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Fresenius Medical Care RE@E!VED

MAR O 7 2013

HEALTH FaciL
SERVICES REV.‘EVPESI?RD

March 6, 2013

Ms. Courtney Avery

Administrator

Illinois Health Facilities & Services Review Board
525 West Jefferson, 2™ Floor

Springfield, IL 62761

Re:  #12-093, Fresenius Medical Care Streeterville - Response to SEIU Opposition

Dear Ms. Avery:

Fresenius Medical Care — North America (FMCNA) submits this response to the letter
filed by Service Employees International Union (SEIU) in opposition to Fresenius Medical Care
Streeterville, LLC’s certificate of need permit request for the above facility. FMCNA has the
qualifications, background, and character to provide a proper standard of health care service for
the community, as demonstrated in its permit application and its history of providing quality
dialysis services to residents of Illinois at our 100 plus clinics throughout the State. The quality
outcomes of our dialysis facilities in Illinois exceed the U.S. mean in almost every measurement
category, and we continually strive to improve upon these results. Attached hereto as an
example, is an appendix A which shows two primary Centers for Medicare and Medicaid
Services (“CMS”) quality parameters for dialysis services. These measures relate to hospital
admissions and mortality. Appendix A reveals that the Fresenius Illinois clinics meet or exceed
the CMS quality parameters at approximately 95% of Illinois clinics. Very few clinics fell below
the CMS standards in either the Standard Mortality Rate (SMR) or Standard Hospitalization Rate
(SHR) and a number of clinics exceeded the standards in the SMR category.

The issues raised by the SEIU are not reflective of the quality of care that FMCNA
provides to its patients on a day to day basis, or of the outstanding character and dedication of
FMCNA and the thousands of nurses and patient care staff providing care in its facilities. The
Illinois Health Facilities and Services Review Board has for over 15 years routinely found
Fresenius Medical Care to be a provider of care within Illinois that meets its criteria for quality,
character and fitness to provide services. It has recognized that as a national healthcare provider,
FMCNA is subject to lawsuits alleging professional negligence, malpractice, or related tort
claims, and may from time to time be involved in government investigations or qui tam relator
lawsuits. While we decline to engage in a point by point response to the allegations in SEIU’s
letter, we want to bring clarity to some of the issues raised.

Fresenius Medical Services ¢ North Division
One Westbrook Corporate Center, Suite 1000 Westchester, IL 60154 708-562-0371




SEIU points to the results from a survey of a dialysis facility in West Nashville,
Tennessee to suggest FMCNA does not meet two of the Board’s criteria. The West Nashville
facility was found to be out of compliance with certain Conditions for Coverage for End Stage
Renal Disease Facilities resulting in it being placed in immediate jeopardy for termination of
Medicare certification. FMCNA promptly addressed the concerns, and was found to be in
compliance with the Medicare Conditions for Coverage at a subsequent survey less than two
months later. The termination action was rescinded, no adverse action was taken, and the facility
continues to operate as a Medicare certified facility today. (See December 11, 2012 Letter from
CMS attached as appendix B). This one instance in Tennessee, particularly given the scope of
FMCNA’s operations in Illinois and throughout the country, hardly supports SEIU’s conclusions
that FMCNA does not have the appropriate background, qualifications or character.

SEIU also points to FMCNA'’s settlement with the OIG in 2000. That settlement resulted
from an investigation into activities by some employees of National Medical Care Inc., that
commenced prior to FMCNA’s acquisition of that company in 1996. FMCNA inherited the
investigation, cooperated with the government, and took responsibility to settle the claims.
FMCNA also agreed to enter into and abide by a Corporate Integrity Agreement. FMCNA has
in place a Corporate Ethics and Compliance Program to ensure that the Company and its
employees comply with applicable laws, regulations and established Company standards in
operating the business, and to identify and address compliance risks and violations in an
effective and timely manner.

FMCNA’s actions with respect to its Renal Therapies Group dialysate products,
including Granuflo, have been appropriate and responsible. In November 2011, the Chief
Medical Office of the Fresenius Medical Services division, which operates outpatient dialysis
facilities, issued an internal memorandum to its physician medical directors that discussed
physicians' prescription patterns for dialysate and specifically the need for physicians to
individualize their prescriptions. The memorandum raised concern with the FDA that physicians
may not fully appreciate the composition of dialysate as related to bicarbonate and total buffer.
At FDA's request and after consultation with FDA, FMCNA’s manufacturing and products
division, the Renal Therapies Group, issued a warning and advice that was approved by the
FDA. FMCNA is now exploring with FDA potential label changes for RTG's dialysate products
and for the operator manuals for RTG’s hemodialysis machines. These product-related actions
have been classified by FDA as a "Class 1 Recall." However, the FDA has not required the
withdrawal or removal of products from the marketplace as part of this recall. FDA has also not
yet approved the product labeling and machine manual changes that FMCNA has proposed.
Since the FDA's recall, a number of plaintiffs have filed personal injury lawsuits, which FMCNA
believes to be without merit and that it is defending vigorously.

FMCNA'’s dialysate products have received FDA clearance. FMCNA is confident that,
when used according to their label and instructions for use, its dialysate products and machines
are safe and effective. The long track record and extensive experience with these products and
machines demonstrates their safety and efficacy. FMCNA continues to cooperate with the FDA

in its ongoing investigation.




We appreciate your consideration of our comments on this issue.

Sincerely,

RicMzW

Regional Vice President
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Appendix - A




Department of Health & Human Services
Centers for Medicare & Medicaid Services
61 Forsyth St., Suite, 4T20

Atlanta, Georgia 30303-8909 CENTERS for MEDICARE & MEDICAID SERVICES

Ref: FMC West Nashville TN 44-2615. compliance

Amended
(CMS Cert Number)

December 11, 2012

Ms Term Seese-Wilson

Director of Operations Nashville North Area
Fresenius Medjcal Care West Nashville

242 Orlando Avenue

Nashville, TN 37209

RE: End Stage Renal Discase Facility - CMS Certification Number: 44-2615
Dear Ms. Seese-Wilson:

Based on a report by the Tennessee State Agency of the December 4, 2012 follow-up Mecficaf'e
survey of the FMC West Nashville dialysis facility, we find that your facility is now in compliance
with the Medicare Conditions of Participation. The termination action is rescinded. We thank you
for your cooperation and look forward to working with you on a continuing basis in the administration
of the Medicare program.

If you have questions, please contact Rosemary L. Robinson at (404) 562-7405.

Sincerely,

Sandra M. Pace
Associate Regional Administrator
Division of Survey and Certification

Ce: Tennessee Division of Healthcare Facilities
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