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The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, 
as amended, is to protect the integrity of the Department of Health and Human Services 
(HHS) programs, as well as the health and welfare of beneficiaries served by those 
programs. This statutory mission is carried out through a nationwide network of audits, 
investigations, and inspections conducted by the following operating components: 

Office of Audit Services 

The OIG's Office of Audit Services (OAS) provides all auditing services for HHS, either by 
conducting audits with its own audit resources or by overseeing audit work done by others. 
Audits examine the performance of HHS programs and/or its grantees and contractors in 
carrying out their respective responsibilities and are intended to provide independent 
assessments of HHS programs and operations in order to reduce waste, abuse, and 
mismanagement and to promote economy and efficiency throughout the Department. 

Office of Evaluation and Inspections 

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and 
program evaluations (called inspections) that focus on issues of concern to the Department, 
the Congress, and the public. The findings and recommendations contained in the 
inspections reports generate rapid, accurate, and up-to-date information on the efficiency, 
vulnerability, and effectiveness of departmental programs. 

Office of Investigations 

The OIG's Office of Investigations (OI) conducts criminal, civil, and administrative 
investigations of allegations of wrongdoing in HHS programs or to HHS beneficiaries and 
of unjust enrichment by providers. The investigative efforts of OI lead to criminal 
convictions, administrative sanctions, or civil monetary penalties. The OI also oversees 
State Medicaid fraud control units, which investigate and prosecute fraud and patient abuse 
in the Medicaid program. 

Office of Counsel to the Inspector General 

The Office of Counsel to the Inspector General (OCIG) provides general legal services to 
OIG, rendering advice and opinions on HHS programs and operations and providing all 
legal support in OIG's internal operations. The OCIG imposes program exclusions and civil 
monetary penalties on health care providers and litigates those actions within the 
Department. The OCIG also represents OIG in the global settlement of cases arising under 
the Civil False Claims Act, develops and monitors corporate integrity agreements, develops 
model compliance plans, renders advisory opinions on OIG sanctions to the health care 
community, and issues fraud alerts and other industry guidance. 



EXECUTIVE SUMMARY 


Background 

Health Insurance for the Aged and Disabled (Medicare), Title XVIII of the Social Security Act, as 
amended, is a broad program of health insurance that is administered by the Centers for Medicare 
and Medicaid Services (CMS), formerly the Health Care Financing Administration. Medicare 
includes coverage for eligible persons suffering from kidney failure under its End Stage Renal 
Disease (ESRD) program. One type of coverage includes the use of EPOGEN (EPO), which is 
used as a substitute for the protein erythropoietin. The EPO stimulates the production and 
development of red blood cells. Low levels of erythropoietin often result in anemia, with 
symptoms including rapid heartbeat, chest pain, fatigue, and limitations in performance of daily 
activities. 

The ESRD facilities are reimbursed by Medicare based on the number of EPO units administered 
to each ESRD patient. Medicare is responsible for paying $8 per 1,000 units of EPO. 

Fresenius Medical Care North America (Fresenius) operates the nation’s largest network of 
dialysis clinics and is a leading manufacturer of dialysis products. It is a division of Fresenius 
Medical Care AG, formed by the joining of Fresenius Worldwide Dialysis and National Medical 
Care in 1996. Fresenius has operations in approximately 100 countries. The company is the 
world’s leading provider of dialysis services and treats approximately 81,200 patients in nearly 
1,100 dialysis clinics. In Massachusetts, there were 27 Fresenius providers that submitted claims 
that contained services for EPO equal to or greater than 90,000 billed and reimbursed units in 
calendar year 1999 to the Associated Hospital Service (AHS). 

Objective 

The objective of our review was to determine if Fresenius’ Massachusetts providers have 
established adequate internal controls and procedures to ensure that claims for EPO are supported 
and billed in accordance with Medicare rules and regulations. Our review covered about 4,600 
claims that contained services for EPO equal to or greater than 90,000 units and submitted by 27 
Massachusetts Fresenius providers during calendar year 1999. 

Summary of findings 

We employed a simple random sample of 200 Fresenius claims and the value of the sampled 

claims EPO amounts totaled $249,528. We reviewed the billing and medical records for the 200 

claims to determine whether the EPO services billed and reimbursed were supported by the 

medical records. As a basis for a Medicare payment, federal regulations require that the provider, 

supplier or beneficiary, as appropriate, must furnish to the intermediary or carrier sufficient 

information to determine whether payment is due. As part of our review, we requested, obtained 

and reviewed beneficiaries’ records for (1) written physician orders prescribing the number of 

units of EPO to be administered per patient treatment, (2) dialysis treatment records to 

determine the amount of EPO administered per treatment, and (3) CMS’ common working file 

records to determine the number of units billed to the Medicare program. 
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We found that Massachusetts Fresenius providers have generally established adequate internal 
controls and procedures to ensure that claims submitted for EPO are supported and billed in 
accordance with Medicare rules and regulations. However, based on a random sample of 200 
claims valued at $249,528, we did identify portions of 23 claims totaling $3,585 not eligible for 
Medicare reimbursement. Specifically, we identified 14 claims totaling $2,102 in which the 
facility clinician administered more EPO than was called for under the protocol ordered by the 
physician. We also identified 9 claims totaling $1,483 in which the facility could not provide 
sufficient documentation to support the amount of the EPO payment. 

In addition, we addressed our concerns with respect to the use of EPO protocols as standing 
physician orders and with physicians not signing off EPO dosage changes. We believe that the 
documentation of the physician’s signature for dose changes provides a quality of care and 
utilization control mechanism as to the amount of EPO administered and billed by the facility. 

Recommendations 

We recommend that Fresenius 

(1) strengthen their internal controls and procedures to ensure that claims submitted for 
EPO are supported and billed in accordance with Medicare rules and regulations, and 

(2) resolve with CMS and AHS as to what physician documentation is required when 
using a protocol containing an algorithm as a standing physician order for a nurse to 
administer EPO. 

Auditee Response 

In comments to our first draft report recommendation, Fresenius stated they have strengthened 
their internal controls and procedures since the 1999 OIG audit period. In regards to our second 
recommendation, Fresenius believes that the OIG and AHS’s concerns expressed in the report 
requiring physician approval of individual EPO dosage changes is misplaced, and that requiring a 
separate physician order for each change would frustrate the purpose of the algorithm. 

Additional OIG Comments 

In regards to the Fresenius’s response to the second recommendation, we have concerns with 
physicians not signing off EPO dosage changes, and are not convinced this is a widespread 
practice. Further, as Fresenius disagrees with OIG and AHS, we believe our second 
recommendation to resolve with CMS and AHS as to what physician documentation is required 
when using a protocol containing an algorithm as a standing physician order for a nurse to 
administer EPO is still applicable. It is important for there to be a clear understanding of what 
physician documentation is required for Medicare reimbursement. 

We will provide the AHS and CMS with the results of our review for appropriate consideration 
and corrective action. 
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INTRODUCTION 


BACKGROUND 

Health Insurance for the Aged and Disabled (Medicare), Title XVIII of the Social Security Act, 
as amended, is a broad program of health insurance that is administered by the Centers for 
Medicare and Medicaid Services (CMS), formerly the Health Care Financing Administration. 
Medicare includes coverage for eligible persons suffering from kidney failure under its End 
Stage Renal Disease (ESRD) program. 

The Food and Drug Administration approved the generic drug epoetin commonly known as EPO 
on June 1, 1989. The drug EPO is used as a substitute for the protein erythropoietin, which is 
secreted by the kidneys and stimulates the production and development of red blood cells. Low 
levels of erythropoietin often result in anemia with symptoms including rapid heartbeat, chest 
pain, fatigue, and limitations in performance of daily activities. Prior to the development of 
EPO, ESRD beneficiaries with low levels of erythropoietin required frequent blood transfusions, 
an expensive procedure that could have introduced significant medical risk. 

The CMS authorized Medicare contractors to pay for EPO as of June 1, 1989. The EPO, when 
provided to a patient determined to have ESRD, shall not be included as a dialysis service for 
purposes of payment under any prospective payment amount or comprehensive fee, and payment 
shall be made separately in the amount equal to $10 per 1,000 units of EPO (rounded to the 
nearest 100 units). Medicare is responsible for paying $8 per 1,000 units of EPO, as the 
Medicare payment amount is subject to the Medicare Part B deductible and coinsurance. 

Fresenius Medical Care North America (Fresenius) operates the nation’s largest network of 
dialysis clinics and is a leading manufacturer of dialysis products. The company is based in 
Lexington, Massachusetts. It is a division of Fresenius Medical Care AG, formed by the joining 
of Fresenius Worldwide Dialysis and National Medical Care in 1996. 

Fresenius has operations in approximately 100 countries. The company is the world’s leading 
provider of dialysis services and treats approximately 81,200 patients in nearly 1,100 dialysis 
clinics. 

In Massachusetts, there were 27 Fresenius providers that submitted claims that contained 
services for EPO equal to or greater than 90,000 billed and reimbursed units in calendar year 
1999 to the fiscal intermediary, Associated Hospital Service (AHS). 

OBJECTIVE, SCOPE AND METHODOLOGY 

Our review was conducted in accordance with generally accepted government auditing 
standards. The objective of our review was to determine if Massachusetts Fresenius providers 
have established adequate internal controls and procedures to ensure that claims for EPO are 
supported and billed in accordance with Medicare rules and regulations. 
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We limited consideration of the internal control structure to those controls concerning claims 
submission because the objective of our review did not require an understanding or assessment 
of the complete internal control structure of Fresenius. We concluded, however, that our 
consideration of the internal control structure could be conducted more efficiently by expanding 
substantive audit tests, thereby placing limited reliance on the providers internal control 
structure. 

To accomplish our objective, we: 

‚ researched applicable laws and regulations related to EPO. 

‚	 used CMS’s National Claims History (NCH) to identify 4,598 Massachusetts Fresenius 
claims that contained services for EPO equal to or greater than 90,000 billed and 
reimbursed units. The 4,598 claims EPO amounts were valued at $5,414,434, and were 
submitted by 27 Massachusetts Fresenius providers to the AHS during calendar year 
1999. 

‚	 employed a simple random sample of 200 Massachusetts Fresenius claims from the 27 
providers for those claims containing charges for EPO services equal to or greater than 
90,000 units during the period January 1, 1999 through December 31, 1999. The EPO 
value of the sampled claims totaled $249,528. 

‚	 reviewed the billing and medical records for the 200 claims to determine whether the 
billed and reimbursed EPO services were supported by the medical records. The billed 
and reimbursed charges associated with the EPO claims were reviewed and discussed 
with the AHS and Office of Inspector General (OIG) medical review staff to determine 
whether claims complied with Medicare rules and regulations. Our audit did not include 
determining whether the beneficiary’s medical condition warranted the need for the EPO 
administered. 

‚	 interviewed the 27 Fresenius providers’ officials concerning internal controls pertaining 
to the submission of Medicare claims for EPO. 

‚	 discussed our results with CMS officials in Boston, Massachusetts and Baltimore, 
Maryland. 

Our fieldwork was conducted from June 2001 to November 2001 at the 27 Massachusetts 
Fresenius providers, AHS in Quincy, Massachusetts; CMS offices in Boston, Massachusetts and 
Baltimore, Maryland; and the Boston Regional OIG Office. 

FINDINGS AND RECOMMENDATIONS 

We found that Massachusetts Fresenius providers have generally established adequate internal 
controls and procedures to ensure that claims submitted for EPO are supported and billed in 
accordance with Medicare rules and regulations. However, based on a random sample of 200 
claims valued at $249,528, we did identify portions of 23 claims totaling $3,585 not eligible for 
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Medicare reimbursement: 
‚ 14 claims totaling $2,102 in which the facility clinician administered more EPO than was 

called for under the protocol ordered by the physician. 

‚	 9 claims totaling $1,483 in which the facility could not provide sufficient documentation 
to support the amount of the EPO payment. 

In addition, we also addressed our concerns with respect to the use of EPO protocols as standing 
physician orders. 

Administering EPO In Accordance With Established Protocol/Algorithms 

As part of Fresenius’s Continuous Quality Improvement Initiative, the Fresenius Medical 
Director developed a sample EPO protocol with dosing algorithms and recommended its use at 
Fresenius facilities. The algorithms were based on medical studies the National Kidney 
Foundation Dialysis Outcomes Quality Initiative, the experience in clinical trials conducted by 
the drug manufacturer, Amgen, and the clinical experience of the Fresenius Medical Director. 
The facility’s medical director and the patients’ attending physician can either adopt, adapt or 
reject the sample protocol. While many Fresenius facilities and attending physicians use 
protocols, it should be noted that not all Fresenius facilities use the same protocols. The 
protocols can vary by patient and facility. 

The protocol is a tool the dialysis facility’s medical staff formulated and approved, in 
conjunction with the attending physician, to make timely decisions regarding a patient’s anemia 
management. The protocols contain algorithms that monitor the patient’s hemoglobin blood 
levels to determine an EPO dose. The attending physician would issue a standing order in the 
medical record directing the nurse to administer EPO dosage according to a protocol. The 
algorithm is a formula that requires the nurse on duty to gather requisite data elements for the 
algorithm and make appropriate calculations. The result is a recommendation to decrease, 
increase, maintain or temporarily hold the current EPO dose. 

As part of our review, we obtained and reviewed beneficiaries’ medical records for (1) written 
physician orders prescribing the number of units of EPO to be administered per patient 
treatment, and (2) dialysis treatment records to determine the amount of EPO administered per 
treatments billed to the Medicare program. Our analysis identified inconsistencies between the 
number of units of EPO prescribed in the written physician order (i.e., protocol), administered by 
the facility to the patient, and billed to the Medicare program. For example: 

One claim billed for 104,000 units of EPO totaling $832 and the treatment forms indicate 
the provider’s staff administered 104,000 units of EPO; however, based on the 
physician’s order the EPO dose was to be reduced 20 percent to 6,400 units per treatment 
if the hemoglobin was greater than 12. The patient’s hemoglobin was 13.5 prior to the 
claim period and remained greater than 12 throughout the month. Therefore, the patient’s 
EPO dosage should have decreased 20 percent to 6,400 units per treatment for all 13 
treatments in the month. Therefore, we are questioning 20,800 units of EPO totaling 
$166. 
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As a basis for a Medicare payment, Title 42 Code of Federal Regulations (CFR) Section 424.5 
(a)(6) provides: 

“… The provider, supplier, or beneficiary, as appropriate, must furnish to the intermediary or 
carrier sufficient information to determine whether payment is due…” 

Overall, we identified portions of 14 claims where the facilities’ staff did not follow the 
physician order to decrease the EPO dosage based on the established protocol. As a result, we 
are questioning $ 2,102. 

Maintaining Sufficient Documentation To Support Payment 

Fresenius policy for administering medications requires the nurse to sign and date, as to when 
EPO was administered to each patient. This is documented in the patient’s medical record to 
provide evidence as to the amount of EPO provided. This policy is consistent with Medicare 
reimbursement rules. However, we found portions of 7 claims where the medical records did not 
contain sufficient information that EPO was administered to the beneficiary. In this regard, the 
patient’s chart did not contain the nurse’s signature and the time that EPO was administered. We 
also found 2 additional claims involving a physician order not being updated and a billing error. 

Overall, we identified portions of 9 claims where the facilities could not provide us adequate 
supporting documentation for payment purposes. As a result, we are questioning $1,483. 

The Use of EPO Protocols 

Prior to the use of protocols, physicians prepared a new order for all EPO dose changes. With the 
use of EPO protocols, this process has changed. As previously mentioned, Fresenius facilities 
use the protocol as a standing physician order for a nurse to administer EPO. However, 
physician involvement with documenting dose changes varies among the Massachusetts 
Fresenius facilities. In our review of the documentation for the claims in our sample, we noted 
that some protocols required a physician to sign off EPO dose changes, while other protocols 
were silent about physician sign offs when EPO doses were adjusted. We also found physicians 
signed off on EPO dose changes, even when the protocols were silent about sign offs. In other 
cases, we noted that the attending physician did not sign off on the standing order for over a 
year, even though the EPO dose had almost doubled. 

While the EPO protocol is an effective manner of treatment for individuals, we have concerns 
with physicians not signing off EPO dosage changes. Under Medicare reimbursement 
regulations, a physician has a major role in ensuring quality of care and in determining 
utilization of health services furnished by providers. The documentation of the physician’s 
signature for dose changes, whether by telephone, facsimile, or electronic messaging, provides a 
quality of care and utilization control mechanism as to the amount of EPO administered and 
billed by the facility. Moreover, as a condition of participation, the ESRD facility is required to 
ensure that all medical records are properly documented. 

The average EPO dose for the 200 sampled claims at the 27 Massachusetts Fresenius facilities 
was 12,600 units per treatment. At a reimbursement rate of $8 per 1,000 units of EPO, the 
increase in EPO dosages can result in a significant cost to the Medicare program. 
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Based on our discussions with the Fresenius and AHS officials, there exist significant differences 
with respect to the documentation requirements pertaining to the physician EPO protocol orders. 
Fresenius officials believe that a physician order directing nurses to follow an EPO dosing 
algorithm is a valid physician order in which physicians do not need to sign off on any changes 
as long as the nurse administers the EPO in accordance with the algorithm.  The AHS applies the 
Commonwealth of Massachusetts Nurse’s Practice Act requirements and believes claims 
involving dosage changes should have physician signoffs for EPO dose changes. 

RECOMMENDATIONS 

We recommend that Fresenius: 

(1) strengthen their internal controls and procedures to ensure that claims for EPO are 
supported and billed in accordance with Medicare rules and regulations. 

(2) resolve with CMS and AHS as to what physician documentation is required when 
using a protocol containing an algorithm as a standing physician order for a nurse to 
administer EPO. 

AUDITEE RESPONSE 

In its comments to our first draft report recommendation, Fresenius stated they have 
strengthened their internal controls and procedures since the 1999 OIG audit period. 

In regards to our second recommendation, Fresenius: 

‚	 believes that the concerns expressed in the report requiring physician approval of 
individual EPO dosage changes is misplaced, and that requiring a separate physician 
order for each change would frustrate the purpose of the algorithm.  They state that the 
value of an algorithm lies in its ability to direct the nursing staff to adjust medication 
dosing according to fixed medical criteria established by the treating physician without 
requiring a specific physician order for each change in dose. Fresenius believes this 
practice has been widely accepted in the medical community. 

‚	 stated that the reference in the Report to reliance by AHS on the Massachusetts Nurses 
Practice Act to require a separate physician order for each dose change made pursuant to 
a physician-directed algorithm is misplaced, and nothing in the Nurse Practice Act 
supports such a conclusion. 

See APPENDIX for complete text of Auditee comments. 

ADDITIONAL OIG COMMENTS: 

In regards to the Fresenius’s response to the second recommendation, we provide the following 
additional comments. 

First, we do not question the benefit and use of physician-directed algorithms. However, we 
have concerns with physicians not signing off EPO dosage changes, and are not convinced this 
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practice is as widespread as Fresenius suggests. Based on audits of other Massachusetts dialysis 
providers, we found that the dialysis providers required that physicians sign off on changes in 
which nurses adjusted EPO dosages utilizing algorithms. We even found that some of the 
Massachusetts Fresenius ESRD providers selected in our sample required physicians to sign off 
on all changes in which nurses adjusted EPO dosages based on algorithms. The documentation 
of the physician’s signature for dose changes, whether by telephone, facsimile, or electronic 
messaging, provides a quality of care and utilization control mechanism as to the amount of EPO 
administered and billed by the facility. Moreover, as a condition of participation, the ESRD 
facility is required to ensure that all medical records are properly documented. 

In the absence of a national policy, a local intermediary is responsible for establishing local 
medical review policies. In the case of this audit, the local intermediary, AHS, utilizes the Nurse 
Practice Act while reviewing and adjudicating Medicare claims. However, officials from AHS 
stated they do not question the benefit and use of physician-directed algorithms. The AHS 
officials believe claims involving EPO dosage changes should have evidence that the physician 
reviewed the nurse’s adjustments and concurred with the adjusted dosage amount. Since as 
Fresenius disagrees with AHS’s interpretation of the Nurses Practice Act, we believe our second 
recommendation to resolve with CMS and AHS as to what physician documentation is required 
when using a protocol containing an algorithm as a standing physician order for a nurse to 
administer EPO is still applicable. It is important for there to be a clear understanding of what 
physician documentation is required for Medicare reimbursement. 

We will provide the AHS and CMS with the results of our review for appropriate consideration 
and corrective action. 
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