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I. Overview

Hospitals and ambulance/emergency service companies have sought clarity from the Government on the issue of ambulance restocking for years.  Conflicting advisory opinions from the Office of Inspector General (OIG) on the subject, coupled with fear of anti-kickback violations made for trepidation in cooperative arrangements between hospitals and ambulance services.  The Government has realized that their nebulous approach to the issue affected the efficiency and safety of health care delivery.  Therefore, regulations were put in place in December, 2001, to allow for ambulance restocking by hospitals under clear and concise guidelines.  


Unfortunately, in Michigan, the billing issues associated with ambulance restocking arrangements were not resolved by these regulations because of a conflict between Michigan Board of Pharmacy rules and the policy of Michigan’s Medicare fiscal intermediary.  OIG safe harbor guidelines permit hospitals to charge ambulance providers for drugs supplied as part of allowable restocking arrangements.  Michigan’s Medicare fiscal intermediary presumes hospitals are charging ambulances for drugs and, therefore, prohibits hospitals from billing Medicare for the cost of drugs supplied to ambulances and from including the drug restocking expenses in claims for bad debt.  However, Michigan Board of Pharmacy rules prohibit hospital pharmacists from transferring title of drugs to entities, such as ambulance providers, unless the entity also employs a licensed pharmacist.  Absent action by the State Pharmacy Board or Fiscal Intermediary, Michigan hospitals are still in a quandary over billing for ambulance restocking.

II.
History

A.
Advisory Opinion 97.6

In 1997, the OIG issued its first Advisory Opinion on the subject of ambulance restocking.  The OIG considered whether a proposed arrangement between a hospital and local ambulance companies in which the ambulances would be restocked free of charge by the hospital after transporting patients violated the federal anti-kickback statute.  Under the terms of the proposed arrangement, neither the ambulance companies nor the hospital would have billed any Federal Health Care program for the supplies and the ambulance services would have received no monetary inducements.  The OIG deemed the proposed provision of free supplies and medications to the municipal ambulance services to fit squarely within the meaning of remuneration for purposes of the anti-kickback statute.  They opined that an inference could be drawn from the agreement that at least one purpose of the remuneration was to induce the ambulance services to bring patients to the hospital.  The OIG stated that the proposed arrangement posed a risk of improper steering of patients and unfair competition.  They noted that patients who needed ambulance services are often in a vulnerable state and their choice of emergency room may be influenced by ambulance service personnel.  In circumstances where the hospital benefited by more patient deliveries, the OIG believed that remuneration paid by a hospital to an ambulance service including the provision of free goods would be highly suspect.  Thus, the OIG deemed ambulance restocking arrangements prohibited remuneration under the anti-kickback laws.

B.
Advisory Opinion 1998-17

Further confusion arose a year later in 1998, when the OIG made an exception for Community Emergency Medical Services Councils operating under the same type of arrangement as above.  In the factual background presented for opinion, all the hospitals and EMS organizations belonged to an Emergency Medical Services Council, which was a non-profit and tax exempt corporation.    The receiving hospitals restocked the ambulance with medications and supplies used in connection with the Emergency Medical pre-hospital services provided to the transported patients.  The ambulance providers were not charged and they did not pay for the restocked items.  Further, linens and medical supplies were exchanged and the program enabled ambulances to be fully stocked at all times and ensured standardization of supplies.  


The OIG believed that the facts presented in this scenario were excepted from their prior ruling because the agreement was not a unilateral arrangement but developed and implemented as an ongoing effort by the council and it’s members to improve the regional Emergency Medical System.  The restocking aspects of the arrangements were not free standing, it was part and parcel of a comprehensive and coordinated regional effort, the regional and local programs were there to improve and coordinate the delivery of quality Emergency Medical Services which have been actively encouraged and promoted by the Federal government, and last, the arrangement was likely to have a positive impact on the quality of patient care.  Thus, because of the significant community benefit, coupled with the conditions, requirements, and limitations outlined above, the OIG was persuaded that the arrangement posed a minimal risk of fraud and abuse under the Anti-kickback Statute and it would not sanction that type of program.

C.
Advisory Opinion 98-7


Later in 1998, the OIG issued another Advisory Opinion in a similar scenario in which the requestors of the Opinion were eight fire department ambulances which were owned and operated by municipal governments to provide emergency medical services.  All the parties were members of the county Emergency Medical Services Council.  The Council’s current membership included public and private ambulance providers, hospitals, medical directors and local educational facilities.  Again, the OIG excepted this type of ambulance restocking arrangement because they realized it was not a unilateral arrangement, but rather an ongoing effort by the Council made up of all the arms of medical care. The free restocking aspects of the program were not isolated but were part and parcel of a larger cooperative arrangement.  The agreement further improved and coordinated the delivery of quality EMS care and it was likely to have a positive impact on the quality of patient care.  

D.
Advisory Opinion 00-9


The OIG’s last Advisory Opinion on this subject was released in December of 2000.  In this proposed arrangement, a nonprofit, tax-exempt hospital was the only hospital in a greater city area.  In the State, the Department of Public Health, oversaw all regional EMS Council’s throughout the State.  Their Council established a Medical Advisory Committee with representatives from the hospital and EMS services where the hospital served as the sponsor hospital for the twelve area EMS services pursuant to an agreement with the State.  The program attempted to coordinate a region wide ambulance restocking program to ensure timely and appropriate restocking through the area.  Under the arrangement, four of the eleven EMS transport services were volunteer and did not charge insurers or patients.  The hospital at issue was going to restock the nonbilling volunteer service ambulances with certain medical supplies used in connection with emergency, pre-hospital services.  The non-billing, volunteer ambulance services would not be charged by the hospital and would not pay nor would they bill for reimbursement from any Federal program.  The for-profit emergency ambulance services were not going to participate in the program.  The OIG decided based on the totality of the facts and circumstances presented, that they would not be subject to sanctions under the Anti-kickback Law.  While it only offered free restocking to volunteer emergency ambulance services, this distinction did not enter into the analysis of the OIG.  The OIG considered the fact that the hospital had a legitimate interest in containing the cost of its ambulance restocking program.  The fact that it limited the scope of free restocking to the non-billing volunteer services represented a reasonable distinction drawn by the hospital and wasn’t related to the volume or value of referrals generated toward the hospital. 

III.  
The New Regulations

The piecemeal attempts at resolving the issue came to an end in December 2001 when the OIG issued its safe harbors from the anti-kickback statute, specific to ambulance restocking.  The safe harbors protect three types of arrangements between hospitals and ambulance services, general restocking, fair market value arrangements, and government mandated restocking.  However, each of the restocking arrangements must meet all of the requirements below to meet safe harbor requirements:

· Appropriate billing of Federal Health Care programs.  The ambulance provider and the hospital may not both bill for the same restocked drug or supply, and for purposes of safe harbor, billing includes submitting claims for bad debt.  

· Documentation requirements have been simplified under the final rule, thus either the hospital or ambulance provider may generate the necessary documentation, as long as the other party receives and retains a copy of it for five years.  For arrangements that include the restocking of linens, this would be presumed to occur with each run, absent any documentation to the contrary.  

· There can be no ties to referrals.  There is a prohibition against any restocking arrangement that is conditioned on, or takes into account the volume or value of any referrals or other business generated between the parties for which payment is made in whole or in part by a Federal Health Care program.

· Lastly, the receiving facility and the ambulance provider must comply with all Federal, State and local laws regulating ambulance services.  

The aforementioned conditions must be met with each of the allowable arrangements between hospital and ambulance service listed below.  Any of these arrangements fall within the safe harbor if the criteria above are met. 

General Restocking: This is the most common arrangement.  It includes situations where the hospital provides free restocking of drugs and supplies to ambulance providers as well as arrangements where the ambulance provider pays some amount for the restocked drugs and supplies.  The safe harbor allows the hospital to charge some types of ambulance providers and not others (e.g., for-profit, nonprofit, volunteer, municipal) as long as the restocking is uniform within each category and meets the criteria listed above. 

Fair Market Value in Restocking:  This category protects restocking arrangements wherein an ambulance provider pays the receiving facility fair market value based on an arms length transaction for restocking medical supplies, including linens.  The restocking must be a fair market value and payment arrangements must be commercially reasonable and made in advance.  

Government Mandated Restocking:  This rule protects the restocking of drugs and supplies undertaken in accordance with state or local statute, ordinance, regulations, or binding protocol that requires hospitals or receiving facilities in the area to restock ambulances with drugs or medical supplies that are used during the transport of the patient. 


Each of these restocking arrangements will successfully comply with the government’s requirements and thus be permissible.  However, in Michigan, the tension between the Pharmacy Board’s refusal to allow title of drugs to transfer to the ambulance company and the intermediary’s refusal to allow the hospital to bill will continue to prohibit billing Medicare for those drug restocking arrangements.  


The MHA, with Hall Render’s assistance, is seeking resolution to that conflict.  If you have any questions, please contact Amy Barkholz at the MHA at (517) 323-3443 or abarkholz@lans.mha.org or Kimberly Commins of Hall Render at (248) 740-7505 or kcommins@hallrender.com.
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