eligible beneficiaries whose coverage for drugs used in immunosuppressive therapy expires during the calendar year to receive an additional 8 months of coverage beyond the current 36 month period.  This benefit does not extend Medicare entitlement or eligibility to “ESRD only” Medicare beneficiaries.  These beneficiaries will continue to lose their Medicare coverage for immunosuppressive drug therapy 36 months after discharge from a hospital following a covered transplant.

	Rev. 781
	                                                                     31.2


	230.4 (Cont.)
	                        COVERAGE OF HOSPITAL SERVICES
	11-01


Section 113 of the BIPA 2000 eliminates the time limit for coverage of immunosuppressive drugs under the Medicare program.  Effective with immunosuppressive drugs furnished on or after December 21, 2000, there is no longer any time limit for Medicare benefits.  This policy applies to all Medicare entitled beneficiaries who meet all of the other program requirements for coverage under this benefit.  Therefore, for example, currently entitled beneficiaries who had been receiving benefits for immunosuppressive drugs in the past, but whose immunosuppressive drug benefit was terminated solely because of the time limit described above for non-ESRD beneficiaries, would now resume receiving that benefit for immunosuppressive drugs furnished on or after December 21, 2000.


Covered drugs include those immunosuppressive drugs that have been specifically labeled as such and approved for marketing by the FDA.  Those prescription drugs, such as prednisone, that are used in conjunction with immunosuppressive drugs as part of a therapeutic regimen are reflected in FDA approved labeling for immunosuppressive drugs.  Therefore, antibiotics, hypertensives, and other drugs that are not directly related to rejection are not covered.


Your intermediary is expected to keep you informed of FDA additions to the list of the immunosuppressive drugs.  The FDA has identified and approved for marketing only the following specifically labeled immunosuppressive drugs:


· Sandimmune (cyclosporine), Sandoz Pharmaceutical (oral or parenteral form);


· Imuran (azathioprine), Burroughs-Wellcome (oral);


· Atgam (antithymocyte/globuline), Upjohn (parenteral);


· Orthoclone (OKT3 (muromonab-CD3), Ortho Pharmaceutical (parenteral);


· Prograf (tacrolimus), Fujisawa USA, Inc.; and


· Cellcept (mycophenolate mofetil), Roche Laboratories.


· Daclizumab (Zenapax)


· Cyclophosphamide (Cytoxan)


· Prednisone


· Prednisolone

For coverage of immunizations, etc., see §260.7.
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4.
Epoetin (EPO).--EPO is a biologically engineered protein which stimulates the bone marrow to make new red blood cells.  The FDA approved labeling for EPO states that it is indicated in the treatment of anemia induced by the drug zidovudine (commonly called AZT), anemia associated with chronic renal failure, and anemia induced by chemotherapy in patients with non-myeloid malignancies.  EPO is covered for these indications when it is furnished incident to a physician's service.  Patients with anemia associated with chronic renal failure include all ESRD patients whether or not they are on dialysis.  Chronic renal failure patients with symptomatic anemia considered for EPO therapy should have a hematocrit less than 30 percent or a hemoglobin less than 10.

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


o
It is administered in the renal dialysis facility; or 


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


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

For payment of EPO, see §2710.3 of the Provider Reimbursement Manual, Part I.

Medicare covers EPO including items related to its administration for dialysis patients who use EPO in the home when the following conditions are met.


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



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



(2)
Review of medications to ensure adequate provision of supplemental iron;



(3)
Ongoing evaluations of hematocrit and iron stores;



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



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



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



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


b.
Patient Selection.--The dialysis facility, or the physician responsible for all dialysis-related services furnished to the patient, must make a comprehensive assessment that includes the following:
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(1)
Pre-selection monitoring.  The patient's hematocrit (or hemoglobin), serum iron, transferrin saturation, serum ferritin, and blood pressure must be measured.

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

(a)
Is a dialysis patient;

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

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

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

(c)
Is under the care of:

(i)
A physician who is responsible for all dialysis-related services and who prescribes the EPO and follows the drug labeling instructions when monitoring the EPO home therapy; and

(ii)
A renal dialysis facility that establishes the plan of care and monitors the progress of the home EPO therapy.

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

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

(b)
Is capable of reading and understanding the drug labeling; and

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

 

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

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

(1)
Develop a protocol that follows the drug label instructions; 

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

(3)
Through the amounts prescribed, ensure that the drug on hand at any time does not exceed a 2-month supply; and
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(4)
Maintain adequate records to allow quality assurance for review by the network and State survey agencies.  For Method II patients, current records must be provided to and maintained by the designated back-up facility.

5.
Oral Anti-Cancer Drugs.--Effective January 1, 1994, Medicare Part B coverage is extended to include oral anti-cancer drugs that are prescribed as anti-cancer, chemotherapeutic agents providing they have the same active ingredients and are used for the same indications as anti-cancer, chemotherapeutic agents which would be covered if they were not self administered and they were furnished incident to a physician's service as drugs and biologicals.

This provision applies only to the coverage of anti-neoplastic, chemotherapeutic agents.  It does not apply to oral drugs and/or biologicals used to treat toxicity or side effects such as nausea or bone marrow depression.  Medicare will cover anti-neoplastic, chemotherapeutic agents, the primary drugs which directly fight the cancer, and self-administered antiemetics which are necessary for the administration and absorption of the anti-neoplastic, chemotherapeutic agents when a high likelihood of vomiting exists.  The substitution of an oral form of an anti-neoplastic drug requires that the drug be retained for absorption.  The antiemetics drug is covered as a necessary means for administration of the oral drug (similar to a syringe and needle necessary for injectable administration).  Oral drugs prescribed for use with the primary drug which enhance the anti-neoplastic effect of the primary drug or permit the patient to tolerate the primary anti-neoplastic drug in higher doses for longer periods are not covered.  Self-administered antiemetics to reduce the side effects of nausea and vomiting brought on by the primary drug are not included beyond the administration necessary to achieve drug absorption.

In order to assure uniform coverage policy, regional carriers and intermediaries must be apprised of local carriers' anti-cancer drug medical review policies which may impact on future medical review policy development.  Local carrier's current and proposed anti-cancer drug medical review polices should be provided by local carrier medical directors to regional carrier or intermediary medical directors, upon request.

For an oral anti-cancer drug to be covered under Part B, it must:

o
Be prescribed by a physician or other practitioner licensed under State law to prescribe such drugs as anti-cancer, chemotherapeutic agents;




o
Be a drug or biological that has been approved by the Food and Drug Administration (FDA);

o
Have the same active ingredients as a non-self-administrable, anti-cancer, chemotherapeutic drug or biological that is covered when furnished incident to a physician's service.  The oral anti-cancer drug and the non-self administrable drug must have the same chemical/generic name as indicated by the FDA’s Approved Drug Products (Orange Book), Physician’s Desk Reference (PDR), or an authoritative drug compendium and the same indications, including unlabeled uses, as the non-self administrable version of the drug; and

o
Be reasonable and necessary for the individual patient.
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C.
Immunizations.--Vaccinations or inoculations are excluded as immunizations unless they are directly related to the treatment of an injury or direct exposure to a disease or condition such as antirabies treatment, tetanus antitoxin or booster vaccine, botulin antitoxin, antivenin sera, or immune globulin.  In the absence of injury or direct exposure, preventive immunization (vaccination or inoculation) against such diseases as smallpox, polio, diphtheria, etc., is not covered.  However, pneumococcal, hepatitis B, and influenza virus vaccines are exceptions to this rule.  In cases where a vaccination or inoculation is excluded from coverage, deny the entire charge. 

1.
Pneumococcal Pneumonia Vaccinations.--Part B of Medicare pays 100 percent of the reasonable charge for pneumococcal pneumonia vaccine and its administration to a patient if it is ordered by a physician who is a doctor of medicine or osteopathy.  This includes revaccination of patients at highest risk of pneumococcal infection.

A physician does not have to be present to meet the physician order requirement if a previously written physician order (standing order) is on hand and it specifies that for any person receiving the vaccine:  (1) the person's age, health and vaccination status must be determined; (2) a signed consent must be obtained; (3) an initial vaccine may be administered only to persons at high risk of pneumococcal disease; (4) revaccination may be administered only to persons at highest risk of serious pneumococcal infection and those likely to have a rapid decline in pneumococcal antibody levels, provided that at least 5 years have passed since receipt of a previous dose of pneumococcal vaccine; and (5) a record indicating the date the vaccine was given must be presented to each patient.

Persons at high risk for whom an initial vaccine may be administered include all people age 65 and older; immunocompetent adults who are at increased risk of pneumococcal disease or its complications because of chronic illness (e.g., cardiovascular disease, pulmonary disease, diabetes mellitus, alcoholism, cirrhosis, or cerebrospinal fluid leaks); and individuals with compromised immune systems (e.g., splenic dysfunction or anatomic asplenia, Hodgkin's disease, lymphoma, multiple myeloma, chronic renal failure, HIV infection, nephrotic syndrome, sickle cell disease, or organ transplantation).

Persons at highest risk and those most likely to have rapid declines in antibody levels are those for whom revaccination may be appropriate.  This group includes persons with functional or anatomic asplenia (e.g., sickle cell disease, splenectomy), HIV infection, leukemia, lymphoma, Hodgkin's disease, multiple myeloma, generalized malignancy, chronic renal failure, nephrotic syndrome, or other conditions associated with immunosuppression such as organ or bone marrow transplantation, and those receiving immunosuppressive chemotherapy.  Routine revaccination of people age 65 or older who are not at highest risk is not appropriate.

To help avoid potentially unnecessary doses, every patient should be given a record of their vaccination.  Nevertheless, those administering the vaccine should not require the patient to present an immunization record prior to administering the pneumococcal vaccine, nor should they feel compelled to review the patient's complete medical record if it is not available.  Instead, provided that the patient is competent, it is acceptable for them to rely on the patient's verbal history to determine prior vaccination status.  If the patient is uncertain about their vaccination history in the past 5 years, the vaccine should be given.  However, if the patient is certain he/she was vaccinated in the last 5 years, the vaccine should not be given.  If the patient is certain that the vaccine was given and that more than 5 years have passed since receipt of the previous dose, revaccination is not appropriate unless the patient is at highest risk.

D.
Other Covered Services and Items.--Covered services and items provided by you in connection with the clinic visit or the physician's treatment of outpatients include the use of hospital facilities, i.e., the emergency room and the services of nurses, non-physician anesthetists, psychologists, technicians, therapists, and other aides, and medical supplies such as gauze, oxygen, ointments and other supplies used by physicians or hospital personnel in the treatment of  outpatients.
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Additional examples of covered items are surgical dressings, splints, casts, and other devices used for reduction of fractures and dislocations; prosthetic devices; and leg, arm, back and neck braces, trusses, and artificial legs, arms, and eyes.  (See §§228.3-228.5 for details on coverage of these items.)

230.5
Outpatient Hospital Psychiatric Services.--

A.
General.--There is a wide range of services and programs that a hospital may provide to its outpatients who need psychiatric care, ranging from a few individual services to comprehensive, full-day programs and from intensive treatment programs to those that provide primarily supportive, protective, or social activities.  Because of this diversity, it must be ensured that payment is made only for covered services that meet the requirements of the outpatient hospital benefit.

In general, to be covered the services must be:  (1) incident to a physician's service (see §230.4.A), and (2) reasonable and necessary for the diagnosis or treatment of the patient's condition.  This means the services must be for the purpose of diagnostic study or the services must reasonable be expected to improve the patient's condition.

B.
Coverage Criteria.--The services must meet the following criteria:

1.
Individualized Treatment Plan.--Services must be prescribed by a physician and provided under an individualized written plan of treatment established by a physician after any needed consultation with appropriate staff members.  The plan must state the type, amount, frequency, and duration of the services to be furnished and indicate the diagnoses and anticipated goals.  (A plan is not required if only a few brief services are furnished.)

2.
Physician Supervision and Evaluation.--Services must be supervised and periodically evaluated by a physician to determine the extent to which treatment goals are being realized.  The evaluation must be based on periodic consultation and conference with therapists and staff, review of medical records, and patient interviews.  Physician entries in medical records must support this involvement.  The physician must also provide supervision and direction to any therapist involved in the patient's treatment and see the patient periodically to evaluate the course of treatment and to determine the extent to which treatment goals are being realized and whether changes in direction or emphasis are needed.

3.
Reasonable Expectation of Improvement.--Services must be for the purpose of diagnostic study or reasonably be expected to improve the patient's condition.  The treatment must, at a minimum, be designed to reduce or control the patient's psychiatric symptoms so as to prevent relapse or hospitalization, and improve or maintain the patient's level of functioning.

It is not necessary that a course of therapy have as its goal restoration of the patient to the level of functioning exhibited prior to the onset of the illness, although this may be appropriate for some patients.   For many other psychiatric patients, particularly those with long-term, chronic conditions, control of symptoms and maintenance of a functional level to avoid further deterioration or hospitalization is an acceptable expectation of improvement.  "Improvement" in this context is measured by comparing the effect of continuing treatment versus discontinuing it.  Where there is a reasonable expectation that if treatment services were withdrawn the patient's condition would deteriorate, relapse further, or require hospitalization, this criterion is met.

Some patients may undergo a course of treatment which increases  their level of functioning, but then reach a point where further significant increase is not expected. Such claims are not automatically considered noncovered because conditions have stabilized, or because treatment is now primarily for the purpose of maintaining  present level of functioning.  Rather, coverage depends on whether the criteria discussed above are met.  Services are noncovered only where the evidence clearly establishes that the criteria are not met; for example, that stability can be maintained without further treatment or with less intensive treatment.
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C.
Partial Hospitalization.--Partial hospitalization is a distinct and organized intensive treatment program for patients who would otherwise require inpatient psychiatric care.  See section 230.7 for specific program requirements. 


D.
Application of Criteria.--The following discussion illustrates the application of the above guidelines to the more common modalities and procedures used in the treatment of psychiatric patients and some factors that are considered in determining whether the coverage criteria are met.

1.
Covered Services.--Services generally covered for the treatment of psychiatric patients are:

o
Individual and group therapy with physicians, psychologists, or other mental health professionals authorized by the State.

o
Occupational therapy services are covered if they meet the criteria in §210.9.

The services must require the skills of a qualified occupational therapist and be performed by or under the supervision of a qualified occupational therapist or by an occupational therapy assistant.

o
Services of social workers, trained psychiatric nurses, and other staff trained to work with psychiatric patients.

o
Drugs and biologicals furnished to outpatients for therapeutic purposes, but only if they are of a type which cannot be self-administered.  (See §230.4B.)

o
Activity therapies but only those that are individualized and essential for the treatment of the patient's condition.  The treatment plan must clearly justify the need for each particular therapy utilized and explain how it fits into the patient's treatment.

o
Family counseling services.  Counseling services with members of the household are covered only where the primary purpose of such counseling is the treatment of the patient's condition.  (See Coverage Issues Manual, §35-14.)

o
Patient education programs, but only where the educational activities are closely related to the care and treatment of the patient.  (See Coverage Issues Manual §80-1.)

o
Diagnostic services for the purpose of diagnosing those individuals for whom an extended or direct observation is necessary to determine functioning and interactions, to identify problem areas, and to formulate a treatment plan.

2.
Noncovered Services.--The following are generally not covered except as indicated:

o
Meals and transportation.

o
Activity therapies, group activities or other services and programs which are primarily recreational or diversional in nature.  Outpatient psychiatric day treatment programs that consist entirely of activity therapies are not covered.

"Geriatric day care" programs are available in both medical and nonmedical settings. They provide social and recreational activities to older individuals who need some supervision during the day while other family members are away from home.  Such programs are not covered since they are not 

considered reasonable and necessary for a diagnosed psychiatric disorder, nor do such programs routinely have physician involvement.
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o
Psychosocial programs.  These are generally community support groups in nonmedical settings for chronically mentally ill persons for the purpose of social interaction.  Outpatient programs may include some psychosocial components; and to the extent these components are not primarily for social or recreational purposes, they are covered.  However, if an individual's outpatient hospital program consists entirely of psychosocial activities, it is not covered.

o
Vocational training.  While occupational therapy may include vocational and prevocational assessment and training, when the services are related solely to specific employment opportunities, work skills or work settings, they are not covered.  (See §210.9B.)

3.
Frequency and Duration of Services.--There are no specific limits on the length of time that services may be covered.  There are many factors that affect the outcome of treatment; among them are the nature of the illness, prior history, the goals of treatment, and the patient's response.  As long as the evidence shows that the patient continues to show improvement in accordance with his/her individualized treatment plan, and the frequency of services is within accepted norms of medical practice, coverage may be continued.

If a patient reaches a point in his/her treatment where further improvement does not appear to be indicated, evaluate the case in terms of the criteria discussed in §230.5B.3 to determine whether with continued treatment there is a reasonable expectation of improvement.

230.6
Outpatient Observation Services.--


A.
Outpatient Observation Services Defined.--Observation services are those ser​vices furnished by a hospital on the hospital's premises, including use of a bed and periodic monitoring by a hospital's nursing or other staff, which are reasonable and necessary to evaluate an outpatient's condition or determine the need for a possible admission to the hospital as an inpatient.  Such services are covered only when provided by the order of a physician or another individual authorized by State licensure law and hospital staff bylaws to admit patients to the hospital or to order outpatient tests.  Most observation services do not exceed 1 day.  Some patients, however, may require a second day of outpatient observation services.  In only rare and exceptional cases do outpatient observation services span more than two calendar days.

B.
Coverage of Outpatient Observation Services.--Generally, a person is considered a hospital inpatient if formally admitted as an inpatient with the expectation that he or she will remain at least overnight.  (See §210 regarding coverage of inpatient admissions.)  When a hospital places a patient under observation, but has not formally admitted him or her as an inpatient, the patient initially is treated as an outpatient.  The purpose of observation is to determine the need for further treatment or for inpatient admission.  Thus, a patient in observation may improve and be released, or be admitted as an inpatient.  If a patient is retained on observation status for 48 hours without being admitted as an inpatient, further observation services will be denied as not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve the functioning of a malformed body member.  A maximum of 48 hours of observation may be reimbursed.  Count as the first hour the time of admission to an observation bed.

C.
Notification of Beneficiary.--If you intend to place or retain a beneficiary in observation for a noncovered service, you must give the beneficiary proper written advance notice of noncoverage under limitation on liability procedures.  Noncovered, in this context, refers to such services as those listed in §230.6E.

D. Exception to Denial of Services After 48 Hours.--A hospital that believes exceptional circumstances in a particular case justify approval of additional time in outpatient observation status may request an exception to the denial of services from their fiscal intermediary.  HCFA expects such cases to be rare, and is currently unable to envision any scenario in which a hospital's retaining
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a patient in outpatient observation status for more than 48 hours without admitting him or her as an outpatient would be appropriate.  However, because unforeseeable circumstances could arise, HCFA is providing for the possibility of exceptions.

1.
Timing of Exception Request.--There is no preauthorization of exception requests.  A hospital that believes exceptional circumstances in a particular case justify approval of additional time in outpatient observation status may request an exception to the denial of further observation services at the time of billing.

2.
Content of Exception Request.--Request an exception by billing for additional hours on the same claim form.  The intermediary will suspend the claim and ask for complete medical documentation for review of the medical necessity of all observation services billed.

3.
Intermediary Review of Exceptions.--HCFA expects approvable exception requests to be rare.  HCFA asks the fiscal intermediary to use careful judgment in evaluation of the medical documentation submitted by a hospital with its bill.

E.
Services Which Are Not Covered as Outpatient Observation.--The following types of services are not covered as outpatient observation room services:

o
Observation services which exceed 48 hours, unless the fiscal intermediary grants an exception based on the particular facts of the case.  (See §230.6C.)

o
Services which are not reasonable or necessary for the diagnosis or treatment of the patient but are provided for the convenience of the patient, his or her family, or a physician (e.g., following an uncomplicated treatment or a procedure; physician busy when patient is physically ready for discharge; patient awaiting placement in a long-term care facility).

o
Services which are covered under Part A, such as a medically-appropriate inpatient admission, or as part of another Part B service, such as postoperative monitoring during a standard recovery period (e.g., 4-6 hours), which should be billed as recovery room services.  Similarly, in the case of patients who undergo diagnostic testing in a hospital outpatient department, routine preparation services furnished prior to the testing and recovery afterwards are included in the payment for those diagnostic services.  Observation should not be billed concurrently with therapeutic services such as chemotherapy.

o
Standing orders for observation following outpatient surgery.  Note that the availability of outpatient observation does not mean that procedures such as cardiac catheterization, angioplasty, stent placement, or administration of tissue plasminogen activator, for which an overnight stay is anticipated, may be performed on an outpatient basis.  See §210 regarding coverage of inpatient admissions.

o
Services which were ordered as inpatient services by the admitting physician, but billed as outpatient by the billing office.

o
Outpatient claims for inpatient care, such as complex surgery clearly requiring an overnight stay.

Claims for the preceding services will be denied as not reasonable and necessary, under §1862(a)(1)(A) of the Social Security Act.  This will include denying claims for services which are not medically necessary, which duplicate other services, or which are provided in inappropriate settings. 
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NOTE:
An inpatient is not considered to have been discharged if the patient is placed in outpatient observation status after an inpatient hospital admission.  Any such services will not be recognized for payment outside the DRG payment for the admission.

The following examples illustrate the application of this policy, including example 4, when a decision to admit the patient is clearly justified.

EXAMPLE 1:
A patient comes to the emergency room complaining of difficulty in breathing.  The patient is seen by the physician on duty, who orders laboratory tests, including a blood gas analysis, and an injection to help the patient breathe more easily.  The physician then has the patient placed in an outpatient observation unit to determine whether this intervention produces normal breathing.  Six hours later the patient is again seen by the physician, who determines from the patient's chart and his or her own observation that the patient's vital signs are normal and the patient has resumed normal breathing.  The patient is released.  Under these circum​stances, the outpatient observation services are covered, and the bill submitted by the hospital may include charges for those services.

EXAMPLE 2:
A patient comes to a hospital's outpatient department to undergo a scheduled surgical procedure.  After surgery, the patient is taken to the recovery room, where the patient exhibits difficulty in awakening from anesthesia and an elevated blood pressure.  These conditions persist throughout the usual recovery period, and the patient is seen by a physician, who has the patient placed on observation.  The physician leaves orders for the nursing staff to monitor the patient's condition and note any continued abnormalities that could indicate a drug reaction or other post-surgical complica​tions.  After a few hours in observation, the patient no longer is 

lethargic, has a normal blood pressure and shows no other signs of post-surgical complications.  The physician, upon being advised of these condi​tions, orders the patient released from the hospital.  Under these circumstances, coverage of outpatient observation services begins when the patient was placed in the observation bed.  Services received in the hospital's outpatient surgical suite and recovery room cannot be covered as observation services, since they are otherwise covered.
EXAMPLE 3:
A patient is scheduled to have an uncomplicated cataract extraction on an outpatient basis.  The patient expresses a preference for spending the night following the procedure at the hospital despite the fact that the procedure does not require an overnight stay.  The hospital may register and treat the patient on an outpatient basis and permit the patient to remain at the hospital overnight.  The overnight stay cannot be covered as observation services because it is not  medically necessary.  (When this is the case, the patient must be notified in advance that the overnight stay is not medically necessary and that he or she can be charged for the additional services.  If unforeseen complications necessitate inpatient admission, the patient is admitted and a Part A claim is submitted.)

EXAMPLE 4:
A patient comes to the emergency room in the evening with complaints of sudden severe flank pain which radiates to the inner thigh, nausea, vomiting, and urinary frequency and urgency.  Examination reveals soreness over the kidney area, spasm of the abdominal muscles and microscopic hematuria.  Additionally, an x-ray reveals the presence of a stone in the ureter.  The patient is admitted to the hospital as an inpatient at 11:00 p.m.  The patient is treated with I.V. fluids, IM Morphine and an antispasmodic every 4 hours.  Further diagnostic studies are scheduled for 
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the following morning.  During the night, the patient passes a stone through the urethra without complications.  The patient is then comfortable without nausea or urinary symptoms.  Therefore, the patient is discharged at 9:00 a.m. and scheduled for follow-up in the physician's office.  Although the patient was able to be discharged in less than 24 hours, the admission was appropriate, because it was reasonable to expect at the time of admission that the problem presented required more than 24 hours to resolve.

230.7
Outpatient Partial Hospitalization Programs (PHP).--Outpatient PHPs are structured to provide intensive psychiatric care by providing active treatment which utilizes a combination of the clinically recognized items and services described in §1861(ff) of the Social Security Act.  The treatment program of a PHP closely resembles that of a highly structured, short-term hospital inpatient program. It is treatment at a level more intense than outpatient day treatment or psychosocial rehabilitation. Programs providing primarily social, recreational, or diversionary activities are not considered partial hospitalization.


A.
Program Criteria.--PHPs work best as part of a community continuum of mental health services which range from the most restrictive inpatient hospital setting to less restrictive outpatient care and support.  Program objectives should focus on ensuring important community ties and closely resemble the real-life experiences of the patients served. PHPs may be covered under Medicare when they are provided by a hospital outpatient department or a Medicare-certified CMHR.


Partial hospitalization is active treatment that incorporates an individualized treatment plan which describes a coordination of services wrapped around the particular needs of the patient, and includes a multidisciplinary team approach to patient care under the direction of a physician. The program reflects a high degree of structure and scheduling.  According to current practice guidelines the treatment goals should be measurable, functional, time-framed, medically necessary, and directly related to the reason for admission.


A program comprised primarily of diversionary activity, social, or recreational therapy does not constitute a PHP.  Psychosocial programs which provide only a structured environment, socialization, and/or vocational rehabilitation are not covered by Medicare.  A program that only monitors the management of medication for patients whose psychiatric condition is otherwise stable, is not the combination, structure, and intensity of services which make up active treatment in a  PHP. 


B.
Patient Eligibility Criteria.--


1.
Benefit Category.--Patients must meet benefit requirements for receiving the partial hospitalization services as defined in §1861(ff) and §1835(a)(2)(F) of the Act. Patients admitted to a PHP must be under the care of a physician who certifies the need for partial hospitalization.  The patient requires comprehensive, structured, multimodal treatment requiring medical supervision and coordination, provided under an individualized plan of care, because of a mental disorder which severely interferes with multiple areas of daily life, including social, vocational, and/or educational functioning.  Such dysfunction generally is of an acute nature.


Patients meeting benefit category requirements for Medicare coverage of a  PHP comprise two groups: those patients who are discharged from an inpatient hospital treatment program, and the PHP is in lieu of continued inpatient treatment; or those patients who, in the absence of partial hospitalization, would be at reasonable risk of requiring inpatient hospitalization.  Where partial hospitalization is used to shorten an inpatient stay and transition the patient to a less intense level of care, there must be evidence of the need for the acute, intense, structured combination of services provided by a PHP.  Recertification must address the continuing serious nature of the patients psychiatric condition requiring active treatment in a PHP.
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Discharge planning from PHP may reflect the types of best practices recognized by professional and advocacy organizations which ensure coordination of needed services and follow-up care.  These activities include linkages with community resources, supports, and providers in order to promote a patient’s return to a higher level of functioning in the least restrictive environment.


2.
Covered Services.--Items and services that can be included as part of the structured, multimodal active treatment program, identified in §1861(ff)(2) include: 


o
Individual or group psychotherapy with physicians, psychologists, or other

mental health professionals authorized or licensed by the State in which they practice (e.g., licensed clinical social workers, clinical nurse specialists, certified alcohol and drug counselors);


o
Occupational therapy requiring the skills of a qualified occupational therapist.

Occupational therapy, if required, must be a component of the physicians treatment plan for the individual;


o
Services of other staff (social workers, psychiatric nurses, and others) trained

to work with psychiatric patients;


o
Drugs and biologicals that cannot be self administered and are furnished for

therapeutic purposes (subject to limitations specified in 42 CFR 410.29);


o
Individualized activity therapies that are not primarily recreational or diversionary.  These activities must be individualized and essential for the treatment of the patient’s diagnosed condition and for progress toward treatment goals; 



o
Family counseling services for which the primary purpose is the treatment of the patient’s condition;



o
Patient training and education, to the extent the training and educational

activities are closely and clearly related to the individuals care and treatment of his/her diagnosed psychiatric condition; and



o
Medically necessary diagnostic services related to mental health treatment.


Partial hospitalization services which make up a program of active treatment must be vigorous and proactive (as evidenced in the individual treatment plan and progress notes) as opposed to passive and custodial. It is not enough that a patient qualify under the benefit category requirements §1835(a)(2)(F) unless he/she also has the need for the active treatment provided by the program of services defined in §1861(ff).  It is the need for intensive,  active treatment of his/her condition to maintain a functional level and to prevent relapse or hospitalization, which qualifies the patient to receive the services identified in §1861(ff).



3.
Reasonable and Necessary Services.--This program of services provides for the diagnosis and active, intensive treatment of the individual’s serious psychiatric condition and, in combination, are reasonably expected to improve or maintain the individual’s condition and functional level and prevent relapse or hospitalization. A particular individual covered service (described above) as intervention, expected to maintain or improve the individual’s condition and prevent relapse, may also be included within the plan of care, but the overall intent of the partial program admission is to treat the serious presenting psychiatric symptoms. Continued treatment in order to maintain a stable psychiatric condition or functional level requires evidence that less intensive treatment options (e.g., intensive outpatient, psychosocial, day treatment, and/or other community supports) cannot provide the level of support necessary to maintain the patient and to prevent hospitalization.
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Patients admitted to a PHP do not require 24 hour per day supervision as provided in an inpatient setting, and must have an adequate support system to sustain/maintain themselves outside the PHP. Patients admitted to a PHP generally have an acute onset or decompensation of a covered Axis I mental disorder, as defined by the current edition of the Diagnostic and Statistical Manual published by the American Psychiatric Association, which severely interferes with multiple areas of daily life. The degree of impairment will be severe enough to require a multidisciplinary intensive, structured program, but not so limiting that patients cannot benefit from participating in an active treatment program. It is the need, as certified by the treating physician, for the intensive, structured combination of services provided by the program that constitute active treatment, that are necessary to appropriately treat the patient’s presenting psychiatric condition.


For patients who do not meet this degree of severity of illness, and for whom partial hospitalization services are not necessary for the treatment of a psychiatric condition, professional services billed to Medicare Part B (e.g., services of psychiatrists and psychologists) may be medically necessary, even though partial hospitalization services are not.


Patients in PHP may be discharged by either stepping up to an inpatient level of care which would be required for patients needing 24-hour supervision, or stepping down to a less intensive level of outpatient care when the patient’s clinical condition improves or stabilizes and he/she no longer requires structured, intensive, multimodal treatment.


4.
Reasons for Denial.--


a.
Benefit category denials made under §1861(ff) or §1835(a)(2)(F) are not appealable by the provider and the limitation on liability provision does not apply (HCFA Ruling 97-1).  Examples of benefit category based in §1861(ff) or §1835(a)(2)(F) of the Act, for partial hospitalization services generally include the following: 


o
Day care programs, which provide primarily social, recreational, or diversionary activities, custodial or respite care;


o
Programs attempting to maintain psychiatric wellness, where there is no risk of relapse or hospitalization, e.g., day care programs for the chronically mentally ill; or


o
Patients who are otherwise psychiatrically stable or require medication management only.


b.
Coverage denials made under §1861(ff) of the Act are not appealable by the provider and the Limitation on Liability provision does not apply (HCFA Ruling 97-1). The following services are excluded from the scope of partial hospitalization services defined in §1861(ff) of the Social Security Act: 


o
Services to hospital inpatients;


o
Meals, self-administered medications, transportation; and


o
Vocational training.


c.
Reasonable and necessary denials based on §1862(a)(1)(A) are appealable and the Limitation on Liability provision does apply.  The following examples represent reasonable and necessary denials for partial hospitalization services and coverage is excluded under §1862(a)(1)(A) of the Social Security Act:  


o
Patients who cannot, or refuse, to participate (due to their behavioral or

cognitive status) with active treatment of their mental disorder (except for a brief admission necessary for diagnostic purposes), or who cannot tolerate the intensity of a PHP; or
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o
Treatment of chronic conditions without acute exacerbation of symptoms which place the individual at risk of relapse or hospitalization.

5.
Documentation Requirements and Physician Supervision.--The following components will be used to help determine whether the services provided were accurate and appropriate.

a.
Initial Psychiatric Evaluation/Certification.--Upon admission, a certification by the physician must be made that the patient admitted to the PHP would require inpatient psychiatric hospitalization if the partial hospitalization services were not provided.  The certification should identify the diagnosis and psychiatric need for the partial hospitalization.  Partial hospitalization services must be furnished under an individualized written plan of care, established by the physician, which includes the active treatment provided through the combination of structured, intensive services identified in §1861 that are reasonable and necessary to treat the presentation of serious psychiatric symptoms and to prevent relapse or hospitalization.

b.
Physician Recertification Requirements.--




o
Signature – The physician recertification must be signed by a physician who is treating the patient and has knowledge of the patient’s response to treatment.





o
Timing – The first recertification is required as of the 18th calendar day following admission to the PHP.  Subsequent recertifications are required at intervals established by the provider, but no less frequently than every 30 days.





o
Content – The recertification must specify that the patient would otherwise require inpatient psychiatric care in the absence of continued stay in the PHP and describe the following:






--
The patient’s response to the therapeutic interventions provided by the PHP;






--
The patient’s psychiatric symptoms that continue to place the patient at risk of hospitalization; and






--
Treatment goals for coordination of services to facilitate discharge from the PHP.

c.
Treatment Plan.--Partial hospitalization is active treatment pursuant to an individualized treatment plan, prescribed and signed by a physician, which identifies treatment goals, describes a coordination of services, is structured to meet the particular needs of the patient, and includes a multidisciplinary team approach to patient care.  The treatment goals described in the treatment plan should directly address the presenting symptoms and are the basis for evaluating the patient’s response to treatment.  Treatment goals should be designed to measure the patient’s response to active treatment.  The plan should document ongoing efforts to restore the individual patient to a higher level of functioning that would permit discharge from the program, or reflect the continued need for the intensity of the active therapy to maintain the individual’s condition and functional level and to prevent relapse or hospitalization.  Activities that are primarily recreational and diversionary, or provide only a level of functional support that does not treat the serious presenting psychiatric symptoms placing the patient at risk, do not qualify as partial hospitalization services.



d.
Progress Notes.--Section 1833(e) of the Social Security Act prevents Medicare from paying for services unless necessary and sufficient information is submitted that shows that services were provided and to determine the amounts due.  A provider may submit progress notes 
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to document the services that have been provided.  The progress note should include a description of the nature of the treatment service, the patient’s response to the therapeutic intervention and its relation to the goals indicated in the treatment plan.

230.8
ICD-9-CM Coding for Diagnostic Tests.--As required by the Health Insurance Portability and Accountability Act  (HIPAA), the Secretary published a rule designating the ICD-9-CM and its Official ICD-9-CM Guidelines for Coding and Reporting as one of the approved code sets for use in reporting diagnoses and inpatient procedures.  This final rule requires the use of ICD-9-CM and its official coding and reporting guidelines by most health plans (including Medicare) by October 16, 2002.  The Administrative Simplification Act of 2001, however, permits plans and providers to apply for an extension until October 2003.  HHS anticipates that most plans and providers will obtain this extension.


The Official ICD-9-CM Guidelines for Coding and Reporting provides guidance on coding.  The ICD-9-CM Coding Guidelines for Outpatient Services, which is part of the Official ICD-9-CM Guidelines for Coding and Reporting, provides guidance on diagnosis coding specific to outpatient facilities and physician offices.


The ICD-9-CM Coding Guidelines for Outpatient Services (hospital-based and physician office) have instructed physicians to report diagnoses based on test results.  The Coding Clinic for ICD-9-CM confirms this longstanding coding guideline.  CMS conforms with these longstanding official coding and reporting guidelines.

The following are instructions and examples for coding specialists, contractors, physicians, hospitals, and other health care providers to use in determining ICD-9-CM codes for coding diagnostic test results.  The instructions below provide guidance on the appropriate assignment of ICD-9-CM diagnosis codes to simplify coding for diagnostic tests consistent with the ICD-9-CM Guidelines for Outpatient Services (hospital-based and physician office).  Physicians are responsible for the accuracy of the information submitted on a bill.


Additional examples of using ICD-9-CM codes consistently with the ICD-9-CM Coding Guidelines for Outpatient Services are provided at the end of this section.



A.
Determining the Appropriate Primary ICD-9-CM Diagnosis Code for Diagnostic Tests Ordered Due to Signs and/or Symptoms.--




1.
If the physician has confirmed a diagnosis based on the results of the diagnostic test, the testing facility or the physician interpreting the test should code that diagnosis.  The signs and/or symptoms that prompted ordering the test may be reported as additional diagnoses if they are not related or integral to the confirmed diagnosis.


Example 1:
A surgical specimen is sent to a pathologist with a diagnosis of “mole.”  The pathologist personally reviews the slides made from the specimen and makes a diagnosis of “malignant melanoma.”  The pathologist should report a diagnosis of “malignant melanoma” as the primary diagnosis.


Example 2:
A patient is referred to a radiologist for an abdominal CT scan with a diagnosis of abdominal pain.  The CT scan reveals the presence of an abscess.  The radiologist  should report a diagnosis of “intra-abdominal abscess.”


Example 3:
A patient is referred to a radiologist for a chest x-ray with a diagnosis of “cough”. The chest x-ray reveals a 3 cm peripheral pulmonary nodule.  The radiologist should report a diagnosis of “pulmonary nodule” and may sequence “cough” as an additional diagnosis.
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2.
If the diagnostic test did not provide a diagnosis or was normal, the interpreting physician should code the sign(s) or symptom(s) that prompted the treating physician to order the study.


Example 1:
A patient is referred to a radiologist for a spine x-ray due to complaints of “back pain”.  The radiologist performs the x-ray, and the results are normal.  The radiologist should report a diagnosis of “back pain” since this was the reason for performing the spine x-ray.


Example 2:
A patient is seen in the ER for chest pain.  An EKG is normal, and the final diagnosis is chest pain due to suspected gastroesophageal reflux disease (GERD).  The patient was told to follow-up with his primary care physician for further evaluation of the suspected GERD.  The primary diagnosis code for the EKG should be chest pain because the EKG was normal and a definitive cause for the chest pain was not determined.




3.
If the results of the diagnostic test are normal or non-diagnostic, and the referring physician records a diagnosis preceded by words that indicate uncertainty (e.g., probable, suspected, questionable, rule out, provisional, or working), then the testing facility or the interpreting physician should not code the questionable diagnosis from the referring provider.  Rather, the testing facility or the interpreting physician should report the sign(s) or symptom(s) that prompted the study.  Do not report diagnoses labeled as uncertain because they are considered by the ICD-9-CM Coding Guidelines as unconfirmed.  This is consistent with the requirement to code the diagnosis to the highest degree of certainty.


Example:
A patient is referred to a radiologist for a chest x-ray with a diagnosis of “rule out pneumonia.”  The radiologist performs a chest x-ray, and the results are normal.  The radiologist should report the sign(s) or symptom(s) that prompted the test (e.g., cough).



B.
Instruction to Determine the Reason for the Test.--As specified in §4317(b) of the Balanced Budget Act (BBA), referring physicians are required to provide diagnostic information to the testing entity at the time the test is ordered.  Note if the order is communicated via telephone, both the treating physician/practitioner or his/her office and the testing facility must document the telephone call in their respective copies of the beneficiary’s medical records.


1.
On the rare occasion when the interpreting physician does not have diagnostic information as to the reason for the test and the referring physician is unavailable to provide such information, it is appropriate to obtain the information directly from the patient or the patient’s medical record if it is available.  The source of the information pertaining to the reason for the test should be documented in the patient’s medical record.  However, an attempt should be made to confirm any information obtained from the patient by contacting the referring physician.




Example 1:
A patient is referred to a radiologist for a gastrograffin enema to rule out appendicitis.  However, the referring physician does not provide the reason for the referral and is unavailable at the time of the study.  The patient is queried and indicates that he/she saw the physician for abdominal pain, and was referred to rule out appendicitis.  The radiologist performs the x-ray, and the results are normal.  The radiologist should report the abdominal pain as the primary diagnosis.
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2.
In the event the physician's interpretation of the test result is unclear or ambiguously stated in the patient’s medical record, either the attending physician or the physician that performed the test should be contacted for clarification.  This may result in the reporting of symptoms or a confirmed diagnosis.




3.
If the test (i.e., lab test) has been performed and the results are back, but the patient’s physician has not yet reviewed them to make a diagnosis, or there is no physician interpretation, then code the symptom or the diagnosis provided by the referring physician.




4.
In the event the individual responsible for reporting the codes for the testing facility or the physician’s office does not have the report of the physician interpretation at the time of billing, the individual responsible for reporting the codes for the testing facility or the physician’s office should code what they know at the time of billing.  Sometimes reports of the physician’s interpretation of diagnostic tests may not be available until several days later, which could result in delay of billing.  Therefore, in such instances, the individual responsible for reporting the codes for the testing facility or the physician’s office should code based on the information/reports available to them, or what they know, at the time of billing.



C.
Incidental Findings.--Incidental findings should never be listed as primary diagnoses.  If reported, incidental findings may be reported as secondary diagnoses by the testing facility or the physician interpreting the diagnostic test.


Example 1:
A patient is referred to a radiologist for an abdominal ultrasound due to jaundice.  After review of the ultrasound, the interpreting physician discovers that the patient has an aortic aneurysm.  The testing facility or the interpreting physician reports jaundice as the primary diagnosis and may report the aortic aneurysm as a secondary diagnosis because it is an incidental finding.


Example 2:
A patient is referred to a radiologist for a chest x-ray because of wheezing. The x-ray is normal except for scoliosis and degenerative joint disease of the thoracic spine.  The testing facility or the interpreting physician reports wheezing as the primary diagnosis since it was the reason for the patient’s visit, and may report the other findings (scoliosis and degenerative joint disease of the thoracic spine) as additional diagnoses.


Example 3:
A patient is referred to a radiologist for a magnetic resonance imaging (MRI) of the lumbar spine with a diagnosis of L-4 radiculopathy.  The MRI reveals degenerative joint disease at L1 and L2.  The radiologist reports radiculopathy as the primary diagnosis and may report degenerative joint disease of the spine as an additional diagnosis.



D.
Unrelated/Co-Existing Conditions/Diagnoses.--Unrelated and co-existing conditions/diagnoses may be reported as additional diagnoses by the testing facility or the physician interpreting the diagnostic test.


Example:
A patient is referred to a radiologist for a chest x-ray because of a cough.  The result of the chest x-ray indicates the patient has pneumonia.  During the performance of the diagnostic test, it was determined that the patient has hypertension and diabetes mellitus.  The testing facility or interpreting physician reports a primary diagnosis of pneumonia.  The testing facility or the interpreting physician may report the hypertension and diabetes mellitus as secondary diagnoses.
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Diagnostic Tests Ordered in the Absence of Signs and/or Symptoms (e.g., screening tests).--When a diagnostic test is ordered in the absence of signs/symptoms or other evidence of illness or injury, the testing facility or the physician interpreting the diagnostic test should report the screening code as the primary diagnosis code.  Any condition discovered during the screening should be reported as a secondary diagnosis.


NOTE:  This instruction does NOT supersede statutory payment guidelines (i.e., Medicare's screening colonoscopy or sigmoidoscopy reporting guidelines.  If during the course of a screening colonoscopy or sigmoidoscopy a lesion or growth is detected, the lesion or growth should be reported as the primary diagnosis, not the reason for the test.  This is consistent with the instruction in Section A.).



F.
Use of ICD-9-CM To The Greatest Degree of Accuracy and Completeness.--This section explains certain coding guidelines that address diagnosis coding.  These guidelines are longstanding coding guidelines that have been part of the Official ICD-9-CM Guidelines for Coding and Reporting.

The testing facility or the interpreting physician should code the ICD-9-CM code that provides the highest degree of accuracy and completeness for the diagnosis resulting from the test, or for the sign(s)/symptom(s) that prompted the ordering of the test.


In the past, there has been some confusion about the meaning of “highest degree of specificity,” and in “reporting the correct number of digits.”  In the context of ICD-9-CM coding, the “highest degree of specificity” refers to assigning the most precise ICD-9-CM code that most fully explains the narrative description in the medical chart of the symptom or diagnosis.


Example 1:
A chest x-ray reveals a primary lung cancer in the left lower lobe.  The interpreting physician should report the ICD-9-CM code as 162.5 for malignancy of the left “lower lobe, bronchus or lung”, not the code for a malignancy of “other parts of bronchus or lung” (162.8) or the code for “bronchus and lung unspecified” (162.9).


Example 2:
If a sputum specimen is sent to a pathologist and the pathologist confirms growth of “streptococcus, type B” which is indicated in the patient’s medical record, the pathologist should report a primary diagnosis of 482.32 (Pneumonia due to streptococcus, Group B).  However, if the pathologist is unable to specify the organism, then the pathologist should report the primary diagnosis as 486 (Pneumonia, organism unspecified).


In order to report the correct number of digits when using ICD-9-CM, refer to the following instructions: 


ICD-9-CM diagnosis codes are composed of codes with 3, 4, or 5 digits.  Codes with 3 digits are included in ICD-9-CM as the heading of a category of codes that may be further subdivided by the use of fourth and/or fifth digits to provide greater specificity.  Assign three-digit codes only if there are no four-digit codes within that code category.  Assign four-digit codes only if there is no fifth-digit subclassification for that category.  Assign the fifth-digit subclassification code for those categories where it exists.




Example 3:
A patient is referred to a physician with a diagnosis of diabetes mellitus.  However, there is no indication that the patient has diabetic complications or that the diabetes is out of control.  It would be incorrect to assign code 250 since all codes in this series have 5 digits.  Reporting only three digits of a code that has 5 digits would be incorrect.  One must add two more digits to make it complete.  Because the type (adult
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onset/juvenile) of diabetes is not specified, and there is no indication that the patient has a complication or that the diabetes is out of control, the correct ICD-9-CM code would be 250.00.  The fourth and fifth digits of the code would vary depending on the specific condition of the patient.  One should be guided by the ICD-9-CM code book.


For the latest ICD-9-CM coding guidelines, please refer to the following Web site:

http://www.cdc.gov.nchs/datawh/ftpserv/ftpicd9/ftpicd9.htm#guide.


Refer to the following questions and answers for further guidance on determining the appropriate ICD-9-CM diagnoses codes.  The questions and answers are a listing that appeared in the American Hospital Association’s (AHA) Coding Clinic for ICD-9-CM (1st Qtr 2000).

Coding Clinic for ICD-9-CM.  Copyright 2000 by the American Hospital Association.  All rights reserved. Reprint granted with permission from the American Hospital Association.


Question 1:
A skin lesion of the cheek is surgically removed and submitted to the pathologist for analysis.  The surgeon writes on the pathology order, “skin lesion.”  The pathology report comes back with the diagnosis of “basal cell carcinoma.”  A laboratory-billing consultant is recommending that the ordering physician’s diagnosis be reported instead of the final diagnosis obtained by the pathologist.  Also, an insurance carrier is also suggesting this case be coded to “skin lesion” since the surgeon did not know the nature of the lesion at the time the tissue was sent to pathology.  Which code should the pathologist use to report his claim?


Answer 1:
The pathologist is a physician and if a diagnosis is made it can be coded.  It is appropriate for the pathologist to code what is known at the time of code assignment.  For example, if the pathologist has made a diagnosis of basal cell carcinoma, assign code 173.3, Other malignant neoplasm of skin, skin of other and unspecified parts of face.  If the pathologist had not come up with a definitive diagnosis, it would be appropriate to code the reason why the specimen was submitted, in this instance, the skin lesion of the cheek.


Question 2:
A patient presents to the hospital for outpatient x-rays with a diagnosis on the physician’s orders of questionable stone.  The abdominal x-ray diagnosis per the Radiologist is “bilateral nephrolithiasis with staghorn calculi.”  No other documentation is available.  Is it correct to code this as 592.0, Calculus of kidney, based on the radiologist’s diagnosis?


Answer 2:
The radiologist is a physician and he/she diagnosed the nephrolithiasis.  Therefore, it is appropriate to code this case as 592.0, Calculus of kidney.


Question 3:
A patient undergoes outpatient surgery for removal of a breast mass.  The pre- and post-operative diagnosis is reported as “breast mass.”  The pathological diagnosis is fibroadenoma.  How should the hospital outpatient coder code this?  Previous Coding Clinic advice has precluded us from assigning codes on the basis of laboratory findings.  Does the same advice apply to pathological reports?


Answer 3:
Previously published advice has warned against coding from laboratory results alone, without physician interpretation.  However, the pathologist is a physician and the pathology report serves as the pathologist’s interpretation and a microscopic confirmatory report regarding the morphology of the tissue excised.  Therefore, a pathology report provides greater specificity.  Assign code 217, Benign neoplasm of breast, for the fibroadenoma of the breast.  It is appropriate for coders to code based on the physician documentation available at the time of code assignment.
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Question 4:
A referring physician sent a urine specimen to the cytology lab for analysis with a diagnosis of “hematuria” (code 599.7).  However, a cytology report authenticated by the pathologist revealed abnormal cells consistent with transitional cell carcinoma of the bladder.  Although the referring physician assigned code 599.7, Hematuria, the laboratory reported code 188.9, Malignant neoplasm of bladder, Bladder, part unspecified.  For reporting purposes, what would be the appropriate diagnosis code for the laboratory and the referring physician?


Answer 4:
The laboratory should report code 188.9, Malignant neoplasm of bladder, Bladder, part unspecified.  It is appropriate to code the carcinoma, in this instance, because the cytology report was authenticated by the pathologist and serves as confirmation of the cell type, similar to a pathology report.  The referring physician should report code 599.7, Hematuria, if the result of the cytological analysis is not known at the time of code assignment.


Question 5:
A patient presents to the physician’s office with complaints of urinary frequency and burning.  The physician ordered a urinalysis and the findings were positive for bacteria and increased WBCs in the urine.  Based on these findings a urine culture was ordered and was positive for urinary tract infection.  Should the lab report the “definitive diagnosis,” urinary tract infection, or is it more appropriate for the lab to report the signs and symptoms when submitting the claim?


Answer 5:
Since this test does not have physician interpretation, the laboratory (independent or hospital-based) should code the symptoms (i.e., urinary frequency and burning).


Question 6:
The physician refers a patient for chest x-ray to outpatient radiology with a diagnosis of weakness and chronic myelogenous leukemia (CML).  The radiology report demonstrated no acute disease and moderate hiatal hernia.  For reporting purposes, which codes are appropriate for the facility to assign?


Answer 6:
Assign code 780.79, Other malaise and fatigue, and code 205.10, Myeloid leukemia, without mention of remission, for this encounter.  It is not necessary to report code 553.3, Diaphragmatic hernia, for the hiatal hernia, because it is an incidental finding.





(For CMS purposes, the primary diagnosis would be reported as 780.79 (Other malaise and fatigue), and the secondary diagnosis as 205.10 (Myeloid leukemia, without mention of remission, for this encounter).


Question 7:
A patient presents to the doctor’s office with a complaint of fatigue.  The physician orders a complete blood count (CBC).  The CBC reveals a low hemoglobin and hematocrit.  Should the lab report the presenting symptom fatigue (code 780.79) or the finding of anemia (code 285.9)?


Answer 7:
The laboratory (independent or hospital-based) should code the symptoms, because no physician has interpreted the results.  Assign code 780.79, Other malaise and fatigue, unless the lab calls the physician to confirm the diagnosis of anemia.
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232.

LABORATORY SERVICES FURNISHED TO NONHOSPITAL PATIENTS BY HOSPITAL LABORATORY

A nonhospital patient is an individual who is neither an inpatient nor outpatient of the hospital furnishing the service.  (See §210 for the definition of a hospital inpatient and §230.1 for the definition of a hospital outpatient.  See §400ff regarding bill preparation.)

235.

RENTAL AND PURCHASE OF DURABLE MEDICAL EQUIPMENT

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

o
The equipment meets the definition of durable medical equipment (§235.1); and

o
The equipment is necessary and reasonable for the treatment of the patient's illness or injury or to improve the functioning of his malformed body member (§235.2); and

o
The equipment is used in the patient's home (§235.6).

Payment may also be made under this provision for repairs, maintenance, and delivery of equipment as well as for expendable and nonreusable items essential to the effective use of the equipment subject to the conditions in §235.3.  (See §210.9 for additional coverage rules for occupational therapy.)

235.1
Definition of Durable Medical Equipment.--For purposes of coverage under Part B, durable medical equipment is equipment which:

o
Can withstand repeated use;

o
Is primarily and customarily used to serve a medical purpose;

o
Generally is not useful to a person in the absence of illness or injury; and

o
Is appropriate for use in the home.  

All requirements of the definition must be met before an item is considered to be durable medical equipment.

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

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

1.
Equipment Presumptively Medical.--Items such as hospital beds, wheelchairs, hemodialysis equipment, iron lungs, respirators, intermittent positive pressure breathing machines, medical regulators, oxygen tents, crutches, canes, trapeze bars, walkers, inhalators, nebulizers, commodes, suction machines and traction equipment presumptively constitute medical equipment.  (Although hemodialysis equipment is a prosthetic device (§ 228.4), it also meets the definition of durable medical equipment, and reimbursement for the rental or purchase of such equipment for use in the beneficiary's home will be made only under the provisions for payment applicable to durable medical equipment.

2.
Equipment Presumptively Nonmedical.--Equipment which is primarily and customarily used for a nonmedical purpose may not be considered "medical" equipment for which payment can be made under the medical insurance program.  This is true even though the item has some remote medically related use.  For example, in the case of a cardiac patient, an air conditioner might possibly be used to lower room temperature to reduce fluid loss in the patient and to restore an environment conducive to maintenance of the proper fluid balance.  Nevertheless, because the primary and customary use of an air conditioner is a nonmedical one, the air conditioner cannot be deemed to be medical equipment for which payment can be made.

Other devices and equipment used for environmental control or to enhance the environmental setting in which the beneficiary is placed are not considered covered durable medical equipment.  These include, for example, room heaters, humidifiers, dehumidifiers, and electric air cleaners.  Equipment which basically serves comfort or convenience functions or is primarily for the convenience of a person caring for the patient, such as elevators, stairway elevators, posture chairs, and cushion lift chairs do not constitute medical equipment.  Similarly, physical fitness equipment, e.g., an exercycle; first-aid or precautionary-type equipment, e.g., preset portable oxygen units; self-help devices, e.g., safety grab bars; and training equipment, e.g., speech teaching machines and braille training texts, are considered nonmedical in nature.
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3.
Special Exception Items.--Specified items of equipment may be covered under certain conditions even though they do not meet the definition of durable medical equipment because they are not primarily and customarily used to serve a medical purpose and/or are generally useful in the absence of illness or injury.  These items would be covered when it is clearly established that they serve a therapeutic purpose in an individual case and would include:

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

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

In establishing medical necessity (§235.2) for the above items, the evidence must show that the item is included in the physician's course of treatment and a physician is supervising its use.

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

235.2
Necessary and Reasonable.--Although an item may be classified as durable medical equipment, it may not be covered in every instance.  Coverage in a particular case is subject to the requirement that the equipment be necessary and reasonable for treatment of an illness or injury, or to improve the functioning of a malformed body member.  These considerations will bar payment for equipment which cannot reasonably be expected to perform a therapeutic function in an individual case or will permit only partial payment when the type of equipment furnished substantially exceeds that required for the treatment of the illness or injury involved.

A.
Necessity for the Equipment.--Equipment is necessary when it can be expected to make a meaningful contribution to the treatment of the patient's illness or injury or to the improvement of his malformed body member.  In most cases the physician's prescription for the equipment will be sufficient to establish that the equipment serves this purpose.

B.
Reasonableness of the Equipment.--Even though an item of durable medical equipment may serve a useful medical purpose, the intermediary will also consider to what extent, if any, it would be reasonable for the Medicare program to pay for the item prescribed.  The following considerations will enter into the intermediary's determination of reasonableness:
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1.
Would the expense of the item to the program be clearly disproportionate to the therapeutic benefits which could ordinarily be derived from use of the equipment?

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

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

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

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

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

The provider may not charge the beneficiary for features not medically required by his condition and which cannot be considered in determining the provider's allowable costs unless the beneficiary or his representative has specifically requested the excessive or deluxe items or services with knowledge of the amount he is to be charged.

235.3
Repairs, Maintenance, Replacement, and Delivery.--Under the circumstances specified below, payment may be made for repair, maintenance, and replacement of medically required durable medical equipment which the beneficiary owns or is purchasing, including equipment which had been in
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use before the user enrolled in Part B of the program.  Since renters of equipment usually recover from the rental charge the expenses they incur with respect to maintaining in working order the equipment they rent out, separately itemized charges for repair, maintenance and replacement of rented equipment are not covered.

A.
Repairs.--Repairs to equipment which a beneficiary is purchasing or already owns are covered when necessary to make the equipment serviceable.  If the expense for repairs exceeds the estimated expense of purchasing or renting another item of equipment for the remaining period of medical need, no payment can be made for the amount of the excess.  (See C below where claims for repairs suggest malicious damage or culpable neglect.)

B.
Maintenance.--Routine periodic servicing, such as testing, cleaning, regulating and checking of the beneficiary's equipment is not covered.  Such routine maintenance is generally expected to be done by the owner rather than by a retailer or some other person who would charge the beneficiary. Normally, purchasers of durable medical equipment are given operating manuals which describe the type of servicing an owner may perform to properly maintain the equipment.  Thus, hiring a third party to do such work would be for the convenience of the beneficiary and would not be covered.

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

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

Cases suggesting malicious damage, culpable neglect or wrongful disposition of equipment as discussed in §235.5 should be reported to the intermediary.

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

235.4
Coverage of Supplies and Accessories.--Reimbursement may be made for supplies, e.g., oxygen, only when essential to the effective use of medically
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necessary durable medical equipment.  Medications which may be used in connection with durable medical equipment are generally not covered.  Medications fall within the drug restriction and are, therefore, not covered under Part B except for those which cannot be self-administered and are provided as incident to a physician's professional services.  This exception would apply to tumor chemotherapy agents such as methotrexate, 5-fluorouracil, and FUDR when used in conjunction with an infusion pump which is considered to be durable medical equipment.  Such drugs and related services in charging or recharging the pump are covered only when furnished by a physician or by a technician under circumstances which satisfy the requirements for coverage of the services of auxiliary personnel rendered incident to a physician's service.  (See §§ 230ff.)

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

235.5
Miscellaneous Issues Included in the Coverage of Equipment.--Payment can be made for the purchase of durable medical equipment even though rental payments may have been made for prior months.  This could occur where, because of a change in his condition, the beneficiary feels that it would be to his advantage to purchase the equipment rather than to continue to rent it.  When such a situation occurs, the provider may deduct all or part of the rentals paid from the purchase price of the equipment.

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

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

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

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

235.6
Definition of Beneficiary's Home.--For purposes of rental and purchase of durable medical equipment, a beneficiary's home may be his
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own dwelling, an apartment, a relative's home, a home for the aged, or some other type of institution.  However, an institution may not be considered a beneficiary's home if it:

A.
Meets at least the basic requirement in the definition of a hospital (§ 200), i.e., it is primarily engaged in providing by or under the supervision of physicians, to inpatients, diagnostic and therapeutic services for medical diagnosis, treatment, and care of injured, disabled, and sick persons, or rehabilitation services for the rehabilitation of injured, disabled, or sick persons; or

B.
Meets at least the basic requirement in the definition of a skilled nursing facility (§110.2) i.e., it is primarily engaged in providing to inpatients skilled nursing care and related services for patients who require medical or nursing care, or rehabilitation services for the rehabilitation of injured, disabled, or sick persons.

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

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

235.7
Payment for Durable Medical Equipment.--

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

1.
Rental Payments.--Where a provider rents durable medical equipment to a beneficiary, the provider will be reimbursed 80 percent of the reasonable cost of making the equipment available less any unmet deductible.  Where the provider rents the equipment to the patient, it submits an SSA-1483 for each month's rental charge.  The patient is responsible to the provider for any unmet deductible and the monthly coinsurance.

2.
Purchase of Equipment.--Where the provider sells the equipment to the patient, it submits one SSA-1483 to the intermediary showing the
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purchase price.  The intermediary prepares an SSA-1483 for each month it makes payment showing the amount of the periodic payment for that month.  The provider may either bill the patient once for his deductible and coinsurance liability or submit a bill to him each month.  When equipment is purchased, the intermediary determines in accordance with the following guidelines whether program payment is to be made in a lump sum or in periodic payments.

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

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

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

EXAMPLE:
In 8/73, Mr. Thomas, a paraplegic, signed an agreement with a hospital to purchase a wheelchair for $200 to use in his home. The wheelchair was delivered to him on 9/8/73, and the hospital submitted a bill.  The intermediary determined the reasonable rental charge was $20 a month.  Since Mr. Thomas did not have any other covered Part B expenses during the year, periodic payments for 9/73, 10/73, and 11/73 were withheld to satisfy the deductible.  The first installment became payable on 12/8/73. Since $40 of the deductible was met in the last quarter of 1973, payment for 1/74 was withheld to satisfy the remaining deductible of $20 for 1974. Periodic payments resumed 2/8/74.

C.
Determining Months for Which Periodic Payments May be Made for Purchased Equipment.--No payment may be made for any month throughout which the patient is in an institution which does not qualify as his home (see §235.6).  The rules for determining months for which periodic payments may be made for purchased equipment are:
Rev. 109










32i

235.7(Cont.)
COVERAGE OF SERVICES



11-74

1.
In cases where equipment is purchased for use in an institution which cannot be considered the patient's home, the use months during which the beneficiary was institutionalized are not covered, but are charged as periodic payment months determined per A.2.b. above.  Only those remaining installments (if any) attributable to months during all or part of which the patient was in his home may be considered covered for purposes of crediting the deductible and for reimbursement.  The following situation illustrates the application of this policy.

EXAMPLE:
On February 1, while confined to a participating hospital, Mr. Smith who had already met his deductible purchased a wheelchair for which the reasonable charge is $150 and the reasonable rental charge is $15 per month.  He remained in the hospital until June 10, when he was discharged to his home.  The intermediary determines that 10 monthly installments of $12 each (80 percent of $15) would ordinarily be paid beginning with the month of February.  Since Mr.  Smith was institutionalized February through May, no payments can be made for those months.  However, the payments at $12 each for the remaining 6 months, June through November, would be made if medical need continued through this period.

2.
A different rule applies where equipment is purchased by a patient for use in his home and he is subsequently admitted to an institution which cannot be considered his home.  (See §235.6 for definition of the beneficiary's home.)  In this case, payments would be simply suspended.  Upon return of the patient to his home, payments would resume without loss of monthly installments because of the institutionalization.  Assuming the deductible is met, payments would continue as long as the equipment is medically necessary or until 80 percent of the reasonable purchase price has been reimbursed, whichever occurs first.  The following example illustrates the application of this policy.

EXAMPLE:
Mrs. Jones, who had already met her deductible, purchased a wheelchair on February 1, which she used in her home until her admission to the hospital on April 15.  She was discharged from the hospital to her home on June 15 and continued to need the wheelchair.  The reasonable charge for the wheelchair was $150 and the reasonable rental charge was $15 per month.  The intermediary scheduled 10 monthly payments of $12 each (80 percent of $15) and paid for February, March, and April.  Since Mrs. Jones was hospitalized for the entire month of May, the fourth installment was suspended.  This installment became the June payment, and payments continued through December rather than November, as originally scheduled.

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

236.

AMBULANCE SERVICE

Ambulance service is covered only under Part B.  The cost of oxygen and its administration in connection with and as part of ambulance service is also covered.  The Part A intermediary is responsible for processing claims for ambulance service furnished by participating hospitals, and has responsibility for determining the compliance of the hospital's ambulance and crew.  Hospital ambulance services furnished "under arrangements" with suppliers can be covered only if the supplier meets the conditions discussed below.  (See §279 for the required certification for ambulance services.)

236.1
Vehicle and Crew Requirements.--

A.
Vehicle.--The vehicle must be a specially designed and equipped automobile or other vehicle (in some areas of the United States this might be a boat or plane) for transporting the sick or injured.  It must have customary patient care equipment including a stretcher, clean linens, first aid supplies, and oxygen equipment, and also such other safety and lifesaving equipment as is required by State or local authorities.

B.
Crew.--The ambulance crew must consist of at least two members.  Those crew members charged with the care of handling of the patient must include one individual with adequate first aid training; i.e., training at least equivalent to that provided by the standard and advanced Red Cross first aid courses.  Training "equivalent" to the standard and advanced Red Cross first aid training courses includes ambulance service training and experience acquired in military service, successful completion by the individual of a comparable first aid course furnished by or under the sponsorship of State or local authorities, an educational institution, a fire department, a hospital, a professional organization, or other such qualified organization.  On-the-job training involving the administration of first aid under the supervision of or in conjunction with training first aid personnel for a period of time sufficient to assure the trainee's proficiency in handling the wide range of patient care services that may have to be performed by a qualified attendant can also be considered as "equivalent training."

C.
Equipment and Supplies.--As mentioned above, the ambulance must have customary patient care equipment and first aid supplies.  Reusable devices and equipment such as backboards, neckboards, and inflatable leg and arm splints are considered part of the general ambulance service
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and would be included in the cost of the trip.  On the other hand, a separate cost based on actual quantities used may be recognized for nonreusable items and disposable supplies such as oxygen, gauze, and dressings required in the care of the patient during his trip.

236.2
Necessity and Reasonableness.--To be covered, ambulance service must be medically necessary and reasonable.

A.
Necessity for the Service.--Medical necessity is established when the patient's condition is such that use of any other method of transportation is contraindicated.  In any case, in which some means of transportation other than an ambulance could be utilized without endangering the individual's health, whether or not such other transportation is actually available, no payment may be made for ambulance service.

B.
Reasonableness of the Ambulance Trip.--A claim may be denied on the ground that the use of ambulance service was unreasonable in the treatment of the illness or injury involved (§ 260.1) notwithstanding the fact that the patient's condition may have contraindicated the use of other means of transportation.

236.3
The Destination.--As a general rule, only local transportation by ambulance is covered.  This means that the patient must have been transported to an institution (i.e., a hospital or a skilled nursing facility) whose locality (see E below) encompasses the place where the ambulance transportation of the patient began and which would ordinarily be expected to have the appropriate facilities for the treatment of the injury or illness involved.  In exceptional situations where the ambulance transportation originates beyond the locality of the institution to which the beneficiary was transported, full payment may be made for such services only if the evidence clearly establishes that such institution is the nearest one with appropriate facilities (see F below).

The institution to which a patient is transported need not be a participating institution.  However, in the case of a hospital, it must meet at least the requirements of § 200(a).  In the case of a nursing facility, it must be an institution which is primarily engaged in providing to inpatients skilled nursing care and related services for patients who require medical or nursing care, or rehabilitation services for the rehabilitation of injured, disabled, or sick persons.

The intermediary generally will not deny a claim for ambulance service to a participating hospital or SNF merely on the grounds that there is a nearer nonparticipating institution having appropriate facilities.

A.
Institution to Beneficiary's Home.--Ambulance service from an institution to the beneficiary's home is covered when his home is within the locality of such institution or where the beneficiary's home is
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outside of the locality of such institution and the institution in relation to his home is the nearest one with appropriate facilities.

B.
Institution to Institution.--Occasionally the institution to which the patient is initially taken is found to have inadequate facilities for treating him and he is then transported to a second institution having appropriate facilities.  In such cases, transportation by ambulance to both institutions would be covered provided the institution to which he is being transferred is determined to be the nearest one with appropriate facilities.  In these cases, transportation from such second institution to the patient's home could be covered if his home is within the locality served by that institution, or by the first institution to which he was taken.

C.
Round-Trip for Specialized Services.--(Effective with services furnished on or after March 15, 1978.)  Round-trip ambulance services are covered if a hospital inpatient goes to another hospital to obtain necessary specialized diagnostic and/or therapeutic services (such as a CT scan or cobalt therapy) and the following requirements are met:

1.
The patient's condition is such that use of any other method of transportation is contraindicated (§ 236.2);

2.
The services are not available in the hospital in which the individual is an inpatient; and

3.
The hospital furnishing the services is the nearest one with such facilities.

D.
Partial Payment.--Partial reimbursement may be made for otherwise covered ambulance service which exceeded the limits defined above.  Such payment should be based on the amount that would have been payable had the patient been transported from the pick-up point to the nearest appropriate facility.  However, when the beneficiary was transported from a distant hospital or a skilled nursing home to his residence, payment should be based on the amount that would have been payable had the beneficiary been transported to his residence from the nearest institution with appropriate facilities.

E.
Locality.--The term "locality" with respect to ambulance service means the service area surrounding the institution from which individuals normally come or are expected to come for hospital or skilled nursing services.
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EXAMPLE:
Mr. A becomes ill at home and requires ambulance service to the hospital.  The small community in which he lives has a 35-bed hospital.  Two large metropolitan hospitals are located some distance from Mr. A's community but they regularly provide hospital services to the community's residents.  The community is within the "locality" of the metropolitan hospitals and direct ambulance service to either of these (as well as to the local community hospital) is covered.

F.
Appropriate Facilities.--The term "appropriate facilities" means that the institution is generally  equipped to provide the needed hospital or skilled nursing care for the illness or injury involved.  It is the institution, its equipment, its personnel and its capability to provide the services necessary to support the required medical care that determine whether it has appropriate facilities.

EXAMPLE:
Mr. A becomes ill at home and requires ambulance service to the hospital.  The hospitals servicing the community in which he lives are capable of providing general hospital care.  However, Mr. A requires immediate kidney dialysis but the needed equipment is not available in any of these hospitals.  The service area of the nearest hospital having dialysis equipment does not encompass the patient's home. Nevertheless, in this case, ambulance service beyond the locality to the hospital with the equipment would be covered since it is the nearest one with appropriate facilities.

The fact that a more distant institution is better equipped, either qualitatively or quantitatively, to care for the patient does not warrant a finding that a closer institution does not have "appropriate facilities."  However, a legal impediment barring a patient's admission would permit a finding that the institution did not have "appropriate facilities." For example, the nearest tuberculosis hospital may be in another State and that State's law precludes admission of nonresidents.

An institution is not considered an appropriate facility if there is no bed available.  The intermediary, however, will presume that there are beds available at the local institutions unless evidence is furnished that none had a bed available at the time the ambulance service was provided.

The individual physician who practices in a hospital is not a consideration in determining whether the hospital has appropriate facilities.  Thus, ambulance service to a more distant hospital solely to avail a patient of the service of a specific physician or a physician in a specific specialty does not make the hospital in which the physician has staff privileges the nearest hospital with appropriate facilities.

G.
Ambulance Service to a Physician's Office is Not Covered.--There may be situations, however, where in the course of transporting a patient to a hospital, the ambulance stops at a physician's office because of the patient's dire need for professional attention and immediately thereafter the ambulance continues the trip to the hospital.  In such cases, the patient will be deemed not to have been transported to the physician's office and payment may be made for the entire trip.
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H.
Transportation Requested by a HHA.--Where a HHA finds it necessary to have a beneficiary transported by ambulance to a hospital or SNF to obtain home health services not otherwise available to the individual, the trip is covered as a Part B service only if the above coverage requirements are met.  Such transportation is not covered as a home health service.

I.
Coverage of Ambulance Service Furnished a Deceased Beneficiary.--An individual is considered to have expired as of the time he is pronounced dead by a person who is legally authorized to make such a pronouncement, usually a physician.  Therefore, if the beneficiary was pronounced dead by a legally authorized individual before the ambulance was called, no program payment may be made.  Where the beneficiary was pronounced dead after the ambulance was called but before pickup, the service to the point of pickup is covered.  If otherwise covered ambulance services were furnished to a beneficiary who was pronounced dead while enroute to or upon arrival at the destination, the entire ambulance service is covered.

J.
Air Ambulance Service.--In some areas, transportation by airplane might qualify as ambulance service.  Air ambulance services are covered only where:

o
The point of pickup is inaccessible by land vehicle; or

o
Great distances or other obstacles are involved in getting the patient to the nearest hospital with appropriate facilities and speedy admission is essential, i.e., in cases where transportation by land ambulance is contraindicated; and

o
All other conditions for coverage in §§236ff. are met.  The first two conditions could be met in places such as Hawaii, Alaska, and in other remote or sparsely populated areas of the continental United States.  Air ambulance service is covered in the relatively rare instances where the beneficiary's condition and the other circumstances of the case necessitated the use of this type transportation.  However, where land ambulance service would have sufficed, payment will be based on the amount payable for land ambulance if this is less costly.

237.
SERVICES OF INTERNS AND RESIDENTS

A.
General.--For Medicare purposes, the terms "interns" and "residents" include physicians participating in approved postgraduate training programs (see §210.6) and physicians who are not in approved programs but who are authorized to practice only in a hospital setting (e.g., unlicensed graduates of foreign medical schools).  Except for the services furnished by interns and residents outside the scope of their training program (see B below), the following types of services performed by interns and residents are reimbursable to the hospital under Part B on a reasonable cost basis:

o
Services by interns and residents not in approved training programs;

o
Services performed for hospital outpatients;
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o
Services of kinds which would otherwise be covered under Part A (see § 210.6) but for which the patient is not eligible under Part A (e.g., he has used up his days of inpatient hospital benefit eligibility).

B.
Services Furnished by Interns and Residents Outside the Scope of their Training Program.--The Medicare program reimburses for medical and surgical services furnished by residents and interns that are not related to the intern's or resident's training program and that are performed in an outpatient department or emergency room of a hospital. Such services may be covered as "physicians" services, reimbursable on a reasonable charge basis, but only where the following criteria are met:

o
The services are identifiable physicians' services, the nature of which requires performance by a physician in person and which contributes to the diagnosis or treatment of the patient's condition; 

o
The intern or resident is fully licensed as a physician for purposes of performing the services; and
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3.
the services are performed under the terms of a written contract or agreement and can be separately identified from those services that are required as part of the training program.

When these criteria are met, the services are considered to have been furnished by the individuals in their capacity as physicians and not in their capacity as interns and residents.

The Medicare carrier is expected to review the contracts/agreements for such services to assure compliance with the above criteria.

238.
CONTINUOUS AMBULATORY PERITONEAL DIALYSIS

Continuous ambulatory peritoneal dialysis (CAPD) is a variation of peritoneal dialysis that was developed as an alternative mode of 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 a dialysate to pour into his 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 when the patient wakes up in the morning, and the last 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.

238.1
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 S. 238.3A.  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 the Health Standards and Quality Bureau.  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 will transmit this information to the facilities.  This interim approval will be in effect until final guidelines can be developed.

238.2
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 (e.g., 15 training days) may be covered routinely.  Additionally 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 S. 238.3.D.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 patient'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 claims must be documented for medical necessity.  It is recognized that under certain circumstances the form of supplemental dialysis may be hemodialysis.
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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.

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.

1.
Every Month.--

BUN  



Total Protein

Creatinine   



Albumin

Sodium



Alk. Phosphatase

Potassium



LDH

CO2




SGOT

Calcium



Hct

Magnesium



Hgb

Phosphate



Dialysate Protein

2.
Every 3 Months.--

WBC

RBC

Platelet count

3.
Every 6 Months.--

Residual renal function

Bone mineral density

24 hour urine volume   

MNCV

Chest x-ray


EKG

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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238.3
Support Services and Supplies Furnished to Home CAPD Patients.--The CAPD certification referred to in § 238.1 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 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 support services are usually 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 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.), (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 §238.1.  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 or 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.
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239.
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 home 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 free-for-services 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 PL (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 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 and the target rate payment.

239.1
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 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.

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 patient's 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.
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F.
Home Dialysis Aide (Home Aide).--A person who meets the qualifications et by the facility and all applicable State and local laws to assist self-care home dialysis ESRD patients in the performance of home dialysis.

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 anesthesia, and rubber gloves.

H.
Routine ESRD Related Laboratory Tests.--Routine laboratory tests include those tests and their frequencies as set forth in Section 50-17 of the Coverage Issues Appendix.

239.2
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 form 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;
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3)
where necessary, the services of trained home dialysis aides;

4)
purchase and delivery of all necessary home dialysis supplies; and

5)
routine ESRD related laboratory tests.

(See Section 239.1 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 2717.4A of the Provider Reimbursement Manual 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.
Hemodialysis

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
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Section 2717.2C of the Provider Reimbursement Manual.  If the facility bills for any sessions in excess of this frequency, the bills must be accompanied by medical justification acceptable to the intermediary.

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 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. l 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 dialysis support services under paragraph A can only be covered under the target rate.  Because payment for these services is already included in the target rate, reimbursement to physicians would be duplicated and therefore is not permitted.
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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 rate.

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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