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Provider-Based Physicians
3145.
PROVIDER-BASED PHYSICIAN'S SERVICES.

The services of provider-based physicians (e.g., those on a salary, or percent​age arrangement, lessors of departments, etc., whether or not they bill patients directly) include two distinct elements, the professional component, and the provider component.  The services of interns and residents, however, are reimbursable to the provider on a reasonable cost basis even though the intern or resident is a licensed physician.

A.
The Professional Component.--The professional component of provider-based physicians' services includes those services directly related to the medical care of the individual patient.  (No Part B charge can be recognized for autopsy services.)  Services to individual patients must be specially billed by the physician or, with his authorization, by the provider, or by a partnership, corporation, or other organization of physicians.  When such services are performed by a faculty member of a medical, osteopathic, or dental school, billing by the school with the physician's authorization is an additional alternative.  (See §3604 for billing by the provider for these services.)

B.
The Provider Component.--Provider-based physicians often perform pro​fes​sional services other than those directly related to the medical care of individual patients.  These may involve teaching, administrative, and autopsy services, and other services that benefit the provider's patients as a group.  Such physician services, not directly related to an individual patient, if compensated, must be considered in computing reimbursable provider costs.  Reimbursement for such costs is made under Part A where they relate to inpatient services and under Part B where they relate to outpatient services and inpatient ancillary services where Part A coverage has been exhausted.  (See §3910 on distinguishing between professional and provider components for reimbursement purposes.)

C.
The Roles of the Fiscal Intermediary and Carrier.--The provider's Part A intermediary will obtain from the provider the information that it and the Part B carrier need to make payment determinations where the services of provider-based physicians are involved.  The Part A intermediary has the responsibility for reviewing and approving the reasonableness of the agreement between provider and physician on the allocation of physician compensation (received from or through the provider) between (1) the portion attributable to provider services, i.e., services to the institution and (2) the portion attributable to physician services, i.e., identifiable services rendered by the physician to individual patients.  If the provider and physician fail to agree or if their agreement appears unreasonable, the Part A intermediary and the Part B carrier will jointly assist in resolving the issue.  (§3912.1A)  The Part B carrier is responsible for review and approval, in accordance with the applicable principles, of the basis for Part B charges for services of provider-based physicians, i.e., the schedule of such charges if the item-by-item method of determination is used, the uniform percentage if the optional method of determination is used, or the unit charge if the per diem or per visit method is used.
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3145.1
Health Care Prepayment Plans (HCPPs), Health Maintenance Organizations (HMOs) and Competitive Medical Plans (CMPs).--Reimbursement of Professional Component.--An HCPP, HMO or CMP may make a written agreement with a hospital, or with physicians in a hospital, to reimburse the professional component of the hospital-based physician's charge for services to plan members entitled to Part B.

The hospital or physician agrees to provide services in return for a reasonable payment based on a stipulated amount.  Billing is made directly to the plan.  If the hospital bills, it may use any formal billing form normally used for this purpose.  If the physician bills, he may use his personal billing form, or if he prefers, the Medicare billing form.  The plan will arrange the billing method with the hospital and physicians and will verify that the physicians have authorized the hospital to bill for them.  The plan will make reimburse​ment directly to the hospital or the physician based upon the stipulated amount.

Where a hospital has an arrangement with a group practice prepayment plan to provide services to the plan's members, and bills the plan, it will not submit a bill to the intermediary for the professional component for in-hospital or outpatient services provided by its salaried physicians.

Plans which have or propose to make these arrangements have been instructed to work closely with the hospital's intermediary to assure proper processing and payment of bills.

These arrangements do not alter existing instructions for determining provider costs of hospital-based physician services.

This procedure will not be used by HMOs and CMPs that have a risk contract with HCFA. All Part B nonprovider bills must be processed by the risk HMO/CMP except in the case where the enrolled member has selected the Hospice option.

3145.2
Preadmission Diagnostic Services Furnished at Hospital to Which Patient is Admitted.--(Effective only for otherwise covered services furnished after December 4, 1980, and before July 19, 1984.)  Reimbursement is made under Part B for the full reasonable charge for otherwise covered physicians' services that are preadmission diagnostic services furnished on an outpatient basis in a qualified hospital, if the patient is admitted to that same hospital within 7 days and the physician agrees to accept assignment for all preadmission dia​gnostic services that he furnishes.  This means that 100 percent reimbursement is made for the reasonable charges for such services, not subject to the coinsurance, regardless of whether inpatient benefits are payable.  (These services remain subject, however, to the Part B deductible.)

NOTE:
A qualified hospital, including a tuberculosis or psychiatric hospital, is a hospital that meets all of the conditions of participation.  All participating hospitals are considered qualified hospitals.  Assume that a nonparticipating hospital is not a qualified hospital unless there is evidence to the contrary, in which event request verification of the status of the institution from the appropriate RO.

A.
Covered Services.--Physicians' services may be paid in full subject to the conditions described in the following paragraphs.

B.
Reasonableness and Necessity.--The services must be reasonable and necessary as specified in §3151.  Also see Coverage Issues Appendix 50-28.
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C.
Inpatient Status.--Since preadmission diagnostic services may be paid in full only if the patient is admitted as an inpatient within 7 days, the usual requirements to establish inpatient status apply.  See §§3101 and 3112.3D.

D.
Conditions of Payment.--Preadmission diagnostic services must be:

1.
Essential to the administration and interpretation of a diagnostic test, study or procedure;

2.
Furnished within 7 calendar days prior to the date of the patient's admission to the hospital as an inpatient; and

3.
Services which would have had to be performed after the admission if they had not been performed prior to the admission.

Additionally, the results of the testing must be available at the time of the patient's admission.

Such services as taking patients' histories or performing routine physical examinations are not "preadmission diagnostic services."  Consultations by physician specialists to interpret test results and to decide whether or not additional tests are needed may fall within the definition of "preadmission diagnostic services," however.

These conditions are intended to permit payment for otherwise covered preadmission diagnostic services in connection with admissions for both medical and surgical treatment, as well as when the patient is admitted for diagnostic study.

If services are found not to meet the criteria for preadmission diagnostic services, but are reasonable and necessary, they may be paid at the usual 80 percent rate, and waiver of liability does not apply, as explained in F, below.

E.
Reimbursement.--Use the regular reasonable charge process to determine the amount payable to physicians for preadmission diagnostic services, including existing guidelines to deal with special situations such as those involving medical complications and rare and unusual procedures.

F.
Waiver of Liability.--Waiver of liability does not apply to a finding that services are not preadmission diagnostic services.  That is, if payment of 80 percent of the reasonable charge is allowed, waiver does not apply.

3145.3
Agreement to Accept Assignment.--Carriers were previously instructed to notify physicians of the preadmission diagnostic services provision.  In addition, they were instructed to advise physicians to furnish certain specific items of information with claims for services that could possibly meet the requirements of this provision and be reopened for full payment at a later date. Thus, for services which meet the requirements of §3145.2 for full payment (or would meet those requirements if all or part of the deductible were not applicable), each claim which is reopened for full payment must include the following elements:

1.
The place of services (hospital outpatient department) and the name and address of the hospital where the services were performed;

2.
The date of the patient's admission to that hospital;
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3.
The date of each service performed on an outpatient basis in that hospital;

4.
A notation on the claim form as follows:  "preadmission diagnostic services;" and

5.
An indication of agreement by the physician (or by a hospital, medical group or other entity when authorized to bill and receive payment for the services in its name--see §§3604.1ff.) to accept assignment for the preadmission diagnostic services on that particular claim and for all such services for which payment under the preadmission diagnostic services provision is claimed.
3-58.10B
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3146.

RADIOLOGICAL AND PATHOLOGICAL SERVICES FURNISHED TO HOSPITAL INPATIENTS

Prior to the Omnibus Reconciliation Act of 1980 (P.L. 96-499), the Medicare Part B program in all cases paid 100 percent of the reasonable charges (no deductible and coinsurance) for physicians' radiological and pathological services covered under Part B, furnished to an inpatient of a qualified hospital by a physician in the field of radiology or pathology.  Under the Omnibus Reconciliation Act, the Medicare Part B program pays 100 percent of the reasonable charges for such services only if the physician has in effect an agreement to accept Medicare Part B assignment for all such services he furnishes to hospital inpatients.  If he does not have such an agreement in effect, the program pays 80 percent of the reasonable charges after the application of any unmet deductible.

The amendment is effective for services furnished after June 30, 1981.  Radiological or pathological services furnished prior to July 1, 1981, to inpatients of qualified hospitals by physicians in the field of radiology or pathology will be reimbursed at the 100 percent rate in all cases even though the claim is filed after that date.

Expenses for which 100 percent of the reasonable charges are payable are not creditable to the Part B deductible, whether those expenses are incurred before July 1, or after June 30, 1981.

The definitions of such terms as "qualified hospital," "inpatient," radio​logical services," "pathological services," "field of radiology," and "field of pathology" are the same in applying the provisions in effect before July 1, and after June 30, 1981.

A qualified hospital is a hospital that meets all of the conditions of participation. All participating hospitals are considered qualified hospitals.  Intermediaries and carriers may assume that a nonparticipating hospital is not a qualified hospital, unless they have information that raises a question as to the validity of that assumption.  In the latter event, verification of the status of the institution should be requested from the appropriate regional office.  The meaning of the other terms is explained below.

A.
Inpatient Status, For 100 percent reimbursement to be made for ser​vices furnished by physicians in the field of radiology or pathology, the beneficiary must be an inpatient of a qualified hospital at the time the services are rendered.  An inpatient is a person who has been admitted as an inpatient with the expectation that he will remain at least overnight and occupy a bed even though it later develops that he can be discharged or transferred to another hospital and does not actually use a bed overnight.

The beneficiary's relationship to the facility in which the physician furnishes the services does not affect the 100 percent reimbursement provision.  For example, where an inpatient of a qualified hospital which is not equipped to provide radiation therapy is transported temporarily to another facility and returns the same day,  the inpatient status is maintained.
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In the case of services furnished before July 1, 1981, the method of billing does not affect the 100 percent reimbursement provision.  The controlling factor is the inpatient status of the beneficiary. For example, in the case of a non-hospital-based radiologist who furnished radiology services to an inpatient of a qualified hospital, Part B reimbursement for services furnished before July 1, 1981, is at 100 percent whether the hospital or physician bills the program or the beneficiary.  For 100 percent reimbursement to be made for physician radiology or pathology services to hospital inpatients after June 30, 1981, the person or entity doing the billing must enter into an agreement to accept assignment for all such services for which he or it is authorized to bill.  See §§3146.1 -3146.2.

B.
Billing for Radiological and Pathological Services Provided to Hospital Inpatients.--Subject to the requirements of §§3604.1ff and to the assignment agree​ment requirement that applies after June 30, 1981, a hospital and a physi​cian are free to decide whether the charges for the physician's services are to be billed by the hospital or by the physician, as well as to determine the additional elements of the parties' financial arrangements with each other.

1.
Where the physician has authorized the hospital to combine bill on his behalf, it will not be necessary, in most cases, to break down the bill into professional and hospital components on a patient-by-patient basis.  The exceptions are situations in which:

a.
the Part A expenses are less than the Part A deductible;

b.
the patient is not enrolled under Part B; or

c.
Part B, rather than Part A, benefits are involved.

Reimbursement for the combined charge will be made on an interim basis by the Part A intermediary from the Part A funds.  Adjustments between the Part A and Part B trust funds will be made at the end of the hospital's fiscal year.  Where the combined billing method is used, it must be used for the services of all radiologists or pathologists in the department.  (See §3604.6)

2.
Where a separate claim (HCFA-1554 or HCFA-1500) is filed by the hos​pital for the physician’s services, reimbursement for the professional component is made from Part B funds by the carrier and is subject to adjustment as provided by §2108.7 of the Provider Reimbursement Manual.  Reimbursement for the Part A component of these services is made by the intermediary.

3.
A hospital-based physician in the field of radiology or pathology may, if he chooses, accept an assignment and submit a bill to the program, or may bill the beneficiary for the services furnished to the inpatient of a qualified provider.  In the case of services furnished after June 30, 1981, one hundred percent reimbursement may be made, however, only where the physician has in effect the required agreement to accept assignments.
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In some cases, the radiologist or pathologist may own or lease the equipment and bear some or all of the direct expenses of operating a hospital department.  Where, under such an arrangement, the physician rather than the hospital bills patients and insurers, no allocation between Part A and Part B services is required, and the services are covered under Part B on a reasonable charge basis for 100 percent reimbursement for inpatients (subject after June 30, 1981, to the requirement for an agreement to accept assignments) and 80 percent (after the deductible) for outpatients and nonprovider patients.  However, where the same conditions exist and the hospital bills for the physician ser​vices, Part A -Part B allocation must be made.  The component representing physician compensation is reimbursed under Part B (at 80 or 100 percent depend​ing on the status of the patient and, after June 30, 1981, on whether the hospital entered into the required agreement to accept assignments.)   That is, program reimbursement is based on a determination of actual departmental costs rather than the physician's charges.  (However, in this situation as indicated in 1 above, where the hospital uses the inpatient combined billing method, the Part A and Part B allocation would not be made on a claim by claim basis.)

C.
Definition of Radiological and Pathological Services.--The term "radio​logical services" means services in which X-rays or rays from radioactive substances are used for diagnostic or therapeutic purposes.  Such services include but are not limited to radium therapy, the use of radioisotopes for diagnostic or therapeutic purposes (as in nuclear medicine), and diagnostic tests such as angiograms, aortograms, pyelograms, myelograms, arteriograms, and ventriculograms, and ultrasonic diagnostic procedures performed before January 1, 1975.  Effective with procedures performed after December 31, 1974, ultra​sonic diagnostic procedures are not considered radiological services, i.e., the physician's charge for his professional service is subject to the applicable Part B deductible and coinsurance.

The term "pathological services" refers to services performed in both clinical and anatomical pathology.  Included are microbiological, serological, chemical, hematological, biophysical, cytological, immunohematological, and pathological examinations performed on materials derived from the human body, to provide information for the diagnosis, prevention, or treatment of a disease or assessment of a medical condition.

Such tests as basal metabolism rate tests, electroencephalograms, and electro​cardiograms are considered to be neither radiological nor pathological ser​vices.  Therefore, reimbursement for such tests can be made only at the 80 percent rate after recognition of the deductible, and the combined billing method may not be used for such services rendered to hospital inpatients.

D.
Field of Radiology or Pathology.--Reimbursement can be made at the 100 percent rate for only those radiological and pathological services performed by physicians in the fields of radiology and pathology.  A physician in the "field of radiology or pathology" includes not only a specialist in one of those fields, i.e., a radiologist or a pathologist, but also a physician who normally performs or supervises the radiological or pathological services for all of the patients of a particular hospital, even though the physician does not otherwise specialize in radiology or pathology.  An example of this situation is a small hospital which has no radiologist but designates a physician to handle
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or supervise the hospital's radiological procedures.  The full reasonable charge for the radiological services of this physician rendered in such a capacity could be covered.  (In addition, it is not always necessary that a physician perform the full range of radiological services for the 100 percent reimbursement provision to be applicable.  A physician can be considered in the field of radiology if he normally performs one or more types of covered radio​logical services for the inpatients of a particular hospital.  For example, where a neurosurgeon possesses equipment with which he performs a particular covered diagnostic radiological service for all the patients of a hospital who require the service, the neurosurgeon would be considered a physician in the field of radiology.)  On the other hand, the reading of an X-ray film as part of his usual services for his own patients by, for example, an attending physician or a surgeon would normally be covered only as regular physician's services; i.e., the basis for reimbursement would be 80 percent of the reasonable charge, subject to the deductible.

E.
Status of Independent Laboratory.--An independent laboratory is by definition independent of a physician's office or a hospital.  It is not considered "a physician in the field of radiology or pathology" even where it is physician-directed and provides services requiring performance by a physi​cian.  (A radiological facility is not considered an "independent laboratory" for program purposes.)  Where an independent laboratory provides diagnostic laboratory services to patients (including hospital inpatients) and bills the patient or program directly, the services are reimbursable at 80 percent of the reasonable charge, subject to the deductible.

A provider, however, may purchase the services of an independent laboratory for its patients "under arrangements," in which case the program reimburses on the basis of reasonable provider costs.  For example, where a hospital obtains such services for its inpatients, the services are covered under Part A (regardless of whether the laboratory is physician-directed) and are reimbursable at 100 percent of the reasonable cost.  (A hospital may not purchase services "under arrangements" from a leased laboratory on its premises.)  In the case of services obtained by a hospital from a noncertified independent laboratory, see § 3101.5C.

3146.1
Who Must Execute the Agreement--The agreement to accept assignment (as required after June 30, 1981) for all radiological or pathological services furnished by a physician to hospital inpatients must be filed by:

A.
The physician, with respect to those services for which he bills and receives payment in his own name.

B.
The hospital, medical group, or other entity, with respect to those services for which it is authorized to bill and receive payment in its name.
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3146.2
Scope of the Agreement.--

A.
Physician Bills in His Own Name.--For full payment to be made directly to a physician in the field of radiology for his covered physician radiological services furnished to inpatients of qualified hospitals, he must agree to accept assignment for all such services for which he bills and receives payment in his own name.

For full payment to be made directly to a physician in the field of pathology for his covered physician pathological services furnished to inpatients of qualified hospitals, he must agree to accept assignment for all such services for which he bills and receives payment in his own name.

B.
Hospital, Medical Group, or Other Entity Bills for Physician Services.-For full payment to be made to a hospital, medical group, or other entity for covered physician radiological services furnished to inpatients of qualified hospitals by physicians in the field of radiology, the entity must agree to accept assignment for all such services for which the entity is authorized to bill and receive payment in its name.

For full payment to be made to a hospital, medical group, or other entity for covered physician pathological services furnished to inpatients of qualified hospitals by physicians in the field of pathology, the entity must agree to accept assignment for all such services for which the entity is authorized to bill and receive payment in its name.

A hospital may not use the combined billing procedure for either radiological or pathological services unless it has in effect the agreement described in this subsection with respect to services in that field.

C.  Examples of the Rules in A and B.--

EXAMPLE 1:  A radiologist provides radiological and other services in Hospital A and Hospital B.  He bills in his own name for his services in Hospital A and has entered into a contractual arrangement with Hospital B giving it the right to bill and receive payment for his radiological services in that hospital.  He files an agreement to accept assignment in all cases for the radiological services for which he bills in his own name. Hospital B does not file such an agreement with respect to the physician radiological services for which it has the right to bill and receive payment.  Medicare Part B pays the physician 100 percent of the reasonable charges for his covered radiologi​cal services to inpatients of Hospital A but all Medicare payments for the physician's services to inpatients in Hospital B are subject to deductible and coinsurance.

EXAMPLE 2:  Same facts as in EXAMPLE 1 but Hospital B files the agree​ment to accept assignment from all inpatients for the physician radiological services for which it has the right to bill and receive payment but the physi​cian does not file such an agreement with respect to the radiological services - in Hospital A - for which he bills and receives payment.  Medicare Part B pays Hospital B 100 percent of the reasonable charges for the physician's cov​ered radiological services to inpatients of Hospital B but the Medicare Part B payments for the physician's services to inpatients of Hospital A are subject to deductible and coinsurance.
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EXAMPLE 3:  A physician who engages in general practice in two small rural hospitals A and B also undertakes to provide the pathological services in those hospitals. He bills for his services in the field of general practice in his own name while Hospital A and Hospital B have the contractual right to bill and receive the payments for his pathological services in the respective hospitals.  Hospital A, but not Hospital B, files an agreement to accept assign​ment in all cases with respect to physician pathological services that are furnished to hospital inpatients and for which it has the right to bill and receive payment.  Medicare Part B pays Hospital A 100 percent of the reasonable charges for the covered physician pathological services furnished by the physi​cian to inpatients of that hospital while all payments for such services in Hospital B are subject to deductible and coinsurance.

D.
Requirements for Payment to an Entity for Physician Services.--The requirements for payment to a hospital, medical group, or other entity for a physician's services are stated in §§3604.1ff. Among other requirements, the contractual arrangement between the entity and the physician must apply to all or a well-defined category of his services.  That category must be consistent with proper determination of Part B reimbursement and may not be based on whether the patient has Medicare or the entity accepts assignment.

3146.3
Language of the Agreement.--

A.
Physician Bills in His Own Name.  The following language must be used for the agreement to accept assignments, if the physician bills in his own name:

Name of Physician


Identification Number 
As a condition for receiving direct payment from the Medicare Part B program of 100 percent of Medicare approved charges for covered physician (radiological or pathological) services which I furnish to inpatients of qualified hospitals and for which I bill and receive payment in my own name, I agree to accept Medicare Part B assignment with respect to all such services for which I bill and receive payment in my own name.  Under the terms of an assignment, the Medicare approved charge is the full charge for the service.  The agreement shall be effective with services furnished on or after              .  (The physician shows here the date he desires, subject to the condition that such date be no earlier than the day the agreement is mailed or handed over to a Medicare carrier having jurisdiction of claims for services included in the agreement and no later than the 90th day thereafter.) I agree to submit no claims for services included in the agreement to a carrier until the carrier has acknowledged in writing that it has received the agreement and accepted the specified effective date.  The agreement shall cease to be effective with services furn​ished more than 15 days after a carrier having jurisdiction of claims included in the agreement receives my written request for revocation of the agreement.

(Signature)



(Date)

Address:
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Separate agreements should be entered into for radiology and pathology in the rare event the physician practices in both fields.

B.  Hospital, Medical Group, or Other Entity Accepts Assignment on a General Basis for Inpatient Services by Radiologists or Pathologists.--The following language must be used for the agreement if a hospital, medical group, or other entity wishes to enter into an agreement to accept assignments for services which are furnished to hospital inpatients by physicians practicing in the field of radiology or pathology and for which the entity is authorized to bill and receive payment:

Name of Entity

Identification Number
As a condition for receiving direct payment from the Medicare Part B program of 100 percent of Medicare approved charges for covered physi​cians' (radiological or pathological) services which are furnished to inpatients of qualified hospitals by physicians in the field of (radi​o​logy or pathology) and for which (name of entity), hereafter called "the entity," is authorized to bill and receive payment in its name, the entity agrees to accept Medicare Part B assignment with respect to all such services for which the entity is authorized to bill and receive payment in its name.  Under an assign​ment, the Medicare approved charge is the full charge for the service.  This agreement shall be effective with services furnished on or after             .  (The entity shows here the date it desires, subject to the condition that such date be no earlier than the day the agreement is mailed or handed over to a Medicare carrier or intermediary having jurisdiction of claims for services included in the agreement and no later than the 90th day thereafter.)  The entity agrees to submit no claims for services included in the agreement to a carrier or intermediary until the carrier or intermediary has acknowledged in writing that it has received the agreement and accepted the specified effective date. The agreement shall cease to be effective with services furnished more than 15 days after a carrier or intermediary having jurisdiction of claims included in the agreement receives the entity's written request for revocation of the agreement.

(Signature of authorized

(Date)

 official of entity)

(Title)

Address of entity:
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Separate agreements should be entered into for radiology and pathology.

3146.4
Where Agreement Should Be Filed.--The agreement to accept assignments for physician radiological or pathological services to hospital inpatients must be filed with a Medicare contractor (carrier or intermediary) having jurisdic​tion of claims for which 100 percent payment may be made under the agreement.  (The term "Medicare contractor" includes HCFA's Office of Direct Reimbursement or Group Health Plans Operations Staff where that Office or Staff has jurisdic​tion.)

A hospital should file the agreement with its intermediary with respect to those services for which it uses the combined billing procedure and with the carrier with respect to those services for which it bills on HCFA-1554 or HCFA-1500 (and on HCFA-1490 as long as claims are filed on this form). A physician, medical group, or other carrier dealing entity should file its agreement with its area carrier.  (See §3146.8B for the agreement requirements for carrier and direct dealing group practice prepayment plans (GPPPs) and Health Maintenance Organizations (HMOs)).  In all cases, the person or entity filing the agreement should address it to the contractor, Attention:  Medicare Program Section 943 Agreement. If a physician (or carrier dealing entity) submits claims to more than one area carrier (e.g., because he has offices in more than one carrier's jurisdiction), he should file the agreement with the carrier to which he expects to submit the most claims for full payment and note on the agreement the other area carrier(s) to which he expects to submit such claims and the addresses of his offices in the other carrier jurisdiction(s).

3146.5
Effective Date of the Agreement and Contractor Action on Receiving It.--The agreement to accept assignments shall be effective with services furnished on or after the date the physician, or the entity entitled to bill and receive payment for physician services, specifies in the agreement, subject to the following conditions:

1.
The date specified may be no earlier than the day on which the physician or entity mails or hands the agreement over to a carrier or intermediary having jurisdiction of claims included in the agreement and no later than the 90th day after that day; and

2.
The physician or entity agrees to submit no claims to a carrier or intermediary for services included in the agreement until that carrier or intermediary has acknowledged in writing that it has received the agreement and accepted the specified effective date.

These requirements will enable physicians and entities to make their agreements effective immediately but preclude the submission of claims until the contractors have had the opportunity to reflect the filing of the agreements in their systems.

The Medicare contractor that receives the agreement must ordinarily immediately annotate it, preferably by stamp, with the following statement, which should be initialed:

Received by (name of contractor) (date)

Effective (date specified in the agreement)
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Where an agreement with an acceptable effective date is filed with the area carrier, that carrier will immediately send a photocopy of the annotated agree​ment to any other area carrier noted in the agreement and to the Travelers Insurance Company, Railroad Retirement Board Claims Office for the region(s) in which the physician's or entity's office(s) are located.  In Oklahoma, the area carrier, Aetna Life and Casualty, will also send a copy to the Oklahoma Department of Public Welfare.  When a contractor sends a copy of the agreement to another contractor, it should address the copy to the contractor: Medicare Program Section 943 Agreement.

Each contractor receiving a copy of the annotated agreement from another con​tractor should also annotate it in the same manner as the original contractor.  (Each annotation will show a different contractor but the same effective date.)

After a contractor that received a copy of the agreement either directly or indirectly from a physician or entity has processed the agreement into its system (see §3146.9A), it should send a photocopy of the annotated agreement back to the physician or entity that submitted the agreement.  Thus, the physician or entity will receive an annotated copy of the agreement from each contractor having jurisdiction of his or its claims.

3146.6
 Termination of Agreement.--A physician, hospital, medical group or other entity may revoke its agreement to accept assignments by filing a written revocation request with the contractor having jurisdiction of claims for which full payment may be made under the agreement (the intermediary in the case of a hospital doing combined billing for the services, the area carrier in other cases).  The revocation is ordinarily effective for services furnished more than 15 days after the request is received by the contractor.  However, the physician or entity revoking the agreement and the carrier or intermediary may establish a later effective date for the termination, by mutual consent.

The physician or entity should address the request for revocation to the con​tractor, Attention:  Medicare Program Section 943 Agreement.  A physician (or carrier dealing entity) filing a revocation request should note thereon any other area carrier(s) to which he submits claims for full payment, giving the address of his office(s) in the other carrier jurisdiction(s).

The Medicare contractor that receives the revocation request must immediately annotate it, preferably by stamp, with the following statement, which should be initialed:

"Received by (name of contractor) (date)

 Effective date (16th day after date of receipt)."

The contractor should then immediately send a photocopy of the annotated revo​ca​tion request back to the physician or entity that submitted the agree​ment.
The area carrier with which a revocation request is filed will also send a photocopy of the annotated revocation request to the other carriers noted on the revocation or in its files as being area carriers to which the physician or entity submits claims for full payment and to the Travelers Insurance Company, Railroad Retirement Board Claim
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Office for the region(s) in which the physician's or entity's office(s) are located.  In Oklahoma, the area carrier, Aetna Life and Casualty, will also send a copy to the Oklahoma Department of Public Welfare.  When a contractor sends a copy of the revocation request to another contractor, it should address the copy to the other contractor, Attention:  Medicare Program Section 943 Agreement.

3146.7
Physician or Entity Moves.--An agreement to accept assignments remains in effect if a physician (or entity) changes contractor jurisdiction.  If there is such a change, the physician (entity) should furnish the new contrac​tor with a copy of his annotated agreement before submitting any claims to that contrac​tor.

3146.8
Submission of Claims Under Agreement.--

A.
General.-The agreement to accept assignments does not change the proce​dures for submitting claims or the information to be shown on claims.  More​over, even though a physician (or entity) has entered into an agreement to accept assignments for certain services on a continuing basis, he should still indicate acceptance of assignment on the individual claims where this is called for by the claim form.

B.
Group Practice Prepayment Plans (GPPPs) and Health Maintenance Organizations (HMOs).--Most GPPPs and HMOs permit physician radiological and pathological services that are furnished on an inpatient hospital basis to plan members who are Part B enrollees to be billed by the physician or medical group to the member or the carrier, or by the hospital to the intermediary or car​rier, rather than to the GPPP or HMO.  Only those GPPPs and HMOs that provide for those services to be billed to the GPPP or HMO must enter into an agreement under these instructions, in order for the GPPP or HMO to obtain the 100 per​cent reimbursement.  The agreement should be filed by a carrier dealing GPPP with its carrier and by a direct dealing GPPP or HMO with the Group Health Plans Operation Staff, HCFA.

3146.9
Carrier and Intermediary Action.--
A.
Payment controls.--Carriers and intermediaries must "flag" their sys​tems with the necessary information to insure proper payment action on claims under their jurisdiction for radiological and pathological services furnished to hospital inpatients. This information would include the identification of the physician or entity which executed the agreement, whether radiology or pathology is involved, the effective date of the agreement, and, if the agree​ment has been terminated, its termination date.

B.
Recordkeeping.--Each carrier and intermediary should maintain a file on each physician and entity under its jurisdiction which has entered into the agreement(s) required for the contractor to make full payment to that physician or entity for radiological and/or pathological services.  That file should include the agreement(s), revocation requests and any related correspondence.
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Outpatient Physical Therapy, Occupational Therapy, 

and Speech Pathology Services
3147.
COVERAGE OF OUTPATIENT PHYSICAL THERAPY, OCCUPATIONAL THERAPY, AND SPEECH PATHOLOGY SERVICES.

Coverage of outpatient physical therapy, occupational therapy, and outpatient speech pathology services under Part B includes such services furnished by or under arrangements made by a participating provider of services.  For the purpose of this coverage, the term "provider of services" includes approved clinics, rehabilitation agencies, and public health agencies as well as parti​cipating hospitals, SNFs, and HHAs.  Reimbursement for these outpatient ser​vices is made to the provider on a reasonable cost basis.  The patient is responsible only for the regular Part B deductible and coinsurance amounts (i.e., the annual deductible and 20 percent coinsurance).  

NOTE:
Although coverage is available for a limited amount of physical or occupational therapy services furnished a patient by a physical or occupational therapist as an independent practitioner, no similar coverage exists for speech pathology services furnished by a speech pathologist as an independent practitioner.

3147.1
Services Furnished Under Arrangements With Providers.--A provider may make arrangements with others to furnish covered outpatient physical therapy, occupational therapy, or speech pathology services.  When such arrangements are made, receipt of payment by the provider for the arranged services must (as with services provided directly) relieve the beneficiary or any other person of further liability to pay for the services.  (See §3007.)

See §3149 for the special provisions relating to arrangements for outpatient physical therapy services that may be made by public health agencies and hospitals in rural communities.

3148.
CONDITIONS FOR COVERAGE OF OUTPATIENT PHYSICAL THERAPY, OCCUPATIONAL THERAPY, OR SPEECH PATHOLOGY SERVICES.

To be reimbursable under the Medicare program, outpatient physical therapy, occupational therapy, or speech pathology services furnished a beneficiary by a participating provider must meet all of the conditions set forth in §3101.8 A, B, and C, 3101.9 A, B, and C, or 3101.10A and the following requirements:

3148.1
Physician's Certification and Recertification.--(See §§3322 and 3350.)

3148.2
Outpatient Must be Under the Care of a Physician.--Outpatient physical therapy, occupational therapy, or speech pathology services must be furnished to an individual who is under the care of a physician.  There must be evidence in the clinical record of the patient that he has been seen by a physician at least every 30 days.  If the patient has not been seen by the physician within a 30-day period, the provider is responsible for contacting the physician.  This physician may be the patient's private physician, or a physician on the staff of the provider, or a physician associated with an institution which is the patient's residence, or a physician associated with a medical facility in which the patient is an inpatient.  The attending physician establishes or  
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reviews the plan of treatment and also makes the necessary certifications.  A plan of treatment may be established by either the physician or the qualified physical therapist, occupational therapist, or speech pathologist who will be providing such services.  However, the physician still must make the necessary certifications (see §§3148.3 and 3148.4).

3148.3
Outpatient Physical Therapy, Occupational Therapy or Speech Pathology Services Furnished Under a Plan.--Outpatient physical therapy, outpatient occupational therapy, or outpatient speech pathology services must be furnished under a written plan of treatment established by:

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

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

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

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

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

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

Changes to such plans also may be made pursuant to oral orders given by the pathologist to another qualified speech pathologist, by the occupational thera​pist to another qualified occupational therapist, or by the physical therapist to another qualified physical therapist, or by the therapist or pathologist to a registered professional nurse on the staff of the provider.  Such changes must be immediately recorded in the patient's records and signed by the indiv​idual receiving the orders.  While the physician may change a plan of treatment established by the pathologist or therapist providing such services, the thera​pist or pathologist may not alter a plan of treatment established by a physi​cian.
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The plan must be reviewed by the attending physician, in consultation with the physical therapist(s), occupational therapist(s), or speech pathologist(s) of the provider, at such intervals as the severity of the patient's condition requires, but at least every 30 days. Each review of the plan should contain the initials of the physician and the date performed.  The patient's plan normally need not be forwarded to the intermediary for review but will be retained in the provider's file.  The provider must certify on the billing form that the plan is on file (see §§3120.3, 3640.8-Item 22, and 3640.9).

3148.4
Requirement That Services be Furnished on an Outpatient Basis.--Out​patient physical therapy, occupational therapy, and speech pathology services are covered when furnished by a provider to its outpatients, i.e., to patients in their homes, to patients who come to the facility's outpatient department, or to inpatients of other institutions.  In addition, coverage includes physi​cal therapy, occupational therapy, and speech pathology services furnished by participating hospitals and SNFs to those of their inpatients who have ex​hausted their Part A inpatient benefits or who are otherwise not eligible for Part A benefits.  Providers of outpatient physical therapy, occupational ther​apy, and speech pathology services that have inpatient facilities, other than participating hospitals and SNFs, may not furnish covered outpatient physical therapy, occupational therapy, or speech pathology services to their own inpatients.

However, since the inpatients of one institution may be considered the out​patients of another institution, all providers of outpatient physical therapy, occupational therapy, and speech pathology services may furnish such services to inpatients of another health facility.  It should be noted that the certi​fied distinct part of an institution is considered to be a separate institution from a nonparticipating remainder.  Consequently, when only part of an institu​tion is certified as a participating provider of services, that certified dis​tinct part may render covered outpatient physical therapy, occupational ther​apy, or speech pathology services to the inpatients of the noncertified remain​der. The certified part must bill the program under Part B for outpatient phy​si​cal therapy, occupational therapy, and speech pathology services it fur​nishes to inpatients of the noncertified part.

While outpatient physical therapy, occupational therapy and speech pathology are covered when furnished in the home, when added expense is caused by a visit to the home, a question must be raised as to whether the rendition of the ser​vice in the home is reasonable and necessary.  Where the patient is not con​fined to his home, such added expense cannot be considered as reasonable and necessary for the treatment of an illness or injury since the home visit is substantially more costly than the medically appropriate and realistically feasible alternative pattern of care; e.g., in the facility's outpatient depart​ment.  Consequently, these additional expenses incurred by providers due to travel to a person who is not homebound are not covered.

Under the Medicare law, there is no authority to require a provider to furnish a type of service.  Therefore, a hospital or SNF may furnish physical therapy, occupational therapy, or speech pathology to its inpatients without having to set up facilities and procedures for furnishing those services to its out​patients.  However, if the provider chooses to furnish a particular service, it is bound by its agreement not to charge any individual or other person for items or services for which the individual is entitled to have payment made under the program.  Thus, whenever a hospital or SNF furnishes outpatient phy​si​cal therapy, occupational therapy, or speech pathology to a Medicare benefi​ciary (either directly or under arrangements with others) it must bill the pro​gram under Part B and may only charge the patient for the applicable deduc​tible and coinsurance.
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3149.
OUTPATIENT PHYSICAL THERAPY SERVICES FURNISHED IN THE OFFICE OF AN INDEPENDENTLY PRACTICING PHYSICAL THERAPIST UNDER ARRANGEMENTS MADE BY A PUBLIC HEALTH AGENCY OR HOSPITAL IN RURAL COMMUNITIES.

Where the provider is a public health agency or a hospital in a rural commu​nity, it may enter into arrangements to have outpatient physical therapy ser​vices furnished in the private office of a qualified physical therapist if the agency or hospital does not have the capacity to provide on its premises all of the modalities of treatment, tests, and measurements that are included in an adequate outpatient physical therapy program and the services and modalities which the public health agency or hospital cannot provide on its premises are not available on an outpatient basis in another accessible certified provider.
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General Exclusions From Coverage
3150.
GENERAL EXCLUSIONS

No payment can be made under either the hospital insurance or supplementary medical insurance program for certain items and services.

A.
Not reasonable and necessary (§3151);

B.
No legal obligation to pay for or provide (§3152);

C.
Paid for by a governmental entity (§3153);

D.
Not provided within United States (§3154);

E.
Resulting from war (§3155);

F.
Personal comfort (§3156);

G.
Routine services and appliances (§3157);

H.
Excluded foot care services and supportive devices for feet (§3158);

I.
Custodial care (§3159);

J.
Cosmetic surgery (§3160);

K.
Charges by immediate relatives or members of household (§3161).

L.
Dental services (§3162)

M.
Paid or expected to be paid under workers' compensation (§3163).

N.
Nonphysician services provided to a hospital inpatient which were not provided directly or arranged for by the hospital (§3164).

3151.
SERVICES NOT REASONABLE AND NECESSARY

Items and services which are not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve the functioning of a malformed body member are not covered.

3151.1
Devices Not Approved by FDA.--Medical devices which have not been approved for marketing by the FDA are considered investigational by Medicare and are not reasonable and necessary for the diagnosis or treatment of illness or injury, or to improve the functioning of a malformed body member.  Program payment, therefore, may not be made for medical procedures or services performed using devices which have not been approved for marketing by FDA.
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3152.
NO LEGAL OBLIGATION TO PAY FOR OR PROVIDE SERVICES

Program payment may not be made for items or services which neither the beneficiary nor any other person or organization has a legal obligation to pay for or provide.  This exclusion applies where items and services are furnished gratuitously without regard to the beneficiary's ability to pay and without expectation of payment from any source, such as free x-rays or immunizations provided by health organizations.  However, Medicare reimbursement is not precluded merely because a provider, physician, or supplier waives the charge in the case of a particular patient or group or class of patients, as the waiver of charges for some patients does not impair the right to charge others, including Medicare patients.  The determinative factor in applying this exclusion is the reason the particular individual is not charged.

The following sections illustrate the applicability of this exclusion to various situations involving services other than those paid for directly or indirectly by a governmental entity.  (For a discussion of the latter, see § 3153.)

A.
Indigency.--This exclusion does not apply where items and services are furnished an indigent individual without charge because of his inability to pay, if the provider, physician, or supplier bills other patients to the extent that they are able to pay.

B.
Provider, Physician, or Supplier Bills Only Insured Patients.--Some providers, physicians, and suppliers waive their charges for individuals of limited means, but they also expect to be paid where the patient has insurance which covers the items or services they furnish.  In such a situation, because it is clear that a patient would be charged if insured, a legal obligation to pay exists and benefits are payable for services rendered to patients with medical insurance if the provider, physician, or supplier customarily bills all insured patients--not just Medicare patients--even though non-insured patients are not charged.

Individuals with conditions which are the subject of a research project may receive treatment financed by a private research foundation.  The foundation may establish its own clinic to study certain diseases or it may make grants to various other organizations.  In most cases, the patient is not expected to pay for his treatment out-of-pocket, but if he has insurance, the parties expect that the insurer will pay for the services.  In this situation, a legal obligation is considered to exist in the case of a Medicare patient even though other patients may not have insurance and are not charged.

C.
Medicare Patient Has Other Health Coverage.--Except as provided in §§3419ff., 3490ff. and 3491ff., payment is not precluded under Medicare even though the patient is covered by another health insurance plan or program which is obligated to provide or pay for the same services.  This plan may be the type which pays money toward the cost of the services, such as a health insur​ance policy, or it may be the type which organizes and maintains its own facilities and professional staff. Examples of this latter type are employer and union sponsored plans which furnish services to special groups of employees or retirees or to union members, and group practice prepayment plans.

The exceptions to this rule are services covered by automobile medical or no-fault insurance (§§3419ff.), services rendered during a specified period of up to 30 months to 
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individuals entitled solely on the basis of end stage renal disease who are insured under an employer group health plan (§§3490ff.) and services rendered employed individuals age 65 or over and spouses age 65 or over of employed individuals of any age who are insured under an employer group health plan (§§3491ff.) and services covered by workers' compensation.  (See §§3407ff.)  In these cases, the other plan pays primary benefits and if the other plan does not pay the entire bill, secondary Medicare benefits may be payable. Medicare is also secondary to the extent that services have been paid for by a liability insurer.  (See §§3419ff.)

D.
Items Covered Under Warranty.--When a defective medical device such as a cardiac pacemaker is replaced under a warranty, hospital or other provider services rendered by parties other than the warrantor are covered despite the warrantor's liability.  However, consider recovering Medicare payment for such services under the liability insurance provisions in §§3419ff.

With respect to payment for the device itself, under cost reimbursement the following rules apply:  If the device is replaced free of charge by the warrantor, no program payment may be made, since there was no charge involved.  If, however, a replacement device from another manufacturer had to be substituted because the replacement device offered under the warranty was not acceptable to the beneficiary or his physician, payment may be made for the replaced device.  Also, if the warrantor supplied the replaced device, but some charge or pro rata payment was imposed, program payment may be made for the partial payment imposed for the device furnished by the warrantor.

If a hospital could have obtained an acceptable device free of charge under a warranty but chose to purchase one instead, payment cannot be made for the purchased device under the prudent buyer rules.  (See Provider Reimbursement Manual, Part 1, §2103.)  Also, if an acceptable device could have been pur​chased at a reduced price under a warranty but the hospital did not take advant​age of the warranty (i.e., it paid the full price to the original manufacturer or purchased the replacement device from a different manufac​turer), the most the hospital can receive as reimbursement for the purchased device is the amount it would have had to pay if it had pursued the warranty.  

While payments to a hospital for inpatient services under the prospective pay​ment system (PPS) are not reduced to reflect collections by the provider under warranty provisions for medical devices, cost-based reimbursed hospitals and exempt units are subject to the prudent buyer rules.

E.
Members of Religious Orders.--A legal obligation to pay exists where a religious order either pays for or furnishes services to members of the order.  Although medical services furnished in such a setting would not ordi​narily be expressed in terms of a legal obligation, the order has an obligation to care for its members who have rendered life-long services, similar to that existing under an employer's prepayment plan.  Thus, payment may be made for such services whether they are furnished by the order itself or by independent sources that customarily charge for their services.
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3153.
ITEMS AND SERVICES FURNISHED, PAID FOR OR AUTHORIZED BY GOVERNMENTAL ENTITIES--FEDERAL, STATE OR LOCAL GOVERNMENTS.

The law contains three separate exclusions applicable to items and services furnished, paid for or authorized by governmental entities.  In general payment may not be made for items and services:  (1) furnished by a provider (Govern​men​tal or nongovernmental) or other person at public expense pursuant to an authorization issued by a Federal agency (§3153.1); (2) furnished by a provider of services or agency of the Federal government (§3153.2); and (3) paid for directly or indirectly by a Federal, State, or local governmental entity (§3153.3).  Apply each of these exclusions separately, i.e., benefits are excluded where any one of the exclusions applies.

3153.1
Items and Services Which a Non-Federal Provider Furnishes Pursuant to an Authorization Issued by a Federal Agency.--

A.
VA Authorized Services.--Medicare does not pay for any item or service rendered by a non-Federal provider pursuant to an authorization issued by a Federal agency, under the terms of which the Federal government agrees to pay for the services.

The VA may authorize non-Federal providers to render services at Federal expense.  For example, the VA may pay for treatment of veterans in non-VA hos​pitals for service-connected disabilities and, in certain circumstances, for nonservice-connected disabilities, provided the VA has given prior authoriza​tion for the services.  The VA may also agree to pay for emergency services furnished a veteran who appears at a hospital without prior authorization, provided a notification of the veteran's admission and a request for authori​zation to provide care at VA expense is submitted to the VA within 72 hours after the admission.

The VA may authorize up to 6 months of care in non-VA SNFs for veterans requiring such care after transfer from a VA hospital.  Services furnished pursuant to a VA authorization do not count against the 100 days of extended care benefits available in a spell of illness. Where a veteran remains in an SNF until his VA benefits are exhausted, extended care benefits could begin under Medicare.  Such benefits begin with the first day after the VA benefits are exhausted, provided a physician certifies that the individual still requires skilled nursing care on a continuing basis for a condition for which he received inpatient hospital services or which arose while he was still being treated in the facility for such a condition.  The 3-day qualifying hospital stay and 30-day transfer requirements of the law must be met as of the time he entered the facility.

Where an authorization from the VA was not given to the party rendering the services, Medicare payment is not precluded even though the individual might have been entitled to have payment made by the VA had he requested the author​i​zation.  Also, Medicare secondary benefits may be payable where the VA author​izes fewer days than the total number of covered days in the stay.  (See sub​section C.)
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Generally it is advantageous for Medicare beneficiaries who are veterans to have items and services paid for by the VA where possible, since in most cases (see subsection E for exception) the VA has no deductible or coinsurance require​ments.  Also, services paid for in full by the VA do not count against the individual's maximum number of benefit days or visits available in a benefit period.  

B.
Services Authorized by Indian Health Service.--The Division of Indian Health of the United States Public Health Service authorizes private physicians and privately owned hospitals and nursing homes to provide treatment to Indians and their dependents under contractual arrangements with the Division of Indian Health.  In the case of such contract health services to Indians and their dependents entitled under the Indian Health Service (IHS) program and Medicare, Medicare is the primary payer and the IHS the secondary payer.

C.
Medicare Secondary Payment Where VA Authorizes Fewer Days Than Total Num​ber of Covered Days In the Stay.--The Medicare secondary payment is the lower of:

o
The gross amount payable by Medicare for all covered days in the stay (without regard to deductible or coinsurance) minus the amount paid by the VA for Medicare covered services, or

o
The gross amount payable by Medicare (without regard to deductible or coinsurance) minus any applicable Medicare deductible or coinsurance.

EXAMPLE:
The VA authorizes payment for 4 days of a 7-day stay.  Charges for the 4 days total $2,350.  The VA reimburses the hospital that amount.  The gross amount payable by Medicare (unreduced by deduc​tible and coinsurance) for the 7-day stay is $3,350. The benefici​ary's Part A deductible has not been met.  The Medicare secondary payment is determined by subtracting the VA payment from the gross amount payable by Medicare:  $3,350 - $2,350 = $1,000.

Medicare pays $1,000, which is less than the gross amount payable by Medicare minus the Medicare deductible ($3,350 - $540 = $2,810).  The beneficiary's Part A deductible is met by the VA payment.  

D.
Effect of VA Payments on Medicare Deductible and Utilization.--Where an authorization issued by the VA binds the VA to pay in full for the items and services, no payment may be made under Medicare.  When the VA pays in full, the services do not count against benefit maximums, e.g., the 90 days of inpatient hospital services or the 60-day lifetime reserve.  Charges which would be reim​burs​able by Medicare except for the fact that the VA paid in full for author​ized services may be credited to the Medicare deductibles.  

When the VA authorizes fewer days than the total number of covered days in the stay, Medicare utilization is determined as follows:

o
Divide the actual Medicare payment (as determined in subsection C) by the amount Medicare would have paid for covered charges as primary payer (i.e., the gross amount payable by Medicare for all covered days in the stay reduced by applicable Medicare deductible and coinsurance).
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o
Multiply this percentage by the number of covered days in the stay.

A partial day resulting from this calculation is not charged as a full day if it is less than .5 of a day, but is charged as a full day if it is .5 or more of a day.

EXAMPLE:
Same facts as presented in example in subsection C.  The amount Medicare would pay as a primary payer is $2,810 ($3,350 - $540 deductible). Utilization is determined as follows:  $1,000 /  $2,810 = .35 X 7 days = 2.45, rounded to 2 days.

When the VA pays an amount for Medicare covered services that is equal to, or less than, the deductible and coinsurance that would apply if Medicare was the primary payer, utilization is not reduced.

E.
VA Copayments.--The VA charges veterans copayments for treatment of nonservice-connected conditions if a veteran's income exceeds a specified amount (38 CFR Part 17).  The copayment amount is always paid by the veteran directly to the VA, i.e., the VA does not reduce its payments to providers.  If a beneficiary is charged a copayment by the VA for authorized services, a Medicare secondary benefit may be payable.  As a general rule, the VA does not authorize inpatient services at non-VA facilities for treatment of nonservice connected conditions.  Accordingly, you should receive few, if any, requests for reimbursement for a VA copayment for treatment in a non-VA provider.  If a beneficiary requests that you reimburse him for the amount of the VA copay​ment, he must submit to you, VA Form 10-9014, Statement of Charges for Medical Care, along with his request.  These requests will be handled on an ad hoc basis.  For further guidance contact:

HCFA, Bureau of Program Operations

Office of Program Operations Procedures

Division of Provider Procedures

1-H-3 Meadows East Building

6300 Security Boulevard

Baltimore, Maryland  21207
3153.2
Items and Services Furnished by Federal Provider of Services or Federal Agency.--Generally, Federal providers are excluded from participation in the Medicare program.  However, Federal hospitals, like other nonparticipating hos​pitals, may be paid for emergency inpatient and outpatient hospital ser​vices.  A provider or other facility acquired by the Department of Housing and Urban Development (DHUD) in the administration of an FHA mortgage insurance program is not considered to be a Federal provider or agency and this exclusion is not applicable to services furnished by such facilities.  The law provides exceptions to this exclusion which permit the following categories of Federal providers to participate in Medicare:

o
A Federal provider which is determined to be providing services to the public generally as a community institution or agency.  VA hospitals which have sharing agreements with non-VA participating hospitals, under which the VA hospitals furnish
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end-stage renal disease services to nonveterans, may be considered community hospitals with respect to any otherwise covered service rendered end-stage renal disease beneficiaries.  This exception does not apply to Federal clinics or other Federal health facilities which are not "providers of services" as defined in the Medicare law, i.e., which are not hospitals, SNFs, HHAs or comprehensive outpatient rehabilitation facilities. HCFA, OMB is responsible for processing claims for services furnished directly by Federal providers.  If you receive a request for Medicare reimbursement of such services forward the request to:

HCFA

Office of Management and Budget

Division of Accounting

P.O. Box 17255

Baltimore, Maryland  21203-7255

NOTE:
The VA copayment provisions mentioned in §3153.1 also apply to inpa​tient services furnished in a VA hospital.  If you receive a request for Medicare reimbursement of VA copayment amounts for emergency ser​vices furnished by VA hospitals, refer the request to HCFA, OMB.

o
Hospitals and SNFs of Indian Health Service.

3153.3
Items or Services Paid For by Governmental Entity.--Medicare payment may not be made for items or services paid for directly or indirectly by a Federal, State or local governmental entity. However, the law specifies that this exclusion does not prohibit payment for:  (1) items or services furnished under a health benefits or insurance plan established for employees of the governmental entity; (2) items or services furnished under one of the titles of the Social Security Act (such as medical assistance under title XIX); or (3) rural health clinic services.

A.
Application of Exclusion to State and Local Government Providers.-- Except for the two categories of facilities referred to below, payment may not be made for items and services which a State or local government facility furnishes free of charge; i.e., without expectation of payment from any source and without regard to the individuals' ability to pay.  A facility which reduces or waives its charges for patients unable to pay, or charges patients only to the extent of their Medicare and other health insurance coverage, is not viewed as furnishing free services and may therefore receive program payment.

Medicare regulations permit payment to the following two categories of governmental providers even though they furnish services free of charge:
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1.
Payment may be made for items and services furnished in or by a participating State or local Government hospital, including a psychiatric or tuberculosis hospital, which serves the general community.  A psychiatric hospital to which patients convicted of crimes are committed involuntarily is considered to be serving the general community if State law provides for voluntary commitment to the institution.  However, payment may not be made for services furnished in or by State or local hospitals which serve only a special category of the population, but do not serve the general community, e.g., prison hospitals.

2.
Payment may be made for items and services paid for by a State or local governmental entity and furnished an individual as a means of control​ling infectious diseases or because the individual is medically indigent.

B.
Application of Exclusion to Nongovernmental Providers.--Payment may not be made for items or services furnished by a nongovernmental provider if the charges have been paid for by a government program other than Medicare, or if the provider intends to look to another government program for payment, unless the payment by the other program is limited to the Medicare deductible and coinsurance amounts, as it is for certain individuals covered under CHAMPUS/CHAMPVA. (See §3153.3D.).

The mere fact that a nongovernmental provider receives government financing does not mean that the items and services it furnishes are considered paid for by a governmental entity.  However, if a clinic receives government financing earmarked for particular services to patients (e.g., in the form of a research grant), Medicare may not pay for the same services.

If an individual has the option of receiving care free of charge at a government provider or care which is not free at a nongovernment provider, and he chooses the latter, Medicare payment may be made for the care at the nongovernment provider.  However, items and services authorized by a Federal agency (for example, by the VA at a nongovernmental hospital) are excluded.  (See §3153.1.)

C.
Examples of Application of Government Entity Exclusion.--The following paragraphs explain the application of the governmental entity exclusion to various situations involving services rendered by governmental and nongovern​mental facilities:

1.
State Veterans Homes.--Many State governments operate veterans homes and hospitals.  These institutions are generally open only to veterans and certain dependents of veterans, and include domiciliary, hospital, infirm​ary, and/or nursing home type facilities.  These institutions are financed pri​marily from State funds; in addition, most receive nominal per diem payments from the VA for domiciliary care, hospital care, or nursing home type care for each veteran who would also qualify for admission to a VA hospital or domicili​ary.

When such a participating institution charges its residents and patients to the extent of their ability to pay, or seeks payment from available sources other than Medicare, benefits are payable for covered items and services furnished to Medicare beneficiaries. However, if it is the policy of the institution to admit and treat a veteran without charge simply because he is a veteran, or because he has a service-connected condition, payment would be precluded under title XVIII.
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Per diem amounts paid by the VA to State veterans homes on behalf of those patients who are otherwise eligible for care in a VA facility may be credited towards any deductible, coinsurance, or noncovered amounts required to be paid by the patient.  However, if a State veterans home collects amounts from the VA in excess of the applicable deductible and coinsurance, reduce the Medicare payment to the extent of such payments.

2.
State and Local Psychiatric Hospitals.--In general, payment may be made under Medicare for covered services furnished without charge by State or local psychiatric hospitals which serve the general community.  (See §3153.3A(1).)  However, payment may not be made for services furnished without charge to individuals who have been committed under a penal statute (e.g., defective delinquents, persons found not guilty by reason of insanity, and persons incompetent to stand trial).  For Medicare purposes such individuals are "prisoners," as defined in subsection 3, and may have services paid by Medicare only under the exceptional circumstances described there.

A psychiatric hospital to which patients convicted of crimes are committed is considered to be serving the general community if State law also provides for voluntary admissions to the institution.

3.
Prisoners.--Generally, no payment is made for services rendered to prisoners, since the State (or other government component which operates the prison) is responsible for their medical and other needs.  (For this purpose, the term "prisoner" means a person who is in the custody of the police, penal authorities, or other agency of a governmental entity.)  This is a rebuttable presumption that may be overcome only at the initiative of the government entity.  However, the entity must establish to your satisfaction, in consulta​tion with the RO, that:

o
State or local law requires that individuals in custody repay the cost of the services.

o
The State or local government entity enforces the requirement to pay by billing and seeking collection from all individuals in custody with the same legal status (e.g., not guilty by reason of insanity), whether insured or uninsured, and by pursuing collection of the amounts they owe in the same way and with the same vigor that it pursues the collection of other debts.  This includes collection of any Medicare deductible and coinsurance amounts and the cost of items and services not covered by Medicare.  

NOTE:
Require evidence that routine collection efforts include the filing of lawsuits to obtain liens against individuals' assets outside the prison and income derived from nonprison sources.

o
The State or local entity documents its case with copies of regulations, manual instructions, directives, etc., spelling out the rules and procedures for billing and collecting amounts paid for prisoners' medical expenses.  As a rule, inspect a representative sample of cases in which prisoners have been billed and payment pursued, randomly selected from both Medicare and non-Medicare eligibles.  The existence of cases in which the State or local entity did not actually pursue collection, even though there is no indication that the effort would have been unproductive, indicates that the requirement to pay is not enforced.
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D.
CHAMPUS (Civilian Health and Medical Program of Uniformed Services) and CHAMPVA (Civilian Health and Medical Program of Veterans Administration.--

1.
General.--CHAMPUS and CHAMPVA are similar programs administered by the Department of Defense, except that the Veterans Administration deter​mines the eligibility of persons seeking to establish entitlement to CHAMPVA coverage.  CHAMPUS provides benefits for health care services furnished by civilian providers, physicians, and suppliers to retired members of the Uni​formed Services and to spouses and children of active duty, retired, and deceased members.  The term "Uniformed Services" includes the Army, Navy, Air Force, Marine Corps, Coast Guard, and the Commissioned Corps of the U.S. Public Health Service and of the National Oceanic and Atmospheric Administration. CHAMPVA provides similar benefits for spouses and children of veterans who are entitled to VA permanent and total disability benefits and to widows and children of veterans who died of service-connected disabilities.

The governmental entity exclusion does not preclude Medicare payment for items or services furnished to a beneficiary who is also eligible for CHAMPUS/CHAMPVA benefit payments for the same services.  Medicare is the primary payer for such items and services, and CHAMPUS/CHAMPVA is a supplementary payer.  (See subsection D3.)

2.
Effect of Medicare Eligibility on CHAMPUS/CHAMPVA Entitlement.--CHAMPUS/CHAMPVA beneficiaries, other than dependents of active duty members, lose their entitlement to CHAMPUS/CHAMPVA if they qualify for Medicare Part A on any basis except the premium-HI provisions.  (See §3001.4.)  Individuals who are eligible for Medicare Part B benefits only, do not lose their entitlement to CHAMPUS/CHAMPVA benefits. If a Medicare beneficiary who has lost entitlement to CHAMPVA upon becoming entitled to Part A of Medicare, thereafter exhausts any Part A benefits, the individual can again be entitled to CHAMPVA. Once the individual reattains CHAMPVA benefits, he or she will not lose them by virtue of later again becoming eligible for Medicare Part A benefits.  There is no similar provision for CHAMPUS which enables an individual to reattain CHAMPUS eligibility after exhausting Medicare Part A benefits. Direct questions con​cerning this provision to the CHAMPVA Center.

3.
Medicare-CHAMPUS/CHAMPVA Relationship.--If a CHAMPUS/CHAMPVA bene​fi​ciary also has Medicare coverage, CHAMPUS/CHAMPVA reduces its liability in all cases by the amount payable by Medicare, i.e., Medicare is the primary payer and CHAMPUS/CHAMPVA supplements Medicare by paying the Medicare deduc​tible and coinsurance amounts and portions of the bill not covered by Medicare.  Thus, dually entitled individuals may be reimbursed up to 100 percent of expenses for items and services covered by both programs.

CHAMPUS/CHAMPVA has established policies and procedures which provide for (a) the identification of claimants who have coverage under both CHAMPUS/CHAMPVA and Medicare and (b) the detection of duplicate payments under both programs.  If CHAMPUS/CHAMPVA inadvertently pays amounts which duplicate Medicare payments for the same items or services, CHAMPUS/CHAMPVA will take steps to recover the incorrect CHAMPUS/CHAMPVA payments.

E.
Active Duty Members of Uniformed Services.--In limited circumstances, active duty members of the Uniformed Services may have care in civilian faci​lities paid for by the Army, Navy, Air Force, Marine Corps, or other appropri​ate uniformed service. Except for emergency services, prior approval is gener​ally required before such payment can be made.  Services furnished pursuant to such approval and services paid for or expected to be paid for by the Uniformed Services are not reimbursable under Medicare.
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3154.
SERVICES NOT PROVIDED WITHIN UNITED STATES

Items and services furnished outside the United States are excluded from coverage except for the following Canadian and Mexican services, and certain services rendered on board a ship:

o
Emergency inpatient hospital services where the emergency occurred:

--
While the beneficiary was physically present in the United States (§3698.4), or

--
In Canada while the beneficiary was traveling without unrea​son​able delay and by the most direct route between Alaska and another State.  (See §3698.4.)

o
Emergency or nonemergency inpatient hospital services furnished in a Canadian or Mexican hospital closer to, or substantially more accessible from, the beneficiary's United States residence than the nearest participating United States hospital which was adequately equipped to deal with and available to provide treatment of the illness or injury.  (See §§3698.5 and 3698.13.)

o
Physician and ambulance services furnished in connection with, and during a period of, covered foreign hospitalization.  Program payment may not be made for any other Part B medical and other health services, including outpatient services furnished outside the United States.  (See §3698.6.)

o
Services rendered on board a ship in a United States port, or within 6 hours of when the ship arrived at, or departed from, a United States port, are considered to have been furnished in United States territorial waters.  Services not furnished in a United States port, or within 6 hours of when the ship arrived at, or departed from, a United States port, are considered to have been furnished outside United States territorial waters, even if the ship is of United States registry.

o
Christian Science services furnished under specified conditions in a Christian Science sanatorium.  (See §3698.9.)

The term "United States" means the 50 States, the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, Guam, the Northern Mariana Islands, American Samoa and, for purposes of services rendered on a ship, includes the territorial waters adjoining the land areas of the United States.

A hospital that is not physically situated in one of the above jurisdictions is considered to be outside the United States, even if it is owned or operated by the United States Government.
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Payment may not be made for any item provided or delivered to the beneficiary outside the United States, even though the beneficiary may have contracted to purchase the item while he was within the United States or purchased the item from an American firm.  See §§3113.7C for rules on rental and periodic purchase payments for DME used outside the United States.

Under the Railroad Retirement Act, payment is made to QRRBs by the RRB for cov​ered hospital services furnished in Canadian hospitals as well as in the U.S.  Physician and ambulance services are not covered by the Railroad Retirement Act; however, under an agreement between HCFA and RRB, if the QRRB claims payment for Part B services in connection with Canadian hospitalization, RRB processes the Part B claim.  In such cases the RRB determines:

o
Whether the requirements in §§3698B and 3698.6 are met in regard to the inpatient services; and

o
Whether the physician and/or ambulance services were furnished in connection with the services.

3155.
SERVICES RESULTING FROM WAR

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

3156.
PERSONAL COMFORT ITEMS

Items which do not contribute meaningfully to the treatment of an illness or injury or the functioning of a malformed body member are not covered.

Charges for special items requested by the patient such as radio, television, telephone, and air conditioner, and beauty and barber services are excluded from coverage.  The patient may be charged for such a service if he has requested it with knowledge that he will be charged.  To avoid misunderstanding and disputes, the provider informs the individual when he requests such an item or service that there is a specified charge (not exceeding the customary charge).  Thereafter, the provider may not charge the patient more for the item or service than the charge specified.  A provider may not require a beneficiary to request noncovered items or services as a condition of admission or of continued stay.

Basic personal services such as simple barber and beautician services (e.g., shaves, haircuts, shampoos and simple hair sets) which patients need and cannot perform for themselves may be viewed as ordinary patient care when furnished by a long-stay institution.  Such services are covered costs reimbursable under Part A when included in the flat rate charge and provided routinely without charge to the patient by an SNF or by a general psychiatric or tuberculosis hospital.  The services are maintenance of at least a minimum level of personal hygiene, decency, 
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and presentability essential to the well-being of the patient and of other patients who must associate with him or her.  However, under the personal comfort exclusion, more elaborate services, such as professional manicures, hair styling, etc., are excluded even when furnished routinely and without special charge.

3157.
ROUTINE SERVICES AND APPLIANCES

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

The routine physical checkup exclusion applies to (a) examinations performed without relationship to treatment or diagnosis for a specific illness, symptom, complaint, or injury; and (b) examinations required by third parties such as insurance companies, business establishments, or Government agencies.

If the claim is for a diagnostic test or examination performed solely for the purpose of establishing a claim under title IV of Public Law 91-173, "Black Lung Benefits," the service is not covered under Medicare and the claimant should be advised to contact his/her social security office regarding the filing of a claim for reimbursement under the "Black Lung" program. 

The exclusions apply to eyeglasses or contact lenses, and eye examinations for the purpose of prescribing, fitting, or changing eyeglasses or contact lenses for refractive errors.  The exclusions do not apply to physicians' services (and services incident to a physicians' service) performed in conjunction with an eye disease, as for example, glaucoma or cataracts, or to postsurgical prosthetic lenses which are customarily used during convalescence from eye surgery in which the lens of the eye was removed, or to permanent prosthetic lenses required by an individual lacking the organic lens of the eye, whether by surgical removal or congenital disease.  Such prosthetic lens is a replacement for an internal body organ--the lens of the eye.  (See §3110.4.)

Expenses for all refractive procedures, whether performed by an ophthalmologist (or any other physician) or an optometrist and without regard to the reason for performance of the refraction, are excluded from coverage.

A.
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. (See items 1, 2, and 3.)  In cases where a vaccination or inoculation is excluded from coverage, deny the entire charge. 

1.
Pneumococcal Pneumonia Vaccinations.--Effective for services furnished on or after May 1, 1981, the Medicare Part B program covers pneumococcal pneumonia vaccines and its administration when furnished in compliance with any applicable State law, by any provider of services, or any entity or individual with a supplier number.  This includes revaccination of patients at highest risk or pneumococcal infection.  Typically these vaccines are administered once in a lifetime except for persons at high risk.  Effective July 1, 2000 Medicare does not require for coverage purposes that the vaccine must be ordered by a doctor of medicine or osteopathy.  Therefore, the beneficiary may receive the vaccine upon request without a physician’s order and without physician supervision.  
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An initial vaccine may be administered only to persons at high risk (see below) of pneumococcal disease.  Revaccination may be administered only to persons at highest risk of serious pneumococcal infection and those likely to have rapid decline in pneumococcal antibody levels, provided that at least 5 years have passed since receipt of a previous dose of pneumococcal vaccine.

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.

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. 

2.
Hepatitis B Vaccine.--The hepatitis B vaccine and its administration are covered under Medicare Part B when furnished to a Medicare beneficiary who is at high or intermediate risk of contracting hepatitis B.

High-risk groups currently identified include:

End Stage Renal Disease (ESRD) patients;

Hemophiliacs who receive Factor VIII or IX concentrates;

Clients of institutions for the mentally retarded;

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

Homosexual men; and

Illicit injectable drug abusers.
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Intermediate risk groups currently identified include:

Staff in institutions for the mentally retarded; and

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

EXCEPTION:

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

For Medicare program purposes, the vaccine may be administered upon the order of a doctor of medicine or osteopathy by home health agencies, skilled nursing facilities, ESRD facilities, hospital outpatient departments, persons recognized under the "incident to physicians' services" provision of the law, and, of course, doctors of medicine and osteopathy.

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

See §3112.4.B and Coverage Issues Manual, §50-17.

3.
Influenza Virus Vaccine.--Effective for services furnished on or after May 1, 1993, the Medicare Part B program covers influenza virus vaccine and its administration when furnished in compliance with any applicable State law by any provider of services or any entity or individual with a supplier number.

Typically, these vaccines are administered once a year in the fall or winter.  Medicare does not require for coverage purposes that the vaccine must be ordered by a doctor of medicine or osteopathy.  Therefore, the beneficiary may receive the vaccine upon request without a physician's order and without physician supervision.

B.
Antigens.--Prior to the Omnibus Reconciliation Act of 1980, a physician who prepared an antigen for a patient could not be reimbursed for that service unless the physician also administered the antigen to the patient.  Effective January 1, 1981, payment may be made for a reasonable supply of antigens that have been prepared for a particular patient even though they have not been administered to the patient by the same physician who prepared them if:  (1) the antigens are prepared by a physician who is a doctor of medicine or osteopathy, and (2) the physician who prepared the antigens has examined the patient and has determined a plan of treatment and a dosage regimen.  The associations of allergists that we consulted advised us that a reasonable supply of antigens is considered to be not more than a 12-week supply of antigens that has been prepared for a particular patient at any one time.  The purpose of the reasonable supply limitation is to assure that the antigens retain their potency and effectiveness over the period in which they are to be administered to the patient.  (See §3112.4.B.)
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3157.1
HEARING AID EXCLUSION


Section 1862(a)(7) of the Social Security Act states that no payment may be made under part A or part B for any expenses incurred for items or services "where such expenses are for . . . hearing aids or examinations therefore. . . " This policy is further reiterated at 42 CFR 411.15(d) which specifically states that "hearing aids or examination for the purpose of prescribing, fitting, or changing hearing aids" are excluded from coverage.


At the time of passage of the hearing aid exclusion, all hearing aids utilized functional air and/or bone conduction pathways to facilitate hearing.  We are clarifying that any device that does not produce as its output an electrical signal that directly stimulates the auditory nerve is a hearing aid for the purposes of Medicare payment policy.  Examples of hearing aids are devices that produce air-conducted sound into the external auditory canal, devices that produce sound by mechanically vibrating bone, or devices that produce sound by vibrating the cochlear fluid through stimulation of the round window.  Devices such as cochlear implants, which produce as their output an electrical signal that directly stimulates the auditory nerve, are not considered to be hearing aids for purposes of Medicare payment policy.  (See Coverage Issues Manual §65-14).

Medicare contractors are to deny payment for an item or service that is associated with any hearing aid as defined above.  This clarification is not meant to change policy for the medically necessary treatment of complications of implantable hearing aids, such as medically necessary removals of implantable hearing aids due to infection.  See §§3101 and 3101.14 of Part 3 of the Medicare Intermediary Manual.
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Exclusion of Foot Care and Supportive Devices for the Feet
3158.
EXCLUDED FOOT CARE SERVICES.

Effective January 1, 1968, the scope of covered foot care services under both Part A and B was limited by excluding the following types of services:

A.
Treatment of Flat Foot.--The term "flat foot" as defined as a condi​tion in which one or more arches in the foot have flattened out.  Services directed toward the care or correction of such condition are not covered.  (See §3158.2 for supportive devices; see also §3158.1 for situations where the initial diagnostic service will be covered.)

B.
Treatment of Subluxations of the Foot.--Subluxations of the foot are defined as partial dislocations or displacements of joint surfaces, tendons, ligaments or muscles of the foot.

Surgical or nonsurgical treatments undertaken for the sole purpose of correct​ing a subluxated structure in the foot as an isolated entity are not covered.

Reasonable and necessary diagnosis and treatment (except by the use of ortho​pedic shoes or other supportive devices for the foot) of symptomatic conditions such as osteoarthritis, bursitis (including bunion), tendonitis, etc., that result from or are associated with partial displacement of foot structures are covered services.  Surgical correction of a subluxated foot structure that is an integral part of the treatment of a foot injury or that is undertaken to improve the function of the foot or to alleviate an induced or associated symptomatic condition is a covered service.

This exclusion does not apply to the ankle joint (talo-crural joint).

C.
Routine Foot Care.--Routine foot care includes the cutting or removal of corns, or calluses, the trimming of nails (including mycotic nails)  and other hygienic and preventive maintenance care in the realm of self-care, such as cleaning and soaking the feet, the use of skin creams to maintain skin tone of both ambulatory and bedfast patients, and any services performed in the absence of localized illness, injury or symptoms involving the foot.  For example, foot care such as routine soaking and application of topical medica​tion on the physician's order between required visits to the physician is not covered.  In addition, any treatment of a fungal (mycotic) infection of the toenail is considered routine and not covered in the absence of (1) clinical evidence of mycosis of the toenail, and (2) compelling medical evidence documenting that the patient either (A) has a marked limitation of ambulation requiring active treatment of the foot, or (B) in the case of a nonambulatory patient has a condition that is likely to result in significant medical compli​cations in the absence of such treatment.

NOTE:

Effective July 1, 1981, the treatment of warts (including plantar warts) is no longer considered routine foot care.  As a result, services provided for the treatment of warts on the foot are covered to the same extent as services provided for the treatment of warts located elsewhere on the body.

Rev. 1189
3-63.4

3158 (Cont.)
COVERAGE OF SERVICES
02-85

Certain foot care procedures that are generally considered to be routine foot care--e.g., cutting or removal of corns, calluses, or nails--may pose a hazard when performed by a nonprofessional person on patients with a systemic condi​tion that has resulted in severe circulatory embarrassment or areas of desensi​tization in the legs or feet.  Although not intended as a comprehensive list, the following metabolic, neurological, and peripheral vascular diseases (with synonyms in parenthesis) most commonly represent the underlying conditions contemplated:

*Diabetes mellitus

Arteriosclerosis obliterans (A.S.O. arteriosclerosis of the extremities, occlusive peripheral arteriosclerosis)

Buerger's disease (thromboangiitis obliterans)

*Chronic thrombophlebitis

Peripheral neuropathies involving the feet

*Associated with malnutrition and vitamin deficiency

malnutrition (general, pellagra)

alcoholism

malabsorption (celiac disease, tropical sprue)

pernicious anemia

*Associated with carcinoma

*Associated with diabetes mellitus

*Associated with drugs and toxins

*Associated with multiple sclerosis

*Associated with uremia (chronic renal disease)

Associated with traumatic injury

Associated with leprosy or neurosyphilis

Associated with hereditary disorders

hereditary sensory radicular neuropathy

angiokeratoma corporis diffusum (Fabry's)

amyloid neuropathy

Where the patient's condition is one of these designated by an asterisk (*), routine procedures can be reimbursable but only if the patient is under the active care of a doctor of medicine or osteopathy for such a condition.

In evaluating whether the routine services can be reimbursed, a presumption of coverage may be made where the evidence available discloses certain physical and/or clinical findings consistent with the diagnosis and indicative of severe peripheral involvement. For purposes of applying this presumption the following findings are pertinent:

Class A Findings
- Nontraumatic amputation of foot or integral skeletal portion thereof
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Class B Findings
- Absent posterior tibial pulse

- Advanced trophic changes as:

(Three required.)

hair growth (decrease or ab​sence) nail changes (thickening) pigmentary changes (discolora​tion) skin texture (thin, shiny) skin color (rubor or redness)

- Absent dorsalis pedis pulse

Class C Findings
- Claudication

- Temperature changes (e.g., cold feet)

- Edema

- Paresthesias (abnormal spontaneous sensations in the feet)

- Burning

The presumption of coverage may be applied when the physician rendering the routine foot care has identified:  (1) a Class A finding; (2) two of the Class B findings; or (3) one Class B and two Class C findings.  Cases evidencing findings falling short of these alternatives may involve podiatric treatment that may constitute covered care and should be reviewed by the intermediary's medical staff and developed as necessary.

For purposes of applying the coverage presumption where the routine services have been rendered by a podiatrist, the intermediary may deem the active care requirement met if the claim or other evidence available discloses that the patient has seen an M.D. or D.O. for treatment and/or evaluation of the compli​cating disease process during the 6-month period prior to the rendition of the routine-type services.  The intermediary may also accept the podia​trist's state​ment that the diagnosing and treating M.D.  or D.O. also concurs with his findings as to the severity of the peripheral involvement indicated.

Services ordinarily considered routine may also be covered if they are per​formed as a necessary and integral part of otherwise covered services, such as diagnosis and treatment of diabetic ulcers, wounds, and infections.

Rev. 1237
3-63.6

3158.1
COVERAGE OF SERVICES
08-85

3158.1
Application of Foot Care Exclusions to Provider Services.-- Charges for provider services furnished in connection with noncovered foot care which are normally separately identified by the provider must be shown as noncovered charges and excluded from reimbursement.  However, the provider will not be expected to identify services in connection with noncovered foot care where it is neither the normal practice to separately identify the services nor admini​stratively feasible to establish a separate charge for such services, or where such services are performed as a necessary and integral part of otherwise cov​ered services.  In addition, where services or procedures are performed in con​nection with the diagnosis of specific symptoms or complaints which suggest the need for covered services, the initial diagnostic services will be consid​ered covered services regardless of the resulting diagnosis.

Where a patient who is receiving covered hospital services in connection with treatment of an illness or injury also receives hospital services in connection with noncovered foot care (e.g., routine hygienic foot care included as a regular part of the nursing care) and a separate charge is not made for such services, it would not be necessary to compute and exclude that portion of the hospital's charge which is attributable to the noncovered foot care.  If, however, a patient receives inpatient or outpatient hospital services for the purpose of noncovered foot care all of the hospital services received by the patient can be attributed to noncovered services and hence must be excluded from coverage.

An exception to this latter rule may be made where a doctor of medicine or osteopathy certifies that hospitalization is required for proper medical management of a systemic disease during noncovered foot treatment.  In such cases, the inpatient hospital services, including all ancillaries, may be covered even though no payment may be made for the professional services performed by the podiatrist or other physician in connection with the foot care.  (Development of such claims by the intermediary should follow the same guidelines outlined in Part A Intermediary Manual, §3101.7, with respect to claims for hospitalization for a noncovered dental procedure where a nondental impairment exists which requires medical management.)

It is expected that the foot care exclusions will have greater application to outpatient hospital services than to inpatient services.  For example, in the outpatient department it is more likely that the total services received on an occasion can be attributed to noncovered foot care and hence excluded.  In an outpatient situation it is also more likely that separate itemization of charges for noncovered foot care not integrally related to a covered
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procedure may be the usual practice, thereby permitting exclusion of such charges (as in the case of a separate excludable charge for routine foot care furnished as a hospital service as part of followup visits to a diabetic clinic).

3158.2
Supportive Devices for Feet.--Orthopedic shoes or other supportive devices for the feet are not covered.  The exclusion of orthopedic shoes does not apply to such a shoe if it is an integral part of a leg brace.

3159.
CUSTODIAL CARE

Custodial care is excluded from coverage. Custodial care serves to assist an individual in the activities of daily living, such as assistance in walking, getting in and out of bed, bathing, dressing, feeding, and using the toilet, preparation of special diets, and supervision of medication that usually can be self-administered.  Custodial care essentially is personal care that does not require the continuing attention of trained medical or paramedical person​nel.  In determining whether a person is receiving custodial care, consider the level of care and medical supervision required and furnished. Do not base the decision on diagnosis, type of condition, degree of functional limitation, or rehabilitation potential.

Institutional care that is below the level of care covered in a SNF is custo​dial care.  (See §3132.)  Some examples of custodial care in hospitals and SNFs are:

o
A stroke patient who is ambulatory, has no bladder or bowel involve​ment, no serious associated or secondary illnesses and does not require medical or paramedical care but requires only the assistance of an aide in feeding, dressing, and bathing;

o
A cardiac patient who is stable and compensated and has reasonable cardiac reserve and no associated illnesses, but who because of advanced age has difficulty in managing alone in the home, and requires assistance in meeting the activities of daily living; and

o
A senile patient who has diabetes which remains stabilized as long as someone sees to it that the patient takes oral medication and sticks to a prescribed diet.

Even if a patient's stay in a hospital or SNF is determined to be custodial, some individual services may still be covered under Part B if they are rea​sonable and necessary.  (See §§3110 and 3137.)

3159.1
Custodial Care Under A Hospice Program.--Care furnished to an individ​ual who has elected the hospice care option is custodial only if it is not reasonable and necessary for the palliation or management of the terminal illness or related conditions.  (See §3143.)

Rev. 1365
(§3160 begins on page 3-64.9)
3-64.1

06-91
COVERAGE OF SERVICES
3161


Other Exclusions
3160.
COSMETIC SURGERY

Cosmetic surgery or expenses incurred in connection with such surgery is not covered.  Cosmetic surgery includes any surgical procedure directed at improving appearance, except when required for the prompt (i.e., as soon as medically feasible) repair of accidental injury or for the improvement of the functioning of a malformed body member.  For example, this exclusion does not apply to surgery in connection with treatment of severe burns or repair of the face following a serious automobile accident, or to surgery for therapeutic purposes which coincidentally also serves some cosmetic purpose.

3161.
CHARGES IMPOSED BY IMMEDIATE RELATIVES OF THE PATIENT OR MEMBERS OF HIS/HER HOUSEHOLD


A.
General.--Do not pay under Part A or Part B for expenses which constitute charges by immediate relatives of the beneficiary or by members of his/her household.  The intent of this exclusion is to bar Medicare payment for items and services which would ordinarily be furnished gratuitously because of the relationship of the beneficiary to the person imposing the charge.  This exclusion applies to items and services rendered by providers to immediate relatives of the owner(s). It also applies to services rendered by physicians to their immediate relatives and items furnished by suppliers to immediate relatives of the owner(s).

 

B.
Immediate Relative.--The following degrees of relationship are included within the definition of immediate relative.


o
husband and wife;


o
natural or adoptive parent, child, and sibling;


o
stepparent, stepchild, stepbrother, and stepsister;


o
father-in-law, mother-in-law, son-in-law, daughter-in-law, brother-in-law, and sister-in-law;


o
grandparent and grandchild; and


o
spouse of grandparent and grandchild.


NOTE:
A brother-in-law or sister-in-law relationship does not exist between the owner of a provider (or supplier) and the spouse of his wife's (her husband's) brother or sister.


A father-in-law or mother-in-law relationship does not exist between the owner of a provider and his/her spouse's stepfather or stepmother.


A step-relationship and an in-law relationship continues to exist even if the marriage upon which the relationship is based is terminated through divorce or through the death of one of the parties.  Thus, for example, if a provider treats the stepfather of the owner after the death of the owner's natural mother or after the owner's stepfather and natural mother are divorced, or if the provider treats the owner's father-in-law or mother-in-law after the death of his wife, the services are considered to have been furnished to an immediate relative, and therefore, are excluded from coverage.
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C.
Members of Patient's Household.--These are persons sharing a common abode with the patient as a part of a single family unit, including those related by blood, marriage or adoption, domestic employees and others who live together as part of a single family unit.  A mere roomer or boarder is not included.


D.
Charges for Provider Services.--Do not pay under Part A or Part B for items and services furnished by providers to immediate relatives of the owner(s) of the providers.  This exclusion applies whether the provider is a sole proprietor who has an excluded relationship to the patient, or a partnership in which even one of the partners is related to the patient.


E.
Charges for Physician and Physician-Related Services .--This exclusion applies to physician services, including services of a physician who belongs to a professional corporation, and services furnished incident to those services (for example, by the physician's nurse or technician if the physician who furnished the services or who ordered or supervised services incident to his/her services has an excluded relationship to the beneficiary.


Professional corporation means a corporation that is completely owed by one or more physicians, and is operated for the purpose of conducting the practice of medicine, osteopathy, dentistry, podiatry, optometry, or chiropractic, or is owned by other health care professionals as authorized by State law.  Any physician or group of physicians which is incorporated constitutes a professional corporation.  (Generally, physicians who are incorporated identify themselves by adding letters such as P.C. or P.A. after their title.)


F.
Charges for Items Furnished by Nonphysician Suppliers.--This exclusion applies to charges imposed by a nonphysician supplier that is not incorporated, whether the supplier is owned by a sole proprietor who has an excluded relationship to the patient, or by a partnership in which even one of the partners is related.


The exclusion does not apply to charges imposed by a corporation (other than a professional corporation), regardless of the patient's relationship to any of the stockholders, officers or directors of the corporation or to the person who furnished the service.
3l62.
DENTAL SERVICES EXCLUSION

Items and services in connection with the care, treatment, filling, removal, or replacement of teeth, or structures directly supporting the teeth are not covered. Structures directly supporting the teeth means the periodontium, which includes the gingivae, dentogingival junction, periodontal membrane, cementum, and alveolar process. However, payment may be made for certain other services of a dentist.   (See §3030.2 and Coverage Issues Manual §50-26.)

When an excluded service is the primary procedure involved, it is not covered regardless of its complexity or difficulty.  For example, the extraction of an impacted tooth is not covered.  Similarly, an alveoplasty (the surgical improvement of the shape and condition of the alveolar process) and a frenectomy are excluded from coverage when either of these procedures is performed in connection with an excluded service; e.g., the preparation of the mouth for dentures.  In like manner, the removal of the torus palatinus (a bony protuberance of the hard palate) could be a covered service. However, with rare exception, this surgery is performed in connection with an excluded service; i.e., the preparation of the mouth for dentures.  Under such circumstances, reimbursement is not made for this purpose.
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The extraction of teeth to prepare the jaw for radiation treatments of neoplastic disease is also covered.  This is an exception to the requirement that to be covered, a noncovered procedure or service performed by a dentist must be an incident to and an integral part of a covered procedure or service performed by him.  Ordinarily, the dentist extracts the patient's teeth, but another physician; e.g., a radiologist, administers the radiation treatments.

Whether such services as the administration of anesthesia, diagnostic X-rays, and other related procedures are covered depends upon whether the primary procedure being performed by the dentist is itself covered.  Thus, an X-ray taken in connection with the reduction of a fracture of the jaw or facial bone is covered.  However, a single X-ray or X-ray survey taken in connection with the care or treatment of teeth or the periodontium is not covered.

See also §§3l0l.7 and 3030.2 for additional information on dental services.

3l63.
ITEMS AND SERVICES UNDER A WORKERS' COMPENSATION LAW

Items and services to the extent that payment has been made, or can reasonably be expected to be made promptly under a workers' compensation law or plan of the United States or State may not be paid for by the program.  Payments for items and services under the health insurance program are subject to repayment to the appropriate trust fund if notice or information is received that payment is available for the items and services under a workers' compensation plan.  (See §§3407ff.)

3164.
INPATIENT HOSPITAL SERVICES NOT DELIVERED DIRECTLY OR UNDER ARRANGEMENT BY THE HOSPITAL

Unless a hospital has been granted a waiver as described in §§3110 and 3618C, any nonphysician service provided to an inpatient of a hospital which is not provided directly by the hospital or under arrangement is excluded from coverage under Medicare.  (See §3007.)
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