
August 29, 2007

Leslie Norwalk, Acting Administrator

Centers for Medicare & Medicaid Services

Department of Health & Human Services

Attention: CMS-1385-P

P.O. Box 8012

Baltimore, Maryland 21244-8012

Re:  CMS-1385-P; Medicare Program; Proposed Revisions to Payment Policies Under the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed Revisions to the Payment Policies of Ambulance Services Under the Ambulance Fee Schedule for CY 2008.
Dear Ms. Norwalk:

Our organization provides billing services for the ambulance providers in the communities which we serve.  The proposed rule would have a direct negative impact on our operations and the ability to effectively provide emergency transport services to Medicare beneficiaries.  We believe this proposed rule will inappropriately provide incentives to seek signatures from patients who are in need of medical care and under mental duress.  Additionally, this proposed rule could have a negative impact on wait times in the emergency department, impacting ambulance operations and the operations of emergency departments throughout the country.  We therefore submit the following comments in objection to the proposed rule.  
In summary, here are the points we would like you to consider:

· Beneficiaries under duress should not be required to sign anything;

· Exceptions where beneficiary is unable to sign already exist and should not be made more stringent for EMS billing;

· Authorization process is no longer relevant (no more paper claims, assignment now mandatory, HIPAA authorizes disclosures);

· Signature authorizations requirement should be waived for emergency encounters.

We understand that the proposed rule was inspired by the intention to relieve the administrative burden for EMS providers.  However, the “relief” being proposed by CMS would have the unintended effect of increasing the administrative and compliance burden on ambulance services, hospitals and their billers, and would result in shifting the payment burden to the patient if they fail to comply with the signature requirements at the time of transport.  Accordingly, we urge CMS to abandon this approach and instead eliminate entirely the beneficiary signature requirement for emergency ambulance services.

Current Requirement

When the beneficiary is physically or mentally incapable of signing, the industry has been following the requirements listed in the CMS Internet Only Manual, Pub. 100-02, Chapter 10, Section 20.1.2 and Pub. 100-04, Chapter 1, Section 50.1.6(A) (3) (c).  These sections allow for a representative of the ambulance provider or hospital to sign on behalf of the beneficiary when the patient is unable to sign, document that the beneficiary was unable to sign, the reason and that no one could sign for the beneficiary.
The proposed rule directly conflicts with the existing rule.  It requires that the provider representative sign contemporaneously with the transport and seek an additional signature from the hospital in the event a patient is unable to sign.
A Beneficiary Under duress should not be required to sign anything IN ORDER TO QUALIFY FOR MEDICARE PAYMENT OF SERVICES
Emergency ambulance providers have no admission department and no registration desk.  The same individuals responsible for providing medical care and transportation to the hospital are also responsible for fulfilling the administrative functions.  All EMS encounters are emergency in nature and medically necessary ambulance transports in particular are stressful events on patients.  
CMS has recognized this and modified its rules for obtaining Advance Beneficiary Notice and Acknowledgement of HIPAA Privacy Notices, creating exceptions that do not require ambulance crews to interrupt their service to seek a signature from a patient under their care.

In fact, CMS has deemed that all emergency encounters put the patient under great duress.  Under such duress, patients would sign anything in order to get the care they require.  Therefore, any signature obtained in an emergency situation cannot be relied upon.

Yet the proposed rule is so burdensome on ambulance crews that they will have every incentive to obtain a patients signature even though the patient is under mental duress.  The very reason they need ambulance transportation often contraindicates the appropriateness of attempting to obtain a signature from the beneficiary.
Exceptions where beneficiary is unable to sign already exist and should not be made more stringent for EMS 

While the intent of the proposed exception is to give ambulance providers explicit relief from the beneficiary signature requirements where certain conditions are met, we note that the proposed exception does not grant ambulance providers any greater flexibility than that currently offered by existing regulations.  Specifically, 42 C.F.R. §424.36(b)(5) currently permits an ambulance provider to submit a claim signed by its own representative, when the beneficiary is physically or mentally incapable of signing and no other authorized person is available or willing to sign on the beneficiary’s behalf.  The proposed exception essentially mirrors the existing requirements that the beneficiary is unable to sign and that no authorized person was available or willing to sign on their behalf, while adding additional documentation requirements.  Therefore, we believe that the new exception for emergency ambulance services set forth in proposed 42 C.F.R. §424.36(b)(6) should be amended to include only subsection (i), i.e. that no authorized person is available or willing to sign on the beneficiary’s behalf.

It is important for CMS to realize that the first two requirements in the proposed sub-division (ii) are always met, as the ambulance crew will always complete a trip report that lists the condition of the beneficiary, the time and date of the transport and the destination where the beneficiary was transported.  For this reason, we do not object to the requirement that an ambulance provider obtain documentation of the date, time and destination of the transport.  Nor do we object to the requirement that this item be maintained for 4 years from the date of service.  However, we do not see any reason to include these in the Regulation, as they are already required and standard practice.
The Proposed Rule would add a requirement that an employee of the facility, i.e. hospital, sign a form at the time of transport, documenting the name of the patient and the time and date the patient was received by the facility.  Our organization strongly objects to this new requirement as:

· Instead of alleviating the burden on ambulance providers and suppliers, an additional form would have to be signed by hospital personnel.

· Hospital personnel will often refuse to sign any forms when receiving a patient.
· If the hospital refuses to sign the form, it will be the beneficiary that will be responsible for the claim.

· The ambulance provider or supplier would in every situation now have the additional burden in trying to communicate to the beneficiary or their family, at a later date, that a signature form needs to be signed or the beneficiary will be responsible for the ambulance transportation.

· Every hospital already has the information on file that would be required by this Proposed Rule in their existing paperwork, e.g. in the Face Sheet, ED Admitting Record, etc.  

We also strongly object to the requirement that ambulance providers or suppliers obtain this statement from a representative of the receiving facility at the time of transport.  Since the proposed rule makes no allowances for the inevitable situations where the ambulance provider makes a good faith effort to comply, but is ultimately unable to obtain the statement, we believe this requirement imposes an excessive compliance burden on ambulance providers and on the receiving hospitals.  Consider what this rule requires—the ambulance has just taken an emergency patient to the ED, often overcrowded with patients, and would have to ask the receiving hospital to take precious time away from patient care to sign or provide a form.  Forms such as an admission record will become available at a later time, if CMS wants them for auditing purposes in addition to the trip transport that will already include date, time and receiving facility.
the Authorization SIGNATURE process is no longer relevant (no more paper claims, assignment now mandatory, HIPAA authorizes disclosures)
Purpose of Beneficiary Signature

a.
Assignment of Benefits –The first purpose of the beneficiary signature is to authorize the assignment of Medicare benefits to the health care provider or supplier.  However, assignment of covered ambulance services has been mandatory since April 2002.   Furthermore, 42 C.F.R. §424.55(c), adopted November 15, 2004 as part of the Final Rule on the Physician Fee Schedule (67 Fed. Reg. 6236), eliminated the requirement that beneficiaries assign claims to the health care provider or supplier in those situations where payment can only be made on an assignment-related basis.  Therefore, the beneficiary’s signature is no longer required to effect an assignment of benefits to the ambulance provider or supplier.

                        CMS recognized this in the Internet Only Manual via Transmittal 643, by adding Section 30.3.2 to Pub. 100-04, Chapter 1.  As a result, the beneficiary signature is no longer needed to assign benefits of covered ambulance services.

b. Authorization to Release Records – The second purpose of the beneficiary signature is to authorize the release of medical records to CMS and its contractors.  However, the regulations implementing the HIPAA Privacy Rule, specifically 45 C.F.R. §164.506(c) (3), permit a covered entity (e.g. an ambulance provider or supplier) to use or disclose a patient’s protected health information for the covered entity’s payment purposes, without a patient’s consent (i.e. his or her signature).  Therefore, federal law already permits the disclosure of medical records to CMS or its contractors, regardless of whether or not the beneficiary’s signature has been obtained.
Signatures Not Required for ABNs for Emergency Transports
The Third Clarification of Medicare Policy regarding the Implementation of the Ambulance Fee Schedule states that Advanced Beneficiary Notifications only be issued for non-emergency transports.  The ABN’s which require beneficiary signature “may not be used when a beneficiary is under great duress” which would include emergency transports.  Would not the requesting of a Medicare Beneficiary’s signature for any other reason during an emergency transport be less duress?

Signature Already on File

Almost every covered ambulance transport is to or from a facility, i.e. a hospital or a skilled nursing facility.  In the case of emergency ambulance transports, the ultimate destination will always be a hospital.  These facilities typically obtain the beneficiary’s signature at the time of admission, authorizing the release of medical records for their services or any related services.  The term “related services”, when used by hospitals and SNFs, can mean more than only entities owned by or part of the facility.  The term already includes physicians providing services at the facility.  We believe that ambulance transport to a facility, for the purpose of receiving treatment or care at that facility, constitutes a “related service”, since the ambulance transports the patient to or from that facility for treatment or admission.  Therefore, we believe a valid signature will be on file with the facility.  Additionally, for those transports provided to patients eligible for both Medicare and Medicaid, a valid signature is on file at the State Medicaid Office as a product of the beneficiary enrollment process.
Electronic Claims
It is also important to note that, as a result of section 3 of the Administrative Simplification Compliance Act and the implementing regulations at 42 C.F.R. §424.32, with very limited exceptions (e.g. providers or suppliers with less than 10 claims per month), ambulance suppliers must submit claims electronically.  Thus, the beneficiary does not even sign a claim form.  When submitting claims electronically, the choices for beneficiary signature are “Y” or “N”.  An “N” response could result in a denial, from some Carriers.  That would require appeals to show that, while the signature has not been obtained, an alternative is accepted.  As a result, many Carriers allow a “Y”, even though the signature was not actually obtained, if one of the exceptions is met.
While this may be a claims processing issue, because amendments to the regulation are now proposed, it would be appropriate to add language indicating that the signature requirement will be deemed to be met if one of the exceptions to the requirement exists.
Program Integrity
It is important for CMS to realize that, for every transport of a Medicare beneficiary, the ambulance crew completes a trip report listing the condition of the patient, treatment, origin/destination, etc. AND the origin and destination facilities complete their own records documenting the patient was sent or arrived via ambulance, with the date.  These records are always available for audit or claims processing purposes, and are corroborated in the facility records for the patient admission.  Thus, the issue of the beneficiary signature should not be a program integrity issue.

Signature authorizations requirement should be waived for emergency encounters.

Conclusion

Based on the above comments, it is respectfully requested that CMS:

· Amend 42 C.F.R. §424.36 and/or Pub. 100-02, Chapter 10, Section 20.1.1 and Pub. 100-04, Chapter 1, Section 50.1.6 to state that “good cause for ambulance services is demonstrated where paragraph (b) has been met and the ambulance provider or supplier has documented that the beneficiary could not sign and no one could sign for them OR the signature is on file at the facility to or from which the beneficiary is transported.”
· Amend 42 C.F.R. §424.36 to add an exception stating that ambulance providers and suppliers do not need to obtain the signature of the beneficiary as long as it is on file at the hospital or nursing home to or from where the beneficiary was transported.  In the case of a dual eligible patient (Medicare and Medicaid), the exception should apply in connection to a signature being on file with the State Medicaid Office.
· Amend 42 C.F.R. §424.36(b) (5) to add “or ambulance provider or supplier” after “provider.”
In light of the foregoing, we urge CMS to forego creating a limited exception to the beneficiary signature requirement for emergency ambulance transports, especially as proposed, and instead eliminate the beneficiary signature requirement for ambulance services entirely if one of the exceptions listed above is met.
Thank you for your consideration of these comments.
Sincerely,
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