COMMENTS BY RENAL ADVANTAGE, INC.
REGARDING PROJECT I.D. NO. F-8746-11
FILED BY DVA HEALTHCARE RENAL CARE, INC.
D/B/A CHARLOTTE DIALYSIS CENTER
ADD TWO STATIONS

Renai Advantage, Inc. ("RAI"), an existing provider of dialysis services in
Mecklenburg County, submits the following comments against DVA Healthcare Renal Care,
Inc.'s ("DaVita") CON application proposing to add two dialysis stations to its Charlotte
Dialysis Center ("Charlotte"). This is based on Charlotte's 85% occupancy and the application
of the ESRD facility Need Methodology. See page 11 of the application. But this does not
automatically entitle DaVita to any additional stations. Rather, DaVita must demonstrate the
need for the stations. DaVita must also demonstrate that it is not unnecessarily duplicating
existing resources. DaVita must also demonstrate that it has provided quality care in the past.
The burden is on DaVita to do these things. DaVita cannot meet its burden and its application
should be disapproved.

1. DaVita Does Not Demonstrate the Need for More Stations at its Charlotte
Dialysis Center.

DaVita states that it now has 109 in-center patients at Charlotte. It projects 119.5
Mecklenburg County patients by the end of Year 2. See application, pages 11 and 12. This is
based on the application of the Mecklenburg County Average Annual Change Rate (AACR) of
5.1%. But the mere fact that the facility is located in Mecklenburg County does not mean that
it is reasonable to apply the AACR to grow the patient volume at this facility. There is no
substantiation for these growth projections. There are no letters of support from patients.
There is only one letter from the medical director, who does not commit to refer any additional
patients. All that DaVita provides is numbers; it does not provide a need methodology, and
there is simply no way the Agency can assume that Charlotte's growth will track the
Mecklenburg County AACR.  In addition, this facility has recently been approved for a one
station expansion. See application, page 3. This additional station had not been developed as
of the time of the filing of the Charlotte CON application on September 15, 2011. It would be
prudent to see how busy the new station is before adding any additional stations.

Also not discussed is DaVita's Mint Hill Dialysis Center. DaVita received a CON for
this project in 2008 to develop a ten-station center. It still has not been developed, though
efforts are apparently being made. See attached Declaratory Ruling dated March 30, 2011,
attached as Exhibit A. It would be prudent for this already approved capacity to be added
before DaVita increases capacity at another center.

Accordingly, the application is non-conforming with Criterion 3 and must be
disapproved.

I1. DaVita's Proposal Unnecessarily Duplicates Existing Services.




According to the July 2011 Semi Annual Dialysis Report (SDR), Mecklenburg County
has a surplus of 15 dialysis stations. ". . .[T]he proliferation of unnecessary health service
facilities results in costly duplication and underuse of facilities, with the availability of excess
capacity leading to unnecessary use of expensive resources and overutilization of health care
services." N.C. Gen. Stat. § 131E-175(4).  Mecklenburg County does not need more
stations, regardless of whether the facility need methodology shows a need. Just because a
facility can expand does not mean it should expand. There are some centers in Mecklenburg
County, including RAI's Latrobe facility, that have available capacity. Metrolina
Nephrology, the practice that provides medical direction for DaVita Charlotte, serves a variety
of dialysis clinics throughout Mecklenburg County so patients would not necessarily have to
change doctors in order to take advantage of some of the excess capacity that exists in
Mecklenburg County.

Accordingly, the DaVita application is non-conforming with Criterion 6.
II. The Agency Should Carefully Analyze the Application Under Criterion 20.

Criterion 20 requires an applicant already involved in providing health care services to
demonstrate that quality care has been provided in the past. DaVita is no stranger to Criterion
20 problems. See, e.g., Findings in Cabarrus County, Davie County and New Hanover
County, copies of which are attached as Exhibits B through D.  Most importantly,
Charlotte's sister facility, Charlotte East Dialysis, had an immediate jeopardy situation and was
out of compliance with three Medicare Conditions for Coverage based on a survey conducted
on October 26, 2010. The facility was not brought back into compliance until December 21,
2010. See Exhibit E. It has been the practice of the CON Section to consider events of this
magnitude that occur at the applicant's affiliates in the same county or in adjacent counties
within 18 months prior to the decision, especially where there are linkages between the
facilities such as ownership, governance and medical direction. The incidents at Charlotte East
fit within this 18 month window. The linkages also exist. Accordingly, the Charlotte
application should be denied under Criterion 20.

Iv. Conclusion

The DaVita Charlotte application should be denied.




Exbii A4

NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION
RALEIGH, NORTH CAROLINA
INRE: REQUEST FOR DECLARATORY
RULING BY DVA HEALTHCARE RENAL

)
CARE D/B/A MINT HILL DIALYSIS ; DECLARATORY RULING
CENTER | )

Project ID. No. F-7861-07 ;

I, Drexdal Pratt, as Director of the Division of Health Service Regulation, North Carolina
Department of Health and Human Services (“Department” or “Agency”), do heteby issue this
Declaratory Ruling pursuant to North Carolina General Statute § 150B-4 and 10A NCAC 14A
0103 under the authority granted me by the Secretary of the Department of Health and Human
Services. |

DVA Healthcare Renal Care, Inc. d/b/a Mint Hill Dialysis Center (“DVA”) has requested

a declaratory ruling for Project I.D. No, F-7861-07 (“Project”) allowing it to develop and operate

the Mint Hill Dialysis Center at a new location. DVA requests this change on the grounds that it

does not constitute either (1) a material change in scope or physical location or (2) a failure to
materially comply with the representations made by DVA in its certificate of need application for
its project or the conditions imposed upon the certificate of need, N.C.G.S. §§ 131E-18v1(a) and
(b). Th‘is ruling will be binding upon the Department and the entity requesting it, as long as the
material facts stated herein are accurate. This ruling pertains only to the matters referenced
herein, Except as provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to
make a prospective change in the interpretation of the statutes and regulations at issue in this
Declaratory Ruling. William R. Shenton of Poyner Spfuill LLP has requested this ruling on

behalf of DVA and has provided the material facts upon which this ruling is based.




STATEMENT OF THE FACTS

In September 2008, the CON Section issued a certificate of need for Project I.D. No, F-
7861-07 authorizing DVA to relocate six dialysis stations from its Charlotte East Dialysis Centér
and four dialysis stations.from its South Charlotte Dialysis Center to develop a 10-station
dialysis facility in Mint Hill, Mecklenburg County, to be known as Mint Hill Dialysis Center.

As a result of the economic downturn, the business park where the primary and
secondary sites in DVA’s Certificate of Need application were located was not developed, so
those sites were no longer available as locations fof the facility, DVA identified another site at
9030 Albemarle Road, Charlotte, North Carolina and received a declaratory ruling approving
that site. However, after issuance of the declaratory ruling, DVA learned of a restrictive
covenant that prohibits any entity with an ownership or similar affiliation with a pharmacy from
leasing space in the shopping center on Albemarle Road. That covenant eliminated the
Albemarle Road site as a location for DVA’s Mint Hill facility, because DVA’s parent company
DaVita, Inc., has a subsidiary that is a specialized pharmacy. /

DVA represents that a new site at 11308 Hawthorne Drive in Mint Hill is available and
suitable for development of the dialysis facility as originally configured and designed, and that
DVA will operate the same number of dialysis stations as it proposed in its application. The new
site has an existing building that once housed a medical practice, and the site is appropriately
zoned. DVA’s developer will purchase the building and DVA will upfit it with all necessary
dialysis-specific renovations, DVA represents that its upfit costs will not exceed 115 percent of
the capital expenditure amount shown on its certificate of need: DVA anticipates being able to

complete development of the facility and have it ready for certification no later than the first




quarter of 2012. The new site is located at approximately the same distance to support services
as the sites identified in the application.
ANALYSIS

The CON law would require a full review of DVA’s proposed change if it were to
represent a material change in the physical location or scope of the project. N.C.G.S. § 131E-
181(a). The proposed change does not constitute a material change in the physical location or
the scope of the proposed project. The new site is approximately the same distance to key
support services identified in the application as the original sites in DVA’s application. DVA
will operate the same size facility and offer the same services at the new site as those proposed in
the application. Costs for development will not exceed 115% of the amount shown on the
certificate of need.

N.C.G.S. § 131E-189(b) allows the Agency to withdraw DVA’s certificate of need if
DVA fails to develop the service in a manner consistent with the representations made in the
application or with any conditions that were placed on the certificate of need. DVA will not be

developing its project in a manner that is materially different from the representations made in its

application, nor will it be developing its project in a manner that is inconsistent with any of the |

conditions that were placed on its certificate of need.
CONCLUSION
For the foregoing reasons, assuming the staterhents of fact in the request to be true, 1
conclude that the substitution of 11308 Hawthome Drive, Mint Hill, North Carolina as the site
for DVA’s Mint Hill Dialysis Center, Project .D. No. F-7861-07, will not constitute a material

change in the physical location or scope of the project, will not violate N.C.G.S. § 131E-181 and




will not constitute a failure to satisfy a condition of the certificate of need in violation of
N.C.G.S. § 131E-189(b).

This the day of ,2011.

Drexdal Pratt, Director
Division of Health Service Regulation
N.C. Department of Health and Human Services




CERTIFICATE OF SERVICE

I certify that a copy of the foregoing Declaratory Ruling has been served upon the
nonagency party by certified mail, return receipt requested, by depositing the copy in an official
depository of the United States Postal Service in first-class, postage pre-paid envelope addressed
as follows: '

CERTIFIED MAIL

William R. Shenton

Poyner Spruill LLP

301 Fayetteville Street, Suite 1900
Raleigh, NC 27602-1801

This the day of ,2011.

Jeff Horton
Chief Operating Officer







ATTACHMENT - REQUIRED STATE AGENCY FINDINGS

DECISION DATE:
FINDINGS DATE:

PROJECT ANALYST:
SECTION CHIEF:

PROJECT 1.D. NUMBER:

FINDINGS
C = Conforming
CA = Conditional
NC = Nonconforming
NA =Not Applicable

February 25, 2011
March 4, 2011

Tanya S. Rupp
Craig R. Smith

F-8577-10 / Total Renal Care of North Carolina, LLC d/b/a Harrisburg

Dialysis Center / Add five dialysis stations to an existing facility for a
facility total of 20 stations / Cabarrus County

F-8581-10 / Total Renal Care of North Carolina, LLC d/b/a Cabarrus
County Dialysis / Develop a new twelve-station dialysis facility in
Concord / Cabarrus County

F-8584-10 / Total Remal Care of North Carolina, LIC d/b/a
Copperfield Dialysis. Center / Add six dialysis stations to an existing
facility for a facility total of 27 stations / Cabarrus Coumnty

F-8590-10 RAI Care Centers of North Carolina II, LLC d/b/a RAI Care
Centers — Concord / Develop a 23- stertmn dlalyms facility in Concord /
Cabarrus County

REVIEW CRITERIA FOR NEW ]NSTITUTIONAL HEALTH SERVICES

G.S: 131E-183(a) The Department shall review all applications ufilizing the criteria outlined in this
subsection and shall determine that an application is either consistent with or not in conflict with
these criteria before a cemﬁcate of need for the proposed project shall be Lssued.

(1) The proposed project shall be consistent with applicable policies and need determinations n
the State Medical Facilities Plan, the need determination of which constitutes a determinative
limitation on the provision of any health service, health service facility, health service facility
beds, dialysis stations, operating rooms, or home health offices that may be approved,

NC
" All- Applications

' The 2010 State Medical Facilities Plan (2010 SMFP) and the July 2010 Semiannual Dialysis
Report (SDR) provide a county need methodology for determining the need for additional
 dialysis stations. Accordmg to Sectxon 2(}3) of the dialysis station county nwd methodology,

EXHIBIT
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- found on page 333 of the 2010 SMFP, “If a county’s December 31, 2010 projected station

deficit is ten or greater and the July SDR shows that utilization of each dialysis facility in the
county is 80% or greater, the December 31, 2010 county station need determination is the same
as the December 31, 2010 projected station deficit. ...” The county need methodology for
2010 results in a need determination for 23 dialysis stations in Cabarrus County. In the July
2010 SDR Table B: ESRD Dialysis Station Need Determinations by Planning Area, atotal of
187.4 in-center dialysis patients and 30.4 home patients are projected in Cabarrus County ag
of December 31, 2010. Four applications were received by the Certificate of Need Section
for development of the 23 dialysis stations. The four applicants applied for a total of 46
dialysis stations. Pursuant to the need determination in the 2010 SMFP and the July 2010
SDR, 23 dialysis stations is the limit on the number of dialysis stations that may be approved
in this review. A competitive review of these applications began on October 1, 2010.
Following is a brief description of the four proposals submitted in this review:

» F-8577-10 Total Renal Care of North Carolina, LLC d/b/a Harrisburg Dialysis
Center proposes to add five dialysis stations to its existing dialysis facility in
Concord in Cabarrus County, in response to the county need methodology. In
Section L8, page 3 of the application, the applicant states the project will require the
addition of dialysis machines, chairs, patient TVs, chair side computer terminals and
electrical and plumbing work. Harrisburg Dialysis Center currently has 15 certified
dialysis stations, including one station for isolation patients; therefore, after
completion of this project, Harrisburg Dialysis Center will have a facility total of 20
dialysis stations, including one isolation station.”

o F-8581-10 Total Renal Care of North Caroline, LLC d/b/a Cabarrus County
Dialysis proposes to develop a new 12-station dialysis facility in Concord in
Cabarrus County. In Section L8, page 3, the.applicant states the facility will offer in-
center hemodialysis, home hemodialysis training, and training in peritoneal dialysis
and nocturnal  dialysis. The applicant proposes to develop 12 in-center dialysis
stations, and the line drawing in Exhibit 25 shows a total of 12 dialysis stations are
proposed. The line drawing identifies 10 dialysis stations on the floor, one separate
room for patients requiring isolation pursuant to CMS Guidelines!, and one room
labeled for home hemo-dialysis training purposes. Thus, the applicant proposes a
total of 12 dialysis stations. The 2010 SMFP defines the need for a faximum of 23
dialysis stations in Cabarrus County. The applicant proposes to develop no more than
12 new dialysis stations in Cabarrus County and therefore is conforming to the need
determination in the 2010 SMFP. '

 F-8584-10 Total Renal Care of North Carolina, LLC d/b/a/ Copperfield Dialysis
Center proposes to add six dialysis stations to its existing dialysis facility in
Concard in Cabarrus County, in response to- the county need methodology. In
Section 18, page 3 of the application, the applicant stdtes the project will require the -
addition of dialysis machines, chairs, patient TV, chair side computer terminals and

! Seq 42 CFR §494.30@)()(1)
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clectrical and plumbing work. Copperfield Dialysis Center currently has 21 certified
dialysis stations, including one station for isolation- patients; therefore, after
completion of this project, Harrisburg Dialysis Center will have a facility total of 27
dialysis stations, including one isolation station.

» F-8590-10 RAI Care Centers of North Carolina II, LLC d/b/a RAI Care
Centers — Concord [“RAI”] proposes to develop a new 23-station dialysis facility
in Concord in Cabarrus County. In Section 1.8, page 3, the applicant states the
facility will offer in-center hemodialysis on 21 stations, will include one separate
room for patients requiring isolation, pursnant to CMS Guidelines,> and one
additional separate room, to offer home hemodialysis training. The line drawing in
Section I1.12, page 27, and in Exhibit 23 show a total of 23, dialysis stations are
proposed. The line drawing identifies 21 dialysis stations on the floor, one room
separate for patients requiring isolation, and one room labeled for home hemo-
dialysis purposes. Thus, the applicant proposes a total of 23 dialysis stations. The
2010 SMFP defines the need for a maximum of 23 dialysis stations in Cabarrus
County. The applicant -proposes to develop no more than 23 dialysis stations in

Cabarrus County and therefore is conforming to the need determination in the 2010
SMFP. : 4

There is one policy in the 2010 SMFP applicable to the review of two of the apphcanons
submitted for review. Policy Gen-3, on page 39 of the 2010 SMFP states:

“4 certificate of need applicant applying to develop or offer a new institutional health
service for which there is.a need determination in the North Carolina State Medical
Facilities Plan shall demonstrate how the project will promote safety and quality in the
delivery of health care services. while promoting equitable access and maximizing
healthcare value for resources expended. A certificate of need applicant shall
document its plans for providing access to services for patients with limited financial
resources and demonstrate the availability of capacity to provide these services. A
certificate of need applicant shall also document how its projected volumes incorporate
these concepts in meeting the need identified in the State Medical Facilities Plan as
well as addressing the needs of all residents in the proposed service area.”

All four applications propose dialysis stations in Cabarrus- County in response to a need
determination in the 2010 SMFP.

F-8577-10 Total Renal Care of North Carolina, LL.C d/b/a Harrisburg Dialysis:

Promote Safety and Quality

In Section II, page 21, the applicant states,

2 See 42 CFR §494.30(a)(1)(3)
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“DaVita, Inc. is committed to providing quality care to the ESRD population through q
comprehensive Quality Management Program. — DaVita’s Quality Management
Program is facilitated by a dedicated clinical team of RN and Biomedical Quality
Management Coordinators working under the direction of our Director of Quality
Management and Director of Integrated Quality Development. ..The program
exemplifies DaVita's total commitment to enhancing the quality of patient care through
its willingness to devote the necessary resources to achieve our clinical goals.”

On page 22, the applicant states,

“The Harrisburg Dialysis Center is attended by Dr. Charles Stoddard, admitting
Nephrologist who directly oversees the quality of care of the dialysis facility. ... In
addition, Dr. Stoddard serves as Medical Director and provides the overall medical
supervision of the dialysis unit. The facility unit administrator is the day to day
manager of the facility and maintains the company’s Quality Management Program
that monitors the overall care of the patients. ' The Quality Mariagement Program is
reviewed by the Quality Assurance Committee consisting of the Nephrologists, Unit
Admiristrator, clinical teammates, social worker and the dietitian. ... Continuous

Quality Improvement teams address facility issues with the goal of improving patient
care and patient outcomes.” ‘

In addition, in Exhibit 24 thé applicant provides a copy of DaVita, Inc. Health and Safety,
Policy and Procedure Manual that address safety in the dialysis facility, In Exhibit 4, the
applicant provides a copy of publications and articles about DaVita and its approach to safety
- and quality in clinical outcomes. Therefore, the applicant adequately demonstrates the
methods by which it proposes to promote safety and quality in the provision of dialysis
services in Cabarrus County. However, the applicant did not adequately demonstrate that it
has provided quality care in its existing Copperfield Dialysis Center. See Criterion (20) for
discussion. Therefore, the applicant did not adequately demonstrate that the proposal would
ensure quality care. ' ‘

Document Plans for Access to Healthcare by Underserved
In Section V1.1, paée 39, the applicant states,

- “The Harrisburg Dialysis Center, by policy, make [sic] dialysis services avatlable to all
residents in its service area without qualifications. We will serve patients without

regard to race, sex, age, or handicap. We serve patients regardless of ethnic or
socioeconomic situation.

The Harrisburg Dialysis Center make [sic)] every reasonable effort to accommodate all
of its patients; especially those with special needs such as the handicapped, patients
attending school or patients who work. The facility will provide dialysis six days per
week with two patient shifts per day to accommodate patient need.
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The Harrisburg Dialysis Center does not require payment upon admission to its
services; therefore, services are available to all patients including low income persons,

racial and ethnic minorities, women, handicapped persons, elderly and other under-
served persans.”

The apphcam adequately documented its plans for providing access to health care by the
underserved groups.

Maximize Healthcare .Valuc

In Section IT1.9, on page 31, the applicant states,

“The parent corporation, DaVita, operates over 1,400 dialysis facilities nationwide.
The corporation has a centralized purchasing department that negotiates national
contracts with numerous vendors in order ta secure the best product available at the
best price.

The Harrisburg Dzalyszs Center will purchase all of the products utilized in the
Jacility, from office supplies to drugs to clinical supplies, under a national contract in
order to secure the best products at the best price.

The Harrisburg Dialysis Center will utilize the reuse process that contains costs and
the amount of dialyzer waste generated by the facility. The dialyzers are purchased
under a national contract in order to get the best quality dialyzer for the best price.
The Harrisburg Dialysis Center will install an electronic patient charting system that
reduces the need for paper in the facility. Much of the other documentation in the
Jacility will also be done on computer which reduces the need for paper.

The Harrisburg Dialysis Center Bio-Medical Technician assigned to the facility will
conduct preventative maintenance on the dialysis machines on a monthly, quarterly,
and semi-annual schedule that reduces the need for repair maintenance and parts.
This will extend the life of the dialysis machines.”

The applicant adequately documents its plans for providing access to services for patients
with limited financial resources. However, the applicant did not demonstrate that its
projected volumes for the proposed services incorporate the basic principles in meeting the
needs of patients to be served, because the applicant has not demonstrated that it has provided
quality care and ensured the safety of the patients it serves in its Copperfield Dialysis Facility.
See’ Criteria (18a) and (20) for additional discussion. Consequently, the application is not
consistent with Policy Gen-3, and therefore is not conforming to this criterion.

F-8581-10 Total Renal Care of North Carolina, L1.C d/b/a Cabarrus County Dialysis:

Promote Safety and Quality

In Section II, page 24, the applicant states,
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“DaVita, Inc. is committed to providing quality care to the ESRD population through g
comprehensive Quality Management Program.  DaVita's Quality Management
Program is facilitated by a dedicated clinical team of Registered Nurses who make up
our Clinical Support Services and Biomedical Quality Management Coordinators
working under the direction of our Director of Clinical Support Services and Area
Biomedical Administrator. ...The program exemplifies DaVita’s total commitment to
enhancing the quality of patient care through its willingness to devete the necessary
resources to achieve our clinical goals.”

On page 26, the applicant states,

“Cabarrus County Dialysis will be attended by the [sic] Dr. William Halstenberg and
other admitting Nephrologists who directly oversee the quality of care of the dialysis
Jfacility. ... The facility unit administrator is the day to day manager of the facility and
maintaim the company’s Quality Management Program that monitors the overall care
of the patients. The Quality Management Program is reviewed by the Quality
* Assurance Committee consisting of the Nephrologists, Unit Administrator, climical
teammates, social worker and the dietitian. ... Continuous Quality Improvement tearmns
address facility issues with the goal of improving patient care and patient outcomes. ™

In addition, in Exhibit 18 the applicant provides a copy of DaVita, Inc. Policies, Procedures,
and Guidelines that address safety in the dialysis facility. Therefore, the applicant adequately
demonstrates the methods by which it proposes to promate safety and quality in the provision
of dialysis services in Cabarmrus County. However, the applicant did not adequately
demonstrate that it has provided quality care inits existing Copperfield Dialysis Center. See
Criterion (20) for discussion. Therefore, the apphcant did not adequately demonstrate that the
proposal would ensure quality care. :

Document Plans for Access to Healthcare by Underserved
In Section V1.1, page 41, the applicant states,

“Cabarrus County Dialysis, by policy, will make dialysis services available to all
residents in ity service area without qualifications. We will serve patients without

regard to race, sex, age, or handicap, We wxlI serve patients regardless of ethnic or
socioeconomic situation,

Cabarrus County Dialysis will make every reasonable effort to accommodate all of its
patients; especially those with special needs such as the handicapped, patients
attending school or patients who work. The facility will provide dialysis six days per
week with two patient shifis per day to accommodate patient need.

Cabarrus County Dialysis will not require payment upon admission to is services;
therefore, services are available to all patients including low income persons, racial
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and ethnic minorities, women, handicapped persons, elderly and other under-served
persons.”

On page 42, the applicant states:

“Cabarrus County Dialysis will make no effort to categorize patients into groups
according to their financial ability to obtain medical care. Physicians will identify the

patients in need of dialysis services and only then will a financial counselor and/or

social worker evaluate their medical insurance and financial status. If a patient is
medically indigent, meaning they have no means to pay for their treatments, dlexander
County Dialysis will provide these patients will dialysis services, understanding that we
will not receive paymert for the treatments provided,”

The appﬁca'm adequately documented its plans for providing access to health care by the
underserved groups.

Maximize Healthcare Value

In Section 1119, on pages 33 - 34, the applicant states,

“This application calls for the development of a new, state of the art facility that will
requiré the purchase of hundreds of times that will include dialysis machines, chairs
and TVs. The parent corporation, DaVita, operates over 1,500 dialysis facilities
nationwide. ~ The corporation. has a centralized purchasing department that
- negotiates national contracts with numerous vendors in order to secure the best
product available at the best price. We will be purchasing the equipment for this
project under this procedure. .
Cabarrus County Dialysis will purchase all of the products utilized in the facility,
Jfrom office supplies to drugs teo clinical supplies, under a national cortract in order
to secure the best products at the best price.
Cabarrus County Dialysis will wtilize the reuse process that contains costs and the
" amount of dialyzer waste generated by the facility....
Cabarrus County Dialysis' will install an electronic patient charting system that
reduces the need for paper in the facility. Much of the other documentation in the
Jacility will also be done on computer which reduces the need for paper.
Cabarrus County Dialysis Bio-Medical Technician assigned to the facility will
conduct preventative maintenance on the dialysis machines on a monthly, quarterly,
and semi-annual schedule that reduces thé need for repair maintenance and parts.
This will extend the life of the dialysis machines.”

The applicant adequately documents its plans for providing access to services for patients
with limited financial resources. However, the epplicant did not demonstrate that its -
projected volumes for the proposed services incorporate the basic principles in meeting the
needs of patients to be served, because the applicant has not demonstrated that it has provided
quality care and ensured the safety of the patients it serves in its Copperfield Dialysis Facility.
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See Criteria (18a) and (20) for additional discussion. Consequently, the application is not
consistent with Policy Gen-3, and therefore is not conforming to this criterion.

F-8584-10 Copperfield Dialysis Center

Promote Safety and Quality

In Section II, pages 21 - 22, the applicant states,

“DaVita, Inc. is committed to providing quality care ta the ESRD population through a
comprehensive Quality Management Program. DaVita’s Quality Management

- Program is facilitated by a dedicated clinical team of RN and Biomedical Quality
Management Coordinators working under the direction of ouwr Director of Quality
Management and Director of Integrated Quality Development. ..The program
exemplifies DaVita's total commitment to enhancing the quality of patient care through
its willingness to devote the necessary resources to achieve our clinical goals.”

“Dr. Willian Halstenberg is an admitting Nephrologist who directly oversees the
quality of care of the dialysis facility. Dr, Halstenberg serves as Medical Director and
provides the overall medical supervision of the dialysis unit. The facility unit
admiristrator is the day to day manager of the facility and maintains the compary’s

- Quality Management Program that monitors the overall care of the patients. The
Quality Management Program is reviewed by the Quality Assurance Committee
consisting of the Nephrologists, Unit Ad‘mzmstratar, clinical teammates, social worker
and the dietitian. This Quality Assurance Program addresses the Copperfield Dialysis
Center as a whole, .then compares each sister unit to the whole and to industry
standards. The Committee then makes recommendations to improve quality.

Continuous Quality Improvement teams address facility issues with the goal of
improving patient care patient outcomes. "

In addition, in Exhibit 24 the applicaut provides a copy of DaVita, Inc. Health and Safety,
Policy and Procedure Manual that address safety in the dialysis facility. In Exhibit 4, the
applicant provxdcs a coply of publications and articles about DaVita and its approach to safety

.and quality in clinical outcomes. Therefore, the applicant adequately demonstrates the

methods by which it proposes to promote safety and quality in the provision of dialysis
services in Cabatrus County. However, the applicant did not adequately demonstrate that it
has provided quality care in this facility. See Criterion (20) for discussion. Therefore, the
applicant did not adequately demonstrate that the proposal would ensure quality care.

Document Plans for Access to Healthcare by Underserved .

In Section V1.1, page 40, the applicant states,
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“The Copperfield Dialysis Center, by policy, makes dialysis services available to all
residents in its service area without qualifications: We serve patients without regard to
race, sex, age, or handicap. We will serve patients regardless of ethnic or
socioeconomic situation.

The Copperfield Dialysis Center makes every reasonable effort to accommodate all of
its patients; especially those with special needs such as the handicapped; patients
attending school or patierts who work. . The facility will provide dialysis six days per
week with two patient shifis per day to accommodate patient need,

The Copperfield Dialysis Center does not require payment upon admission fo its
services; therefore, services are available to all patients including low income persons,

.racial and ethnzc minorities, women, handicapped persons, elderly and other under-

served persons.”

The applicant adequately documented its plans for providing access to health care by the
underserved groups. .

Maximize Healthcare Value

'In Section IIL.9, on page 31, the applicant states,

“The Coppezﬁeld Dialysis Center promotes cost—eﬁéchve approaches in the facility in the
Jfollowing ways:

The parent corporation, DaVita, operates over 1,500 dialysis facilities nationwide.
The corporation has a centralized purchasing department that negotiates national
contracts with numerous vendors in arder fo secure the best product available at the
best price.

The Copperfield Dialysis Certer purchases all of the products utilized in the facility,
from office supplies to drugs to clinical supplies, under.a national contract in order
to secure the best products at the best price.

The Copperfield Dialysis Center will utilizes [sic] the reuse process that contains
costs and the amount of dialyzer waste generated by the facility. The dialyzers are
purchased under a national contract in order to get the best quality dialyzer for the
best price.

The Copperfield Dialysis Center installs an electronic patient charting system that
reduces the neéd for paper in the facility. Much of the other documentation in the
Jacility will also be done on.computer which reduces the need for paper.

The Copperfield Dialysis Center Bio-medical Technician assigns [sic] to the facility
will conduct prevemtative maintenance on the dialysis machines on a monthly,
quarterly, and semi-armual schedule that reduces the need for repair maintenance
and parts. This extends the life of the dialysis machines.”
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The applicant-adequately documents its plans for providing access to services for patients
with limited finaocial resources. However, the applicant did not demonstrate that jts
projected volumes for the proposed services incorporate the basic principles in meeting the
needs of patients to be served, because the applicant has not demonstrated that it has provided
quality care and ensured the safety of the patients it serves in its Copperfield Dialysis Facility,
See Criteria (18a) and (20) for additional discussion. Consequently, the application is not
consistent with Poli¢y Gen-3, and therefore is not conforming to this criterion.

T-8590-10 RAI Care Centers of North Carolina I, LLC d/b/a RAI Care Centers —
Concord [“RAT”]:

Promote Safety and Quality

In Section II, pages 20 — 21, the applicant states,

“Like no one else in our industry, RAI follows a business philosophy centered on
providing support to meet the needs of each urique dialysis center. RAI establishes a
Jramework within which all of its dialysis centers operate. As a process-oriented
company, RAI focuses on the essential aspects for the way care is delivered in its
centers. This framework includes quality initiatives, staffing models for staffing center
personnel based on patient ‘volumes, formularies for drugs and supplies, patient
scheduling programs, extensive persormel training programs and advancement
opportunities, customer service programs, compensation programs that reward
outstanding clinical outcomes, physician rounding tools, and other physician programs
and t0ols to assist our physicians in providing care in our dialysis centers.”

In Section IT, page 29, the applicant states,

“RAI-NC and RAI-Concord are committed to maintaining quality care, The objective
of the quality mandgement plan is to make certain a mechanism i3 in place, which
ensures the occurrence of an ongoing evaluation of various aspects of the RAI-Concord
operation, both medical and non-medical, Moreover, at such time as this evaluation
process reveals questions associated with a facet of the RAI-Concord operation, the

plan provides a method of further evaluation, method of correction, and follow wp of
corrective action taken.” -

Additionally, in Exhibit 6 the applicant provides a copy of its Policy #G-I8, Quality
Assessment and Performance Improvement,” which describes measures that RAI facilities
take to ensure quality in the delivery of dialysis services.

I;herefore, the applicant adequately demonstrates the methods by which it proposes to
promote safety and quality in the provision of dialysis services in Cabarrus County.




: Cabarrus County Dialysis Review
Praject ID # F-8577-10, F-8581-10, F-8584-10, F-8590-10
Page 11

Document Plans for Access to Healtheare by Underserved

In Section II, page 24, the applicant states,

“To guarantee that all patients-have access to RAI-Concord, the Patient Financial
Indigence Policy insures that patients at 2 times the national paverty level will have any
outstanding balances wrm‘en—oﬁ”

In addition to the RAI Patient Financial Indigence Policy, RAI is an active participant
in the American Kidney Fund that provides granis to patients in need, RAI contributes
a significant amount each year to the find. RAI also applies for and receive grants
from the National Kidney Foundation for patients who are in need as well. Each RAI
dialysis center has a social worker who.performs invaluable service to patients in -
obtaining assistance (including medication assistance). The RAI Regional Financial
Coordinatars work with patients to assist them in obtaining or maintaining insurance
coverage for dialysis care.

As a company, RAI provided over $24.3 million in charity care in 2009 and has a
commitment as a company to continue and expand owr charity care. RAI does not deny
treatment to patients who are unable to pay for their services. RAI works with patients

to attempt to find a way for their care to be covered, either through a payor or a
gavamment program or grants.

Access wiIl be enhanced by this project because it will be centrally located in Cabarrus
County. It is also located conveniently to northern Mecklenburg County so it will

provide access to residents of that area (such as Huntersville) where there is presently
no dialysis facility.” :

In Section VL1, page 53, the applicant states,

“Patients in RAI-NC's region who are in need or will be in need of dialysis services are
admitted regardless of insurance coverage or ability to pay. RAI-Concord staff will
assist patients by identifying available sources of funding and by completing the
required information necessary to obiain financial assistance,

The applicant adequately documented its plans for providing access o health care by the
underserved groups.

Maximize Healthcare Value

In Section II, page 25, the applicant states,

“The RAI development team has approached the planning of the RAI-Concord facility
as it has in many other states. Renavation and construction costs are estimated using
widely available square footage estimates, established supply partnerships minimize
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the supply costs per dialysis treatments, and staffing meets nursing standards, while
permilting cross-training to minimize staff expenses; these three cost containment tools
are essential because dialysis treatment, being mostly Medicare-reimbursed, is
reimbursed to all dialysis facilities at the same rate. RAI has also completed a cost
" comparison between utilizing disposable dialyzer filters and re-usable dialyzer filters -
and has decided that being a single use (disposable dialyzer Silter) facility will contain
costs fo the patient and avoid any patient concerns related to reuse of dialyzer filters.

The applicant adequately documents its plans for providing access to services for patientts

- with limited financial resources. However, the applicant does not demonstrate that projected

volumes for the proposed services incorporate the basic principles in meeting the needs of
patients to be served, because the applicant’s projection of need is based upon unsupported
and thus unreliable assumptions of the patients proposed to be served by the dialysis facility,
See Criterion (3) for additional discussion. Consequently, the application is not consistent
with Policy Gen-3, i3 not consistent with the need determination and therefore is not
conforming to this criterion. ' .

Repealed effective July 1, 1987.

The applicant shall identify the population to be served by the proposed project, and shall

demonstrate the need that this population has for the services proposed, and the extent to
which all residents of the area, and, in particular, low income persons, racial and ethmic
minorities, women, handicapped persons, the elderly, and other underserved groups are likely
to have access to the services proposed. : ,

C
- Harrisburg Dialysis Center
Cabarrus County Dialysis
Copperfield Dialysis Center

’ NC
RAI Care Center-Concord

There are currently two dialysis facilities in Cabarrus County, both of which are operated by
Total Renal Care of North Carolina, LLC. TRC Harrisburg is on Perry Street in Concord,
and TRC Copperfield is on Vinehaven Drive in Concord. The Fuly 2010 Semiannual
Dialysis Report (SDR) in Table A: Inventory of Dialysis Stations and Calculation of
Utilization Rates indicates that as of December 31, 2009, there were 109 in-center dialysis
patients in the 2 existing Cabarrus County facilities, dialyzing on 31 dialysis stations. The
2010 State Medical Facilities Plan (2010 SMEFP) and the July 2010 SDR have identified a
need for 23 dialysis stations in Cabarrus County,

' F-8577-10, Harrisburg Dialysis Center - proposes to add five stations to the existing

facility in Concord, for a facility total of 20 stations after completion of this project. The
applicant projects that 100% of its patients will reside in Cabarrus County, and that the
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facility will dialyze 70 patients on 20 dialysis stations at the end of project year one, which is
3.5 patients per station, or a utilization rate of 87.5% {70 patients / 20 stations = 3.5 patients
per station. 70 patients/ (20 x 4) =0.875].

Population to be Served

In Section IL7, page 25 of the application, the applicant states 100% of its patients are
projected to reside m Cabarrus County. See the following table:

. T ‘ :‘F ‘i”' T ’E?WE%?"WH%' -

F"’ 1 "ﬁrﬁl”ﬂh AT R@Fﬂ'

70 L 75

70 0 76 0 '

*Source: Application page 23
The applicant adequately identifies the population it proposes to serve.

Demonstration of Need

In Settion IL7, pages 25 — 29, the applicant provides the assﬁmptions and methodology it
used to calculate its projections. Specifically, on pages 25 - 26, the applicant states,

“o TRC assumes that ESRD patients residing in Cabarrus County will want to dialyze at
a facility in Cabarrus County.

The patient population in Cabarrus Countjv will be projected. forward using the
current Five Year Average Annual Change Rate as published in the July 2010 SDR.

» The percentage of patients didlyziﬂg on home therapies will remain constant. The
July 2010 SDR indicates that as of December 31, 2009, 13.9% of the dialysis patients
in Cabarrus County were home dialysis patients.

> The Jﬁly 2010 SDR indicates that the Total Renal Care of North Carolina, LLC d/b/a
Harrisburg Dialysis Center had an in-center dialysis patient population of 49
patients as of December 31, 2009 (July 2010 SDR, Table 4., Page 8).

«  The July 2010 SDR indicates that the Total Renal Care of North Carolina, LLC d/b/a
Copperfield Dialysis Center had an in-center dialysis patiemt population of 60
patients as of December 31, 2009 (July 201 0 SDR, Table A, Page 8).

Further, in Section IIL7, on pages 26 — 29, the applicant-describes the methodology it used to
project the mumber of patients. to be served in the Harrisburg Dialysis Center by first
projecting the dialysis patient population for the entire county, and then determining how
much of that dialysis patient population will be served by the Harrisburg Dialysis Center. On
page 26, the applicant states,
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“TRC begins with the ESRD patient population of 201 total dialysis patients in Cabarrus
County as of December 31, 2009. '

IRC projects this census forward for one year, using the Five Year Average Armual
Change Rate as published in the July 2010 SDR. This is the projected patient census as of
December 31, 2010.

201 .X0.085 = 17.085 + 201 = 218.085

- TRC again projects that census forward for one year, using the Five Year Average
Annual Change Rate as published in the July 2010 SDR. This is the projected patient
census for December 31, 2011. '

218.0.X0.085=18.53 + 218.0 = 236.53

TRC then projects this census forward for one Half year, using the Five Year dverage
Annual Change Rate as published in the July 2010 SDR. This is the projected patient
census for June 30, 2012. This is day before the projected certification date for the .
project. .

236.5X0.0425 = 10.05125 + 236.5 = 246.55125

On June 30, 2012, TRC is projecting that theré will be 246.5 total dialysis patients
residing in Cabarrus County. TRC notes that this calculation methodology is consistent
with that in the SDR Table B. ...

Given that the calculations will project 246.5 patients for June 30, 2012, TRC will riow
reduce this number by the percentage of patients using home therapies. The July 2010
SDR indicates that 13.9% of the patients residing in Cabarrus County were home dialysis
patients, ' T

246.5 X 0.139 = 34.2635.
246.5 —34.2635 = 212.2365”

Thus, the applicant projects that as of June 30, 2012, there will be 212.2365 in-center dialysis
_ patients residing in Cabarrus County. ‘

On pages 27 — 28 the applicant projects the combined dialysis population of the Harrisburg
and Copperfield dialysis facilities, and then subtracts that total from the total projected in-
center dialysis patient population in Cabarrus County for 2012. On page 27, the applicant
states, : . .

“TRC recognizes that TRC Harrisburg and Copperfield were serving 109 in-center
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patients (Harrisburg 49 and Copperfield 60) at their facilities on December 31, 2009. It
is reasonable to conclude that this census will grow in proportion with the Cabarrus

County Five Year Average Annual Change Rate. TRC offers the following projections for
this patient population. i

TRC begins with the reported patient poﬁzdaﬁon of the TRC Harrisburg and Copperfield
facilities as of December 31, 2009. As noted above, 109 of these patients are apparently
residents of Cabarrus Coury.

TRC projects this census forward for one year, using the Five Year Average Anmual
Change Rate as published in the July 2010 SDR. This is the projected Harrisburg and
Copperfield combined in-center patient census for December 3 1, 2010.

109 X 0.085 = 9.265 + 109 = 118.265.”

The applicant projects that figure forward 1.5 additional years, to arrive at the projected
Harrisburg and Coppexfield in-center dialysis population as of June 30, 2012:

+ 1182x0.085=10.047+1182= 128.247
+ 1282 0.425=54485 +128.2=133.6485

On page 28, the applicant states Operating Year One is projected to be TJuly 1, 2011- June 30,
2012; likewise, Operating Year Two is projected to begin July 1, 2012 and end on June 30,
2013. The applicant states the difference between the projected aggregate population of the
Harrisburg and Copperfield dialysis centers and the projected total Cabarrus County in-center
dialysis population is 78.6 in-cenfer dialysis patients [2122 Cabarrus County in-center
dialysis patients as of June 30, 2012 - 133.6 in-center combined Harrisburg and Copperfield
dialysis patients as of Jane 30, 2012 =78.6 as of June 30, 2012].

On page 28, the applicant states that this projected patient population “is not being served by
any facility within Cabarrus County. Therefore, these in-center patients could be reasonably
served by a TRC facility.” :

‘The applicant continues with projected patient population of the Harrisburg Dialysis Center,
on pages 28 —29. The applicant states, :

“Based on the abave assumptions, we have grown the in-center patient population Jorthe -

Harrisburg Dialysis Center as of December 31, 2009 using the AACR of 8.5% beginning
with July 1, 2010, the date the July 2010 SDR was published. We have projected the
patient population over a three year period that includes the first two years of operation
after the five stations are certified '

July 1, 2010-June 30, 2011 — 49 in-center patients X 1.085= 53.165
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July 1, 201 IJune 30, 2012 — 53.165 in-center patients X 1.085=57.684025
July 1, 2012-June 30, 2013 —57.684285 in-center patients X 1.085 = 62.58716712.”

The project analyst notes that the applicant states it begins its projection of dialysis patients
based on the July 2010 SDR, which reports patient census as of December 31, 2009. Rather
than growing the population from January 1, 2010, however, the applicant begins growing the
population beginning July 1, 2010. The starting point for growth projections used by the
applicant actually results in his “loss” of six months of growth; thus, the projections of the
number of patients to be served are understated, which is not adverse to the application.

In addition, the applicant states on page 28,

. “Since there is a 23-station ‘deﬁcit of dialysis stations in Cabarrus County, it has been
determined that Harrisburg Dialysis Certer will begin the first year of operations (July 1,
2011) with 16f [sic] the 78.6 in-cemter patients.

TRC projects that the patiemt population forward to calculate the expected patient
poptlations for the end of Operating Years 1 and 2.

TRC begins with the projected patient population bf 36 in-center patienis as noted abave,
This is the projected census as of July 1, 2011.”

Although the applicant states it will project 36 in-center. patients, the calculations in the
application show the projection of 16 in-center patients, which is - consistent with the
conclusions reached by the applicant on page 28. Following are the calculations as reported
by the applicant on pages 28 — 29: :

“TRC projects this census forward one year, using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected patient census for
June 30, [2012] the last day of Operating Year 1. »

16X.085=136+16=17.36

TRC projects this census fbrwérd Jfor one year, using. the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the prajected patient census for
June 30, 2014, the last day of Operating Year 2.

17.3%.085 = [1.4075] + 17.3 = 18.7705."

The applicant states here that the 18.77 patients are projected for the end of OY 2, however,
the date supplied (Tune 30, 2014) is not consistent with the date the applicant states is the end
of OY2 (June 30, 2013). Furthermore, on page 29, the applicant calculates wtilization of the
five proposed stations and the 16 patients that it concluded could reasonably be served by
TRC. However, the applicant has projected 18.8 patients grown from the 16 original
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patients, but calculates utilization based on 17 patients and five stations. On page 29, the
applicant states,

“The result is that the in-center patient population utilizing the 5 new dialysis stations

will have a patient census of 17 in-center patients at the end of operating year one for. a.

utilization rate of 85% or 3.4 patients per station.”

The result is that the in-center patient population utilizing the 15 existing dialysis stations
will have a patient census of 57 in-center patients at the end of operating year one for a
utilization rate of 95% or 3.8 patients per station.”

The inconsistencies and math errors notwithstanding, on page 29, the applicant combines the
49 patients currently dialyzing at Harrisburg Dialysis Center as of December 31, 2009 [from
the July 2010 SDR] and the 16 patients [subtracted from the 78 patients not being served by
any facility in Cabarrus County as of June 30, 2012], for a beginning census of 65 in-center

dialysis patients. The applicant states,
“July 1, 2011~June 30, 2012—65 in—center;paﬁerztsX 1.085=70.525
July 1, 2012-June 30, 2013 — 70..525 in-center paizentsX 1;085 =76.519625 .
The result is that the in-center patient population utilizing 20 existing and new dialysis

statians will have a patient census of 70 in-center patients at the end;of operating year
one for a utilization rate of 87.5% or 3.5 patients per station.”

The project analyst notes that the applicant states it begins its projection of dialysis patients

based on the July 2010 SDR, which reports patient census as of December 31, 2009. Rather
than growing the population from Jamary 1, 2010, however, the applicant begins growing the
population beginning July 1, 2010. The starting point for growth projections used by the
applicant actually results in his “loss™ of six months of growth; thus, the projections of the
number of patients to be served are understated, which is not adverse to the application. In
addition, the applicant takes the 16 dialysis patients from the projection grown from
December 31, 2009 to June 30, 2012, but adds that to the 49 patients dialyzing at the facility
as of December 31 2009. Thus the two dates from which the applicant takes the mumbers of
patients to be served, and begins projecting the patient census for the Harrisburg Dialysis
Center are different. The 16 additional patients are from June 30, 2012 and the 49 existing
patients are from December 31, 2009. However, this also results in a more conservative
projection and thus is not adverse to the application.

Thus, by the end of the first year of operation, the applicant projects to serve 70 in-center

dialysis patients on 20 dialysis stations. This results in an 87.5% utilization rate, which is
above the minimum required by the performance standards promulgated in, 10A NCAC 14C
2303(b). In the second project year, the applicant projected that it would serve 76 in-center
patients on 20 stations, for a rate of 3.8 patients per station, or 95%.

‘
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In summary, the applicant adequately identified the population to be served and adequately
demonstrated the need for the five additional dialysis stations at the Harrisburg Dialysis
Center. Consequently, the application is canforming to this criterion.

#-8581-10, Cabarrus County Dialysis = proposes to develop a new dialysis facility with 12
in-center stations om a parcel of land idemtified as number 5539950390, fronting N.C.
Highway 49 in Concord. TRC states in Section 1.8, page 3 of the application that a third.
party lessor, RHGC Investments, LLC will purchase the property and construct a building
shell. TRC will then upfit the shell building to develop the 12-station dialysis facility. The
applicant projects that all of its patients will be residents of Cabarrus County. The applicant
projects to begin facility operation on July 1, 2012; and projects that the facility will be

certified by July 1, 2012.

Population to be Served

In Section IIT, page 29, the applicant projects that 100% of its patients will reside in Cabarrus
County, as jllustrated in following table provided by the applicant:

T A
B

In-Center Home In-Center Home In-Center Homs

Patient Dialysi Pafi » Dialvsi Patients Dialvsi

: Patients . Patients . Patients
Cabarrus 39 2 42 4 100.0% 100.0%
Total 39 2 42 4 100.0% 100.0%

Also on page 29 the applicant assumes that dialysis patients currently residing in Cabarrus

‘County would want to remain in Cabamrus County to réceive their dialysis treatments; and

furthermore, that Cabarrus County dialysis patients would prefer a Nephrologist who resides
in Cabarrus County. Therefore, the applicant projects that all of its patients will reside in
Cabarrus County. The applicant adequately identified the population to be served by the
proposed dialysis facility. '

Demonstration of Need

In Section IL7, pages 29 — 33, the applicant provides the assumptions and methodology it
used to calculate its projections. Specifically, on pages 29 - 30, the applicant states,

» "TRC assumes that ESRD patients residing in Cabarrus County will want to dialyze
at a facility in Cabarrus County. .

. TRC assume.é that End Stage Renal Disease dialysis patients residing in Cabarrus
County MII want their Nephrologist to live and practice within Cabarrus County.

» The patient population in Cabarrus County will be - projected forward ﬁsing the
current Five Year Average Annual Change Rate as published in the July 2010 SDR.
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o The percentagé of patients dialyzing on home therapies will remain constant. The
July 2010 SDR indicates that as of December 31, 2009, 13.9% of the dialysis patients
in Cabarrus County were home dialysis patients.

»  The July 2010 SDR indicates that the Total Renal Care of North Carolina, LLC d/b/a
Harrisburg Dialysis Center had an in-center dialysis patient population of 49
patients as of December 31, 2009 (July 2010 SDR, Table A., Page 8).

o TRC begins with the ESRD patient population of 201 total dialysis patients in
Cabarrus County as of December 31, 2009.

o TRC projects this census forward for one year, ‘using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected patient census
as of December 31, 2010,

201 X 0.085=17.085 + 201 = 218.085"

The applicant performs the same calculation for 1.5 additional years, to project the total
Cabarrus County dialysis patient censns as of June 30, 2012:

4 218.085x 1.085=236.622
¢ 236.622 x 1.0425 =246.677

On page 30, the applicant subtracts 13.9% from that total dialysis patient population, to
extract the percentage of patients projected to use home hemodialysis

¢+ 246.7x0.139=34.288

¢ 246.7-343=212.4,0r212

Thus, on page 30, the applicant projects there will be 212 in-center dialysis patients residing
in Cabarrus County as of June 30, 2012.

On page 31, the applicant projects the combined in-center population of the Han-isbﬁg and
Coppérzfield Dialysis facilities to June 30, 2012, based on the in-center population reported in
the July 2010 SDR. The applicant states,

“TRC recognizes that TRC Harrisburg and Copperfield were serving 109 in-center
patients (Harrisburg 49 and Copperfield 60) at their facilities on December 31, 2009, It
is reasonable to conclude that this census will grow in proportion with the Cabarrus’

County Five Year 4verage Annual Change Rate. TRC offers the following prajections for
this patient population.




> )

Cabarrus County Dialysis Review
Frmject ID # F-8577-10, F-8581-10, F-8584-10, F-8590-10

Page 20

TRC begins with the reported patient population of the TRC Harrisburg and Copperfield
facilities as of December 31, 2009. As noted abave, 109 of these patients are apparently
residents of Cabarrus County. :

TRC projects this census forward for one year, using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected Harrisbwg and
Copperfield combined in-center patient census for December 31, 2010. :

109 X 0.085 = 9.265 + 109=118.265.”

The appiicant performs the same calculation for 1.5 additional years, to project the total

combined dialysis patient census in the Harrisburg and Copperfield dialysis centers as of June
30, 2012: '

¢ 118.265x1.085=128.318

» 128318 x 1.0425 = 133.77

On page 31, the applicant subtracts the combined Harrisburg and Copperfield dialysis patient
population projections from the total Cabarrus County dialysis patient population: [212.4 —
133.77 =78.6}. Thus, on page 33, the applicant projects there will be 78.6 incenter dialysis
patients not being served by any facility as of June 30, 2012. :

On page 32, the applicant states,

“Since there is a 23-station deficit of dz;alys.is stations in Cabarrus Céunty, it has been

determined that Cabarrus County Dialysis will begin the first year of operations (July 1,
2012) with 36 of tﬁe 78.6 in-center patients..

TRC projects that the patient population forward to calculate the expected patient
populations for the end of Operating Years 1 and 2.

TRC begins with the projected patient population of 36 in-center Ppatients as noted above,
This is the projected census as of July 1, 2012, -

TRC projects this census forward one year, using the Five Year Average Annual Chénge
Rate as published in the July 2010 SDR. This is the projected patient census Jfor June 30,
2013, the last day of Operating Year .

36 X 0.085=3.06+36=39.06

TRC projects this census forward for one year, using the Five Year Average Anmual
Change Rate as published in the July 2010 SDR. This is the projected patient census for
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June 30, 2014, the last day of Operating Year 2.

39.0X.085 [<]3.315+ 39.0 = 42.315.”

Thus, the applicant projects to serve, in the proposed new 12-station dialysis facility, 39 in-
center patients in Operating Year 1 and 42 in-center patients in Operating Year 2. 39 in-
center patients would result in a utilization of 81.25%, or 3.3 patients per station per week,
which is above the minimum utilization required by 10A NCAC 14C .2203(a) [39 patients /
12 stations = 3.25 / 4 = 0.8125]. Similarly, 42 in-center patients dialyzing on 12 dialysis
stations would result in a utilization of 87.5%, or 3.5 patients per station per week [42
patients / 12 stations=3. 5/ 4 = 0.8750].

In Exhibit 16 the applicant provides five letters of support from the nephrologists asseciated
with Central Carolina Nephrology, PA. that state in part:

“...As a practicing Nephrologist in Cabarrus County, I support the efforts of Total Renal
Care to expand this much service,

Our Nephrology practice has had a longstanding, solid professional felanonsth with

DaVita for several years. They provide outstandmg patient care resulz‘mg in superior
patient clinical outcomes.

I am aware that many of the End Stage Renal Disease patients residing in Cabarrus
County travel to other dialysis facilities in contiguous counties three times a week for
their life-sustaining dialysis treatments. I understand that DaVita is stepping up and
committing the resources to meet the needs of these dialysis patients.

I am requesting that you approve their. Certgﬁcare of Need application so that the
residents of Cabarrus County in need of hemodialysis treatments can receive services in
their home county. The addition of this new facility in Cabarrus County will enhance the
quality of life for the ESRD patients who reside here.”

Also in Exhibit 16, the applicant provided 117 patient letters of support that state in- part:

“I am a dialysis patient living in Cabarrus County, My Nephrologist is associated with
Central Carolina Nephrology, located in Concord in Cabarrus County. I receive my
dialysis treatments three fimes a week at a dialysis facility operated by Total Renal Care
of North Carolina, LLC. Ireceive my treaiments ata Jacility in Cabarrus County or in a
county contiguous to Cabarrus County.

I understand that DaVita, Inc. operating as Total Renal Care of North Carolina, LLC
d/b/a Cabarrus County Dialysis, is submitting a Certificate of Need Application to the
State of North Carolina to develop a new twelve-station End Stage Renal disease (ESRD)
dialysis facility in Concord in Cabarrus County.
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[ understand that this facility being proposed by Total Renal Care of North Carolina will
be located at a site very close to the geographical center of Cabarrus County. This will
give me and all of the other patients living in Cabarrus County who receive their dialysis .
treatments either in Cabarrus County or in a county contiguous to Cabarrus County the
option of transferring to this new facility. Some important factors you may want to

consider when you review the Certificate of Need application being submitted by various
providers:

1. Iam a dialysis patient living in Cabarrus County.

2. My Nephrologist is associated with Central Carolina Nephrology,

3. Ireceive my dialysis treatments at a dialysis facility operated by Total Renal Care
" of North Carolina.

4. I have no intention of changing the Nephrologist who follows my care for End
Stage Renal Disease

5. I have intention of changing the dialysis pravzder that provides my z‘reatments
three times a week. *

" Thus, the applicant provides letters from 58.2% [117 patient lettexrs / 201 total Cabarrus

County dialysis patients = 0.582] of the entire Cabarrug, County dialysis patient population
indicating that those patients who signed the letters are currently being served by a TRC
facility in Cabarrus County and, further, that they would like to continue to receive their
dialysis treatments at a TRC fagility in Cabarrus County. It is reasonable to conclude that,
since TRC is currently the only providcr of dialysis services in Cabarrus County, the patients
currently receiving dialysis services from a TRC facilrtywouldwantto continue to.do so. In
addition, in its assumpnons in Section IIL7, page 29, the applicant projects to serve two home
hemodialysis patients in Operating Year 1 and four home hemodialysis patients in Operating
Year 2. In Section II, page 24, the applicant states it will offer both “home modalities and a
nocturnal program.” Furthermore, in Section V.2(d), page 38, the applicant describes the
facility’s proposed follow-up program for its home trained patients.

In summary, the applicant adequately identified the population to be served by the proposed
project, and adequately demonstrated the need the pmposed population has for the 12 dialysis
stations proposed to establish a new facility in Cabarrus County. Consequently, ,the

. application is conforming to this Criterion.

¥-8584-10, Copperfield Dialysis Center - The applicant proposes to add six stations to the
existing facility in Concord, for a facility total of 27 stations after completion of this project.
The applicant prO]ects that 100% of its patients will reside in Cabarrus County, and that the
facility will dialyze 91 patients on 27 dialysis stations at the end of project year one, which is
3.4 patients per station, or a utilization rate of 84.25% [91 patients / 27 stations = 3.4 patients
per station. 91 patients/ (27 x 4) = 0.8425).
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Population to be Served

In Section T1.7, page 25 of the application, the applicant states 100% of its patients are
projected to reside in Cabarrus County. See the following table:
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91 0 98 0 100% 100%

91 0 98 0 100% 100%

*Source: Application page 25

The applicant adequately identifies the population it proposes to serve.

Demonstration of Need

In Section IIL7, pages 25 — 29, the applicant provides the assumptions and methodology it
used to calculate its projections. Specifically, on pages 25 - 26, the applicant states,

" s TRC assumes that ESRD patients residing in Cabarrus County will want to dialyze at
a facility in Cabarrus County.

o The patient population in Cabarrus County will be projected forward using the
current Five Year Average Annual Change Rate as published in the July 2010 SDR.

- The percentage of patients dialyzing on home therapies will remain constant. The
July 2010 SDR indicates that as of December 31, 2009, 13.9% of the dialysis patients
in Cabarrus County were home dialysis patients.

. The July 2010 SDR indicates that the Total Renal Care of North Carolina, LLC d/b/a
Harrisburg Dialysis Center had an in-center dialysis patient population of 49
patiertts as of December 31, 2009 (July 2010 SDR, Table A, Page 8).

o The July 201 0 SDR indicates that the Total Renal Care of North Carolina, LLC d/b/a
Copperfield Dialysis Center had an in-center dialysis patient population of 60
patients as of December 31, 2009 (July 2010 SDR, Table 4., Page 8).”

Further, in Section ITL.7, on pages 26 — 29, the applicant describes the methodology it used to
project the mumber of patients to be served in the Copperfield Dialysis Center by first
projecting the dialysis patient population for. the ‘entire county, and then determining how
much of that dialysis patient population will be served by the Copperfield Dialysis Center.
On page 26, the applicant states, -

“TRC begins with the ESRD patient population of 201 total dialysis patients in Cabarrus
County as of December 31,-2009.
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TRC projects this census forward for one year, using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected patient census as of
December 31, 2010.

201 X0.085 =17.085 + 201 = 218.085

TRC again projecis that census forward for one year, using the Five Year Average
Armmual Change Rate as published: in the July 2010 SDR. This is the projected patient
census for December 31, 2011.

218.0X0.085=18.53 +218.0=236.53

TRC then projects this census forward for one half year, using the Five Year dverage
Annual Change Rate as published in the July 2010 SDR. This is the projected patient

census for June 30, 2012. This is day before the projected certification date for the
project.

236.5X0.0425 =10.05125 + 236.5 = 246.55125

On June 30, 2012, TRC is projecting that there will be 246.5 total dialysis patients
residing in Cabarrus County, TRC notes that this calculation methodology is consistent
with that in the SDR Table B. ...

Given that the calculations will project 246.5 patients Jfor June 30, 2012, TRC will now
reduce this mumber by the percentage of patients using home therapies. The July 2010
SDR indicates that 13.9% of the patients residing in Cabarrus County were home dialysis
patients. . .

. 246.5 X 0.139 = 14.2635.
246.5 —34.2635 = 212.2365 "

Thus; the applicant projects that as of June 30, 2012, there will be 212.2365 in-center dialysis
patients residing in Cabarrus County.

On pages 27 — 28 the applicant projects the combined dialysis population 4of the Harrisburg
and Copperfield dialysis facilities, and then subtracts that total from the total projected in-
center dialysis patient population in Cabarrus County for 2012, On page 27, the applicant
states,

“TRC recognizes that TRC Harrisburg and Copperfield were serving 109 in-center
patients (Harrisburg 49 and Copperfield 60) at their facilities on December 31, 2009. It
is-reasonable to conclude rthat this census will grow in proportion with the Cabarrus

County Five Year Average Armual Change Rate. TRC offers the following projections for
this patient population. :
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TRC begins with the reported patient popul&h‘on of the TRC Harrisburg and Copperfield
facilities as of December 31, 2009. As noted above, 109 of these patients are apparently
residents of Cabarrus County.

TRC projects this census forward for one year, using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected Harrisburg and
Copperfield combined in-center patient census for December 31, 2010,

109 X 0.085 = 9.265 +109 = 118.265.”

The applicant projects that figure forward 1.5 additional years, to arrive at the projected
Harrisburg and Copperfield in-center dialysis population as of June 30, 2012 [118.2 x 0.085
~ 10.047 + 1182 = 128247, 1282 X 0.425 = 5.4485 + 128.2 = 133.6485]. On page 28, the
applicant states Operating Year One is projected to be July 1, 2011- June 30, 2012; likewise,
Operating Year Two is projected to begin July 1, 2012 and end on June 30, 2013. The
applicant states the difference between the projected aggregate population of the Harrisburg
and Copperfield dialysis centers and the projected total Cabarrus County in-center dialysis
population is 78.6 in-cemter dialysis patients [212.2 Cabarrus County in-center dialysis
patients as of June 30, 2012 — 133.6 in-center combined Harrisburg and Copperfield dialysis
patients as of June 30, 2012 =78.6 as of June 30, 2012].

On page 28, the applicant states that this projected patient population “is not being served by
any facility within Cabarrus County. Therefore, these.in-center patients could be reasonably
served by a TRC facility.”

The applicant continues with projected patient population of the Copperfield Dialysis Center,
on pages 28 —29. The applicant states, ‘ '

-#Based on the above assumptions, we have grown the in-center patient population for the
Copperfield Dialysis Center as of December 31, 2009 using the AACR of 8.5% beginning

with July 1, 2010, the date the July 2010 SDR was published. We have projected the

patient population over a three year period that includes the first two years of operation’
after the five stations are certified '

July 1, 2010-June 30, 2011 — 60 in-center paﬁentsXJ.oés= 65.10
July 1, 2011-June 30, 2012 — 65.10 in-center patients X 1.085= 70, 634
July 1, 2012-June 30, 2013 —70.634 in-center patients X 1.085 = 76.637.”

* In addition, the applicant st_zctes on page 28,

“Since there is a 23-station deficit of dialysis stations in Cabarrus County, it has been
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determined that Harrisburg Dialysis Center will begin the first year of operations (July [,
2011) with 19 of the 78.6 in-center patients.

TRC projects that the patient population forward to calculate the expected patient
populations for the end of Operating Years 1 and 2.

TRC begins with the projected patient population of 36 [sic] in-cénter patients as noted
abave. This is the projected census as of July 1, 2011.”

Following are the calculations as reported by the applicant on pages 28 — 29

“TRC projects this census forward one year, using the Five Year Average Annual
Change Rate as published in the July 2010 SDR. This is the projected patient census Jor
June 30, 2012 the last day of Operating Year 1.

19X.085=1615+16=20.615

TRC projects this census Jorward for one year, using the Five Year Average Armual
Change Rate as published in the July 2010 SDR. THis is the projected patient census for
June 30, 2014, the last day of Operating Year 2.

20.615 x .085 = 1.752275+ 20.6 = 22.352275,

The result is that the in-center patient population utilizing the [6] new dialysis stations
will have a patient census of 20 in-center patients at the end of operating year one for a
utilization rate of 83.3% or 3.3 patients per station.

We have included in the chart below the t'Jpérating years one and two combined patient

population with [27] dialysis stations operational (21 existing stations and 6 new
stations): ' : :

July 1, 2011-June 30, 2012—84 in-center patients X 1.085= 91.14
July 1, 2012-June 30, 2013 —91.14 in-center patients X 1.085 = 98.8869

The result is that the in-center patient populétian utilizing 27 existing and new dialysis
stations will have a patient census of 91 in-center patients at the end of operating year
one for a utilization rate. of 84% or 3.3 patients per station.”

The applicant thus projects growth of the entire Cabarrus County dialysis patient population
based on the AACR for Cabarrus County and subtracts that percentage of patents historically
receiving home hemo-dialysis training, to arrive at a projected number of in-center dialysis
patients for the¢ beginning of the first project year. Firther, the applicant projects growth of
the aggregate Harrisburg and Copperfield Dialysis Center patient populations to the same
time, and subtracts that population from the projected Cabarrus County dialysis patient
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population. This is the number of patients the applicant concludes will be dialysis patients
who will need dialysis services. The applicant projects that 19 of the 78 Cabarrus County
dialysis patients will be served at the Copperfield Dialysis Facility. The applicant combines
the projected patients from the facility with the original Copperfield patient population, and
projects that, in Operating Year 1, the fucility will serve 91 in-center patients on 27 stations,
which is 3.4 patients per station, or 84.25% utilization [91 /27 =3.37; 3.37/4 = 0.8425]. In
Operating Year 2, the applicant projects to serve 98 in-center patients on 27 stations, which is
3.6 patients per station, or 91% utilization [98 / 27 = 3.63; 3.63 / 4 = 0.9075]. Since the
applicant currently serves Cabarrus County residents at this facility, it is reasonable to assume
that, with the addition of dialysis stations, and considering the Cabarrus County AACR of
8.5%, the facility census would increase sufficiently to utilize the additional stations.

In summary, the applicant adequzitely identified the population to be served and adequately
demonstrated the need for the additional dialysis stations at the Copperfield Dialysis Center.
Consequently, the application is conforming to this criterion.

¥-8590-10, RAI Care Center-Concord ~ The applicant proposes to develop a new 23-
station dialysis facility on Trinity Church Road in Concord. The applicant proposes 23 in-
center dialysis stations on the treatment floor, including one isolation station and one station
for home hemo-dialysis training. The applicant projects that the dialysis patients will be
residents of Cabarrus and Mecklenburg Counties, The applicant projects to begin facility
operation on January 1, 2012; and projects that the facility will be certified by January 1,
2012. '

Population to be Served
In Section 1.7, page 42, the applicant projects that in Operating Year One, 86.7% of its

patients will reside in Cabarrus County, and 13.3% of its patients will reside in Mecklenburg
County, as illustrated in following table provided by the applicant:

In-Center’ In-Center In-Center Home

Patients Patients | Dialysis | Patients | Dialysis

- Patients

Cabarrus 65 | 7 67 7 86.7% | 100.0%
Mecklen 10 0 11 0 133% | 0

Total 75 7 78 7 | 100.0% | 100.0%

* *In the population table provided on page 42 of the application, the applicant shows Year 1 as
2011, and Year 2 23 2012, However, in the proposed schedule im Section XII of the
application, ths applicant states it projects station certification md offering of services to be
Jamuary 1, 2012. Thus the project analyst conclides the date indicated on page 42 is an error,
and the remainder of the analysis will inclnde that conclusion.

On page 43, the applicant states the location on Trinity Church Road in Concord is centrally
located in the densest-area of Cabarrus Coumnty and close to Mecklenburg Cownty, therefore
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the applicant reasonably projects to serve patiemts from both counties. The applicant
adequately identified the population to be served by the proposed dialysis facility.

Demonstration of Need

In Section III, pages 30 — 38, the applicant provides the information it used to project need for
the 23-station dialysis facility to be located in Concord. On pages 30 — 31, utilizing the
information from the July 2010 SDR, the applicant provides tables to illustrate the dialysis
patient population in Cabarrus County and, the projected growth of that population. On page
31, the applicant provides- tables to show the projected population growth in Cabarrus
County. The applicant states on page 31:

From 2005 to 2010, the population of Cabarrus County grew by 19.3 percent. Based on
North Carolina Office of State Budget and Munagement (NCOSBM) projections,
Cabarrus County's population is projected to graw by an additional cumulative 13.8
percent from 2010 to 2015. In particular:

¢ The 45-64 population grew by 28.7 percent from 2005 to 2010, representing 25.7
percent of Cabarrus Coumty’s population. NCOSBM projects that the 45-64
population will increase by 16.7 percent from 2010 to 2013, to become 26.3 percent
of Cabarrus County's total population.

¢ The elderly population (65+ years old) grew by 18.7 percent from 2005 to 2010, to
represent 10.7 percent of Cabarrus County's total population. NCOSBM projects that
the elderly population will be the fastest growing population, increasing by 20.7
percent from 2010 to 2015, to become 11.4 percent of Cabarrus County's total

. population. This is also the papulatwn .group that is most likely to need dialysis
services.

Based on a consistent level of in-center dialysis patients and an aging population, it is
reasonable to project that Cabarrus Courty residents will increase the mumber dialysis
patients requiring in-center dialysis treatment. "

Thus the applicant states the pro;ccmd population growth in Cabarrus County supports a need
for additional dialysis stations in Cabarrus County.

On page 32, the apphcant states,

“RAI deaded to locate the proposed 23-station ESRD facility on Trinity Church Road for
the following reasons:

$ Trinity Church Road is on the border of both Kannapolis and Concord, the two
largest towns in Cabarrus County.
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% Trinity Church Road is located near the population center of Cabarrus County.

& Trinity Church Road is easily accessible from the north and south via US
Highway 601 and 85 and from the east and west via NC Highway 73. It is also
near the Cabarrus-Mecklenburg border which makes it a convenient location for
residents of North Mecklenburg (for example, Huntersville) where there is no
dialysis facility.

% The local nephrologists’ practice in Cabarrus County is located at CMC-
Northeast in Concord.” - :

On page 34 the applicant provides data that shows it projects to serve dialysis patients
residing in ZIP Code 28036, which includes northem Mecklenburg County. The project
analyst looked at Mapquest® and determined that those residents living in the Huntersville
area have access to the proposed location of the RAI facility on Trinity Church Road, using
Highway 73; an east-west highway that connects that portion of Mecklenburg County with
Trinity Church Road in Concord. Therefore, the applicant reasonably projects to serve some
Mecklenburg County residents who live in the Huntersville area of Mecklenburg County.

In addition, on pages 35 - 36, the applicant provides graphs to illustrate the prevalence of
dialysis patients in Network 6, according to the Southeasterm Kidney Council. The applicant
states, . .

“The following data supports the RAI-Concord in-center volume projections as being
both reasonable and conservative.

North Carolina, South Carolina, and Georgia are the member states of the Southeastern
Kidney Council; ESRD Network 6. The ESRD Network 6 2009 Anmual Report shows that
even though the three member states account for 10% of the United States population and
10.7% (37,143 / 347,057) of ESRD patierts, ESRD Network 6 has the most ESRD
patients in its network.” B ‘ ' '

The graph provided on page 35 shows that as of December 31, 2009, ESRD Network 6 had
37,143 dialysis patients, the highest number of the 16 Networks. In addition, on page 36, the
applicant states, :

“Furthermore, anmual data since 1 990 shows that both the incidence and prevalence of
ESRD patients in ESRD Network 6 has continued to trend upward with no plateau
expected into the future. .

The data also shows that ESRD is not just a Medicare-age disease. While 50.9% of the
ESRD patients in ESRD Network 6 are over the age of 60, the remaining 49.1% are
under the age or 60 with a majority of these patients being over 40 years of age.”
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On page 37, the applicant states the North Carolina Office of State Budget and Management
population projections for Cabarrus County from 2010 to 2014 suggest that the over 40 age
group in Cabarrus County will grow by 14.64% [(total over 40 population 2014 of 95,312 /
total aver 40 population 2010 of 83,140) -1 = 0.1464]. In addition, the applicant states,

“North Carolina Office of State Budget and Management (May 2010) population
projections for Mecklenburg County(sic] shows that the 60+ population, which makes up

over 30% of the ESRD patients in ESRD Network 6 is expected to increase by .

approximately 5% annually. ”

The project analyst notes that the paragraph heading on page 37 reads “Cabarrus County
Population”;, and the tables illustrating population growth projections are labeled “Cabarrus
County Over 40 Population” and “Cabarrus County Over 40 Population Change.”
Therefore, the analyst concludes that the reference to Mecklenburg County in the abave
paragraph is error and the information presented is regarding Cabarrus County.

On page 38, the applicant states,

“North Carolina Office of State Budget and Management (May 2010) population

projections for Cabarrus County shows that the African Admerican 60+ population, which _

makes up over 50% of the ESRD patients in ESRD Network 6 is expected to increase by
approximately 5%, annually.”

Thus, the applicant shows that over 40 population, particularly the 60+ and 60+ African
American cohorts will grow at a faster rate than younger age cohorts in Cabarrus County.
Purthermore, the applicant shows that the older age cohorts use dlalysm services more than
people in the younger age groups.

On page 41, the applicant states that over the past five years, “Cabarrus County has
experienced an increase in the number of dialysis patients....” The applicant provides tables
based on information obtained from the Southeastern Kldney Council to illustrate this:

Cabarrus County Total D 13 Patmm Historical and Projected

il i i HS T ORMIAE N (M PR oEE T,

j 12/05 12/06 12/07 12/08 12/09 12/10
No. Patients 146 150 170 174 201 218.1
% Change® = 2.7% 13.3% 24% |  155% 8.5%

*The applicani’s calculations on page 41 show a decrease in 12/06 and in 12/08; howeves, there
was no decrease in the number of dialysis patients.

The applicant provides another table, based on information from the Southeastern Kidney -

Coumcil, to show the number of dialysis patients dialyzing in Cabarrus County during the
same time period:
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Cabarrus County Total Dialysis Patients Dialyzed in Cabarrus County Historical and

Projected
S T e e o B O
12/05 12/06 12/07 12/08 12/09
No. Patienty 43 47 53 35 109
% Change _ — | aa% 12.8% 38% |  982%

*The applicant’s calculations on page 41 show a decrease in 12/06 and in 12/08;
however, there was no decrease in the mmnber of dialysis patients.

On page 41, the applicant concludes that ‘mearly 50% of Cabarrus County dialysis patients
receive in-center dialysis ireatments outside of Cabarrus County.”

The data provided in the table directly above seems to indicate the mumber of dialysis patients
dialyzed in Cabarrus County for the years indicated. However, the project analyst tonsulted

the Semiannual Dialysis Reports for the years indicated above back to December 2006 and
found different numbers. See the table below. -

[T Gt l" [ 'hmﬁoﬁﬁmmﬂmﬁnmﬁwwnmﬁkmﬁﬁmﬂm

41 | 12/06 12/07 12/08 12/09
Harrisburg DC** - -~ - 49
Copperfield DC 47 53 55 60
Branchview* 41 51 50 -
Total - 91 104 105 |- 109
*Closed in 2009
**Opened in 2009

It appears.that thn applicant extracted dialysis patient census information for only one

-Cabarrns County facility to use in its methodology. For example, in December 2006

Copperfield Dialysis Center had 47 in-center patients, and Branchview D1a1ysxs had 44. The
applicant reported 47 in-center patients for that time. Further, in December 2007,

Copperfield Dialysis Center had 53 in-center patients and Branchview had 51. The applicant

reported 53 in-center patients. In December 2008, Copperfield Dialysis Center had 55 in-
center patients and Branchview had 50. The applicant reported 55 in-center patients. And in
December 2009, Copperfield Dialysis Center had 60 in-center patients and Branchview no
longer operated. But by this time the Harrisburg Dialysis facility was operating with 49 in-
center patients, for a county total of 109 in-center dialysis patients. The applicant reported
109 patients at this point, which is consistent with the total in-center dialysis patient
population for Cabarrus County. Thus it appears that the applicant’s utilization of the data is

- inaccurate or, altemnatively, the data is misrepresented. Because the data provided by the

applicant is not accurate, it i3 likewise uaretiable and is therefore unreasonable.

In addition, the project analyst consulted the Southeastern Kidney Council’s (SEKC) report
Zip Code of Residents for Patients Currently Dialyzing in Network 6 Units, which reports the
number of patients by county of residence in Network 6 (North Carolina, South Carolina and
Georgia) counties. The data regarding Cabarrus County, current as of July 1, 2010 shows
that, out of a total of 200 dialysis patients residing in Cabarrus County, 172 are in-center
patients. In other words, the report indicates that 172 in-center dialysis patients reside in
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Cabarrus County and dialyze somewhere in a Network 6 unit. The SEKC report does not
provide information tegarding where residents of Cabarrus County are recetving their dialysig
treatments. Likewise, there is no data provided by the applicant that illustrates how many
patients who reside in Cabarrus County leave Cabarrus County for dialysis services.

Thus, the July 2010 SDR’s Table A: Inventory of Dialysis Stations and Calculation of
Utilization Rates shows that, as of December 31, 2009, there were a total of 109 dialysis
patients dialyzing in Cabarrus County. The SEKC report cited by the applicant indicates that
there were 201" dialysis patients residing in Cabarrus County in December 2009. Thus it
appears the applicant has drawn a conclusion that, since the ZIP code data report from the
SEKC shows there were 201 dialysis patients in December 2009 residing in Cabarrus
County; and since the July 2010 SDR indicates there were 109 people dialyzing in Cabarrus
County as of December 31, 2009, then the remaining dialysis patients reported by the SEKC
a8 residing in Cabartrus County travel outside of Cabarrus County to receive their dialysis
freatments. Furthermore, although the SDR reports the number of patients who are dialyzing
in a particular facility, it provides no information or data to show where the reported patients
actually reside. Thus, based on the information presented in the application, it is not
reasonable to conclude that, since the SEKC reported that there were 201 Cabarrus County
dialysis patients in December 2009; and since the July 2010 SDR reported that there were:
109 diatysis patients dialyzing in a facility in Cabarrus County as of December 31,2009, then
201 ~ 109, or 92 (45.7%) Cabarrus County residents are leaving Cabarrus County for dialysis.
The two data sets report different data; therefore, the conclusion drawn by the applicant about

~ the number of dialysis patients leaving Cabarrus County that is based upon a combinstion of

those two varying datn sets carmot be accurate because it is not supported By the information.

Nevertheless, if the project analyst were to assume that, as of December 31, 2009, there were
92 Cabarrus County residents leaving Cabarrus County for dialysis services; those 92 dialysis
patients, when grown by the Cabarrus County AACR, results in the following mumber of
patients:

92 x 1.085 = 99.8 (December2010) .
99.8 x 1.085 = 1083 (December 2011)
108.3 x 1.085=117.5 (December 2012)

In Section IIL7, on page 42 the applicant provides two tables to show that it projects to serve
75 in-center dialysis patients in Operating Year One, and 78 in-center dialysis patients in
Operating Year Two. See the following tables, from page 42 of the application:

IHEVEAR B O T TR A e 20 15 ]
20,752 21,608
Home Dialysis Patients 7 7
In-Center Dialysis Patients : 75 78

* Applicant states this includes a “Year I ramp-up period”
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Total 75 71 - 78 7

The applicant states on page 42: “The RAI-Concord Year 1 projection of 75 dialysis patients
is equivalent to 3.26 patients per dialysis station (75 dialysis patients/23 dialysis stations). "

The applicant thus projects to serve 75 in-center dialysis patients in Cabarrus County (65
Cabarms County residents and 10 Mecklenburg County residents) in Operating Year 1, or
60% of the total dialysis patient population which the applicant concluded: are residents of
Cabarrus County and are leaving the county for dialysis services [the applicant projects 65
Cabarrus County residents / 108 projected = 0.6018].

In Exhibit 5, the applicant provides seven letters signed by patients of Dr. Kathleen Doman,
the proposed Medical Director for the facility. Each letter states,

“I am a current patient of Dr. Kathleen Doman. 1live in the ared. I
understand from Dr. Doman that she will be serving as medical director of a new dialysis
center to be located in which will be owned by RAI Care Centers.

I have signed this letter ta show my support for Dr. Doman and RAI Care Centers for
developing a dialysis center in . IfIrequire dialysis services to treat my kidney
disease, I will want to use this dialysis center so that I would not hgve to travel for
dialysis care. Because Dr. Doman would serve as the medical director for this dialysis
center, I would be camfortable about the care Iwould receive at this center.”

At the end of each letteris a spane in which the author of the letter can complete his/her name

and address, The project analyst prepared a table to show the patient addresses as indicated
on the 1ettcrs

ey
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f ; 1,13; A L
Concord Cabarrus 1
Herrisburg Cabarrus 2
Charlotts Mecklenburg 1
Huntersville Mecklenburg 3
Total Cabarrus County 3
‘Total Meeklenburg County 4

From the information presemted in the patient letters and in the application, it is not
reasonable to conclude that 75 in-center patients will dialyze at the proposed new facility,
particularly since there is no methodology. proffered; there is simply data regarding the
number of patients needing dialysis and patient letters. Without a methodology based on
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supported assumptions; the projections of dialysis patients to be served at the proposed
facility are unsupported and unreliable. .

In Exhibit 12, the applicant provides additional letters of support. Five of the letters are from
physicians in the area indicating their willingness to refer patients to the proposed facility.
There are fourteen additional letters in Exhibit 12, one of which indicates support for a
facility in Cornelius County. Of the fourteen additional letters, six are from physicians, two
are from businesses in the area, and six are from people who are not identified as either
patient or physician; so the project analyst cannot identify the soarce of the letters.

In Section ITL.7, page 42, the applicant projects to serve 65 in-center patients from Cabarrus
County, and 10 in-center patients from Mecklenburg County in its new facility in Operating
Year 1. However, the applicant has not offered an analysis of Mecklenburg County residents
who currently receive dialysis services,. has not provided data regarding the AACR. for
Mecklenburg County, and has not given growth projections or, the letters in Exhibit 5
notwithstanding, an indication of how mamny Mecklenburg County residents will leave the
county for dialysis serviees in Cabarrus County.

Thus the applicant has not provided any information to substantiate its Pprojection to serve 10
in-center dialysis patients who are residents of Mecklenburg County in Operating Year 1.
Additionally, a certificate of need was issued to RAI-Glenwater on January 10, 2011 to
expand its Glenwater facility, in Mecklenburg County, by 8 stations for a Tacility total of 42
in-center dialysis stations. -The applicant has not indicated, in this application, how it will
serve Mecklenburg County patients in a Cabarrus County facility, Therefore, the projections
of Mecklenburg County in-center dialysis patients to be served in the proposed Concord
facility are unsupported and unreliable, and thus are unreasonable.

In addition, in Section V.2(d), page 48, the applicant states, “Historically, Cabarrus County
averages only one dialysis patients [sic] on home dialysis per year.” However, in Section
1.7, page 42, the applicant projects to serve seven home-trained dialysis patients per year in
both operating years. The applicant offers no other information in the application to support
its projection to serve the 7 home trained dialysis patients.

In summary, the applicant adequately identified the population it proposes to serve, but failed
to adequately demonstrate the need the population would have for the proposed dialysis
services, since the applicant did not state its assumptions regarding how it proposes to
capture those dialysis patients not being served or leaving the county. Therefore, the
application is not conforming to this criterion.

In the case of a reduction or eliminafion of a service, including the relocation of a facility or a
service, the applicant shall demonstrate that the needs of the population presently served will
be met adequately by the proposed relocation or by altemative arrangements, and the effect of
the reduction, elimination or relocation of the service on the ability of low income persons,
racial and ethnic minorities, women, handicapped persons, and other underserved groups-and
the elderly to obtain needed heslth care.
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All Applicants

Where alternative methods of meeting the needs for the proposed project exist, the applicant
shall demonstrate that the least costly or most effective alternative has been proposed.

NC
All Applicants

Harrisburg . Dialysis Center — The applicant states in Application Section 019 the
alternatives considered before proposing the addition of 5 stations to its existing dialysis
facility in Concord in Cabarrus County. However the applicant, Total Renal Care of North
Carolina, LLC did not demonstrate that it has provided quality dialysis services to the
patients it has served in the past 18 months. See discussion in Critera (1), (182) and (20).
Therefore, the applicant did not adequately demonstrate that its proposal is an effective
alternative. Additionally, the application does not conform to all applicable Criteria and
Standards for End Stage Renal Disease Services as required by 10A NCAC 14C Section
.2200: specifically, .2204(7) and 2204(10) as indicated below. Consequently, the application
is not conforming to this criterion.

Cabarrus County Dialysis - The applicant proposes the development of a new 12-station
dialysis facility in Concord in Cabarrus County that will include a separate isolation room
and a home training department. The applicant states in Section IML.9 that it considered
several alternstives before proposing this project. However the applicant, Total Renal Care
of North Carolina, LLC did not demonstrate that it has provided quality dialysis services to
the patients it has served in the past 18 months: See discussion in Criteria (1), (182) and (20).
Therefore, the applicant did not adequately demonstrate that its proposal is =’ effective
alternative. Consequently, the application is not conforming to this criterion.

Copperfield Dialysis Center - The applicant proposes to add five diatysis stations to the

existing facility for a total of 20 dialysis stations after project completion. In Section L9,

the spplicant describes the alternative it considered before proposing this project. However
the applicant, Total Renal Care of North Carolina, LLC did not demonstrate that it has
provided quality dialysis services to the patients it has served in the past 18 months. See
discussion in Criteria (1), (18a) and (20). Therefore, the applicant did not adequately
demonstrate that its proposal is an effective alternative. Additionally, the application does
not conform to all applicable Criteria and Stendards for End Stage Renal Disease Services as
required by 10A NCAC 14C Section 2200: specifically, 2204(7) and .2204(10) as indicated
below. Consequently, the application is not conforming to this criterion.

RAI Care Center-Coneord - The applicant proposes the development of a new 23-station
dialysis facility in Concord in Cabarrus County that will include a separate isolation room
and a home training room. The applicant states in Section TML9 that it considered several
alternatives before proposing this project. However, the applicant failed to adequately
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demonstrate the need the population has for the proposed services. See discussion in Criteria
(1) and (3). Furthermore, the applicant did not adequately demonstrate that the projections of
costs and revenues are reasonable, since the applicant’s assumptions with regard to need are
unsupported and therefore unreliable. See discussion in Criterion. (5). Additionally, the
application does not conform to all applicable Criteria and Standards for End Stage Renal
Disease Services as required by 10A NCAC 14C Section .2200: specifically, .2202(b)(5),
2202(b)(7), .2203(a) and .2203(c), as indicated below. Therefore, the applicant did not
adequately demonstrate that its proposal is an effective alternative. Consequently, the
application is not conforming to this criterion. '

Financial and operational projections for the project shall demonstrite the availability of
funds for capital and operating needs as well as the immediate and long-term financial
feasibility of the proposal, based upon reasonable projections of the costs of and charges for
providing health services by the person proposing the service. '

C
Harrisburg Dialysis Center
Copperfield Dialysis Center
Cabarrus Dialysis Center

NC
RAI Care Center-Concord

Harrisburg Dialysis Center (F-8577-10) - states in Section VIIL1, page 49, that the total
capital cost of the project will be $113,000, inchuding $20,000 in construction costs, $69,000

‘for dialysis machines, $4,000 for other gquipment and furniture, and $20,000 in

miscellaneous project costs, including dialysis' chairs, chisir side- computers, and televisions.
In Section IX, page 52, the applicant projects there will be no start-up costs or initial
operating expenses. In Section VIIL2, page 49, the applicant states-that 100% of the capital
cost of the project will be financed with the cash reserves of DaVita, Inc., the parent company
of Total Renal Care of North Carolina, LLC., :

Exhibit 20 contains & September 9, 2010 letter signed by James K. Hilger, Chief Acéounting
Officer, DaVita, which states, ‘ )

“I am the Chief Accounting Officer of DaVita, Iic., the parent and I 00% owner of
Total Renal Care, Inc. Ialso serve as the Chief Accounting Officer of Total Renal Care
Inc., which owns 85% of Total Renal Care of North Carolina, LLC.

We are submitting a Certificate of Need Application to expand our Harrisburg Dialysis
Center ESRD facility by five dialysis stations. The project calls for a capital expenditure
of §113,000. This letter will confirm that DaVita Inc. has committed cash reserves in the
total sum of §113,000. [sic] for the project capital expenditure. DaVita, Inc. will make
these funds, along with any other funds that are necessary for the development and initial
operation of the project, available to Total Renal Care of North Carolina, LLC."
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In Exhibit 21, the applicant provides the audited consolidated Balance Sheets for DaVita, Inc,
which confirm that, as of December 31, 2009, DaVita, Inc. had total assets in the amount of
$7,558,236,000, including $539,549,000 in cash and cash equivalents. The balance sheets
also show that DaVita, Inc. had net assets (total current assets less total current liabilities) of
$1,255,580,000 as of December 31, 2009.

In Section X of the application, on pages 54 and 57, the applicant projects costs and net
revenue for the first two operating years of the proposed project. See the following table:

Lpi

%H' i {1
Projected Operating Costs
Net Patient Revenue $3393,664 |  $3,625976

-

In the ProFormas in Section X of the application, the applicant projects that revenue will.
exceed expenses in the first two operating years of the project. The rates in Section X.1 of
the application are consistent with the standard Medicare/ Medicaid rates.

In summary, the applicant adequately demonstrated the availability of funds for the total
capital costs of the project and adequately demonstrated the long-term financial feasibility of
the proposal. Further, the applicant adequately demonstrated that the projections of costs and
charges are based npon reasonable projections of the population to be served. See Criteria

(3), 4), and (7) for discussion of reasonableness. Consequently, the application is

conforming to this criterion.

F-8581-10, Cabarrus County Dialysis - stxtes in Section VIIL1, page .50, that the total
capital cost of the project will be $1,416,767; including $820,000 in construction costs, .
$165,600 for dialysis machines, $90,000 for (RO) water treatment equipment, $222,067 for
other equipment and furmiture, $69,000 in architect and engineering fees, and $50,100 in
miscellaneous project costs, including dialysis chairs, chair side computers, and televisions.
In Section IX, page 53, the applicant projects start-up costs of $134,797, and initial operating
expenses in the amount of $947,261, for total estimated start up expenses in the amount of
$1,082,058. Thus, the applicant projects total capital cost and start up expenses in the
amount of $2,498,825. In Section VIIL2, page 50, the applicant states that 100% of the
capital cost of the project will be financed with the cash reserves of DaVita, Inc., the parent
company of Total Renal Care of North Carolina, LLC.

Exhibit 21 contains a September 10, 2910 letter signed by James K. Hilger, Chief Accounting

.Officer, DaVita, which states,

“] am the Chief Accounting Officer of DaVita, Inc., the parent and 100% owner of
Total Renal Care, Inc. I also serve as the Chief Accounting Officer of Total Renal Care

Inc., which owns 85% of the ownership interests in Total Renal Care of North
Carofina, LLC.
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We are submitting a Certificate of Need Application to develop a twelve-station End
Stage Renal Disease hemodialysis facility in Concord in,Cabarrus County. The project
calls for a capital expenditure of 31,416,767, start-up expenses of $136,230 and a
working capn‘al requirement of 3947,261.

DaVita and Total Renal Care af North Carolina, LLC have committed cash reserves in
the amount of 82,500,258 for this project. We will ensure that these funds are made
available for the development and operation of this project. As Chief Accounting
Officer of Total Renal Care of North Carolina, LLC, I can also confirm that we will
provide all of the funds that we receive from DaVita for this project to Total Renal
Care of North Caralma, LLC for the development of this project.”

In Exhibit 22, the applicant provides the andited consolidated Balance Sheets for DaVita, Ing.
which confirm that, as of December 31, 2009, DaVita, Jnc. had total assets in the amount of
$7,558,236,000, including $539,549,000 in cash and cash equivalents. The balance sheets
also show that DaVita, Inc. had net assets (total current assets less total cirrent liabilities) of
$1,255,580,000 as of December 31, 2009.

In Section X of the application, on pages 55 and 57, the applicant projects costs and net
revenue for the first two operating years of the proposed project. See the following table:

Net Patient Revenne $1,595,824

In the ProFormas in Section X of the apphcanon, the apphcant projects that revenue will

exceed expenses in the first two operating years of the project. The rates in Section X.1 of
thz application are consistent with the standard Medicare/ Medicaid rates.

Further, the applicant adequately demonstrated that the projections of costs and charges are
based upon reasonable projections of the population to be served. See Criteria (3), (4), and

(7) for discussion of reasonab]eness Consequently, the application is conforming to this
cntenon.

¥-8584-10, Copperfield Dialysis Center — states in Section VIIL1, page 49 that the total
capital cost of the project will be $139,200, including $32,000 in construction costs, $82,800
for dialysis machines, §4,000 for other equipment and furniture, and $20,400 in patient
chairs, televisions, and chair side Snappy Computers. In Section IX, pages 53 - 54, the
applicant projects there will be no start-up costs or initial operating expenses. In Section
VIIL2, page 50, the applicant states that 100% of the capital cost of the project will be

financed with the cash reserves of DaVita, Inc., the parent company of Total Renal Care of
North Carolina, LLC.
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" Exhibit 19 contains a September 6, 2010 letter signed by James K. Hilgez, Chief Accounting
Officer, DaVita, which states, ‘

“I am the Chief Accounting Officer of DaVita, Inc., the parent and 100% owner of
Total Renal Care, Inc. I also serve as the Chief Accounting Officer of Total Renal Care

Inc., which owns 85% of the ownership interests in Total Renal Care of North
Carolina, LLC.

We are submitting a Certificate of Need Application to expand our Copperfield Dialysis
Center ESRD facility by six dialysis stations. The project calls for a capital
_expenditure of $139,200. This letter will confirm that DaVita Inc. has committed cash
reserves in the total sum of $139,200. [sic] for the project capital expenditure. DaVita
Inc. will make these funds, along with any other funds that are necessary for the
development of the project, available to Total Renal Care of North Carolina, LLC.”

In Exhibit 20, the applicant provides the audited consolidated Balance Sheets for DaVita, Inc.
which confirm that, as of December 31, 2009, DaVita, Inc. had total assets in the amount of
%7,558,236,000, including $539,549,000 in cash and cash equivalents. The balance sheets
also show that DaVita, Inc. had net assets (total current assets less total current liabilities) of

$1,255,580,000 as of December 31, 2009.

In Section X of the application, on pages 55 and 58, the applicant projects costs and net
revenue for the first two operating years of the proposed project. See the following table:

Projectod Operating Costs 8,
Net Patient Reverue : '$4,495,936 $4,855,496

In the ProFormas in Section X of the application, the applicant p'mjects that revenue will
exceed expenses in the first two operating years of the project. The rates in Section X.1 of
the application are consistent with the standard Medicare/ Medicaid rates.

Further, the applicant adequately demonstrated that the projections of costs and charges are
based upon reasonable projections of the population to be served. See Criteria (3), 4), and -

(7) for discussion of reasonableness. Consequently, the application is conforming to this
criterion.

F-8590-10, RAI Care Center-Concord — states in Section VIIL1, page 61, that the total
capital cost of the project will be $1,724,683, including $797,040 in construction costs,
$290,400 for dialysis machines, $134,181 for (RO) water treatment equipment, $190,122 for
other equipment and furniture, $120,000 in architect and engineering fees, and $192,940 in
miscellaneous project costs, including consultant fees, fieight charges, and taxes and other
fees. In Section IX, page 65, the applicant projects start-up costs of $69,384, and initial
operating expenses in the amount of $577,500, for total estimated start up expenses in the
amount of $646,884. Thus, the applicant projects total capital cost and start up expenses in
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the amount of $2,371,567. In Section VIIL2, page 61, the applicant states that 100% of the
capital cost of the project will be financed with the cash reserves of RAI Care Centers of
North Carolina, I, LLC (RAX-NC), the parent company of RAI Care Center-Concord.

‘Exhibit 19 contains a September 10, 2010 letter signed by Monte Frankenfield, Vice ~

President of Finance and Controller, Renal Advantage, Inc., which states,

“Renal Advantage, Inc. (RAI) will transfer $1,724,683 to RAI Care Centers of North
Carolina I, LLC (RAI-NC) for the sole purpose of establishing a 23-stations [sic]
dialysis facility in Concord, NC. RAI'will provide the funds through Cash.

Furthermore, RAI will transfer up to 3684,884 to RALNC, for the sole purpose of
capitalizing the working capital associated with initial operating expenses of RAI-
Concord. RAI'will provide the funds through Cash.

Please accept my assurance that the anticipated $2,371,567 (31,724,683 + 3646, 884)
will be paid from these identified funds for this project.”

In Exhibit 20, the applicant provides the andited consolidated Balance Sheets for RA Group
Holdings, Inc., the ultimate parent company of RAI-NC, which confirm that, as of December
31, 2009, RA Group Holdings, Inc. and its subsidiaries had total assets in the amount of
$153,688,000, including $43,314,000 in cash and cash equivalents. The balance sheets also

show that RA Group Holdings, Inc. had net assets (total current assets less total current
liabilities) of $77,197,000 as of December 31, 2009.

In Section X of the application, on pages 68 and 72, the applicant projects costs and net
revemue for the first two operating years of the proposed project. See the following table:

-] Projected Operating Costs $2,078,878 T 33,049,45
Net Patient Reverus $1,982,269 $3,602,277

In the ProFormas in Section X of the application, the applicant projects that reveme will
exceed expenses in the second operating year of the project. The rates in Section X.1 of the
application are consistent with the standard Medicare/ Medicaid rates. However, the
applicant did not adequately demonstrate the need it has for the dialysis services it proposed,
because the assumptions and methodology provided did not substantiate the number of
patients the applicant projects to ‘serve in Operating Years One and Two. Therefore, the
applicant’s projection of costs and charges are mot based upon ressonsble and reliable
projections of the population proposed to be served. See Criteria (3), (4), and (7) for

discussion of reasonableness. Consequently, the application is not conforming to this
criterion. ' ' :

The applicant shall demonstrate that the proposed project will not result in unnecessary
duplication of existing or approved health service capabilities or facilities.
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C
Harrisburg Dialysis Center
Cabarrus County Dialysis Center
Copperfield Dialysis Center

NC
RAI Care Center-Concord

Harrisburg Dialysis Center — The 2010 SMFP indicates a need for 23 dialysis stations in
Cabarrus County, Harrisburg Dialysis facility proposes to add five stations to its existing
facility, for a facility total of 20 stations after project completion. See discussion in Crrterion
(1) for conformity to the 2010 SMFP need methodology and the July 2010 Semianmual
Dialysis Report. In Section Il the applicant demonstrated the need for additional diatysis
stations. See Criterien (3) for discussion regarding demonstration of need. The applicant
demonstrated that the proposal will not result in the unnecessary duplication of existing or
approved health service capabilities or facilities, and therefore the application is conforming
to this criterion. .

Cabarrus County Dialysis - The 2010 SMFP indicates a need for 23 dialysis stations in
Cabarrus County. The applicant proposes to develop a new twelve-station dialysis facility in
Concord. See discussion in Criterion (1) for conformity to the 2010 SMFP need
methodology and the July 2010 Semiarmual Diatysis Report. In Section I the applicant
demonstrated the need for additional dialysis stations. See Criterion (3) for discussion
regarding demonstration of need. The applicant demonstrated that the proposal will not result
in the unmecessary duplication of existing or approved health service capabilities or facilities,
and therefore the application is conforming to this criterion.

Coppexfield Dialysis Center — The 2010 SMFP indicates a need for 23 dialysis stations in
Cabarrus County. Copperfield Dialysis facility proposes to add six stations to its existing
facility, for a facility total of 27 stations after project completion. See discussion in Criterion
(1) for conformity to the 2010 SMFP need methodology and the -July 2010 Semiannual
Dialysis Report. In Section HI the applicant demonstrated the need for additional dialysis
stations. See Criterion'(3) for discussion regarding demonstration of need. The applicant
demonstrated that the proposal will not result in the unnecessary duplication of existing or

approved health service capabilities or facilities, and therefore the application is conforming
to this criterion. K

RAI Care Center-Concord — The 2010 SMFP indicates a need for 23 dialysis stations in
Cabarrus County. RAI Care Center-Concord proposes to develop a new 23-station dialysis
facility in Concord. However, the applicant did not adequately demonstrate the need it has
for the services it proposes, for the following reason: the assumptions and methodology
provided by the applicant to support its projection of need are unsupported and therefore
unreliable. See discussion in Criteria (1) for conformity to the 2010 SMFP and the July 2010
Semianmal Dialysis Report; and Criterion (3) for discussion regarding the applicant’s failure
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" to demonstrate need for the 23-station dialysis facility it proposes. The applicant did not

demonstrate that the proposal will not result in the urmecessary duplication of cm’sting or
approved health service capabilities or fa.cﬂmes and therefore the apphcanon is not .

conforming to thig criterion.

The applicant shall show evidence of the availability of resources, including health

manpower and management personnel, for the provision of the services proposed to be
provided.

C
All Applicants

¥-8577-10, Harrisburg Dialysis Center - In Section V.4(c), page 36, the applicant states
that Dr. Chdrles Stoddard currently serves as Medical Director for Harrisburg Dialysis Center
and hag agreed to continue to serve as Medical Director for the facility. Exhibit 14 contains a
September 1, 2010 letter. from Dr. Stoddard confirming his intent to serve in that role. In
Section VII, page 43, the applicant projects the following staffing during the first two
operating years.

R R T

RN (dc) 3.0

Pt. Care Technician (dc) 3.0

Bio-Med Tech 0.5

Medical Director Contract Position

Admin (dc) 1.0

Dietician 035

Social Worker 0.5

Unit Secretary . 1.0

QOther - Reuss K 10
ToTAL ] 153

*de: direct care staff

As shown in the above table, TRC proposes a total of 15.5 FTE positions, 12.0 of which will
be direct care positions. In Section VIL4, page 44, the applicant states that it does not

- anticipate having any difficulty staffing the proposed facility. In Section VIL, page 45, the

applicant states all of the nephrologists associated with Central Carolina Ncphmlogy have
admitting privileges at Harrisburg Dialysis Center.

The following table shows hours of operahon as proposed by the applicant in Section VII, on
page 46:
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jRER S St T ﬁHo'lms(ﬂmmt.mL‘ndN i LR ﬁi@ﬁ
IIWLT.‘*PBXWWH‘ W AR RNOON: Ll TOTAERL
Monday 5 5 10
Tuesday 5 5 10
Wednesday 5 5 10
Thursday 5 5 10,
Friday 5 5 10
Saturday 5 b) 10
Sunday 0 0 0
Total - 30 .30 60
Total Hours Operation per Year 3,120
(weekly hours x 52)

The following table shows the number of FTE direct care staff positions the applicant
proposes based on the number of hours the facility will operate, as reported by the applicant
in Section VII, page 43: -

‘l“‘T " ‘—"-f :i [T i ;I‘ Tt = q —’-: = "H_: »x oY
] i PRRAL
i ] !
1 B it ! T S

RNs 3 2,080 6,240
Techs 85 2,080 17,680
Total 115 2,080 | 23,920

Based on the operating hours and direct care staffing, the applicant has 3,120 hours to cover.
The applicant proposed more hours than are necessary; thms, the applicant proposes sufficient
staffing. In Section VI, page 43, the applicant projects 12.0 total direct care FIEs.
Assuming one FTE works 2,080 hours annually, the project analyst calculated actual total
duectcaremhmnsprojcctedmmfﬁngfmthcpmposedfacﬂny For example, 3 RNs x
2,080 annual hours = 6,240, and the proposed hours of operation call for 3,120 FTE hours for

RN FTEs. Therefore, the applicant proposes more than sufficient staffing to cover direct care
staff FTE positions.

In addition, the Hamrisburg dialysis facility projects to serve 20 in-center patients on 20 chairs
per shift daily, for a total of 40 patients served per day, The dialysis shifts run Monday,
Wednesday and Friday, and two other shifts run on Tuesday, Thursday, and Saturday. See the
following chart, prepared by the pmJect analyst:

Moming (10 stations) | 20 20
Aftemoon (10 Stations) |~ 20 20

The table illustrates that the Harrisburg Dialysis Center facility will be able to dialyze up to a
maximum of 80 in-center patients in Operating Year One on 20 dialysis stations, assuming
one patient per station per patient shift, which is sufficient to accommodate the 70 in-center
patlents it projects to serve. In the Second Project Year, the applicant projects to serve 76 in-
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center patiemts on 20 stations. Likewise, the applicant has sufficient capacity to
accommodate the 76 in-center patients it projects to serve in the second Operating Year.

In summary, the applicant adequately demonstrates the availability of resources, including
health manpower and management personnel, for the level of dialysis services proposed.
Consequently, the application is conforming to this criterion.

F-8581-10, Cabarrus County Dialysis - In Section V.4(c), page 39, the applicant states that
Dr. William Halstenberg has agreed to serve as Medical Director for the Cabarrus County
Dialysis facility. Exhibit 15 contains a September 6, 2010 letter from Dr. Halstenberg
confirming his intent to serve in that role. The Exhibit also contains a copy of DaVita’s-
Medical Director Agreement — Summary Sheet. Tn Section VII, page 45, the applicant
projects the following staffing during the first two operating years.

RN HT (dc) 03
Pt. Care Technician (dc) 5.0
Nocturnal RN (dc) 0.75
Nocturnal PCT (dc) 0.75
Bio-Med Tech 03
Medical Director Contract Position
Admin (dc) 1.0
Dietician e 03
Social Worker 0.3
Unit Secrctary 1.0
Other - Rense ) 05

TOTAL 11.7

¢dc: direct care staff

As shown in the above table, TRC proposes a total of 11.7 FTE positions, 9.3 of which will
be direct care positions. In Section VIL4, page 47, the applicant states that it does not
anticipate having amy difficulty staffing the proposed facility. In Section VIL8, page 47, the
applicant states all of the nephrologists associated with Central Carolina Nephrology have
admitting privileges at Cabarrus County Dialysis Center. '

The following table shows hours of operation as proposed by the applicant in Section VII, on
page 48:

iﬂﬂlﬁ!ﬁﬂ?@lﬁﬂ%ﬁﬁ' WG HOURT OF O R AR ﬁﬂﬂﬁ?ﬂﬂ%ﬁﬁ e
D) #| MORMING A FIRRNOQ Gl P T T
Monday 3 3 2 3

Tuesday 3 3 0 6

Wednesday 3 3 2 3

Thursday 3 3 0 6

Friday 3 3 2 3

Saturday 3 3 0 6

Sunday 0 ] 0 0

Total ' 18 18 6 42

Total Hours Operation per Yéar (weekly hours x 52) 2,148
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The following table shows the number of FIE direct care staff positions the applicant
proposes based on the number of hours the facility will operate, as reported by the applicant
in Section VII, page 45;

e e

e

2,080 .
2,080 11,960 2.148 5.6
2,080 17,264 2,148 8.0

Based on the operating hours and direct care staffing, the applicant has 2,148 hours to cover.
The applicant proposed more hours than are necessary; thus, the applicant proposes sufficient
staffing. In Section VII, page 45, the applicant projects 9.3 total direct care FTEs. Assuming
one FTE works 2,080 hours anmially, the project analyst calculated actual total direct care
FTE hours projected in staffing for the proposed facility. For example, 2.55 RNs x 2,080
annual hours = 5,304, and 2,148 FTE hours are needed. Therefore, the applicant proposes
more than sufficient staffing to cover direct care staff FTE positions. :

In addition, the Cabarrus County Dialysis Center facility projects to serve 39 in-cenmter
patients on 12 stations in three shifts on Monday, Wednesday and Friday, and two shifts on

Tuesday and Thursday, and Saturday. See the following chart, prepared by the project
analyst:

A (TILH

Moming (12 stetions) | 12 12
Afternoon (12 Stations) . 12 12
Evening (12 Stations) 12 Q

The table illustrates that the Cabarrus County Dialysis Center facility will be able to dialyze
up to a maximum of 60 jn-center patients in Operating Year One on 12 dialysis stations,
assuming one patient per station per patient shift, which is sufficient to accommodate the 39
in-center patients it projects to serve. In the Second Project Year, the applicant projects to
serve 42 in-center patients on 12 stations. Likewise, the applicant has sufficient capacity to
accommodate the 42 in-center patients it projects to serve in the second Operating Year.

In summary, the apphcant adequately demonstrates the availability of resources, including
health manpower and management personnel, for the level of dialysis services proposed.
Consequently, the application is conforming to this criterion.

F-8584-10, Copperficld Dialysis Center - In Section V.4(c), page 37, the applicant states
that Dr. William K. Halstenberg currently serves as Medical Director for Copperfield
Dialysis Center and has agreed to comtimue to serve as Medical Director for the facility
following the addition of the proposed stations. Exhibit 14 contains a September 13, 2010
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letter from Dr. Halstenberg confirming his support for the project. The project analyst notes
that Dr. Halstenberg does not explicitly state he will continue to serve as Medical Director for
the facility following the addition of stations, but it is reasonable to conclude that he will do
so, based on his current status as Medical Director and his letter of support. In Section VI,
page 44, the applicant projects the following staffing during the first two operating years.

I R oM N o PTG TAE B TR VEAR D7,
RN (dc) 40 - ‘
Pt. Care Technician (dc) 11.0
Bio-Med Tech 0.7
Medical Director Contract Position
Admin (dc) 1.0
Dietician 0.7
Social Worker - 07
Unit Secretary 1.0
Oﬁlﬂ' » Reuse 1.5

ToTAL 20.6

*de: direct care staff

As shown in the above table, TRC proposes a total of 20.6 FTE positions, 16.0 of which will
be direct care positions. In Section VII.4, page 45, the applicant states that it does not
anticipate having any difficulty staffing the proposed facility. In Section VIL9, page 46, the

applicant states all of the nephrologists associated with Central Carolma Neplrology have
admitting privileges at Copperfield Dialysis Center.

The fo]lowing table shows hours of operation as propbsed by the applicant in Section VII, on
page 47, for the facility following the expansion:

it ) OEERAT R
i AV ADRAI| ¥ B AT OTAY FHjV
Monday 1 7 14
Tuesday 7 7 14
Wednesday 7 7 14
Thursday 7 7 14
Friday 7 7 14
Saturday 7 7 14
Sunday 0 0 0
Total - 42. 0 72
Total Houra Operation per Year 4,368

(weekly hours x 52)

The following table shows the number of FTE direct care staff positions the applicant
proposes based on the number of hours the facility will operate, as reported by the applicant
in Section VII, page 44:

T Ty R YRETEE BTG e IS a i Hrgtp bud e i
‘- i ; : 5 i ; " TR .' ’ it '

pa ALY ; ALY e 1114A AN ) 5T | ﬁri’ﬁ A éﬂﬁri

4 2,080 8,320 4,368 19

Techs 11.7_ 2,080 24336 4368 5.6
Total 15.7 2,080 32,656 4,368 1.5
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Based on the operating hours and direct care staffing, the applicant has 4,368 hours to cover.
The applicant proposed more hours than are necessary; thus, the applicant proposes sufficient
staffing. In Section VI, page 44, the applicant projects 16.0 total direct care FTEs.
Assuming one FTE works 2,080 hours annually, the project analyst-calculated actual total .
direct care FTE hours projected in staffing for the proposed facility. For example, 4 RNs x
2,080 annual hours = 8,320, and the proposed hours of operation call for 4,368 FTE hours for

RN FTEs. Therefore, the applicant proposes more than sufficient staffing to cover direct care
staff FTE positions.

In addition, the Copperfield dialysis facility projects to serve 91 in-center patients on 27
chairs per shift per day in Operating Year One, for a total of 54 patients served per day. One
dialysis shift runs Monday, Wednesday and Friday, and another shift runs on Tuesday,
Thursday, and Satirday. See the following chart, prepared by the project analyst:

_“_ = pm— = "E = P me——
5 1 LsLAHh)
il | l ' 1 -.‘% l@l

-| Morning (10 stations) 27 27
Afternoon (10 Stations) 27 27

The table illustrates that the Harrisburg Dialysis Center facility will be able to dialyze up to a
thaximum of 108 in-center patients in Operating Year One on 27 dialysis stations, assuming
one patient per station per patient shift, which is sufficient to accommodate the 91 in-center
patients it projects to serve. In the Second Project Year, the applicant projects to serve 98 in-
cemter patients on 27 stations. Likewise, the applicant has sufficient capacity to
accommodate the 98 in-center patients it projects to serve in the second Operating Year.

In summary, the applicant adequately demonsttates the availability of resources, including
health manpower and management personnel, for the level of dialysis services proposed.
Consequently, the application is conforming to this criterion.

' F-8590-10, RAI Care Center-Concord - In Section V.4(c), page 49, the applicant states that

Dr. Kathleen Doman bas agreed to serve as Medical Director for the Cabarrus County
Dialysis facility, Exhibit 13 contzins a September 10, 2010 letter from Dr. Doman
confirming her intent to serve in that role. The Exhibit also contains a copy of Dr. Doman’s
Cumiculum Vitae. In Section VILI, page 56, the applicant projects the following staffing
during the first two operating years.

’ : Ry
l

X if }
RN {dc) . 43
Pt. Care Technician (dc) - 1.0
Medical Director 1.0
Dietician : 1.0
Social Worker 1.0
Unit Secretary o 1.0
“TOTAL 155

*dg: direct care staff
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As shown in the above table, TRC proposes a total of 15.5 FTE positions, 11.5 of which will
be direct care positions. In Section VIL4, page 57, the applicant states that it does nat
anticipate having any difficulty staffing the proposed facility. In Section VIL8, page 58, the
applicant states Dr. Doman has admitting privileges at CMC-University and is seeking
privileges at CMC-Northeast.

The following table shows hours of operation as proposed by the applicant in Section VII, on
page 59:

Total 24 12 12 48
Total Hours Operation per Year (weekly hours x 52)

2,496

The following table shows the number of FTE direct care staff positions the applicant

proposes based on the number of hours the- ﬁacnlrty will operate, as reported by the applicant
in Section VII, page 59:

Total 11.5 2,080 23,920 2,496 9.5

Based on the operating hours and direct care staffing, the applicant has 2,496 hours to cover.
The applicant proposed more hours than are necessary; thus, the applicant proposes sufficient
staffing. In Section VII, page 56, the applicant projects 11.5 total direct care FTEs.
Assuming one FTE works 2,080 hours annually, the project analyst calculated actual total
direct care FTE hours projected m staffing for the proposed facility. For example, 4.5 RNs x
2,080 annual hours = 9,360, and 2,496 FTE howrs are peeded. Therefore, the applicant
proposes more than sufficient staffing to cover direct.care staff FTE positions.

In addition, the Cabarrus Dialysis Center facility projects to serve 75 in-center patients on 23
stations in three shifts on. Monday, Wednesday and Friday, and one shift on Tuesday and
Thursday, and Saturday. See the following chart, prepared by the project analyst:
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i TIMEISEE [y TSR TACEUS AN
O e
Mormning (12 stations) 23 23
Aftemoon (12 Stations) 23 0
Evening (12 Stations) 23 0

The table illustrates that the RAI Care Center-Concord facility will be able to dialyze up to a
maximum of 92 in-center patients in Operating Year One on 23 dialysis stations, assuming
one patient per station per patient shift, which is sufficient to accommodate the 75 in-center
patients it projects to serve. In the Second Project Yesr, the applicant projects to serve 78 in-

‘center patients on 23 stations. Likewise, the applicant has sufficient capacity to

accommodate the 78 in-center patients it projects to serve in the sccond Operating Year.

In summary, the applicant adequately demonstrates the availability of resources, including
health manpower and management personnel, for the level of dialysis services proposed.
Consequently, the application is conforming to this criterion.

The applicant shall demonstrate that the provider of the proposed services will make
available, or otherwise make arrangements for, the provision of the recessary ancillary and

support services. The applicant shall also demonstrate that the proposed service will be
coordinated with the existing health care system.

C
All Applicants

F-8577-10 Harrisburg Dialysis Center — states in'Section V.1 and referenced Exhibits that
Northeast Medical Center and Carolinas Medical Center will provide ancillary and support
services to the dialysis facility, including diagnostic and emergency services, blood bank
services and acute dialysis'in an acute care setting. In Exhibit 12 the applicant provides a
copy of a laboratory services agreement that exists between the Harrisburg Dialysis Center
and DVA Laboratory Services for the provision of laboratory services to the facility. The
applicant states transportation services will be provided by Cabarrus County Transportation
Services. The applicant adequately demonstrated that the necessary ancillary and support
services will be dvailable and that the proposed services will be coordinated with the existing
health care system. Therefore, the application is conforming to this criterion.

F-8581-10, Cabarrus County Dialysis - states in Section V.1 and referenced Exhibits that
Northeast Medical Center and Carolinas Medical Center will provide ancillary and support
services to the dialysis facility, including diagnostic and emergency services, blood bank
services and acute dialysis in an acute care setting. In Exhibit 10 the applicant provides a
copy of a laboratory services agreement that exists between the Cabarrus County Dialysis .
Center and DVA Laboratory Services for the provision of laboratory services to the facility.
The applicant states tramsportation services will be provided by Cabarrus County
Transportation Services. The applicant adequately demonstrated that the necessary ancillary
and support services will be available and that the proposed services will be coordinated with
the existing health care system. Therefore, the application is conforming to this criterion.
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¥-8584-10 Coppertield Dialysis Center — states in Section V.1 and referenced Fxhibits that
Northeast Medical Center and Carolinas Medical Center will provide ancillary and support

- services to the dialysis facility, including diagnostic and emergency services, blood bank

services and acute dialysis in an acute care setting. In Exhibit 12 the applicant provides a
copy of a laboratory services agreement that exists between the Copperfield Dialysis Center
and DVA Laboratory Services for the provision of laboratory services to the facility. The
applicant states transportation services will be. provided by Cabarrus County Transportation
Services. The applicant adequately demonstrated that the necessary ancillary and support
services will be available and that the proposed services will be coordinated with the existing
health care system. Therefore, the application is conforming to this criterion.

F-8590-10, RAI Care Center-Concord — states in Section V.1 and referenced Exhibits that
Carolinas Medical Center NorthEast (CMC-NE) will provide ancillary and support services
to the proposed facility, including diagnostic and emergency services, blood bank services
and acute dialysis in an acute care setting. Laboratory services will be provided by CMC-NE
as well. The applicant states on page 46 that transportation services will be provided by

‘public transportation or community agency.” The applicant adequately demonstrated that
the necessary ancillary and support services will be available and that the proposed services
will be coordinated with the emstmg health care system. Therefore, the application is
conforming to this criterion.

An applicant propoesing to provide a substantial portion of the project's services to individuals
not residing in the health service area in which the project is located, or in adjacent health
service areas, shall document the special needs and circurnstances that warrant seérvice to
these individuals.

NA

When applicable, the applicant shall show that the special needs of health maintenance
organizations will be fulfilled by the praject. Specifically, the applicant shall show that the
project accommodates: (a) The needs of enrolled members and reasonably anticipated new
members of the HMO for the health service to be provided by the organization; and (b) The
availability of new health services from non-HMO providers or other HMOs in a reasonable
and cost-effective maoner which is consistent with the basic method of operation of the

- HMO. - In assessing the availability of these heéalth services from these providers, the

applicant shall consider only whether the services from these providers: (i) would be
available under a contract of at least 5 years duration; (ii) would be avsilable and
conveniently accessible through physicians and other health professionals associated with the
HMO; (iii) would cost no more than if the services were provided by the HMO; and
(ivywould be available in a manner which is administratively feasible to the HMO.

NA

Repealed effective July 1, 1987.
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Applications involving construction shall demonstrate that the cost, design, and means of
construction proposed represent the most reasonable alternative, and that the construction
project will not unduly increase the costs of providing health services by the person
proposing the construction project or the costs and charges to the public of providing health

services by other persons, and that applicable energy saving features have been incorporated
into the construction plans. :

NA
Harrisburg Dialysis Center
Copperfield Dialysis Center

C
Cabarrus County Dialysis
RAI Care Center-Concord

F-8581-10, Cabarrus County Dialysis — The applicant proposes to construct a new facility
on parcel of land identified as Parcel #5539950390 that fronts NC Highway 49, between
Ericson Court and Accent Avenue in Concord. Tn Section X1.6(h), page 67 of the application,
the applicant provides a table to illustrate the projected 6,428 square feet of new space for the
proposed dialysis facility in Concord. Tn Section XL6(d), page 65 of the application, the
applicant states that applicable epergy saving features and water treatment equipment will be
incorporated into the construction plans, and in Section X1.6(g), pages 65 — 66, the applicant
states the facility will be constrocted in compliance with all laws and regulations pertaining to:
fire and safety equipment, and other health and safety requirements. - The applicant adequately
demonstrated that the cost, design and means of construction represent the most reasonable
alternative, and that the construction costs will not unduly increase costs and charges for health
services. See Criterion (5) for discussion of costs and charges. Therefore, the application is
conforming to this criterion. ‘

F-8590-10, RAI Care Centers-Concord — the applicant proposes to construct a new facility
located at 1937 Trinity Church Road in Concord, which is just north of U.S. Highway 85. In
Section XL6(h), page 87, the applicant provides a table to illustrate the projected 8,586
square feet of new space for the proposed dialysis facility in Concord. In Section XL6(d),
page 82, the applicant states that applicable energy saving features and water treatment
equipment will be incorporated into the construction plans, and in Section XL6(g), pages 65 —
66, the applicant states the facility will be constrocted in compliance with all laws and

 regulations pertaining to fire and safety equipment, and other health and safety requirements. In

Txchibit 22 the applicant provides a September 10, 2010 letter from the project architect that
confirms the construction plans conform to all applicable laws and regulations. The applicant
adequately demonstrated that the cost, design and mesns of construction represent the most
reasonable alternative, and that the construction costs will not unduly increase costs and charges
for health services. See Criterion (5) for discussion of costs and charges. Therefore, the
application is conforming to this criterion. ' ‘
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The applicant shall demonstrate the contribution of the proposed service in meeting the
health-related needs of the elderly and of members of medically underserved groups, such as
medically indigent or low income persons, Medicaid and Medicare recipients, racial and
ethnic minorities, women, and handicapped persons, which have traditionally experienced
difficulties in obtaining equal access to the proposed services, particularly those needs -
identified in the State Health Plan as deserving of priority. For the purpose of detemining
the extent to which the proposed service will be accessible, the applicant shall show:

The extent to which medically underserved populations currently use the applicant's

existing services in comparison to the percentage of the populatlon in the applicant's
service area which is medically underserved;

C.
Harrisburg Dialysis Center
Cabarrus County Dialysis
Copperfield Dialysis Center

NA
RATJ Care Center-Concord

¥-8577-10, Harrisburg Dialysis Center — In Section VL1, page 39, the applicamt
states “The Harrisburg Dialysis Center, by policy, make [sic] dialysis services
available to all residents in its service area without qualifications. We serve patients
without regard to race, sex, age, or handicap.” In addition, the applicant states the
Harrisburg Dialysis Center does not require payment upon admission for dialysis
services, thus making dialysis available to all persons. The applicant provides a table

on page 39 that shows 81.6% of dlalyms services were prowded to Medlcare and/or
Medicaid patients.

The applicant demonstrated its facilities, mcludmg the Harrisburg Dialysis Centér
provide adequate access to medically underserved populatxons Therefore, the
application i3 conforming to this criterion.

¥-8584-10, Copperfield Dialysis Center — In Section VL1, page 40, the applicant
states “The Copperfield Dialysis Center, by policy, makes dialysis services available
to all residents in its service area without qualifications. We serve patients without
regard to race, sex, age, or handicap. We serve patients regardless of ethnic or
socioeconomic situation.” In addition, the applicant states the Copperﬁeld Dialysis
Center does not require payment upon admission for dialysis services, thus making
dialysis available to all persons. Thie applicant provides.a table on page 40 that shows
34.90% of dialysis services were provided to Medicare and/or Medicaid patients. The
applicant states,

T?zese are actual percentages of patients who are currently dialyzing at the
Copperﬁeld Dialysis Center. These percentages are not a reflection of any
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policy that identifles a specific percentage of patients that we will treat who
have Medicare or Medicaid funding. DaVita, Total Renal Care, Inc. and
Total Renal Care of North Carolina serve all End Stage Renal Disease
patients regardless of socioeconomic situation. We have Total Renal Care of
North Carolina facilities that have between 95% and 100% of the patients
funded by Medicare and Medicaid. "

The applicant demonstrated its facilities, including the Copperfield Dialysis Ceﬁter,
provide adequate access to medically umderserved populations. Therefore, the
application is conforming to this criterion.

Its past performance in meeting its obligation, if any, under any applicable regulations
requiring provision of uncompensated care, communify service, or access by
minorities and handicapped persons to programs receiving federal assistance,
including the existence of any civil rights access complaints against the applicant;

C
Harrisburg Dialysis Center
Copperfield Dialysis Center

NA

Cabarrus County Dialysis
RAI Care Center Cabarrus County

F-8577-10, Harrisburg Dialysis Center - states in Application Section VL6, page 42

that “T?zere have been no civil rights equal access complaints filed within the last five
years.” , ,

¥-8581-10, Cabarrus County Dialysis — states in Application Section VL6, page 44
that “There have been no civil rights equal access complaints filed within the last five
years against any facility operated by Total Renal Care of North Carolma, LICorby |
any facility in North Carolina owned by DaVita, Inc.”

¥-8584-10, Copperﬁeld Dialysis Center — states in Application Section V1.6, page
43 that “There have been no civil rights equal access complaints filed within the last
five years.”

F-8590-10, RAI Care Center-Concord — states in Application Section VL6, page 55
that “No civil rights equal access complainis have been filed against RAI-NC or any
Jacility awned by RAI-NC."

That the eldcrly and the medically underserved groups 1dent1ﬁed in this subdivision
will be served by the applicant's proposed services and the extent to which each of
these groups is expected to utilize the proposed services; and
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C
All Applicants

___¥-8577-10, Harrisburg Dialysis Center - In Section V1.1(c), page 40, the applicant

projects that 81.6% of its patients who will be served at the facility following the

addition of stations will have all or some of their services paid for by Medicare or

Medicaid. The applicant provides a table to show the projected payor mix. See the
following table: .

Medicare/Medicaid 28.6%
Medicare/Commercial 26.5%
VA 3.2%

Conmercial Insurance 102%
Total 100.0%

The applicant demonstrated the facility will provide adequate access to medically -

underserved populations. Therefore, the application is conforming to this criterion.

¥-8581-10, Cabarrns County Dialysis - In Section VL1(c), page 41, the applicant
projects that 83.3% of its patients who will be served at the proposed facility will
have all or some of their services paid for by Medicare or Medicaid. The applicant
provides a table to show the projected percentage mix. See the following table:

| Medicare . 19.8%

Medicaid . 4.8%
Medicare/Medicaid 31.3%

| Medicare/Commercial 27.4%
VA 5.0%
Commsxcial Insurance 11.5%
Total 100.0%

The applicant dcmonsh:ated the facility will provide adequate access to medically
underserved populations. Therefore, the application is conforming to this criterion

F-8584-10, Copperfield Dialysis Center - In Section V1.1(c), page 41, the applicant
projects that 84.9% of its patients who will be served at the facility following the
addition of stations will have all or some of their sexrvices paid for by Medicare or
Medicaid. The applicant provides a table to show the projected payor mix. See the
following table:




@

Cabarrug County Dialysis Review
Project ID # F-8577-10, F-8581-10, F-8584-10, F-8550-10
’ Page 55

Medicaid 1.5%
Medicare/Medicaid 34.0%
Medicare/Commercial 28.3%
VA 1.5%
Commexcial Insorance 13.2%
Total 100.0%

The applicant demonstrated the facility will provide adequate access to medically
underserved populations. Therefore, the application is conforming to this criterion.

7-8590-10, RAI Care Center-Concord — In Section VL1(c), page 53, the applicant
projects that 80.5% of its patients who will be served at the proposed facility will
have all or some of their services paid for by Medicare or Medicaid. The applicant
provides a table to show the projected payor mix. See the following table:

Total 100.0%

The applicant demonstrated the facility will provide adequate access to medically
‘underserved populations. Therefore, the application is conforming to this criterion.

That the applicant offers a raﬁgc of means by which a person will have access to its
services. Examples of a range of means are outpatient services, admission by house
staff, and admission by personal physicians.

C
All Applicants

F-8577-10, Harrisburg. Dialysis Center — In Section V1.5(a), page 41 of the
application, the applicant states that patients with End Stage Renal Disease will have
access to the facility through referrals by a Nephrologist who will have privileges at
Harrisburg Dialysis Center. The applicant states most of these referrals come from

. primary care physicians, other specialty physicians, or other Nephrologists within the

service area or from just outside the service area. The applicant states copies of the
facility transfer and transient policies are provided in Exhibit 16; however, the
documents are provided in Exhibit 15. The application is conforming to this criterion.

F-8581-10, Cabarrus. County Dialysis - In Section VL5(a), pages 42 - 43 of the
application, the applicant states that patients with End Stage Renal Disease will have

' access to the facility through referrals by a Nephrologist who will have privileges at
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Harrisburg Dialysis Center. The applicant states most of these referrals come from
primary care physicians, other specialty physicians, or other Nephrologists within the
service area or from just outside the service area. The applicant provides copies of
the facility transfer and framsient policies in Exhibit 17. The application is
conforming to this criterion.

F-8584-10, Copperfield Dialysis Center — In Section VL5(a), page 42 of the
application, the applicant states that patients with End Stagg Renal Disease will have
access to the facility through referrals by a Nephrologist who will have privileges at
Copperfield Dialysis Center. The applicant states most of these referrals come from
primary care physicians, other specialty physicians, or other Nephrologists within the
service area or from just outside the service area. The applicant provides copies of
the facility transfer and transient policies in Exhibit 15. The application is
conforming to this critedon. '

F-8590-10, RAI Care Center-Concord — In Section VL5(a), page 54 of the
application, the applicant states that patients will have access to RAI-Concord through
physician referral. The applicant also states the facility will accept patients referred
through nursing facilities and even self-referral upon acceptance by the Medical
Director.

The applicant shall demonstrate that the proposed health services accommedate the clinical
needs of health professional training programs in the area, as applicable.

C
All Applicants

¥-8577-10, Harrisburg Dialysis Center - In Section V.3 of the application, page 36, the
applicant states “Total Renal Care of North Carolina, LLC has sent correspondence on behalf
of the Harrisburg Dialysis Center to Rowan Cabarrus Community College to offer the facility
as a clinical rotation site for nursing students.” In Exhibit 13, the applicant provides a copy.of

~a September 10, 2010 letter from DaVita to Rowan Cabarrus Community College, offering the

Hanisburg Dialysis Center facility as a clinical rotation site when the new stations are
transferred.

F-8581-10, Cabarrus County Dialysis — In Section V.3 of the application, pages 38 - 39, the
applicant states

“Cabarrus County Dialysis will employ registered nurses, patient care technicians, a
social worker and dietician. The local community colleges are engaged in the
training of nursing students and Certified Nursing Assistamt students. Cabarrus
County Dialysis will be offered as a clinical learning site for nursing and CNA
students at Rowan-Cabarrus Community College.”
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In Exhibit 14, the applicant provides a copy of a September 10, 2010 letter from DaVita to

Rowan Cabarrus Community College, offering Cabarrus County Dialysis as a clinical rotation
site when the new stations are certified. .

F-8584-10, Copperfield Dialysis Center - In Section V.3 of the application, page 37, the
applicant states “Total Renal Care of North Carolina, LLC has sent correspondence on behalf
of the Copperfield Dialysis Center to Rowan Cabarrus Community College to offer the facility
as a clinical rotation site for nursing students.” Tn Exhibit 13, the applicant provides a copy of
a March 6, 2009 letter from DaVita to Rowan Cabarrus Community College, offering the

Harrisburg Dialysis Center facility as a clinical rotation. site when the new stations are
transferred.

F-8590-10, RAI Care Center-Concord — In Section V.3, page 48 of the application, the

applicant states “RAI-Concord will be available to students in nursing training programns
that would benefit from the experience of working with ESRD patients at the request of their

 health proféssional training program.” In Exhibit 11 the applicant provides copies of letters

to various community colleges in the area offering RAI Care Center-Concord as a clinmical
training site for nursing students when the project is certified.

Repealed effective July 1, 1987.
Repealed effective July 1, 1987.
Repealed effective July 1, 1987.
Repealed effective July 1, 1987.

The applicant shall demonstrate the expected effects of the proposed services on competition
in the proposed service ares, including how auy enhanced competition will have a positive
impact upon the cost effectiveness, quality, and access to the services proposed; and in the
case of applications for services where competition between providers will not have &
favorable impact on cost-effectiveness, quality, and access to the services proposed, the
applicant shall demonstrate that its application.is for a service on which competition will not
have a favorable impact. ’

NC
All Applicants

1-8577-10, Harrisburg Dialysis Center, F-8581-10, Cabarrus County Dialysis, F-8584-
10, Copperfield Dialysis Center - In Section V.7 .of each application, the applicant, DaVita,
projects how each proposed project will have a positive impact on the cost effectiveness,
quality of care and access of underserved groups to the services proposed. The applicant
adequately demonstrated that each proposed project would have a positive impact on cost
effectiveness. See discussion in Criteria (1), (3), (5), and (6). The applicant adequately
demonstrated that its proposals would have a positive impact on access to the praposed
services. See discussion in Criterion (13). The applicant did not adequately demonstrate that
any of its proposals would have a positive impact upon the quality of the proposed dialysis’
services in any of its Cabarrus County facilities, for the following reasons: 1) The files in the
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Acute and Home Care Licensure and Certification Section, Division of Health Service
Regulation, indicate that a survey of Copperfield Dialysis Center in January 2010 identified
failure to conform to four Medicare Conditions of Participation, resulting in a finding that the
facility was unable to ensure the provision of quality care in a safe environment for its
patients, and 2) the same Nephrology practice provides medical services to all of the TRC
Cabarrus County dialysis facilities. See Criteria (1) and (20). Therefote, the application is
not conforming to this criterion. ' :

F-8590-10, RAI Care Center-Concord — The applicant did not adequately demonstrate that
the proposal will have a positive impact on the cost effectiveness, quality, and access to the
proposed dialysis services, for the following reasons: 1) the applicant did not adequately
demonstrate the need the population proposed to be served has for the proposed services; 2)
the applicant did not adequately project costs and revenues, since the projections of costs and
revenues were based upon unreliable and unsupported assumptions. See Criteria (1), (3), (4),
(5), and (13). Therefore, the application is not conforming to this criterion.

Repesled effective July 1, 1987.

An applicant already involved in the provision of health services shall provide evidence that

quality care has been provided in the past.

NC ‘
F-8577-10, Harrisburg Dialysis Center
F-8581-10, Cabarrus County Dialysis
F-8584-10, Copperfield Dialysis Center

NA. -
F-8550-10, RAI Care Center-Concord

F-8577-10, Harrisburg Dialysis Center, F-8581-10, Cabarrus County Dialysis, F-8584-
10, Copperfield Dialysis Center - The applicant, Total Renal Care of North Caroline, LLC,
currently provides dialysis services at the Harrisburg Dialysis Center and the Copperfield
Dialysis Facility in Cabarrus County. The files in the Acute and Home Care Licensure and
Certification Section, Division of Health Service Regulation, indicate that a survey of
Copperfield Dialysis Center completed in January 2010 identified faiture to conform to four
Medicare Conditions of Participation, resulting in'a finding that the facility was wmable to
ensure the provision of quality care in a safe environment for its patients. Therefore, the
application is nonconforming to this criterion. - |

Repealed effective July 1, 1987.

The Department is authorized to adopt rules for the review of particular types of applications
that will be used in addition to those criteria outlined in subsection (a) of this section and may
vary according to the purpose for which a particular review is being conducted or the type of
health service reviewed. No such rule adopted by the Department shall require an academic
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medical center teaching hospital, as defined by the State Medical Facilities Plan, to
demonstrate that any facility or service at another hospital is being appropriately utilized in
order for that academic medical center teaching hospital to be approved for the issuance of a
certificate of need to develop any similar facility or service.

C
Cabarrus County Dialysis Center
NC -
Copperfield Dialysis Center
Harrisburg Dialysis Center
~* RAI Care Center-Concord

Harrisburg Dialysis Center’s application is not conforming to all the applicable Criteria and
Standards for End Stage Renal Disease Services as required by 10A NCAC 14C Section
2200, as indicated below.

Cabarrus County Dialysis Center’s application is conforming to all the applicable Criteria
and Standards for End Stage Renal Disease Services as required by 10A NCAC 14C Section
2200, as indicated below. '

Copperfield Dialysis Center’s application is not conforming to all the applicable Criteria
and Standards for End Stage Renal Disease Services as required by 10A NCAC 14C Section
2200, as indicated below.

RAI Care Center-Concord’s— application is not conforming to all the applicable Criteria and

. Standards for End Stage Renal Disease Services as required by 10A NCAC 14C Section

2200, as indicated below.

SECTION 2200 — CRITERIA AND STANDARDS FOR END-STAGE RENAL DISEASE
SERVICES

2202 INFORMATION REQUIRED OF APPLICANT
(@) An applicant that proposes to increase dialysis stations in an existing certified facility
" or relocate stations must provide the following information:
(1) Utilization rates;
(2)  Mortality rates; :
(3)  Thé number of patients that are home trained and the number of patients on
home dialysis; ‘
(4)  The number of transplants performed or referred;
(5)  The number of patients currently on the transplant waiting list;
" (6)  Hospital admission rates, by admission diagnosis, ie., dialysis related versus
: non-dialysis related;
(7) The number of patients with infectious disease, e.g., hepatitis, and the number
converted to infectious status during last calendar year.
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Harrisburg Dialysis Center — The applicant provides the requested
information in Section IV, questions 1 — 7, on pages 32 — 33 of the
application. :

Cabarrus County Dialysis — The applicant provides the requested information
in Section IV, questions 1 — 7, on page 9 of the application.

Copperfield Dialysis Center — The applicant provides the requested
information in Section IV, questions 1 — 7, on page 8 of the application.

RAI Care Center-Concord - The applicant provides the requested information
in Section IV, questions 1 — 7, on page 15 of the application.

An applicant that proposes to develop a new facility, increase the number of dialysis
stations in an existing facility, establish a new dialysis station, or relocate existing
dialysis stations shall provide the following information requested on the End Stage
Renal Disease (ESRD) Treatment application form:

@)

For new facilities, a letter of intent to sign a written agreement or a signed
written agreement with an acute care hospital that specifies the relationship
with the dialysis facility and describes the services that the hospital will pravide
to patients of the dialysis facility. The agreement must comply with 42 C.FR,
Section 405.2100. '

-NA- Harrisburg Dialysis Center — -
-C- Cabarrus County Dialysis — In Exhibit 6 of the application, the applicant

provides a September 9, 2010 letter signed by the vice president of clinical
services at Carolina Medical Center Northeast which states the hospital will
enter into a transfer agreement with Cabarrus County Dialysis in the event a
certificate of need is issued. The application is conforming to this rule,

-NA- Copperfield Dialysis Center—
-C- RAI Care Center-Concord — In Exhibit 9 the applicant provides a September

@)

10, 2010 letter signed by the Vice President of Clinical Services at Carolinas
Medical Center-NorthEast that outlines the services to be provided to RAI
patients. In addition, the applicant provides similar letters from other Carolinas
Medical Center facilities as well as from Presbyterian Healthcare, The applicant
also provides copies of laboratory services agreements between RAI and
Renalab, Inc. The application is conforming to this mle.

For new facilities, a letter of intent to sign a written agreement or a written

agreement with a transplantation center describing the relationship with the

dialysis facility and the specific services that the transplartation center will

provide to patients of the dialysis facility. The agreements must include the

Jollowing:

(4)  timeframe for initial assessment and evaluation of patients for
transplantation, - . _

(B)  composition of the assessment/evaluation team at the transplant ceriter,

(C)  method for periodic re-evaluation,

(D)  criteria by which a patient will be evaluated and periodically
re-evaluated for iransplantation, and
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(B)  signatures of the duly authorized persons representing the facilities and
the agency providing the services.
Harrisburg Dialysis Center — Harrisburg Dialysis Facility is not a new facility,
but the applicant provides a copy of a transfer agreement Harrisburg Dialysis
facility has with the Charlotte-Mecklenburg Hospital Authority in Exhibit 8.
Cabarrus County Dialysis — In Exhibit 7, the applicant provides an September
8, 2010 letter signed by the Assistant Vice President of Transplant Services at
Carolinas Medical Center which states the hospital will enter into a transplant
agreement with Cabarrus County Dialysis in the event a certificate of need is
issued. Further, the agreement commits that the hospital will provide the
information required by this rule. Therefore, the application is conforming to
this rule: '
Copperfield Dialysis Center ~ Copperfield Dialysis Center is not a new facility
but the applicant provides a copy of a transfér agreement Copperﬁeld Dialysis
facility has with Carolinas Medical Center in Exhibit 8..
RAI Care Center-Concord — in Exhibit 10 the applicant provides a September
13, 2010 letter from Carolinas Medical Center which outlines the terms of the
transplant agreement to be cnieredmmbctweenRAIConcordandCMC
Therefore, the application is conforming to this rule.

(3) For new or replacement faczhtzes documentation that power and water will be

NA-
C-

-N. A;

available at the proposed site.

Harrisburg Dialysis Center — Hamsbmg Dialysis Center is not a new facility.
Cabarrus County Dialysis Center — In Section X1.5(e), page 65 of the
application, the applicant states the facility will have power and water available
at the proposed location, and that the facility will comply with 42 CFR
§4052100. In Exhibit 9, the applicant provides a copy of the DaVita policy
regarding water supply in dialysis facilities.

Copperfield Dialysis Center — Copperﬁeld Dxalysm Center i3 not.a new
facility.

RAI Care Center-Concord — In Section XL6(£), page 86, the applicant states a
house currently exists on the site, chosen for the dialysis facility, and therefore
powerandwaterarebothavailableatﬂnesite ‘

(4) Copies of written polzczes and procedures for back up for electrical service in the

C-

event of a power outage.

Harrisburg Dialysis Center ~ In Exhlblt 9, the apphcant prov1des copies of
written policies and procedurm for back up for electncal service in the event of
a power outage.

Cabarrus County Dlalysm Center - In Exhibit 8, the applicant provides a copy
of a September 8, 2010 letter requestmg that the Cabarrus County Dialysis
Center be included in the back up service that currently provides service to the
Harrisburg and Copperfield facilities. The applicant also provides a copy of a
DaVita policy regarding actions to be taken in the even of a power outage.
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Copperfield Dialysis Center — In Exhibit 9, the applicant provides copies of
written policies and procedures for back up for electrical service in the event of
a power outage.
RAI Care Center-Concord — In Exhibit 24 the applicant provides copies of
written policies and procedures for back-up for electrical service in the event of
a power outage.

For new facilities, the location of the site on which the services are to be
operated. If such site is neither owned by nor under option to the applicani, the
applicant must provide a written commitment to pursue acquiring the site if and
when the approval is granted, must specify a secondary site on which the
services could be operated should acquisition efforts relative to the primary site
ultimately fail, and must demonstrate that the przmarjy and secondary sites are
available for acquisition.

Harrisburg Dialysis Center — Harrisburg D1alysxs Center is not a new facility.
Cabarrus County Dialysis Center — In Section XL1, pages 61 — 62, the
applicant describes the location of both the primary and secondary sites for the
facility.  Furthermore, the applicant states a third-party lessor, RHGC

Investments, LL.C, will purchase the property and lease it to TRC for

development of the proposed dialysis facility.

Copperfield Dialysis Center — Copperfield Dialysis Center is not a new
RAI Care Center-Concord — In Section X1.2(c), page 75 and in Exhibit 22, the
applicant describes and provides documentation for the proposed primary site
for the facility. However, the applicant states in Section X13, page 80, that
“RAI tmd RAI-NC do not propo.’s'é, a secondary site.”

Documentation that the services will be provided in conformity with applicable
laws and regulations pertaining to staffing, fire safety equipmeni, physical
envirorment, water supply, and other relevant health and safety requirements.
Harrisburg Dialysis Center — In Exhibit 10, the applicant provides
documentation of water service. Further, Sections VIL3, page 43 and XL6(g),
pages 63 - 64 of the application provide documentation that services will be
provided in conformity with applicable laws and regulations concemning staffing,
fire safety, physical environment, and health and safety.

Cabarrus County Dialysis Center — In Section X16(g), page 65 of the
apphcatlon, the applicant states the proposed dialysis center will provide
services in conformity with applicable laws and regulations pertaining to
staffing, fire safety equipment, physical environment, water supply, and other
relevant health and safety requirements. In addition, in Section VIL3, page 46,
the applicant provides further information documenting the training and
certification staff will undergo.

Copperfield Dialysis Center — In Section X1.6(g), pages 64 - 65, the applicant

. states the dialysis center will operate in conformity with applicable laws and
-regulations pertaining to fire safety equipment, physical environment, water
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supply, and other relevant health and safety requirements. In Section VIL3, page
45, the applicant states applicable staffing requirements will be followed for the
facility.

RAI Care Center-Concord — In Section XL6(g), page 87, the applicant states
the dialysis center will operate in conformity with applicable laws and
regulations pertaining to staffing, fire safety equipment, physical environment,
water supply, and. other relevant health and safety requirements. In Exhibit 22,
the applicant provides a September 10, 2010 letter from the facility architect that
confirms the plans conform to all regulatory requirements.

The projected patient origin for the services. All asswnptions, including the
methodology by which patient origin is projected, must be stated.

Harrisburg Dialysis Center —The information regarding patient origin and all
of the assumptions provided by the applicant are found in Section II, pages 10 —
19, and in Section III, pages 25 - 30 of the application. All pa.tlents are projected
to reside in Cabarrus County.

Cabarrus County Dialysis Center - The information regarding patient origin
and all of the assumptmnspromdcdbythe applicant are found in Section I,
pages 11 - 14, and in Section 1L, pages 29 - 33 of the application. All patients
are projected to reside in Cabarrus Cownty.

Copperfield Dialysis Center — The information regarding patient origin and all
of the assumptions provided by the applicant are found in Section II, pages 11 —
19, and Section IIL7, pages 25 — 30 of the application. All patients are projected
to reside in Cabarrus County.

RAI Care Center-Concord — The information regardmg patient origin
provided by the applicant are found in Section TIL1, pages 30 — 38, and in
Section TI.7, pages 41 — 42 of the application. However, the applicant did not
state assumptions or methodology to support its projections of patients proposed

to be served; thus, the projections are msupported and unreliable. See Criterion
(3) for discussion. -

For new facilities, documentation that at least 80 percent of the anticipated
patient population resides within 30 miles of the proposed facility.

Harrisburg Dialysis Center — Harrisburg Dialysis Center is not a new facility.
Cabarrus County Dmlym Center — The applicant states, in Section 1.7, page
14, that all of the patients projected to diatyze at Cabarrus County dialysis
facility will reside within 30 miles of the proposed. facility, particularly since it
will be centraily located in Concord.

Copperfield Dialysis Center — Copperfield Dialysis Center is not a new
facility. ‘
RAI Care Center-Concord — The applicant states, in Section IIL.8, page 42,

that 100% of the patients projected to diatyze at RAI Care Center-Concord will
reside within 30 miles of the proposed facility.
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A commitment that the applicant shall admit and provide dialysis services to
patients who have no insurance or other source of payment, but for whom
payment for dialysis services will be made by another healthcare provider in an

__ amount equal to the Medicare reimbursement rate for such services.
Harrisburg Dialysis Center — The applicant states in Section II, page 10 of the

application that “Total Renal Care of North Carolina, LLC will admit and
pravide dialysis services to patient who have no insurance or other source of
payment, if payment for dialysis services is made by another healthcare
prowder m an amount equal to the Medicare reimbursement amount for such
services.’

Cabarrus County Dialysis Center — The applicant states in Section II, page 15

of the application that the facility “...will admit and provide dialysis services to

patients who have no insurance or other source of payment, if payment for

dialysis services is made by another healthéare provider in an amount equal to

the Medicare reimbursement rate for such services.”

Copperfield Dialysis Center — The applicant states in Section II, page 10 that

“Total Renal Care of North Carolina, LLC will admit and provide dialysis

services io patient who have no insurance or other source of payment, if
payment for dialysis services is made by another healthcare provider in an

amount equal to the Medicare reimbursement amount for such services. ”

RAI Care Center-Concord — The applicant states in Section VL1, page 52 that

the proposed facility “will offer its services to all area residents in need of
dialysis services. The availability of dialysis services will be offered at RAI-

Concord withowt regard to a patient’s income, race, ethnicity, gender,

disability, or age.” '

PERFORMANCE STANDARDS

An applicant proposing to establish a new End Stage Renal Disease facility shall
document the need for at least 10 stations based on utilization of 3.2 patients per
station per week as of the end of the first operating year of the facility, with the
exception that the performance standard shall be waived for a need in the State
Medical Facilities Plan that is based on an adjusted need determination.

C-

-N
~NC-

-NA- Harrisburg Dialysis Center — Harrisburg Dialysis Facility is not a new facility.

Cabarrus County Dialysis Center — The applicant proposes to develop a
twelve-station dialysis facility and to serve 3.2 patients per station at the end of
the first year of operation, based on projections of serving 39 patients in the first
operating year. Thus, the requirement of 3.2 patients per station is satisfied.
Consequently, the applicant is confm:mmg to this rule. See Criterion (3) for
discussion.

- Copperfield Dialysis Center - Copperfield Dialysis Center is not a new facility.
RAI Care Center-Concord —~ The applicant proposes to develop a new twelve-
station dialysis facility and to serve 75 patients on 23 stations at the end of the
first year of operation, which calculates to 3.2 patients per station. However, the
applicant failed to adequately demonstrate the number of patients projected to be
served is based on reasonable and supported assumptions and methodology.
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Therefore, the application is not conforming to this rule. See Criterion (3) for
discussion.

An applicant proposing to increase the number of dialysis stations in an existing
End Stage Renal Disease facility or one that was not operational prior to the
beginning of the review period but which had been issued a certificate of need shall
document the need for the additional stations based on utilization of 3.2 patients

per station per week as of the end of the first operating year of the additional
stations.

C-

NA-

NA-

Harrishurg Dialysis Center — In Section II, pages 10 — 19, and in Section 1,
pages 25 — 30, the applicant documents the need for five additional stations at
the facility based on utilization of 3.2 patients per station per week as of the end
of the first operating year of the additional stations. See Criterion (3) for
discussion. .

Cabarrus County Dialysis Center — This i3 a new facility. -

Copperfield Dialysis Center — In Section II, pages 10 — 19, and in Section I,
pages 25 — 30, the applicant documents the need for six additional stations at the
Copperfield Dialysis facility based on utilization of 3.2 patients per station per

week at the end of the first operating year of the addrhonal stations. See
Criterion (3) for discussion.

RAI Care Center-Concord — This is a new facility.

An applicant shall provide all asswmptions, including the specific methodology by
which patient utilization is projected,

-C-

C-

'C- .

NC-

Harrisburg Dialysis Center - The applicant provides documentation of its
assumptions in Section II, pages 10 — 19 and in Section III, pages 25 - 30 of the
application. See Criterion (3) for dlscusmon. .

Cabarrus County Dialysis Center - The apphcant provides documentation of
its assumptions m Section IIL7, pages 13 - 22 of the application. See Criterion
(3) for discussion,

Copperfield Dialysis Center — The applicant provides documentztion of its
assumptions n Sections 1.1, pages 10 — 19, and in Section IIL7, pages 25 - 30 of
the application. See Criterion (3) for discussion.

RAI Care Center-Concord — The applicant failed to provide assumptions and

methodology to support its projections of the number of patients projected to be
served See Criterion (3) for discussion of reasonableness.

SCOPE OF SERVICES

To beé approved, the apphcant must demonstrate that the Sollowing services will be
available:

1)

diagnostic and evaluation services;

-C- Harrisburg Dialysis Center — See Application Section V.1.

-C- Cabarrus County Dialysis Center - See Application Section V.1.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAI Care Center-Concord — See Application Section V.1, page 46.




) D

Cabarrus County Dialysis Beview
Project ID # ¥-8577-10, F-8581-10, F-8584-10, F-3590-1p

Page 66

(2) maintenance dialysis;,
-C- Harrisburg Dialysis Center — See Application Section V.1.

€ Cabarrus County Dialysis Center See Application Section V.1.

el Copperneld Dialysis Center — See Application Section V.1. N
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

(3) accessible self-care training;

-C- Harrisburg Dialysis Center —In Application Section II, page 20, the applicant
refers to Application Section V.1, page 34 for the information regarding
accessible self-care training. However, the information is contained in Section
V.2, pages 35 —-36. '

-C- Cabarrus County Dialysis Center - The applicant states that self-care training
will be provided by the applicant. See Application Sections 1.2 and V.1.

-C- Copperfield Dialysis Center — See Application Section V.1.

-C- RAI Care Center-Concord — See App]ication Section V.1, page 46.

(4) accessible follow-up program for support of patients dialyzing at home;
-C- Harrisbarg Dialysis Center - See Section V.1, page 34 of the apphcatlon and
Exhibit 11.
-C- Cabarrus County Bialysis Center See Section V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

(5) x-ray services;

-C- Harrisburg Dialysis Center — See Section V.1, page 34 of the application. The
applicant refers to Exhibit 7 for information regarding the provision of x-ray
services; however, Exhibit 7 does not contain the stated information.

-C- Cabarrus County Dialysis Center — See Section V.1 of the application

-C- Copperfield Dialysis Center — See Application Section V.1.

-C- RAI Care Center-Concord —See Application Section V.1, page 46.

(6) laboratory services,
-C- Harrisburg Dialysis Center — See Section V.1, page 34 and Exhibit 12 of the
application.
-C- Cabarrus County Dialysis Center See Section V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAI Care Center-Concord — See Application Section V.l, page 46.

(7)  blood bank services;
-NC-Harrisburg Dialysis Center — See Section V.1, page 34 of the application. The
. applicant refers to Exhibit 7 for information regarding blood bank services;
however, Exhibit 7 contains Procedmm for back-up dialysis services, and
information regarding blood bank services is not contained within the remaining
exhibits. Therefore, the application is not conforming to this rule,
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-C~ Cabarrns County Dialysis Center See Section V.1, page 37 of the
application, and Exhibit 6.

NC-Copperfield Dialysis Center — See Application Section V.1, page 35 of the
application. The applicant refers to Exhibit 7 for information regarding blood
bank services; however, Exhibit 7 contains a copy of a transfer agreement, and
information regarding blood bank services is not comtained within the
remaining exhibits. Therefore, the application is not conforming to this rule.

-C- RAT Care Center-Concord — See Application Section V.1, page 46, and

Exhibit 9.

S emergency care;
-C~- Harrisburg Dialysis Center — See Section V.1, page 34, and Exhibit 7 of the
application.
-C- Cabarrus County Dialysis Center See Section V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAIX Care Center-Concord — See Application Section V.1, page 46.

) acute dialysis in an acute care setting,
-C- Harrisburg Dialysis Center — See Section V.1, page 34 and Exhibit 7 of the
. application. .
-C- Cabarrus County Dialysis Center — See Section V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1. -
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

(10)  vascular surgery for dialysis treatment patients,

NC-Harrisburg Dialysis Center — See Section V.1, page 34 of the application. The

applicant refers to Exhibit 7 for information regarding vascular surgery services;

however, Exhibit 7 contains a copy of a backup dialysis services agreement, and

the documentation of vascular surgery services is not provided in the remaining
exhibifs. Therefore, the application is not conforming to this criterion.

-C- Cabarrus County Dialysis Center - See Section V.1, page 37 and Exhibit 6
of the application.

-NC-Copperfield Dialysis Center — See Application Section V.1 page 35 of the
application. The applicant refers to Exhibit 7 for information regarding vascular
surgery services; however, Exhibit 7 contains a copy of a transfer agreement,
and the documentation of vascular surgery services is not provided in the
remaining exhibits, Therefore, the application is not conforming to this
criterion.

- RAI Care Center-Concord — See Application Section V. 1, page 46 and
Exhibit 9.

(11 ) transplantation services,

C- Harrisburg Dialysis Center — See Section V.1, page 34 and Exhibit 8.
-C- Cabarrns County Dialysis Center See Section V.1 of the application.
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-C- Copperfield Dialysis Center - See Application Section V.1, page 36, and
Exhibit 17.
-C- RAI Care Center-Concord — The information regardmg transplant services
: is in Exhibit 10.

(12)  vocational rehabilitation counseling and services; and
-C- Harrisburg Dialysis Center - See Section V.1 of the application.
-C- Cabarrus County Dialysis Center See Section. V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

(13) transportation.
-C- Harrisburg Dialysis Center - See Section V.1, page 34 of the application.
-C- Cabarrus County Dialysis Center - See Section V.1 of the application.
-C- Copperfield Dialysis Center — See Application Section V.1.
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

2205 STAFFING AND STAFF TRAINING
(a)  To be approved, the state agency must determine that the proponemt can meet all
staffing requirements as stated in 42 C.F.R., Section 405.2100.
-C- Harrisburg Dialysis Center — The applicant states in Section Il that staffing at
the proposed facility will be sufficient to meet the requirements ini 42 CFR
405.2100. See also Section VIL1, page 43, and Section VIL10, page 46.
-C- Cabarrus County Dialysis Center - The applicant states in Section II that
staffing af the facility will be sufficient to’ meet the requirements in 42 CFR.
405.2100. See also Sectlon VII.I page 45 of the apphcauon and Criterion (7)
for discussion. .
-C- Copperfield Dialysis Center - The applicant states in Sections VIL1, VIL2, and

VIL3 of the application that staffing at the facility will be sufficient to meet the
requirements in 42 CFR 405.2100.

-C- RAIX Care Center-Concord — The applicant states in Section VIL2, page 57

that the facility staffing will be mﬁﬁcmnttomeetthereqmrementsm42 CFR
405.2100. See also Section VIL10, page 59.

()  To be approved, the state agency must determine that the proponent will provide an
ongoing program of training for nurses and technicians in dialysis techniques at the
Sacility.

-C- Harrisburg Dialysis Center — See Section VIL5, page 450f the application. In
addition, the applicant refers to Exhibit 19; however, the information rcquired
by this rule is provided in Exhibit 18.

-C- Cabarxrus County Dialysis Center - See Sectxon VILS, page 47 and Exh1b1t
20 of the application.

-C- Copperfield Dialysis Center - See VIL5, page 46 of the application.

-C- RAIX Care Center-Concord — See Section VIL5; page 58 of the application.
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COMPARATIVE ANALYSIS OF THE COMPETING APPLICATIONS

Pursuant to N.C.G.S. 131E-183(a)(1) and the need determination in the July 2010 SDR, no
more than 23 new dialysis stations may be approved in this review for Cabarrus County.
Becanse all four applications in this review collectively propose the development of more
than 23 dialysis stations, all four applications cannot be approved, since it would result in the
approval of dialysis stations in excess of the need determination in the 2010 SMFP.
Furthermore, all four applications in this review are disapproved for the following reasons:

’.

The application submitted by Total Renal Care of North Carolina, LLC d/b/a
Harrisburg Dialysis Center was found non-conforming under Criteria (1), (4),.
(18a), and (20), and 10A NCAC 14C .2204(7), and .2204(10).

The application submitted by Total Renal Care of North Carolira, LLC d/b/a
Cabarrus County Dialysis was found non-conforming under Criteria (1), (4),
(18a), and (20). '

The application submitted by Total Renal Care of North Carolina, LLC d/b/a

Copperfield Dialysis Center was found non-conforming under Criterda (1), (4),
(13a), and (20).

The application ‘submitted by RAI Care Centers of North Carolina II, LLC d/b/a
RAI Care Centers — Concord was found non-conforming under Criteria (1), (3),
@), (5), (6), (13¢), (18a), and 10A NCAC 14C 2203(a).

However, after considering the information in each application and reviewing each
application individually against all applicable review criteria, the project analyst also
conducted a comparative analysis of the four proposals. '

SMFP Principles

Basic Principle 12 regarding the Availability of Dialysis Care as contained in Chapter 14,
page 331 of the 2010 State Medical Facilities Plan states:

“The NC State Health Coordinating Council encourages applicants for dialysis
stations to pravide or arrange for: - :

d.

Home training and backup for patients suitable for home dialysis in the ESRD
dialysis facility or in a facility that is a reasonable distance from the patient’s
residence; '

ESRD dialysis service availability at times that do not interfere with ESRD
patients’ work schedule; :
Services in rural, remote areas.”




) )

Cabarrus County Dialysis Review
_ Praject ID # F-8577-10, F-8581-10, F-8584-10, F-8590-10

Page 70

a) Home Training

b)

Harrisburg Dialysis — In Section V.2(d), page 35 the applicant states home training services
will be provided by Dialysis Care of Karmapolis, which i3 approximately 8 miles Northwest
of the Harrisburg Dialysis facility.

Cabarrns County Dialysis — In Section V.2(d), page 38 the apphcant states the Cabarrus
County Dialysis facility will provide home training to its patients in need of home training.
Copperfield Dialysis Center — In section V.2(d), page 37 the applicant states home training
services will be provided by Dialysis Care of Kamnapolis, which is approximately 8 miles
Northwest of the Copperfield Dialysis Center.

RATI Care Center-Concord — In Section V.2(d), page 48 the applicant states it will offer
home hemodialysis training to its patients in need of home training.

With respect to home training, Harrisburg Dialysis and Coppertield Dialysis Center are
the less effective alternatives, since the home patients would have to travel to another facility
for home training.

Hours of Availability

Harrisburg Dialysis — In Sectlon VIL.10, page 46, the applicant states dialysis services will
be available from 6:00 AM to 4:00 PM, Monday through Saturday. Harrisburg Dialysis
Center does not propose a third shift.

Cabarrus County Dialysis —In Section VIL10, page 48, the applicant states dmlysus services
will be available from 6:00 AM to 4:00 PM, Mondaythrough Saturday, The applicant will
also operate a third shift that runs from 3:00 PM to 7:00 PM onMonday, Wednesday and
Friday.

Copperfield Dialysis Center — In Section VIL10, page 47, the applicant states dialysis
services will be'available from 6:00 AM to 4:00 PM, Monday through Saturday. Copperfield
Dialysis Center does not propose a third shift.

RAI Care Center-Concord — In Section VIL10, page 59, the applicant states dialysis
services will be available from 6:00 AM to 6:00 PM, on Monday, Wednesday, and Friday.
However, the applicant proposes operating only one shift on Tuesday, Thursday, and

~Saturday, from 6:00 AM to 10:00 AM.

With respect to hours of availability, Harrisburg Dlalym Center and Copperfield Dialysis
Center are the less effective alternatives, since those facilities do not propose a third dialysis
shift. Cabarrus County Dialysis Center is the most effective alternative, since it offers two
shifts six days per week, in addition to a third shift that would run three days per week.

¢) Services in rural, remote areas

Cabarrus County is not a rural, remote area.




' Cabarrus County Dialysis Review
L ' Project ID # F-8577-10, F-8581-10, F-8584-10, F-8590-19
’ ) Page 71

facility Location

Two of the facilities, Harrisburg Dialysis Center and Copperfield Dialysis Center, are
currently located in Concord, south of Interstate 85, which is a major highway that bisects
Cabarrus County from the northeast to the southwest. The proposed Cabarrus County.
Dialysis facility is to be located on NC Hightway 49, close to the intersection of NC Highway
49 and NC Highway 601, which is on the southern side of Concord approximately 8 miles
south of Interstate 85. RAI Care Center-Concord facility is to be located on Trinity church
Road, which is just north of Interstate 85 and approximately 6.5 miles from the center of
Concord. Since each facility either exists or is proposed to be located along a major road that

bisects the county either east to west or north to south, facility location is not a comparative
issue in this review.

Access by Underserved Groups

Harrisburg Dialysis Center — In Section VL1, page 40, the applicant states that 81.6% of its
patients will have some or all of their services covered by Medicare or Medicaid.

Cabarrus County Dialysis — In Section VL1, page 41, the applicant states that 83.3% of its
patients will have some or all of their services cavered by Medicare or Medicaid.

Copperfield Dialysis Center — In Section VL1, page 41, the applicant states that 85.3% of
its patients will have some or all of their services covered by Medicare or Medicaid.

RAI Care Center-Concord — In Section V1.1, page 53, the applicant states that 80.5% of its
patients will have some-or all of their services covered by Medicare or Medicaid. The
application submitted by Copperfield Dialysis Center proposes the highest percentage of
patients to have some or all of their services paid for by Medicare or Medicaid. Therefore,

the proposal submitted by Copperfield Dialysis Center is the more effective alternative with
regard to access by underserved groups.

Service to Cabarrus Countz Residents

Total Renal Care of North Carolina, LLC (TRC) currently serves 109 in-center hemodialysis
patients in two existing facilities located in Cabarrus County. The nephrologists currently
serving these patients will continue to do so at each facility proposing to add stations, and at
the proposed new Cabarrus County Dialysis facility. On the other hand, RAI Care Center
does not currently operate an in-center hemodialysis facility in Cabarrus County, but does
serve hemodialysis patients from Mecklenburg Caounty, which is.contiguous to Cabarrus
County. Nephrologists in Mecklenburg County have' stated their intent to follow patients
who will utilize the proposed RAI Cabarrus County facility. With regard to service to

Cabarrus County patients, the proposals submxtted by TRC are the more effective
alternatives.

Accesg to Alternative Providers

Currently, TRC operates two dialysis facilities in Cabarrus County, and is the only provider
of dialysis services in the county. RAI operates two dialysis facilifies in Mecklenburg
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County, which is contiguous to Cabarrus County. TRC owns six additional dialysis facilities
in other counties which are contiguous to Cabarrus County. Therefore, with regard to
providing dialysis patients access to an alternative provider, the proposal submitted by RAT is
the more effective alternative.

Operating Costs and Revenues

In Section X of the application, each applicant projects the costs and revenue for the first two
operating years of the proposed project, which results in the following operating costs and
revenue per treatment, as demonstrated in the tables below.

Operating Costs
A AR ARG DAL CoreR I T [ e L e e
Projected Expenses $2,990,071 33 139 462 .
# Dialysis Treatments 10,530 11,388
Average Cost per Treatment 3283.96 $280.10
(SIS CENER, mmm%@fmtmr B T e
31 894,521 $2,072,639
5,850 6,318
Averags Cost per Treatrnent : $323.35 $3238.05
Projected Expensea ' $3 873 451 34, 141 685
# Dialysis Treatments .~ 13,650° 14,742
Averags Cost per Treatment ' $284.14 : $280.95
EATER CONCORB BT At M T e S e R
32,078, 878 $3,049,459
6,165 11,466
Average Cost per Treatment $33721 $265.96

The operating costs in Operating Year Two projected by RAI Care Center-Concord and
Harrisburg Dialysis Center are the lowest, and the operating costs projected by Cabarrus
County Dialysis Center are the highest of all the applicants. However, RAI Care Center-
Concord failed to provide reasonable and supported assumptions and methodology to
support its projections of need for the patients it projects to serve. Thus, the projections of
costs and revenue that are based on those assumptions are likewise unsupported and thus
unreasonable. Therefore, with regard to operating costs in Operating Year Two, the
application submitted by Harrisburg Dialysis Center is the more effective alternative.
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Net Revenne
AR RS GRG DTAL VSIS C Rt ot A PR B LA e, e P Y 2 T e
Projected Net Rovenue  $3,393,664 $3,625,976 .
# Dialysis Treatments 10,530 11,388
Revenus per Treatment $322.85- $313.40
il G AL YIS e R e e - i
Pro]ccmd Net Revcnue 31,995,824 $2 248 536
# Dialysis Treatments . 5,850 6,318
Reverme per Treatment 3341.17 $355 39
S T O T S e e
Projected Net Revenue $4.495,936 $4,855,496
# Dialysis Treatments 13,650 14,742
Reverme per Treatment $329.37 $329.36
R RCAT, Ch LA T NGO T A S L R 2 |
Projected Net Revemme $1,982.269 $3,602,277
# Dinlysis Treatments 6,165 11,466
Revenue per Treatment $321.54 $314.17

- In Operatmg Year Two Cabarrus County Dmlysxs Center projects the l:ughest revenue per
treatment, and RAI Care Center-Concord projects the lowest revemue per treatment.
However, RAI Care Center-Concord failed to provide reasonable and supported

' assumptions and methodology to support its projections of need for the patients it projects to
serve. Thus, the projections of costs and revenue that are based on those assumptions are
likewise unsupported and thus unreasonable. Thérefore, with regard to revenue per treatment,
the application submitted by Harrisburg Dialysis Center i3 the more effective alternative.

Staffing
Direet Care Staff Salaries

The following table summarizes the staff salary information for the registered muse and
dialysis technician positions for the first year of operation for each of the apphcauons as
reported in the table in Section VIL.1 of the applications.

COPPERFIXLD

HARRISBURG CARBARRUS/ RAI CARE
POSITIOM DIALYSIS COUNTY DIALYSTS DIALYSIS CENTER-
CENTER CENTER CENTER CONCORD
RN $51,500 $52,000 $51,500 $62,976
Technician £25,750 326,000 325,750 $35,152

RAI Care Center-Concord projects higher registaréd nurse salaries, and higher Techniciaﬁ
salaries than either of the other facilities. Harrisburg Dialysis Center and Copperfield
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Dialysis Center project the lowest salary in each category. Therefore, with regard to direct
care staff salaries, RAI Care Center-Concord proposes the more effective alternative
because that applicant offers the highest salaries.

Availability of Staff

All competing applications projected sufficient shifts and sufficient mumber of FTE staff
positions to accommodate the in-center patients it projects to serve in the second year of

+ operation, and all have budgeted sufficient staff salaries. See Criteria (4) and (7) in each
application.

Provision of Quality of Care

Total Renal Care of North Carolina, LLC owned by DaVita, Inc. currently provides
dialysis services at the Harrisburg Dialysis Center and the Copperfield Dialysis Center in
Cabarrus County. According to the files in the Acute and Home Care Licensure and
Certification Section, Division of Health Service Regulation, a survey of the Copperfield
Dialysis Center conducted on January 28, 2010 indicate that the facility failed to conform to
four Medicare Conditions of Participation, resulting in a finding that the facility was unable
to ensure the provision of quality care in a safe environment for iis patients. Since Total
Renal Care of North Carolina, LLC is also the proposed owner of the Cabarrus County
Dialysis Center, since the facilities are all in or proposed to be in the same county, and since
the same nephrology practice is or will be providing nephrology services to facility patients,
the’ quality of care issue is directly relevant to each DaVita, Inc. / Total Renal Care of
North Carolina, LLC facility. RAI does not own or operate a dialysis facility within
Cabarrus County; however, it does operate dialysis facilities in Mecklenburg County, which
is comtignous to Cabarrus County. The files in the Acute and Home Care Licensure and
Certification Section, Division of Health Service Regulation do not report any issues
 regarding quality of care with regard to RAI facilities in contiguous counties. Therefore,

with regard to quality of care provided to patients, RAI Care Center is the more effective
alternative.

CONCLUSION

N.C. General Statute Section 131E-183(a)(1) states that the need determination in the SMFP.is
a determinative limit on the mumber of dialysis stations that can be approved by the CON
Section. The CON Section determined that the all four applications submitted in this review are
disapproved for reasons set forth in this comparative analysis and in the rest of the findings.

Consequently, the applications submitted by Total Renal Care of North Carolina, L1.C d/b/a
Harrisburg County Dialysis Center, Total Renal Care of North Carclina, LLC d/b/a
Cabarrus County Dialysis Center, Total Renal Care of North Carolina, LLC d/b/a
Copperfield Dialysis Center, and RAI Care Centers of North Carolina I, LLC, d/b/a RAI
Care Center-Concord are dmapproved, and no application is approvcd.




Extaiint C
ATTACHMENT - REQUIRED STATE AGENCY FINDINGS

FINDINGS
C = Conforming
CA = Conditional
NC = Nonconforming
NA =Not Applicable

DATE: ' February 10, 2009

PROJECT ANALYST: Angie Matthes
TEAM LEADER: Martha Frisone

PROJECT I.D. NUMBER: G-8222-08/ Total Renal Care of North Carolina, LL.C d/b/a Davie County
Dialysis Center/ Develop a new 10-station dialysis facility/ Davie County

G-8227-08/ Wake Forest University Health Sciences (lessor) and Davie
Kidney Center of Wake Forest University d/b/a Davie Kidney Center
(lessee)/ Develop a new 11-station dialysis facility, including 10 in-center
hemodialysis stations and one additional station to be used for home
hemodialysis training/ Davie County

REVIEW CRITERIA FOR NEW INSTITUTIONAL HEALTH SERVICES

G.S. 131E-183(a) The Department shall review all appiications utilizing the criteria outlined in this
subsection and shall determine that an application is either consistent with or not in conflict with these
criteria before a certificate of need for the proposed project shall be issued.

(1)  The proposed project shall be consistent with applicable policies and need determinations
in the State Medical Facilities Plan, the need determination of which constitutes a
determinative limitation on the provision of any health service, health service facility,

health service facility beds, dialysis stations, operating rooms, or home health offices that
may be approved. -

NC-~TRC
CA -WFU

The 2008 State Medical Facilities Plan (SMFP) and the July 2008 Semiannual
Dialysis Report provide a county need methodology for determining the need for
additional dialysis stations. According to the county need methodology, found on
page 297 of the 2008 SMFP, “If a county’s December 31, 2008 projected station
deficit is 10 or greater and the July SDR shows that utilization of each dialysis
Jacility in the county is 80% or greater, the December 31, 2008 county station need
determination is the same as the December 31, 2008 projected station deficit. " The
county need methodology results in a need determination of 10 dialysis stations in
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Davie County. Two competing applications were received by the Certificate of
Need Section, proposing a total of 21 dialysis stations. However, pursuant to the
need determination, 10 stations is the limit on the number of dialysis stations that
may be approved in this review for Davie County. See the comparative analysis
for the decision. A brief description of the two proposals follows.

Total Renal Care of North Carolina, LLC d/b/a Davie County Dialysis Center

(TRC) proposes to develop a new 10-station dialysis facility in Mocksville, near
the intersection of Highways 64 and 601.

Wake Forest University Health Sciences (lessor) and Davie Kidney Center of
Wake Forest University d/b/a Davie Kidney Center (lessee) (WFU) propose to
develop a new dialysis facility in Mocksville with a total of 11 stations, including

10 for in-center hemodialysis and 1 additional station for home hemodialysis
training.

Additionally, Policy GEN-3 on page 32 of the 2008 SMFP is applicable to this
review. Policy GEN-3 states: :

“A CON application to meet the need for new healthcare Jacilities,
services or equipment shall be consistent with the three Basic
Principles governing the State Medical Facilities Plan (SMFP),
promote cost-effective approaches, expand health care services to
the medically underserved, and encourage qualily health care
services. The Applicant shall document plans for providing access
to services for patients with limited financial resources,
commensurate with community - standards, as well as the
availability of capacity to provide those services. The Applicant
shall also document how its projected volumes incorporate the
three Basic Principles in meeting the need identified in the SMFP

as well as addressing the needs of all residents in the proposed
service area.”

The applicants respond to Policy GEN-3 as follows:

~ TRC - In Section IIL9, page 24, the applicant discusses how the proposal would
promote cost effectiveness. The applicant states :
“Our developer will purchase a parcel of property and build g -
shell building. Total Renal Care of North Carolina will then upfit
the shell building and turn it into a modern, state-of-the-art
dialysis facility that will serve the needs of the ESRD dialysis
patients living in Davie County. The Davie County Dialysis

2




2008 Davie County Competitive Dialysis Review

Center will promote cost-effective approaches in the Jacility in the

Jollowing ways:

»  This application calls for the development of a new, stated [sic]
of the art facility that will require the purchase of hundreds of
items that will include dialysis machines, chairs and TVs. (see
section Exhibit 20 [emphasis in original] for a copy of the
many of the larger items). The parent corporation, DaVita,
operates over 1,400 dialysis facilities nationwide. The
corporation has a centralized purchasing department that
negotiates national contracts with numerous vendors in order
to secure the best product available at the best price. We will
be purchasing the equipment for this project under this -
procedure.

» The Davie County Dialysis Center will purchase all of the
products utilized in the facility, from office supplies to drugs to
clinical supplies, under a national contract in order to secure
the best products at the best price.

o The Davie County Dialysis Center will utilize the reuse process
that contains costs and the amount of dialyzer waste Zenerated
by the facility. The dialyzers will be purchased under a
national contract in order to get the best quality dialyzer for
the best price.

 The Davie County Dialysis Center will install an electronic
patient charting system that reduces the need for paper in the
Jacility. Much of the other documentation in the Sacility will
also be done on computer which reduces the reed for paper.

o The Davie County Dialysis Center Bio-medical Technician
assigned to the facility will conduct preventative maintenance
on the dialysis machines on a monthly, quarterly and semi-
annual schedule that reduces the need for repair maintenance
and parts. This will extend the life of the dialysis machines.

s The Davie County Dialysis Center will have an inventory
control plan that ensures enough supplies are available
without having in inordinate amount of supplies on hand.
Supply orders will be done in a timely manner ‘to ensure that
the facility does not run out of supplies, thus avoiding
emergency ordering, which is costly,”

TRC adequately demonstrates that the proposal would be a cost-effective approach,

In Section VL1, pages 33-34, TRC discusses how the proposal will promote access
by the medically underserved. TRC states the following:
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“The Davie County Didlysis Center, by policy, will make dialysis
services available to all residents in its service area without
qualifications. We will serve patients without regard to race, sex,

age, or handicap. We will serve patients regardless of ethnic or
socioeconomic situation.

The Davie County Dialysis Center will make every reasonable
effort to accommodate all of its patients; especially those with
special needs such as the handicapped, patients attending school
or patients who work. The facility will provide dialysis six days

per week with two patient shifts per day to accommodate patient
need.

The Davie County Dialysis Center will not require payment upon
admission to its services; therefore, services are available to all
patients including low income persons, racial and ethnic

minorities, women, handicapped persons, elderly and other
underserved persons.”

TRC adequately demonstrates that the proposal would enhance access by medically
underserved groups.

In Section II, pages17-18, TRC discusses how it will ensure quality care. The
applicant states:

“DaVita, Inc. is committed to providing quality care to the ESRD
population through a comprehensive Quality Management
Program. DaVita’s Quality Management Program is facilitated by

~ a dedicated clinical team of Registered Nurses who make up our
Clinical Support Services and Biomedical Quality Management
Coordinators working under the direction of our Director of
Clinical Support Services and Area Biomedical Administrator.
These efforts receive the full support and guidance of the clinical
executive leadership team of DaVita, Combined, this group brings
hundreds of years of ESRD experience to the program. The
program exemplifies DaVita'’s total commitment to enhancing the
quality of patient care through its willingness to devote the
necessary resources to achieve our clinical goals. .

DaVita’s Quality Management fteam works closely with each
Jacility's Quality Improvement team to:

» Improve patient outcomes

o Provide patient and teammate training

4
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o Develop Quality Improvement Programs

s Facilitate the Quality Improvement Process

»  Continuously improve care delivered

»  Assure facilities meet high quality standards”

However, TRC did not adequately demonstrate that it provided quality care in its
existing Dialysis Care of Rowan County facility, which will share the same
Medical Director with the proposed facility. See Criterion (20) for discussion.
Therefore, the applicant did not adequately demonstrate that the proposal would
ensure quality care. Consequently, the application is not consistent with Policy
GEN-3 in the 2008 SMFP and the application is nonconforming with this criterion.

WEFU - In Section V.7, page 28, WFU discusses how the proposal would promote
cost effectiveness. The applicants state:

“The development of DKC will have a favorable impact on cost-
effectiveness as nearly all of the existing DCRP [Davie County resident
patients] already receive their dialysis services from a WFUHS dialysis
Jacility outside of Davie County and ICH [in-center hemodialysis]
patients face the burden of traveling out of county for that service three
times weekly. Since all WFUHS certified dialysis facilities share
patient information throughout their network, transition to in-county
services at DKC would be effortless, travel expense would be
substantially reduced. Missed treatments due to travel difficulties will
be greatly reduced, in turn, improving patient outcomes. Home dialysis
patients who travel to WFUHS certified dialysis facilities for their

backup care will also benefit from the approval and development of
D K : »” . ' .

In Section VI.1, pages 29-31, WFU discusses how the proposal would promote
access by the medically underserved. The applicants state:

“DKC accepts patients based on medically defined admission criteria.
There is no discrimination based on race, sex, national origin nor

disability. Services are available to all area residents with End Stage
Renal Disease.

DKC will accept patients regardless of Medicare, Medicaid, other
insurance coverage, or ability to pay. DKC’s Social Worker will assist

patients in obtaining some type of coverage for the medical expenses
related to their condition.
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As indicated previously, DKC will accept patients regardless of their
ability to pay, thus meeting the needs of the community with regards to
indigent care. Due to the nature of the ESRD program, the majority of
our patients are covered by Medicare or Medicaid; therefore, the
indigent care figures should remain fairly stable. It is anticipated that
the amount of indigent care will vary according to the total patient
population. The social workers at DKC will work diligently to aide
patients and their families in obtaining any medical or other assistance,
which might be available through state or federal agencies. The staff at
the facility will also assist patients in any way possible to enable them
to return fo gainful employment.

In projecting indigent care at 0.5% of gross revenue, the definition of
indigent care is described as the dollar amount of medical care
provided to an individual who has no form of medical insurance or

means fo ever meet the financial requirements of their medical
condition,

The facility will be accessible to minorities and handicapped persons as
Jurther described in Section VI, #2 and Section VI, #1 (a), and strives
to provide services to all patients with End Stage Renal Disease.

DKC will not requfre payment upon initial treatment for those patients
transferring their care to the facility.” '

WFU addresses how the proposal will ensure quality care in Attachment N where

they provided a copy of their “Quality Management Program.” . The Overview
states:

“The facility is committed to continually improving the quality of the
health care services they provide. To this end, the dynamic process of
continuous improvement of systems and processes is integrated within
clinical, managerial, an [sic] support services, Improvements in care
and services are dependent on the ongoing assessment and analysis of
the functions, processes, and interrelationships of these systems, and
the impact of individual performance on them. Quality Control (QC)
measurements are integrated into the CQI siructure as a means of
assuring the safe and effective provision of care for certain high risk
aspects of care. Fundamental to quality improvement is the respect for

6
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the values, concerns, and needs of patients and their fam_ilies, members
of the organization, and the community.”

WFU adequately demonstrates that the proposal would ensure quality care. Further,
the applicants adequately demonstrate that projectéd volumes for the proposed
dialysis facility incorporate the basic principles in meeting the needs of patients to

be served. Therefore, the application is consistent with Policy GEN-3 in the 2008
SMEFP.

However, in Section 1.9(a), page 2, WFU proposes a total of 11 dialysis stations.
On page 3, WFU states:

“Due to recent changes in the protocol for Survey and
Certification, DKC respectfully requests an additional ‘station’
designation for the provision of home hemodialysis training
services. ... We request this so that if DKC is approved for the
CON, it will not be limited to 9 ICH stations and 1 home
hemodialysis training station resulting in an inability to

adequately meet the prescribed need as defined in the July 2008
SD "

However, the need determination is for only 10 dialysis stations in Davie County,

Therefore, the application is conforming to this criterion subject to the following
condition.

Wake Forest University Health Sciences (lessor) and Davie Kidney Center of
Wake Forest University d/b/a Davie Kidney Center (lessee) shall develop no
more than 10 certified dialysis stations, which shall include any home
hemodialysis and isolation stations,

Although both applications are conforming, as conditioned in the case of WEFU, to
the need determination in the 2008 SMFP, the limit on the number of dialysis
stations that may be approved is 10 stations. Since the two applications combined
propose a total of more than 10 dialysis stations, both applications cannot be
approved. See the Comparative Analysis for the decision.

Repealed effective July 1, 1987,

The applicant shall identify the population to be served by the proposed project, and shall
demonstrate the need that this population has for the services proposed, and the extent to
which all residents of the area, and, in particular, low income persons, racial and ethnic

minorities, women, handicapped persons, the elderly, and other underserved groups are
likely to have access to the services proposed. '

7
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C-TRC
CA-WFU

TRC proposes to develop a new 10-station dialysis facility near the intersection of
Highways 64 and 601 in Mocksvillee. TRC proposes to provide in-center
hemodialysis and home training services. '

Population to be Served

In Sections IL1, page 12, and TIL.7, pages 21-22, TRC discusses the patient
population propesed to be served. The applicant states:

“We propose to serve all patients living in Davie County zip codes
27014 (Cooleemee) and 27028 (Mocksville). We assume that some of
the patients living in the 27006 zip code (Advance) will continue to
dialyze at a location in Winston-Salem. The Advance zip code includes
the Town of Bermuda Run and the Hillsdale Community at the
intersection of Highways 158 and 801 in northeastern Davie County,
close to the Forsyth County line. For some of these patients it will [sic]
about the same distance to a Winston-Salem dialysis facility. It is 24
miles from Mocksville to Winston-Salem and abowt 12 miles from the
Hillsdale/Bermuda Run area to both Mocksville and Winston-Salem.
Overall we project that we will serve 90% of the Davie County in-
center patient population. ... We also project that one patient living in

the zip code 27054 in Rowan County will choose to dialyze at the Davie
County Dialysis Center.” o

The following table illustrates projected patient origin during the second operating
year for the proposed dialysis center, as reported by the applicant in Section II1.7,
page 21.

County 2011/2012 Operating Year 2. County Patients as % of Total
In-center patients Home patients Operating Year 2
Davie 39 2 97.6%
Rowan 1 0 2.4%

The applicant adequately identified the populatiori it proposes to serve.

Demonstratiox_l of Need

In Section II, pages 19-24, TRC describes the need methodology and assumptions
it used to project utilization. The applicant states that Mocksville was chosen as
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the proposed location because it is the county seat of Davie County, is centrally
located in the county, is near the intersection of major highways, and is close to the
center of zip code 28028 where the majority of: existing Davie County dialysis

patients reside. The methodology and assumptions provided in the application are
as follows, :

“It is our assumption that the ESRD patients living in Davie County
receive their dialysis treatments at dialysis facilities located in
Winston-Salem in Forsyth County, Statesville in Iredell County,
Lexington in Davidson County and Yadkinville in Yadkin County. All
of these counties are contiguous to Davie County. All of these facilities
are operated by another provider. We have designated the service area
Jor the Davie County Dialysis Center to be Davie County and the 27054
zip code in northern Rowan County which includes the town of
Woodleaf. However, Total Renal Care of North Carolina will not turn
patients away if they live outside the service area.”

TRC discusses zip code reports published in 2007 and 2008 by the Southeastern
Kidney Council found in Exhibit 10, where the applicant states

“The reports indicate that the Davie County in-center patient
population increased from 25 patients to 29 patients during the first
seven months of 2008. The home-trained population increased from 7
patients to 11 patients in the same time frame. ... The in-center patient
population for the 28054 zip code [Woodleaf] has been constant at 4
in-center patients. There is one disconnect between the ‘Zip Code of
Residence for Patients Currently dialyzing in Network 6 Units as of
13/31/2007' and the ‘July 2008 Semiannual Dialysis Report.’ Page 41
of the Network 6 report indicates that there were 25 in-center patients
in Davie County. Page 14 of the dialysis report indicates that there
were 27 in-center patients (36 total patients — 9 home patients = 27 in--

center patients) in Davie County. For the purpose of outlining our
methodology, we have used 27 in-center patients.

The 28054 zip code that includes Woodleaf was included as a part of
the proposed service area because the commute to Mocksville is shorter
and the traffic pattern in less congested than the commute to Salisbury.
Three of the four patients living in the 28054 zip code receive their
dialysis treatments at the Dialysis Care of Rowan County. One of the
home-trained patients living in Mocksville receives their services from
the Dialysis Care of Rowan County facility.
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The July 2008 SDR indicates on page 14 that Davie County has an
Average Annual Change Rate (AACR) for the Past Five Years of 13%.”

The table below illustrates TRC’s methodology and assumptions used to project in-

center utilization.

TRC uses the number of Davie County in-center patients
recorded in the July 2008 SDR for the base year.

Exdsting Davie County In-Center Patients as of
12/31/07

27

Projected # of Davie County In-Center Patients as of
6/30/08 (a 6-month time period)

27 + (50% of 1.13) = 28.755
(applicant rounds down to 28)

Projected # of Davie County In-Center Patients as of
6/30/09 (a 12-month time period)

28x1.13=31.64
(applicant rounds down to 31)

Projected # of Davie County In-Center Patients as of
6/30/10 (a 12-month time period)

31 x1.13=35.03

By the end of Operating Yr 1 (7/1/10—6/30/11) TRC
projects to serve 35 in-center patients from Davie
County and 1 in-center patient from Rowan County

35x1.13=39.55
[applicant rounds down to 39 and then

projects to serve 90% (39 x .9 = 35.1)]
35+1=36

By the end of Operating Yr 2 (7/1/11 - 6/30/12) TRC
projects to serve 39 in-center patients from Davie

39x 1.13 =44.07
[applicant rounds down to 44 and then

County and 1 in-center patient from Rowan County

projects to serve 90% (44 x .9 = 39.6)]
39+1=40

As shown in the above table, the applicant projects to serve 36 in-center patients,
35 from Davie County and 1 from Rowan County in the first operating year, which
is 3.6 patients per station [36 / 10 = 3.6] or 90% utilization [3.6 / 4.0 = 0.9]. The
applicant projects to serve 40 in-center patients, 39 from Davie County and 1 from
Rowan County in the second operating year, which is four patients per station [40 /
10 = 4.0] or 100% utilization [4.0 / 4.0 = 1.0]. '

The applicant provides five letters of support from patients residing in zip code
27054 in Rowan County. Each letter includes the following statement: “I will
consider transferring to the Davie County Dialysis Center when it opens since it
will be closer to my home and will be a more convenient location for me to receive
my dialysis treatments.” The applicant’s projected in-center hemodialysis
utilization in‘the first two operating years is reasonable, given the historical rate of
growth for Davie County in-center dialysis patients and the likelihood that a

majority of Davie County dialysis patients would prefer a facility closer to their
homes. '

The applicant also projects to serve one home dialysis patient in the first operating

year and two patients in the second operating year. In Section II1.7, page 23, TRC
states:

10
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“We intend to provide home training services at the Davie County
Dialysis Center to include home hemodialysis training and follow-up.
The Southeastern Kidney Council Zip Code report with data as of July
31, 2008 indicated that there were 84 home hemodialysis patients in
North Carolina. Total Renal Care of North Carolina was serving 45
home hemodialysis patients as of July 31, 2008 or 53.5% of the

identified patient population. This data is an indication of our
commitment to the home modalities.

The applicant’s projected utilization is reasonable, given the total number of Davie

County residents currently on home dialysis (9). See Exhibit 1 of the application
for a copy of the July 2008 SDR.

In summary, the applicant adequately demonstrates the need the population
proposed to be served has for the proposed dialysis facility in Mocksville.
Therefore, the application is conforming to this criterion.

WZFU proposes to develop a new 11-station dialysis facility, including 10 in-center
dialysis stations and one home hemodialysis station, near the intersection of 1-40
and Highway 601 in Mocksville.

Population to be Sexrved

In Section IIL.7, page 16, the'applicants project that 100% of the patients to be
served at the proposed facility will be Davie County residents. The applicants state
that 31 Davie County residents currently utilize existing WFUHS facilities located

in contiguous counties. The applicants adequately identified that population they
propose to serve.

Demonstration of Need

In Section IIL.7, pages 16-18, WFU describes the methodology and assumptions
they used to project utilization. On page 17, the applicants state:

»  “The July 2008 SDR indicates a 10-station county need for Davie
County based on a 12/31/07 patient population as reported by the SEKC
of 36 patients, when increased per annum by the 5-year AACR for Davie
County of 13%, demonstrates a total patient population projection of
40.7 patients by 12/31/2008. Based on existing patient statistics
indicating a 25% home patient rate, the SDR distinguished a projection
of 30.5 ICH patients and 10.2 home patients by 12/31/2008.

11
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o As of July 2008, WFUHS dialysis facilities provide ICH [In-Center
Hemodialysis] services to 31 DCRP [Davie County Resident Patients)
and home dialysis training, backup, and support services to 7 DCRP.

» WFUHS, beginning with its established Davie County patient base,
projected potential patient census and utilization given the 13% S-year
AACR as determined and included in the July 2008 SDR.

- Based on reasonable timeframes, DKC anticipates the proposed project
to be complete as of 06/30/2009. The end of OYI of the new facility
would be 06/30/2010. The end of OY2 of the new faczlxty would be
06/30/2011.

s Beginning with 31 ICH DCRP, one can reasonably project 35.03 or 35
DCRP by 6/30/2009, 39.58 or 40 DCRP by 6/30/2010, and 44.73 or 45
DCRP by 6/30/201 1.

» Using 10 ICH stations as a basis for projecting ICH utilization, one can

reasonably project utilization of 98.96% by 6/30/2010 and 111.82% by
6/30/2011.”

The following table illustrates WFU’s methodology and assumptions used to
project in-center utilization. WFU uses the number of Davie County in-center

patients currently utilizing existing WFUHS dialysis facilities as of July 1, 2008,
for the base year.

Existing Davie County Patients as of 7/31/08 31
Projected In-Center Patient Census upon opening (7/1/09) 31x1.13=35.03
By the end of Operating Yr 1 (7/1/09 - 6/30/10), WFU projects to
serve 40 patients 35.03 x 1.13=39.58
By the end of Operating Yr 2 (7/1/10 — 6/30/11), WFU projects to
serve 45 patients 39.58 x 1.13=44.73

As shown in the above table, WFU projects to serve 40 in-center patients in the
first operating year, which is 3.6 patients per station [40 / 11 = 3.64] or 91%
utilization [3.64 / 4.0 = 0.91]. WFU projects to serve 45 in-center patients in the
second operating year, which is 4.1 patients per station [45 / 11 = 4.1] or 102.5%
utilization [4.2 /4.0 = 1.025]. The applicants state that these Davie County dialysis
patients are currently served by other WFUHS facilities, and thus, these patients
already have existing relationships with the staff and physicians. WFU assumes
existing Davie County patients will transfer to the new WFUHS facility in Davie
County, where they would be able to maintain their relationship with their current
physician, and potentially, some of the same staff. In Attachment W, the
applicants provide 27 signed letters of support from current Davie County dialysis
patients, all of whom travel outside of Davie County to WFUHS facilities for
dialysis treatments, All of the letters include the following statement: “I do not
wish to change dzalyszs providers because WFUHS has been good to me, my family
and my communify.” The applicants’ projected utilization in the first two operating

12
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years is reasonable, given the historical rate of growth for Davie County in-center
dialysis patients and the likelihood that a majority of Davie County dialysis
patients would prefer a facility closer to their homes.

The applicants afse propose to develop an eleventh station for home hemodialysis
training. Regarding the number of home dialysis patients projected to be served,
the applicants used the same methodology, starting with number of the Davie
County home dialysis patients currently being served by WFUHS, as of July 31,
2008. The applicants project to serve 9 home dialysis patients in the first operating
year and 10 in the second operating year. The applicants’ projected utilization of
the proposed home hemodialysis training station is reasonable, given the number of
Davie County residents currently on home dialysis utilizing existing WFUHS
facilities (7). See Section ITL7, page 17. However, the 2008 SMP states that there
is a need for only 10 stations in Davie County. See Criterion (1) for discussion.

In Section X1.6(h), page 59, the applicants propose 121 square feet for an isolation
room. However, the design schematic provide in Attachment T appears to show
two isolation rooms. In their response to public comments, the applicants confirm
that they are proposing two isolation rooms. However, the applicants did not
document the need for two isolation rooms, given that the proposed facility would
have a total of only 11 stations. Furthermore, the applicants are conditioned to.

develop no more than 10 certified dialysis stations. See Criterion (1) for
discussion. '

The application is conforming to this criterion subject to the condition in Criterion
(1) and the following condition.

Wake Forest University Health Sciences (lessor) and Davie Kidney Center of

Wake Forest University d/b/a Davie Kidney Center (lessee) shall develop no
more than one isolation room at Davie Kidney Center.

In the case of a reduction or elimination of a service, including the relocation of a facility
or a service, the applicant shall demonstrate that the needs of the population presently
served will be met adequately by the proposed relocation or by alternative arrangements,
and the effect of the reduction, elimination or relocation of the service on the ability of
low income persons, racial and ethnic minorities, women, handicapped persons, and other
underserved groups and the elderly to obtain needed health care.

NA - Both Applications

Where alternative methods of meeting the needs for the proposed project exist, the
applicant shall demonstrate that the least costly or most effective alternative has been
proposed.

13
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NC-TRC
CA -WFU

TRC - In Section III.9, pages 23-24, the applicant discusses the alternatives it
considered. However, the application is not conforming to all other applicable
statutory and regulatory review criteria. See Criteria (1), (18a) and (20). Therefore,
the applicant did not adequately demonstrate thai its proposal is its most effective
alternative. Consequently, the application is nonconforming with this criterion.

WEFU - In Section I11.9, page 18, the applicants state “There is no alternative to
providing in-county ICH services to the people of Davie County than to develop a
new 10-station dialysis unit as prescribed in the July 2008 SDR.” Further, the
application is conforming, as conditioned, to all other applicable statutory and
regulatory review criteria. See Criteria (1), (3), (5), (6), (7), (8), (12), (13), (14),
(18a), (20) and the Criteria and Standards for End-Stage Renal Disease Services
promulgated in 10A NCAC 14C .2200. Therefore, the applicants adequately
demonstrate that their proposal is their most effective alternative. Consequently,
the application is conforming to this criterion.

(5)  Financial and operational projections for the project shall demonstrate the availability of
funds for capital and operating needs as well as the immediate and long-term financial
feasibility of the proposal, based upon reasonable projections of the costs of and charges
for providing health services by the person proposing the service.

C —Both Applications

TRC - In Section VIIL, pages 40-41, the applicant projects a total capital cost of
$1,048,812, as shown in the following table.

Cost of Materials $310,980
Cost of Labor . $207,320
Equipment/Fumniture $442,198
Architect/Engineering Fees $54,168
Miscellaneous Equipment $34,146
TOTAL $1,048,312

In Section IX, pages 44-45, the applicant projects that estimated start-up costs will
be $136,230, which includes supplies and staff training. Initial operating expenses
are projected to be $694,548. . Thus, the total working capitat is $830,778
[$136,230 + $694,548= $830,778]. The applicant states that both the capital cost
and the working capital required for the project will come from the cash reserves of
DaVita, Inc, the ultimate parent of TRC. Exhibit 21 contains a letter from the Vice
President and Controller of DaVita, Inc. which states in part,

14
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“I am the Vice President and Controller of DaVita, Inc., which is the
parent and 100% owner of Total Renal Care, Inc. I also serve as the
Vice President and Controller of Total Renal Care, Inc. which owns
85% of the ownership interests in Total Renal Care of North Carolina,
LLC (“TRC"). .. This letter will confirm that DaVita, Inc. has
committed cash reserves in the total sum of $1,879,590. for the capital
expenditure, start-up expenses, and initial operating costs of this
project, and that DaVita, Inc. will make these funds, along with any
other funds that are necessary for the development and initial operation
of the project, available to Total Renal Care of North Carolina, LLC.”

Exhibit 22 contains the audited financial statements for DaVita, Inc. for fiscal years
ending December 31, 2006 and December 31, 2007. As of December 31, 2007,
DaVita, Inc. had $447,046,000 in cash and cash equivalents and total assets of
$6,943,960,000. The applicant adequately demonstrates the availability of
sufficient funds for the capital and working capital needs of the project.

In Section X, pages 47 and 48, the applicant projects revenues and operatmg costs,
as illustrated in the following table.

Year 1 Year2
Projected Operating Expenses $1,289,095 $1,484,411
Projected # of Dialysis Treatments 4,718 6,002
Average Cost per Treatment $273.23 $247.32
Net Patient Revenue $1,189,958 $1,513,972
Projected # of Dialysis Treatments 4,718 6,002
Net Revenue per Treatment - $252.22 $252.24
Net Profit/Loss : ($99,137) $29,561

As shown in the above table, revenues are projected to exceed operating expenses
in Year Two. The rates in Section X.1 are consistent with the standard
Medicare/Medicaid rates established by the Centers for Medicare and Medicaid
Services. The assumptions used in preparation of the pro formas, including the

number of projected treatments, are reasonable. See Criterion (3) for discussion of
reasonableness of projections.

The applicant adequately demonstrated that the financial feasibility of the project is

based on reasonable projections of revenues and costs. Therefore, the apphcatxon
is conforming to this criterion.

WFU - In Section VIII, pages 39-41, the applicants project a total capital cost of
$3,115,637, as shown in the following table.
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Lessor Lessee
Site Casts $641,551 -
Construction Contract $1,710,000 - :
Equipment/Furniture - $265,010
Water Treatment Equipment $83,000 - ‘
Generator & Other Fixed Equipment $147,500 -
Dialysis Machines - - $170,000
Initial Operating Expense $98,576 -
TOTAL 32,680,627 $435,010

In Section IX, pages 44-45, the applicants project that there will be no start-up
expenses and initial operating expenses are projected to be $98576. The
applicants state that the start-up activities will begin approximately one month
prior to the opening of the proposed facility. Training costs for staff will be
absorbed by the WFUHS facility in which the training is conducted. Funding for
the capital costs will come from the accumulated reserves of WFUHS. In Section
IX, page 45, the applicants state that the working capital required for the project,
$98,576, will come from “Unrestricted Cash of Proponent”, As shown in the
table above, WFU included the initial operating costs in the capital cost.
Attachment D contains a letter from the Vice President and Chief Operating
Officer of WFUHS which states in part,

“Davie Kidney Center (Lessee), a not-for-profit subsidiary of Wake
Forest University Health Sciences, will incur expenses of $3,115,637.
Wake Forest University Health Sciences commits to provide monies to
its subsidiaries in order to fund these costs.”

Also included in Attachment D are the audited financial statements for WFUHS
for years ending June 30, 2006 and June 30, 2007. The financial statements show
that as of June 30, 2007, WFUHS had $13,603,000 in cash and cash equivalents
and $1,145,735,000 in total assets. The applicants adequately demonstrate the

availability of sufficient funds for the capital and working capital needs of the
project.

In Section X, pages 47 and 51, the applicants project revenues and operating costs,
as illustrated in the following table.
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Year | Year2
Projected Expenses $1,298,673 $1,532,113
# of Dialysis Treatments 4,401 6,174
Average Cost per Treatment $205.09 $2438.16
Net Patient Revenue $1,644,328 $2,242,347
# of Dialysis Treatnents 4,401 6,174
Net Revenue per Treatment $373.63 $363.19
‘Total Net Profit $78,395 $342.615

As shown in the above table, revenues are projected to exceed operating experses
in the first two operating years. The Medicare/Medicaid rates given in Section X,
page 46 are consistent with the standard Medicare/Medicaid rates established by
the Centers for Medicare and Medicaid Services. The assumptions used in
preparation of the pro formas, including the number of projected treatments, are
reasonable. See Criterion (3) for discussion of projections.

The . applicants adequately demonstrated that the financial feasibility of the
proposal is based upon reasonable projections of revenues and costs. Therefore,
the application is conforming to this criterion.

(6)  The applicant shall demonstrate that the proposed project will not result in unnecessary
duplication of existing or approved health service capabilities or facilities.

C-TRC
CA-WFU

TRC proposes to develop a new 10-station dialysis facility in Davie County
pursuant to a county need determination in the 2008 SMFP. See Criterion (1) for
discussion. The applicant adequately demonstrated the need for the proposal. See
Criteria (3) for discussion. Therefore, the applicant adequately demonstrated that
the proposal would not result in unnecessary duplication of existing or approved
“health service capabilities or facilities, and the application is conforming to this
criterion. :
WFU proposes to develop an 11-station dialysis facility, including 10 in-center
stations and one home hemodialysis training station. However, the 2008 SMFP
shows a county need determination for only 10 stations. See Criterion (1) for
discussion. Additionally, the applicants did not demonstrate the need for a second
isolation room. See Criterion (3) for discussion. The applicants adequately
demonstrate that the proposal, as conditioned, would not result in an unnecessary
duplication of existing or approved health service capabilities or facilities.

Consequently, the application is conforming to this criterion subject to the
conditions in Criteria (1) and (3).
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(7)  The applicant shall show evidence of the availability of resources, including health

manpower and management personnel, for the provision of the services proposed to be
provided.

C —Both Applications

TRC - In Section V.4(c), page 29, the applicant states that William K.
Halstenberg, M.D. has agreed to serve as Medical Director for the facility, Exhibit
14 contains a letter from Dr. Halstenberg stating his intent to serve in that role.
Additionally, the applicant states that any board-certified nephrologist may seek
privileges at the proposed dialysis facility. In Section VII, page 37, the applicant
projects the following staffing during the first two operating years.

Position Total # of Full-Time Equivalents (FTEs)

RN (direct care) 1.0
§ RN Home Training (direct care) 0.3
Patient Care Technician (direct care) ' 4.5
Bio-Med Tech A 0.3
Medical Director Contracted Position
Administrator [direct care (1/2 time)] * 1.0
Dietitian’ 0.3
Social Worker 0.3
Unit Secretary 1.0
Other-Reuse 0.5
Total 9.2

* The applicant states that the Administrator will work on the treatment floor as a registered nurse
20 hours per week.

As shown in the above table, TRC proposes a total of 9.2 FTE positions, 6.3 of
which will be direct care positions. The applicant states that it does not anticipate
having any difficulty staffing the proposed facility. The applicant adequately
documented the availability of resources, including health manpower and
management personnel, for the level of dialysis sexrvices proposed to be provided.
Therefore, the application is conforming to this criterion.

WFU - In Section V.4(c), page 24, the applicant states that John Burkart, M.D. has
agreed to serve as the Medical Director for the proposed facility. Attachment R
contains a letter from Dr. Burkart stating his intent to serve in that role, In Section

VII, pages 34-38, the applicants project the following staffing for operating year
one.
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Position Total FTEs

RN (direct care) 1.00
LPN (direct care) 1.00
Technician (direct care) 4.00
DON .50
Medical Director Contract Service
Administrator 10
Dietitian .50
Social Worker .50
Honie Training Nurse (direct care) .50
Dialysis Tech 2.00
Biomed .50
Clerical/Purchasing 1.00
Medical Records Contract Service

Total 11.6

As shown in the above table, WFU proposes a totel of 11.6 FTE positions, of
which 6.5 will be direct care positions. The applicants state that they do not
anticipate having any difficulty staffing the proposed facility. The applicants
adequately documented the availability of resources, including health manpower
and management personnel, for the level of dialysis services proposed to be
provided. Therefore, the application is conforming to this criterion.

(8)  The applicant shall demonstrate that the provider of the proposed services will make
available, or otherwise make arrangements for, the provision of the necessary ancillary

and support services. The applicant shall also demonstrate that the proposed service will
be coordinated with the existing health care system.

C — Both Applications

TRC - In Section V, page 27 and referenced exhibits, the applicant provides a list
of the ancillary and support services provided by the facility and other area
providers, including Davis Regional Medical Center and Rowan Regional Medical
Center for acute dialysis services, emergency services, diagnostic evaluation, X-
ray, blood bank, and vascular surgery. Carolinas Medical Center will provide renal
transplantation and pediatric nephrology services and Dialysis Laboratories will
provide laboratory services. The applicant adequately demonstrated that the
necessary ancillary and support services will be available and that the proposed
services will be coordinated with the existing health system. Therefore, the
application is conforming to this criterion.

WEFU - In Section V, page 21 and referenced exhibits, the applicants provide a list
of the ancillary and support services provided by the facility and other providers,
including North Carolina Baptist Hospital for acute dialysis, emergency care,
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diagnostic evaluation, renal transplantation, X-ray, blood bank, and vascular
surgery services. Meridian Laboratory Corporation will provide laboratory
services for the proposed dialysis facility. The applicant adequately demonstrated
that the necessary ancillary anrd support services will be available and that the
proposed services will be coordinated with the existing health system. Therefore,
the application is conforming to this criterion.

An applicant proposing to provide a substantial portion of the project's services to
individuals not residing in the health service area in which the project is located, or in

adjacent health service areas, shall document the special needs and circumstances that
warrant service to these individuals.

NA

When applicable, the applicant shall show that the special needs of health maintenance

organizations will be fulfilled by the project. Specifically, the apphcant shall show that
the project accommodates:

(@  The needs of enrolled members and reasonably anticipated new members of the
HMO for the health service to be provided by the organization; and

NA

(b)  The availability of new health services from non-HMO providers or other
HMOs in a reasonable and cost-effective manner which is consistent with the
basic method of operation of the HMO. In assessing the availability of these
health services from these providers, the applicant shall consider only whether
the services from these providers:

@A) would be available under a contract of at least 5 years duration;

(i)  would be available and conveniently accessible through physicians
and other health professionals associated with the HMO;

(iii) would cost no more than if the semces were provided by the

HMO; and
(iv)  would be available in a manner which is administratively feasible
to the HMO.
NA

Repealed effective July 1, 1987.

Applications involving construction shall demonstrate that the cost, design; and means of
construction proposed represent the most reasonable alternative, and that the construction
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project will not unduly increase the costs of providing health services by the person
proposing the construction project or the costs and charges to the public of providing

health services by other persons, and that applicable energy saving features have been
incorporated into the construction plans.

C — Both Applications

TRC - In Section X1, page 50, the applicant states that it will upfit 5,129 square
feet of leased building space located at the comer of Highways 64 and 601. On
page 54, the applicant discusses the energy saving features which will be
incorporated into the project. The applicant adequately demonstrates that the cost,
design, and means of construction proposed represent the most reasonable
alternative, and that the construction project will not unduly increase the costs of
providing health services by the person proposing the construction project or the
costs and charges for health services. See Criterion (5) for discussion of costs and
charges. The application is conforming to this criterion.

WFU - The applicants propose to locate the facility on Interstate Drive, near the
intersection of 140 and Highway 601. In Section I, page 3, the applicants state that
WFUHS will own the building and Davie Kidney Center, a nonprofit corporation
owned by WFUHS, will own the facility. On page 59, the applicants state the
facility will be 9,315 square feet, with energy saving features as described on pages
57-58. Therefore, the applicants adequately demonstrate that the cost, design and
means of consfruction represent the most reasonable alternative, and that the -
construction project will not unduly increase the costs of providing health services
by the person proposing the construction project or the costs and charges for health
services. See Criterion (5) for discussion of costs and charges. The application is

conforming to this criterion. Consequently, the application is conforming to this
criterion.

The applicant shall demonstrate the contribution of the proposed service in meeting the
health-related needs of the elderly and of members of medically underserved groups, such
as medically indigent or low income persons, Medicaid and Medicare recipients, racial
and ethnic minorities, women, and handicapped persons, which have traditionally
experienced difficulties in obtaining equal access to the proposed services, particularly
those needs identified in the State Health Plan as deserving of priority. For the purpose of

determining the extent to which the proposed service will be accessible, the applicant
shall show:

: ()  The extent to which medically underserved populations currently use the

applicant's existing services in comparison to the percentage of the population
in the applicant's service area which is medically underserved;
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NA — Both Applications

Its past performance in meeting its obligation, if any, under any applicable
regulations requiring provision of uncompensated care, community
service, or access by minorities and handicapped persons to programs
receiving federal assistance, including the existence of any civil rights
access complaints against the applicant;

NA — Both Applications

That the elderly and the medically underserved groups identified in this
subdivision will be served by the applicant's proposed services and the

extent to which each of these groups is expected to utilize the proposed
services; and ,

C — Both Applications
TRC - In Section V1.1, page 33, the applicant states the following:

“The Davie County Dialysis Center, by policy, will make
dialysis services available to all residents in its service area
without qualifications. We will serve patients without regard to
race, sex, age, or handicap. We will serve patients regardless of
ethnic or socioeconomic situation.

The Davie County Dialysis Center will make every reasonable
effort to accommodate all of its patients; especially those with
special needs such as the handicapped, patients attending
school or patients who work. The facility will provide dialysis
six days per week with two patient shifis per day to
accommodate patient need.

The Davie County Dialysis Center will not require payment
upon admission to its services; therefore, services are available
fo all patients including low income persons, racial and ethnic

minorities, women, handicapped persons, elderly and other
underserved persons.” '

The following table illustrates the projected payor mix for the dialysis
facility, as provided by the applicant in Section V1.1, page 33.
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Payor Source Percent of Total
Medicare 27.0%
Medicaid 2.7%
Medicare/Medicaid 67.6%
Commercial Insurance 2.7%

Total 100%

The applicant demonstrated that medically underserved populations
would have adequate access to the proposed dialysis facility.
Therefore, the application is conforming to this criterion.

“WFU - In Section VL1, page 29, the applicants state

“DKC accepts patients based on medically defined admission
criteria. There is no discrimination based on race, sex, national
origin nor disability.  Services are available to all area
residents with End Stage Renal Disease. DKC will accept
patients regardless of Medicare, Medicaid, other insurance
coverage, or ability to pay. DKC'’s Social Worker will assist
patients in obtaining some type of coverage for the medical
expenses related to their condition.”

The followiné table illustrates the projected payor mix, as provided by
the applicants in Section V1.1, page 29.

Payor Source Percent of Total
Medicare : 17%
Medicaid 5%
Medicare/Medicaid 32%
Commercial Insurance 6%
Medicare/Commercial 33%
VA . 2%
Medicare HMO 5%

Total - 100%

The applicants demonstrated that medically underserved populations
would have adequate access to the proposed dialysis facility.
Therefore, the application is conforming to this criterion.

(d  That the applicant offers a range of means by which a person will have
access to its services. Examples of a range of means are outpatient
services, admission by house staff, and admission by personal physicians.

C - Both Applications
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TRC - In Section VL5, pages 34-35, the applicant states that patients
referred by nephrologists with admitting privileges at Davie County
Dialysis Center will have access to the proposed facility. Additionally,
primary care or specialty physicians in the area may refer patients to
one of the nephrologists on staff. Patients and/or family members who

~ contact the dialysis facility will be referred to a nephrologist on staff
for an evaluation. Patients from other facilities requesting a transfer to
the Davie County Dialysis Center will be processed in accordance with
the facility’s policies, which are provided in Exhibit 16. The
information provided by the applicant is reasonable and credible and
supports a finding of conformity with this criterion. '

WEFU - In Section V1.1, page 29, the applicants state that patients will
be accepted based on medically defined admission criteria and that
services are available fo all area residents with end stage renal disease.
In Section VL5, pages 31-32, the applicants state that patients desiring
treatment at Davie Kidney Center will be considered for admission by
the Medical Director, Nurse Administrator, or Social Worker. Area
physicians may refer patients to the dialysis facility, but a nephrologist
with admitting privileges will be responsible for the admission of the
patient. The information provided by the applicants is reasonable and
credible and supports a finding of conformity with this criterion.

(14) The applicant shall demonstrate that the proposed health services accommodate the
clinical needs of health professional training programs in the area, as applicable.

C —Both Applicatibns

TRC - In Section V.3, page 29, the applicant describes how the proposed dialysis
facility will help meet the clinical training needs of area health professional
training programs. Exhibit 12 contains letters sent to area colleges inviting them to
use the proposed dialysis facility as a clinical training site. The information
provided is reasonable and credible and supports a finding of conformity with this
criterion. :

WEU - In Section V.3, pages 23-24, the applicants describe how the proposed
dialysis facility will accommodate the clinical needs of area health professional
training programs. The applicants also state that onsite experience is provided by
all WFUHS dialysis facilities to medical students, fellows, and nurse practitioner
students from Wake Forest Health Sciences. The information provided is
reasonable and credible and suppotts a finding of conformity with this criterion.
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(15) Repealed effective July 1, 1987.
(16) Repealed effective July 1, 1987.
(17)  Repealed effective July 1, 1987.
(18) Repealed effective July 1, 1987.

(18a) The applicant shall demonstrate the expected effects of the proposed services on
competition in the proposed service area, including how any enhanced competition will
have a positive impact upon the cost effectiveness, quality, and access to the services
proposed; and in the case of applications for services where competition between
providers will not have a favorable impact on cost-effectiveness, quality, and access to

the services proposed, the applicant shall demonstrate that its application is for a service
on which competition will not have a favorable impact.

NC-TRC
CA -WFU

TRC - The applicant does not adequately demonstrate that the proposal would
have a positive impact upon the quality of the proposed dialysis services. See
Criteria (1) and (20). Therefore, the application is not conforming to this criterion.

WFU - The applicants adequately demonstrate that their proposal, as conditioned,
would have a positive impact upon the cost effectiveness, quality and access to the
proposed dialysis services. See Criteria (1), (3), (5), (7), (8), (13) and (20).
Therefore, the application is conforming to this criterion.

(19) Repealed effective July 1, 1987.

(20)  An applicant already involved in the provision of health services shall provide evidence
that quality care has been provided in the past.

NC-TRC
C-WFU

TRC - The applicant currently provides dialysis services at other facilities in North
Carolina, including Dialysis Care of Rowan County. The current Medical Director
at Dialysis Care of Rowan County, William K. Halstenberg, M:D., has agreed to
serve as the Medical Director of the proposed Davie County facility. The files in
the Acute and Home Care Licensure and Certification Section, Division of Health
Service Regulation, indicate that a survey of Dialysis Care of Rowan County in
January 2008 identified immediate jeopardy and failure to conform to three

Medicare Conditions of Participation. Therefore, the application is nonconforming
to this criterion.




(b)
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WFU — Wake Forest University Health Sciences (WFUHS) currently provides
dialysis services at nine other facilities in North Carolina. The current Medical
Director for those facilities, John Burkhart, M.D., has agreed to serve as Medical
Director of the proposed Davie County facility. According to the Acute and Home
Care Licensure and Certification Section, Division of Health Service Regulation,
no incidents occurred, within the eighteen months immediately preceding the date
of this decision, for which any sanctions or penalties related to quality of care were
imposed by the State on any 6f WFUHS” existing dialysis facilities. Therefore, the
application is conforming to this criterion. '

(21)  Repealed effective July 1, 1987.

The Department is authorized to adopt rules for the review of particular types of applications that
will be used in addition to those criteria outlined in subsection (a) of this section and may vary
according to the purpose for which a particular review is being conducted or the type of health
service reviewed. No such rule adopted by the Department shall require an academic medical
center teaching hospital, as defined by the State Medical Facilities Plan, to demonstrate that any
facility or service at another hospital is being appropriately utilized in order for that academic

medical center teaching hospital to be approved for the issuance of a certificate of need to
develop any similar facility or service.

C-TRC
CA - WFU

The proposal submitted by TRC is conforming to all applicable Criteria and Standards for

End Stage Renal Disease Services, which are promulgated in 10A NCAC 14C .2200. The
specific findings are discussed below.

The proposal submitted by WFU is conforming, as conditioned, to all applicable Criteria
and Standards for End Stage Renal Disease Services, which are promulgated in 10A NCAC
14C .2200. The specific findings are discussed below.

SECTION .2200 - CRITERIA AND STANDARDS FOR END-STAGE RENAL
DISEASE SERVICES

10A NCAC 14C .2202 INFORMATION REQUIRED OF APPLICANT

(a) An applicant that proposes to increase dialysis stations in an existing certified facility
or relocate stations must provide the following information:

(1) Utilization rates; '

(2) Mortality rates;

(3) The mumber of patients that are home trained and the number of patients on home
dialysis;

(4) The number of transplants performed or referred;
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(3) The number of patients currently on the transplant waiting list;

(6) Hospital admission rates, by admission diagnosis, i.e., dialysis related versus
non-dialysis related;

(7) The number of patients with infectious disease, e.g, hepatitis, and the number
converted to infectious status during last calendar year.

-NA- Neither proposal involves increasing the number of dialysis stations in an existing
facility or the relocation of existing stations.

(b) An applicant that proposes to develop a new facility, increase the number of dialysis
stations in an existing facility, establish a new dialysis station, or relocate existing dialysis
stations shail provide the following information requested on the End Stage Renal Disease
(ESRD) Treatment application form:

(1) For new facilities, a letter of intent to sign a written agreement or a signed wrilten
agreement with an acute care hospital that specifies the relationship with the dialysis
Jacility and describes the services that the hospital will provide to Dpatients of the dialysis
Jacility. The agreement must comply with 42 C.F.R., Section 405.2100.

-C- TRC. Exhibit 6 contains a letter from Davis Regional Medical Center which states the
intent to enter into a transfer agreement upon approval of the project.

-C- WFU. Attachment E contains a signed written agreement between North Carolina
Baptist Hospital and Davie Kidney Center.

(2) For new facilities, a letter of intent to sign a written agreement or a written agreement
with a iransplantation center describing the relationship with the dialysis Jacility and the
specific services that the transplantation center will provide to patients of the dialysis
facility. The agreements must include the following:

(A) timeframe for initial assessment and evaluation of patients for transplantation,

(B) composition of the assessment/evaluation team at the transplant center,

(C) method for periodic re-evaluation,

(D) criteria by which a patient will be evaluated and periodically re-evaluated for
transplantation, and

(E) signatures of the duly authorized persons representing the facilities and the agency
providing the services.

-C- TRC. Exhibit 7 contains a signed written agreement with Carolinas Medical Center
for services related to renal transplantation. ‘

-C- WFU. Attachment F contains a signed written agreement with North Carolina Baptist
Hospital for services related to renal transplantation. .

(3) Documentation of standing service from a power company and back-up capabilities,

27




2008 Davie County Competitive Dialysis Review

-C- TRC. Exhibit 8 contains a letter from Duke Energy, which states “This letter
confirms that Duke Energy Carolinas will provide electric service to the above referenced
property” [comer of Hwy 64 and 601, parcel 400000096]. The applicant provides policies
regarding procedures for power failures and emergencies in Exhibit 8.

-CA-WFU. Attachment P contains facility policies regarding disasters and power failures.
Letters from the local fire department, police department, and emergency medical services
provider are also included in the attachment. In Section XI.6, page 58, the applicants state
that the facility will have an emergency generator. However, the applicants did not provide
documentation of standing service from a power company. Therefore, the application is
conforming to this rule subject to the following condition.

Prior to issuance of the certificate of need, Wake Forest University Health Sciences
(lessor) and Davie Kidney Center of Wake Forest University d/b/a Davie Kidney

Center (lessee) shall provide the Certificate of Need Section with documentation of
standing service from a power company.

(4) For new facilities, the location of the site on which the services are to be operated. If
such site is neither owned by nor under option to the applicant, the applicant must provide
a written commitment to pursue acquiring the site if and when the approval is granted,
must specify a secondary site on which the services could be operated should acquisition

efforts relative to the primary site ultimately fail, and must demonstrate that the primary
and secondary sites are available for acquisition.

-C- TRC. In Section XI, pages 50-52, the applicant identifies the proposed primary and
secondary sites. Exhibit 24 contains documentation of the availability of both sites and a
written commitment from TRC to pursue the acquisition of the sites.

-C- WFU. In Section X1, pages 54-57, the applicants identify the proposed primary and
secondary sites. On pages 55 and 56, the applicants affirm that they will diligently pursue

acquisition of the sites. Attachment T contains documentation of the availability of both
sites.

(5) Documentation that the services will be provided in conformity with applicable laws

and regulations pertaining to staffing, fire safety equipment, physical environment, water
supply, and other relevant health and safety requirements.

-C- TRC. In Section XI.6, pages 54-55, the applicant documents that services will be
provided in conformity with applicable laws and regulations concerning, staffing, fire,
health, and safety.

-C-WFU. In Section XI.6, page 58, the applicants document that services will be provided

in conformity with applicable laws and regulations concerning, staffing, fire, health, and
safety,
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(6) The projected patient origin for the services. All assumptions, including the
methodology by which patient origin is projected, must be stated.

-C- TRC. In Section IIL7, pages 21-24, the applicant provides the assumptions used to
project patient origin. TRC proposes to serve patients from Davie County and ZIP code
27054, which is in northern Rowan County. ‘

-C- WFU. In Section IIL.7, pages 16-18, the applicants provide projections and the

assumptions used for patient origin. WFU proposes that all patients will come from Davie
County.

(7) For new facilities, documentation that at least 80 percent of the anticipated patient
population resides within 30 miles of the preposed facility.

-C- TRC. In Section iII, page 23, the applicant states that no patients will travel more than
30 miles one way from their homes to the proposed facility and that most will travel less
than 20 miles one way.

-C- WFU. In Section II1.7, page 18, the applicants state that 100% of the panents will
travel less than 30 miles from their residence to the proposed facility.

(8) A commitment that the applicant shall admit and provide dialysis services to patients

who have no insurance or other source of payment, but for whom payment for dialysis
services will be made by another healthcare provider in an amount equal to the Medicare
reimbursement rate for such services.

-C- TRC. In Section II.1, page 11, the applicant states it “will admit and provide dialysis
services to patients who have no insurance or other source of payment, but for whom
payment for dialysis services is made by another healthcare provider in an amount equal to
the Medicare reimbursement rate for such services.”

-C- WEU. In Section I8, page 12, the applicants state “DKC is committed to admzttmg
and providing dialysis services to patients who have no insurance or other source of
payment, but for who payment for dialysis services will be made by another healthcare
provider in an amount equal to the Medicare reimbursement rate for such services.”

10A NCAC 14C .2203 PERFORMANCE STANDARDS

(@) An applicant proposing to establish a new End Stage Renal Disease facility shall
document the need for at least 10 stations based on utilization of 3.2 patients per station
per week as of the end of the first operating year of the facility, with the exception that the

performance standard shall be waived for a need in the State Medxcal Facilities Plan that
is based on an adjusted need determination.

-C- TRC, In Section I11.7, page 21, TRC projects to have an in-center total of 36 patients
(3.6 patients per station) [36 + 10= 3.6] by the end of Year 1 and 40 in-center patients (4
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patients per station) [40 + 10= 4] by the end of Year 2 for the proposed 10-station facility.
See Criterion (3) for additional discussion.

-C- WFU. In Section [I1.7, page 16, WFU projects to have an in-center total of 40 patients
(3.6 patients per station) [40 + 11=3.6] by the end of Year 1 and 45 in-center patients (4.1
patients per station) [45 + 11=4.1] by the end of Year 2 for the proposed 11-station facility.
[Note: with only 10 certified dialysis stations, the number of patients per station and
occupancy percentages would be higher (Year One - 40/ 10 =4; 4 /4 =100%) (Year Two -
45/10=4.5;4.5/4=112.5%).] See Criterion (3) for additional discussion.

(b) An applicant proposing to increase the number of dialysis stations in an existing End
Stage Renal Disease facility shall document the need for the additional stations based on

utilization of 3.2 patients per station per week as of the end of the first operating year of |
the additional stations.

-NA- Neither propesal involves an increase in the number of stations in an existing
facility.

(c) An applicant shall provide all assumptions, including the methodology by which patient
utilization is projected.

-C- TRC. In Section IL1, pages 13-15, the applicant provides the assumptions and
methodology used in projecting utilization at the proposed facility.

-C- WFU. In Section IIL.7, pages 16-18, the applicants provide the assumptions and
methodology used to project utilization at the proposed facility.

10A NCAC 14C .2204 SCOPE OF SERVICES

To be approved, the applicant must demonstrate that the following services will be
available:

(1) diagnostic and evaluation services;
-C- TRC. See Section V.1, page 27 in the application.
-C- WFU, See Section V.1, page 21 in the application.

(2) maintenance dialysis;
-C- TRC. See Section V.1, page 27 in the application.
-C- WFU. See Section V.1, page 21 in the application.

(3) accessible self-care traznmg,
-C- TRC. See Section V.1, page 27 in the apphcatlon
-C- WFU. See Section V.1, page 21 in the application.

(4) accessible follow-up program for support of patients dialyzing at home;
-C- TRC. See Section V.1, page 27 in the application.
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-C- WFU. See Section V.1, page 21 in the application.

(5) x-ray services;
-C- TRC. See Section V. 1 , page 27 in the apphcatxon
-C- WFU. See Section V.1, page 21 in the application.

(6) laboratory services;

-C- TRC. See Section V.1, page 27 in the application.
-C- WFU. See Section V.1, page 21 in the application.

(7) blood bank services;

-C- TRC. See Section V.1, page 27 in the application,
-C- WFU. See Section V.1, page 21 in the application.

(8) emergency care;
-C- TRC. See Section V.1, page 27 in the application.
-C- WFU. See Section V.1, page 21 in the application.

(9) acute dialysis in an acute care setting;
-C- TRC. See Section V.1, page 27 in the apphcatmn
-C- WFU. See Section V.1, page 21 in the application.

(10) vascular surgery for dialysis treatment patients;
-C- TRC. See Section V.1, page 27 in the application.
-C- WFU. See Section V.1, page 21 in the application.

(11) transplantation services;

-C- TRC. See Section V.1, page 27 in the apphcatxon.
-C- WFU. See Section V.1, page 21 in the application.

(12) vocational rehabilitation counseling and services; and
-C- TRC. See Section V.1, page 27 in the application. .
-C- WFU. See Section V.1, page 21 in the application.

(13) transportation.
~C- TRC. See Section V.1, page 27 in the application.
-C- WFU. See Section V.1, page 21 in the application.

10A NCAC 14C .2205 STAFFING AND STAFF TRAINING

(@) To be approved, the state agency must determine that the proponent can meet all staffing
requirements as stated in 42 C.F.R., Section 405.2100.
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-C- TRC. In Section VIL1, page 37, the applicant provides the proposed staffing, The applicant
states on page 38 that the proposed facility will comply with all staffing requirements set forth in 42
CFR 405.2100. The applicant adequately demonstrates that sufficient staff is proposed for the level of
dialysis services proposed to be provided. See Criterion (7) for discussion.

-C- WFU. In Section VIL1, page 34, the applicants provide the proposed staffing. On page 35, the
applicants state that the proposed facility will comply with all staffing requirements set forth in 42 CFR
405.2100. The applicants adequately -demonstrate that sufficient staff is proposed for the level of
dialysis services proposed to be provided. See Criterion (7) for discussion.

(b) To be approved, the state agency must determine that the proponent will provide an ongoing
program of training for nurses and technicians in dialysis techniques at the facility.

-C- TRC. In Exhibit 19, the applicant documents that the proposed facility will provide an ongoing
program of staff education and training.

-C- WFU. In Attachment M, the applicants documents that the proposed facility will provide an A
ongoing program of staff education and training.
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COMPARATIVE ANALYSIS OF THE COMPETING APPLICATIONS

Pursuant to N.C.G.S. 131E-183(a)(1) and the need determination in the July 2008 SDR, no more
. than 10 new dialysis stations may be approved in this review for Davie County. Because both

applications in this review collectively propose the development of more than 10 dialysis
stations, both applications cannot be approved, since it would result in the approval of dialysis
stations in excess of the need determination in the 2008 SMFP. After considering the
information in each application and reviewing each application individually against all
applicable review criteria, the project analyst also conducted a comparative analysis of the two
proposals. For the reasons set forth below and in the remainder of the findings, the application
submitted by WFU is approved and the application submitted by TRC is denied.

SMFP Principles

Basic Principle 12 regarding the Availability of Dialysis Care in Chapter 14, page 295, of the
2008 State Medical Facilities Plan states:

“The North Carolina State Health Coordinating Council encourages applicanis for
dialysis stations to provide or arrange for:

a. Home training and backup for patients suitable for home dialysis in the ESRD
dialysis facility or in a facility that is a reasonable distance Jfrom the parient’s
residence;

b. ESRD dialysis service availability at times that do not interfere with ESRD patients’
work schedules;

¢. Services in rural, remote areas.”

a) Home Training

In Section V.2(d), pages 28-29, TRC states it will provide home training services and follow-up
at the proposed facility. In Section V.2(d), pages 22-23, WFU states it will provide home

training services and follow-up at the proposed facility. Both applications are equally effective
alternatives with regard to the provision of home training services.

b) Hours of Availability

In Section VIL 10, page 39, TRC states that dialysis services will be available 6:00 a.m, — 4:00
p.m. Monday through Saturday, which is 60 hours per week. In Section VIL10, page 37, WFU
states that dialysis services will be available 6:30 a.m. — 5 p.m. Monday through Saturday, which

is 63 hours per week. Both applications are equally effective alternatives with regard to hours of
availability.
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¢) Services in rural, remote areas

Davie County is not a remote rural area. Therefore, provision of services in a remote rural area
is not a comparative issue in this review.

Facility Location

Currently, there is no dialysis facility located in Davie County. Both applicants propose a
location in Mocksville, which is centrally located within Davie County and both locations are in
close proximity to major highways. Therefore, both proposals are equally effective with regard
to location for Davie County residents.

Service to Davie County Patients

Wake Forest University Health Sciences (WFUHS) currently serves 31 in-center hemodialysis
patients and 7 home dialysis patients from Davie County in one of their nine existing facilities
located in counties contiguous to Davie County. The nephrologists currently serving these
patients will continue to do so at the proposed facility. On the other hand, TRC does not
currently serve any in-center hemodialysis patients from Davie County and serves only one home
dialysis patient from Davie County. Nephrologists in Rowan County have stated their intent to
follow patients utilizing the proposed facility. With regard to service to Davie County patients,
the proposal submitted by WFU is the more effective alternative.

Access to Alternative Providers

Currently, there is no dialysis facility located in Davie County. WFUHS owns nine dialysis
facilities in counties contiguous to Davie County while TRC owns two dialysis facilities in
Rowan County, which is contiguous to Davie County. With regard to providing dialysis patients

access t0 an alternative provider, the proposal submitted by TRC is the more effective
alternative,

Access by Underserved Groups

The following table compares access to Medicare and/or Medicaid recipients, as reported by
TRC and WFU in Section V1.5 of their respective applications.

Payor Category % of Total Patients
TRC WEU
Medicare 27.0% 17.0%
Medicaid 2.7% 5.0%
Medicare/Medicaid 67.6% 32.0%
Medicare/Commercial 33.0%
Medicare HMO 5.0%
Total 97.3% 92:0%
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As shown in the above table, TRC proposes the highest percentage of patients to have some or
all of their services paid for by Medicare or Medicaid.. Therefore, the proposal submitted by
TRC is the more effective alternative with regard to access by underserved groups.

Access to Support Services

In Section V of the application, the applicants are asked to identify the proposed providers of
several support services including diagnostic evaluation, laboratory, blood bank, acute care,

emergency care, and X-ray. With regard to accessibility to support services, the proposals
submitted by TRC and WFU are equally effective alternatives.

Operating Costs and Revenues

In Section X of the application, each applicant projects revenues and operating costs for the first

two opetating years of the proposed project. The following tables compare operating costs and
revenues.

Operating Costs

TRC . Year 1 Year 2
Projected Expenses $1,289,095 $1,484,411
# of Dialysis Treatments 4,718 6,002
Average Cost per Treatment $273.23 $247.32

WFU Year 1 Year 2
Projected Expenses $1,298,673 $1,532,113
# of Dialysis Treatments - 4,401 6,174
Average Cost per Treatment $295.09 ' $248.16

As shown in the above table, TRC projects lower costs per treatment in each of the first two
operating years. ‘

Revenues
TRC Year | Year2
Patient Revenue $1,189,958 $1,513,972
# of Dialysis Treatments 4,718 6,002
Net Revenue per Treatment $252.22 { . $252.24
W¥U Year 1 Year 2
Net Patient Revenue $1,644 328 $2,242,347
# of Dialysis Treatments 4,401 6,174
Net Revenue per Treatment $373.63 $363,19
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As shown in the above table, TRC projects lower revenue per treatment in each of the first two

operating years. Therefore, the proposal submitted by TRC is the most effective alternative with
regard fo operating costs and revenues. '

Charges to Insurers

TRC projected a charge of $520.00 per treatment for commercial insurance companies, WFU
projected a charge of $706.80 per treatment for commercial insurance companies. Thus, the

proposal submitted by TRC is the more effective proposal with regard to charges for commercial
insurance companies.

Direct Care Staff Salaries

The following table compares annual salaries for the registered nurse and dialysis technician
positions during the first year of operation, as reported by the applicants in Section VII.1 of their
respective applications. Higher salaries enhance recruitment and retention of employees.

TRC WEU
RN & Home Training Nurse $52,000 $52.,474
Patient Care Technician (TRC) / Tech (WFU) $26,000 $23,444

As shown in the above table, WFU projects the highest salary for registered nurses, but projects
the lowest salary for technicians. TRC projects the highest salary for technicians, but projects

the lowest salary for registered nurses. The two proposals are equally effective with regard to
direct care salaries. '

Quality of Care

WFU demonstrates that quality care has been provided in all of WFUHS’ existing dialysis
facilities. In contrast, TRC did not adequately demonstrate that quality care has been provided at
Dialysis Care of Rowan County. See Criterion (20) for discussion. The Medical Director for
Dialysis Care of Rowan County has agreed to serve as the Medical Director for the proposed
facility. Therefore, with regard to provision of quality care in the past, the proposal submitted by
WEFU is the more effective alternative.

SUMMARY

The following is a summary of the reasons the proposal submitted by WFU is determined to be a
more effective alternative than the proposal submitted by TRC.

»  WFU demonstrates that quality care has been provided in all of WFUHS’ existing dialysis
facilities. See Criterion (20).for discussion.
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The following is a summary of the reasons the proposal submitted by TRC is determined to be a
less effective alternative than the propoesal submitted by WFU.

» TRC did not adequately demonstrate that quality care has been provided at Dialysis Care of
Rowan County. See Criterion (20) for discussion.

Therefore, the proposal submitted by Wake Forest University Health Sciences (lessor) and Davie

Kidney Center of Wake Forest University d/b/a Davie Kidney Center (lessee) is approved subject
to the following conditions:

1. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) materially comply with all

representations made in their certificate of need application, except as specifically
amended by the conditions of approval.

2. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) shall construct plumbing and

clectrical wiring through the walls for no more than ten stations, which shall
include any home hemodialysis and isolation stations.

3. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) shall acknowledge acceptance

of and agree to comply with all conditions stated herein in writing prior to issuance
of the certificate of need.

Consequently, the proposal submitted by Total Renal Care of North Carolina, LLC d/b/a Davie
County Dialysis Center to establish a new dialysis facility in Davie County is disapproved.
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ATTACHMENT - REQUIRED STATE AGENCY FINDINGS

FINDINGS
C = Conforming
CA = Conditional
NC = Nonconforming
NA = Not Applicable

DECISION DATE: April 8,2009
PROJECT ANALYST: Paula Quirin
TEAM LEADER: Martha J. Frisone

PROJECT 1.D. NUMBER: 0-8252-08 / Total Renal Care of North Carolina, LLC d/b/a
Cape Fear Dialysis Center/ Relocate 28 existing dialysis
stations from Southeastern Dialysis Center—Wilmington to
Cape Fear Dialysis Center, a new facility to be located in
Wilmington / New Hanover County

REVIEW CRITERIA FOR NEW INSTITUTIONAL HEALTH SERVICES

G.S. 131E-183(a) The Department shall review all applications utilizing the criteria outlined in this
subsection and shall determine that an application is either consistent with or not in conflict with
these criteria before a certificate of need for the proposed project shall be issued.

) The proposed project shall be consistent with applicable policies and need
determinations in the State Medical Facilities Plan, the need determination of which
constitutes a determinative limitation on the provision of any health service, health
service facility, health service facility beds, dialysis stations, Opcratmg rooms, or
home health offices that may be approved.

NC

Total Renal Care of North Carolina, LLC, proposes to relocate 28
existing dialysis stations from Southeastern Dialysis Center-
Wilmington to establish Cape Fear Dialysis Center, which will also
be located in Wilmington in New Hanover County. The applicant
does not propose to develop new dialysis stations. Therefore, neither
of the two need methodologies in the 2008 State Medical Facilities
Plan (SMFP) is applicable to this review. However, Policies ESRD -
2 and GEN-3 are applicable to this review.

Policy ESRD-2 states:

000038




) 2008 Davie County Competitive Dialysis Review

The following is a summary of the reasons the proposal submitted by TRC is determined to be a
less effective alternative than the proposal submitted by WFU.

» TRC did not adequately demonstrate that quality care has been provided at Dialysis Care of
Rowan County. See Criterion (20) for discussion.

Therefore,jthe proposal submitted by Wake Forest University Health Sciences (lessor) and Davie

Kidney Center of Wake Forest University d/b/a Davie Kidney Center (lessee) is approved subject
to the following conditions:

1. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) materially comply with all
representations made in their certificate of need application, except as specifically
amended by the conditions of approval.

2. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) shall construct plumbing and
electrical wiring through the walls for no more than ten stations, which shall
include any home hemodialysis and isolation stations.

3. Wake Forest University Health Sciences (lessor) and Davie Kidney Center of Wake
Forest University d/b/a Davie Kidney Center (lessee) shall acknowledge acceptance

of and agree to comply with all conditions stated herein in writing prlor to issnance
of the certificate of need.

Consequently, the proposal submitted by Total Renal Care of North Carolina, LLC d/b/a Davie
County Dialysis Center to establish a new dialysis facility in Davie County is disapproved.

37
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“Relocations of existing dialysis stations are allowed only
within the host county and to contiguous counties currently
served by the facility. Certificate of Need applicants
proposing to relocate dialysis stations shall:

(A) demonstrate that the proposed shall not result
in a deficit in the number of dialysis stations
in the county that would be losing stations as
a result of the proposed project, as reflected
in the most recent Dialysis Report, and,

 (B) demonstrate that the proposal shall not result
in a surplus of dialysis stations in the county
that would gain stations as a result of the
proposed project, as reflected in the most
recent Dialysis Report.”

The applicant proposes to relocate 28 existing certified dialysis
stations within the host county, New Hanover County.
Consequently, there is no change in the inventory of dialysis stations
in New Hanover County and the application is conforming to Policy
ESRD-2.

Policy Gen-3 states:

“4 CON application to meet the need for new healthcare
Jacilities, services or equipment shall be consistent with the
three Basic Principles governing the State Medical Facilities
Plan (SMFP); promote cost-effective approaches, expand
health care services to the medically underserved, and
encourage quality health care services. The Applicant shall
document plans for providing access to services for patients
with limited financial resources, commensurate with
community standards, as well as the availability of capacity
to provide those services. The applicant shall document how
its projected volumes incorporate the three Basic Principles
in meeting the need identified in the SMFP as well as

addressing the needs of all residents in the proposed service
area.” :
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Promote Cost-Effective Approaches
In Section III9, pages 21-22, the applicant describes how the
proposal will promote cost-effectiveness as follows:

e “This application calls for the purchase of
dialysis machines, chairs, and TVs (see section
VIII of the application). The parent
corporation, DaVita, operates over I, 400
dialysis facilities nationwide. The corporation
has a centralized purchasing department that
negotiates national contracts with numerous
vendors in order to secure the best product
available at the best price. We will be
purchasing the equipment for this project under
this procedure.

e The Cape Fear Dialysis Center will purchase
all products utilized in the facility, from office
supplies to drugs to clinical supplies, under a
national contract in order to secure the best
products at the best possible price.

e The Cape Fear Dialysis Center will utilize the
reuse process that contains costs and the
amount of dialyzer waste generated by the
facility. The dialyzers are purchased under a
national plan to get the best quality dialyzer for
the best price.

o The Cape Fear Dialysis Center will install an
electronic patient charting system that reduces
the need for paper in the facility. Much. of the
other documentation in the facility will also be
done on the computer which reduces the need
for paper.

o The Cape fear Dialysis Center Bio-medical
Technician assigned to the facility will conduct
preventive maintenance on the dialysis
machines on a monthly, quarterly and semi-
annual schedule that reduces the need for repair
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maintenance and parts. This extends the life of
the dialysis machines.

e The Cape fear Dialysis Center will have an
inventory control plan that ensures enough
supplies are available without having an
inordinate amount of supplies on hand. Supply
orders are done in a timely manner to ensure
that the facility does not run out of supplies,
thus avoiding emergency ordering, which is
costly.”

The applicant adequately demonstrates the need for the proposed
project. Therefore, the applicant demonstrates the project is a cost-
effective approach. See Criterion (3) for discussion.

Expand Healthcare Services to the Medically Underserved

In Section VL(a), page 29, the applicant describes how the
proposal will expand healthcare services to the medically
underserved, as follows:

“Cape Fear Dialysis Center, by policy, will make
dialysis services available to all residents in its
service area without qualifications. We will serve
without regard to race, sex, age, or handicap. We
will serve patients regardless of ethnic or
socioeconomic situation.

Cape Fear Dialysis Center will make every

—  reasonable effort to accommodate all of its patients;
especially those with special needs such as the
handicapped, patients attending school or patients
who work. Cape Fear Dialysis Center provides
dialysis six days per week with two patient shifts per
day to accommodate patient need.

Cape Fear Dialysis Center will not require payment
upon admissions to it services; therefore services
are available to all patients including low-income
persons, racial and ethnic minorities, women,
handicapped persons, elderly and other under-
served persons.”
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The applicant adequately demonstrates how the proposal will
expand access to medically underserved groups. See also Criteria
(3) and (13c) for additional discussion.

Encourage Quality Healthcare Services

In Section 1.13, page 6, the applicant describes how the proposal
will encourage quality as follows:

“The DaVita multidisciplinary care team works
closely with our physicians to provide optimal care
for our patients. In fact, DaVita has delivered
patient outcomes well above national standards in
terms of key dialysis metrics, URRs, Kt/V,
hematocrits, and other clinical dialysis indicators.
See Exhibit 4 for Clinical Outcomes Comparison
Graphs.

DaVita utilizes the ‘DaVita Quality Index’, a unified
measure of clinical performance for dialysis
facilities.  Seven individual clinical parameters
have been weighted and combined in to a unified
clinical metric. This simplified clinical scoring .
system allows for clinical differentiation among
dialysis facilities... The intent is to evaluate overall
clinical care and drive improvement to benefit the
dialysis patient.”

Additional information regarding quality care is provided in
Exhibit 4. However, the applicant did not adequately demonstrate
that it provided quality care in its existing Southeastern Dialysis
Center-Wilmington facility, which will share the same Medical ’
Director, Unit Administrator and Chief Executive Officer with the
proposed facility. See Criterion (20) for discussion. Therefore, the
applicant did not adequately demonstrate that the proposal would
ensure quality care. Consequently, the application is
nonconforming to Policy Gen-3, and this criterion.

2) Repealed effective July 1, 1987.

(3)  The applicant shall identify the population to be served by the proposed project, and
shall demonstrate the need that this population has for the services proposed, and the
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extent to which all residents of the area, and, in particular, low income persons,
racial and ethnic minorities, women, handicapped persons, the elderly, and other

underserved groups are likely to have access to the services proposed.

C

The applicant, Total Renal Care of North Carolina, LLC, proposes to
relocate 28 existing dialysis stations from Southeastern Dialysis
Center-Wilmington to establish Cape Fear Dialysis Center, which
will also be in New Hanover County. The applicant does not
propose to develop new dialysis stations.

Population to be Served

In Section 1IL.7, page 19, the applicant projects that 100% of the
patients utilizing the proposed facility during the first two
operating years will be residents of New Hanover County. In
Section IIL7, page 20, the applicant states that the anticipated
travel distance for all patients from their homes to the proposed
facility will be less than 30 miles. The applicant adequately
identifies the population it proposes to serve.

Demonstration of Need
In Section IIL.3 page 17, the applicant states: “Total Renal Care of
North Carolina proposes to relocate 28 dialysis stations and 90

patients from the Southeastern Dialysis Center in Wilmington to

establish the 28-station Cape Fear Dialysis Center in New
Hanover County. We feel this will improve the accessibility of
services for the patients living in the identified zip codes.” In
Section IIl.3, page 18, the applicant states the stations to be
relocated are needed at the proposed site as opposed t6 another area
of county because: “Total Renal Care of North Carolina, LLC has
analyzed the patient data and determined that there are at least 90
in-center patients living in New Hanover County in.the zip codes
that are closer to the Cape Fear Dialysis Center location. The

Cape Fear facility will serve patients living in Wilmington and to

the north of Wilmington in New Hanover County.” In Section
L9, page 20, the applicant states: “Total Renal Care of North
Carolina, LLC studied many possible alternatives to this
application and has concluded that developing the Cape Fear
Dialysis Center in the northern area of Wilmington is the best
alternative. The Southeastern Dialysis Center — Wilmington is the
largest facility operated by Total Renal Care in North Carolina.
We feel it is too large to continue to meet the needs of the New
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Hanover County patients as well as the needs of many patients
living in northern Brunswick County and the far eastern end of
Columbus County.

In Section II1.7, page 20, the applicant states “Ninety six patients
residing in zip codes 28401, 28405, 28429, and 28411 have signed
letters of support for the Cape Fear Dialysis Center All of the
patients have indicated in their letters that they live closer to the
proposed Cape Fear facility or that the facility will be more
convenient for them. We are anticipating that ninety of the patients
receiving their treatments at the Southeastern Dialysis Center—

Wilmington facility will transfer to the Cape Fear Dialysis
Center.”

In Section II1.6, page 19 the applicant states that of the 96 patients
writing letters in support of the proposed facility, “We would
assume that 90 of those patients will transfer to the new facility.”

In Section I1L.7, page 19, the applicant provides the following table
summarizing the in-center and home patients projected to utilize
the facility during the first two operating years.

COUNTY Operating Year 1 Operating Year 2 County Patients as a
Percent of percent of
TOTAL
In-center Home In-center Home Year 1 Year 2
patients dialysis patients dialysis :
patients patients
New 95 0 97 0 100% 100%
Hanover '
TOTAL 95 0 97 0 100% 100%

The applicant assumes the number of in-center hemodialysis
patients will increase 1.6% per year, which is the five year average
annual change rate reported in the July 2008 Semiannual Dialysis
Report. The following are the applicant’s calculations, as reported
in Section II1.7, page 20:

“January 1, 2008 — December 31, 2008 — 90
patients X 1.016 = 91.4 patients
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January 1, 2009 — December 31, 2009 — 91.4
patients X 1.016 = 92.8 patients

January 1, 2010 — December 31, 2010 — 92.8
patients X 1.016 = 94.2 patients

January 1, 2011 — December 31, 2011 — 94.2
patients X 1.016 = 95.7 [sic] Operating Year One -

January 1, 2012 — December 31, 2012 — 95.7
patients X 1.016 = 97.2 [sic] Operating Year Two. 3
Thus, the applicant projects to serve 95 in-center hemodialysis
patients in Year One, which is 3.4 patients per station. [95/28 =
3.39].  Further, the applicant projects to serve 97 in-center
hemodialysis patients in Year Two, which is 3.46 patients per
station. [97/28 = 3.46]. Projected utilization is reasonable based on
historical growth rates. In summary, the applicant adequately
identified the population to be served and demonstrated the need this
population has for the proposed project. Therefore, the application is
conforming to this criterion.

In the case of a reduction or elimination of a service, including the re]pcation ofa
facility or a service, the applicant shall demonstrate that the needs of the population
presently served will be met adequately by the proposed relocation or by alternative
arrangements, and the effect of the reduction, elimination or relocation of the service
on the ability of low income persons, racial and ethnic minorities, women,
handicapped persons, and other underserved groups and the elderly to obtain needed
health care. B '

C

The applicant proposes to relocate 28 existing stations from
Southeastern Dialysis Center-Wilmington, which will leave 21
stations at Southeastern Dialysis Center-Wilmington. In section
IIL.6, page 19, the applicant states:

“With 90 patients and 28 dialysis stations
transferring from the Southeastern Dialysis Center -
Wilmington to the Cape Fear Dialysis Center, this
will leave 89 patients and 21 dialysis stations at the
Southeastern Dialysis Center — Wilmington Jacility.
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Once the transfer takes place the Southeastern
Dialysis Center — Wilmington utilization rate will be
at 106% if no stations are added to the existing
facility. However, we have already determined that
the Southeastern Dialysis Center — Wilmington
facility  qualifies  under the _Facility Need
methodology for a 7 — station expansion. We plan to
submit a Certificate of Need application to expand
the Southeastern Dialysis Center — Wi{mihgton
Jacility by 7 stations on March 16, 2009. Therefore,
the Southeastern Dialysis Center — Wilmington
facility will have 28 dialysis_ stations upon
certification of the Cape Fear Dialysis Center. The
utilization rate of the facility will be 79%. Thus, the
needs of the patients remaining at the Southeastern
Dialysis Center — Wilmington facility will be
adequately met and we will have planned for future
growth of the facility.”

The Southeastern Dialysis Center-Wilmington is currently certified
“for 49 stations and serves 179 in-center patients. Upon completion
of this project, the facility will be certified for 28 stations and serve
89 in-center patients, which is a utilization rate of 3.18 in-center
patients per station [89/28 = 3.18]. The applicant demonstrates that
the needs of the population presently served will be met adequately
by the proposed relocation of dialysis stations, and the application is
conforming to this criterion.

@ Where alternative methods of meeting the needs for the proposed project exist, the

applicant shall demonstrate that the least costly or most effective alternative has
been proposed.

NC

In Section 1.9, page 20-21, the applicant describes the alternatives
considered. However, the application is not conforming io all
applicable statutory and regulatory review criteria. See Criteria (1),
(18a) and (20). Therefore, the applicant did not adequately ?
demonstrate that the proposal is its most effective alternative and
the application is nonconforming to. this criterion and is
disapproved.

|
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Financial and operational projections for the project shall demonstrate the
availability of funds for capital and operating needs as well as the immediate and
long-term financial feasibility of the proposal, based upon reasonable projections of
the costs of and charges for providing health services by the person proposing the
service.

C

[n Section VIIL1, page 39, the:applicant projects that the total capital
cost of the project will be $1,840,191, including:

s $899,500 in construction costs;

> $404,550 for dialysis machines;

*  $90,000 for water treafment equipment;

o $272,611 for other equipment;

»  $107,500 engineering and archjtect fees; and

*  $66,030 for dialysis chairs, scales and televisions.

In Section IX.1, page 42, the applicant states that expected start-up
expenses will be $136,230 and initial operating expenses will be
$2,208,358 for a total working capital of $2,344,588. In Exhibit 24,
the applicant provides a letter signed by the Vice President and
Controller of DaVita Inc., the ultimate parent of the applicant, which
states “the project calls for a capital expenditure of $1,840,190,
start-up expenses of $136,230, and a working capital requirement of
$2,208,358. This letter will confirm that DaVita, Inc. has committed .
cash reserves in the total -sum of 34,184,779, for the capital
expenditure, start-up expenses, and initial operating costs of this
project, and that DaVita, Inc. will make these funds, along with any
other funds that are necessary for the development and initial
operation of the project, available to Total Renal Care of North
Carolina, Inc.” In Exhibit 25, the applicant provides audited
consolidated financial statements for DaVita Inc. which show that, as
of December 31, 2007, DaVita, Inc. had $447,046,000 in cash and
cash equivalents, $6,943,960,000 in total assets, and $1,732,250,000
in total shareholders equity (total assts less total liabilities). The
applicant adequately demonstrates availability of sufficient funds for
the capital and working capital needs of the project.

The rates in Section X.1, page 44, are consistent with the standard
Medicare/Medicaid rates established by the Center for Medicare and
Medicaid Services. In the revenue and expense statement in
Sections X.2, X.3, and X.4, pages 44 - 47, the applicant projects that
revenues will exceed operating costs in each of the first two years of
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operation. The assumptions used in preparation of the pro formas,
including the number of projected treatments, are reasonable. See
Criterion (3) for discussion of reasonableness of projections. In
summary, the applicant adequately demonstrates that the financial
feasibility of the proposal is based on reasonable projections of
revenues and operating costs.  Therefore, the application is
conforming to this criterion.

(6)  The applicant: shall demonstrate that the proposed project will not result in

unnecessary duaplication of existing or approved health service capabilities or
facilities. -

= C

The applicant proposes to establish a new 28-station End Stage
Renal Disease facility by relocating 28 existing dialysis stations from
Southeastern Dialysis Center-Wilmington. The applicant adequately
demonstrated the need for the proposal. See Criterion (3) for
discussion. Therefore, the applicant adequately demonstrates that
the proposed facility would not result in the unnecessary duplication
of existing or approved health service capabilities or facilities.
Consequently, the application is conforming to this criterion.

(7)  The applicant shall show evidence of the availability of resources, including health

manpower and management personnel, for the provision of the services proposed to
be provided. ’ :

C

In Section VIL1, page 34, the applicant projects- the following -
staffing for the proposed facility.

Position Proposed Full Time Equivalent Positions
RN i 4

PCT - : 10

Bio-Med 0.75

Tech - '

Med. Dir. {Contract position)
Admin. 1

Dietitian ] 1

Social Worker 1

Unit Secretary 1

Reuse Tech 1.5
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Nine direct care staff members are scheduled to be on duty during

both shifts each day of operation. Exhibit 17 contains a letter from

Derrick Robinson, M.D., stating he has agreed to serve as Medical
- Director for the new facility. The information provided in Section
VI is reasonable and credible and supports a finding of conformity
- with this criterion.

(8) _The applicant shall demonstrate that the provider of the proposed services will make
_available, or otherwise make arrangements for, the provision of the necessary
-ancillary and support services. The applicant shall also demonstrate that the
~proposed service will be coordinated with the existing health care system.

C

In Section V.1, pages 25-28, the applicant identifies the providers of
the necessary ancillary and support services. The information
provided in Section V and referenced exhibits is reasonable and
credible and supports a finding of conformity to this criterion.

(9  An applicant proposing to provide a substantial portion of the project's services to
individuals not residing in the health service area in which the project is located, or -
in adjacent health service areas, shall document the special needs and circumstances
that warrant service to these individuals. -

NA

(10) - When applicable, the applicant shall show that the spcciél needs of health
maintenance organizations will be fulfilled by the project. Specifically, the
applicant shall show that the project accommodates:

" () The needs of enrolled members and reasonably anticipated new members of
the HMO for the health service to be provided by the organization; and

NA

(b)  The availability of new health services from non-HMO providers or other
HMOs in a reasonable and cost-effective manner which is consistent with
the basic method of operation of the HMO. In assessing the availability of
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these health services from these providers, the applicant shall consider only
whether the services from these providers:

(i) . would be available under a contract of at least 5 years duration;

(i)  would be available and conveniently accessible through physicians
and other health professionals associated with the HMO;

(iii)  would cost no more than if the services were provided by the HMO;
and

(iv)  would be available in a manner which is administratively feasible to
the HMO.

NA

Repealed effective July 1, 1987.

Applications involving construction shall demonstrate that the cost, design, and
means of construction proposed represent the most reasonable alternative, and that
the construction project will not unduly increase the costs of providing health
services by the person proposing the construction project or the costs and charges to
the public of providing health services by other persons, and that applicable energy
saving features have been incorporated into the construction plans.

NA

The applicant shall demonstrate the contribution of the proposed service in meeting
the health-related needs of the elderly and of members of medically underserved
groups, such as medically indigent or low income persons, Medicaid and Medicare
recipients, racial and ethnic minorities, women, and handicapped persons, which
have traditionally experienced difficulties in obtaining equal access to the proposed
services, particularly those needs identified in the State Health Plan as deserving of
priority. For the purpose of determining the extent to which the proposed service
will be accessible, the applicant shall show:

(a) The extent to which medically underserved populations currently use the
applicant's existing services in comparison to the percentage of the
population in the applicant's service area which is medically underserved;

C
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In Section VIL.1(b), pages 29 - 30, the applicant reports that
85% of the patients served at Southeastern Dialysis Center-
Wilmington had some or all of their services paid for by
Medicare or Medicaid. Therefore, the applicant
demonstrates that adequate access is provided to medically

underserved groups, and the application is conforming to this
criterion.

Its past performance in meeting its obligation, if any, under any applicable
regulations requiring provision of uncompensated care, community service,
or access by minorities and handicapped persons to programs receiving
federal assistance, including the existence of any civil rights access
complaints against the applicant; '

C

In Section V1.6(a), page 33, the applicant states: “There
have been no civil rights equal access complaints filed within

the last five years.” The application is conforming to this
criterion.

That the elderly and the medically underserved groups identified in this
subdivision will be served by. the applicant's proposed services and the

extent to which each of these groups is expected to utilize the proposed
services; and

C

In Section V1.(a), page 29, the applicant states: “The Cape
Fear Dialysis Center will not require payment upon
admission to its services; therefore, services are available to
all patients including low income persons, racial and ethic
minorities, women, handicapped persons, elderly and other
underserved persons.”’

In Section V1L.1(c), page 20, the applicant projects that 84%
of the patients to be served at Cape Fear Dialysis Center
projected will have some or all of their services paid for by
Medicare or Medicaid. The applicant demonstrated that
medically underserved populations will have adequate access
to the proposed services. Therefore, the application is
conforming to this criterion.
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(d)  That the applicant offers a range of means by which a person will have
access to its services. Examples of a range of means are outpatient services,
admission by house staff, and admission by personal physicians.

C

In Section VL5, pages 32-33, the applicant describes the
range of means by which patients will have access to the
proposed services. The information provided in Section V1.5
is reasonable and credible and supports a finding of
conformity with this criterion.

(14)  The applicant shall demonstrate that the proposed health services accommodate the
clinical needs of health professional training programs in the area, as applicable.

C

In Section V1.5(d), page 33, the applicant states: “The Cape Fear
Dialysis Center will work to develop a working relationship with the
Cape Fear Community College.. We have contacted them to let them
know our intent to establish a second facility in Wilmington and
have offered the facility as a clinical rotation site for their nursing
students.” Exhibit 16 contains a copy of a letter from the Director of
Healthcare Planning for DaVita, Inc. to the President of Cape Fear
Community College offering the proposed facility as a clinical

training site for nursing students. The application is conforming to
this criterion. :

(15) Repealed effective July 1, 1987.
(16) Repealed effective July 1, 1987.

(17) Repealed effective July 1, 1987.

(18)  Repealed effective July 1, 1987.

(18a) The applicant shall demonstrate the expected effects of the proposed services on
competition in the proposed service area, including how any enhanced competition
will have a positive impact upon the cost effectiveness, quality, and access to the
services proposed; and in the case of applications for services where competition
between providers will not have a favorable impact on cost-effectiveness, quality,
and access to the services proposed, the applicant shall demonstrate that its
application is for a service on which competition will not have a favorable impact.
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NC

The applicant did not adequately demonstrate that the proposal
would have a positive impact on the quality of the proposed dialysis
services. See Criteria (1) and (20). Therefore, the application is
nonconforming to this criterion.

(19)  Repealed effective July 1, 1987,

(20)  An applicant already involved in the provision of health services shall provide
evidence that quality care has been provided in the past.

NC

The applicant currently provides dialysis services at Southeastern
Dialysis Center-Wilmington. The current Medical Director at
Southeastern Dialysis Center-Wilmington, Derrick Robinson, MD,
has agreed to serve as the Medical Director for the proposed facility.
Further, the applicant states that the Unit Administrator and Chief
Executive Officer for Southeastern Dialysis Center-Wilmington will
serve in those roles at the proposed facility. The files in the Acute
and Home Care Licensure and Certification Section, DHSR, indicate =
that a survey conducted at Southeastern Dialysis Center-Wilmington -
on June 5, 2008 identified immediate jeopardy and failure to
conform to Medicare conditions of participation. Therefore, the
application is nonconforming to this criterion.

(21)  Repealed effective July 1, 1987.

(b) The Department is authorized to adopt rules for the review of particular types of
applications that will be used in addition to those criteria outlined in subsection (a) of this
section and may vary according to.the purpose for which a particular review is being
conducted or the type of health service reviewed. No such rule adopted by the Department
shall require an academic medical center teaching hospital, as defined by the State Medical
Facilities Plan, to demonstrate that any facility or service at another hospital is being
appropriately utilized in order for that academic medical center teaching hospital to be
approved for the issuance of a certificate of need to develop any similar facility or service.

The Criteria and Standards for End Stage Renal Disease Services, as

promulgated in 10A NCAC 14C .2200, are applicable to this review. The
proposal is conforming to all applicable Criteria and Standards for End
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Stage Renal Disease Services as required by 10A NCAC 14C .2200. The
specific findings are discussed below.

C

2202 INFORMATION REQUIRED OF APPLICANTS

(a) An applicant that proposes to increase stations in an existing certified facility or
relocated stations must provide the following information:

.2202(a)(1)

2202(a)(2)

2202(a)(3)

12202(a)(4)
2202(a)(5)

:2202(a)(6)

.2202(a)(7)

Utilization Rates;

-C-  See Section II1.7, page 19-20.

Mortality rates; _

-C-  See Section IV.2, page 23.

The number of patients that are home trained and the number of
patients on home dialysis;

-C-  See Section 1V .3, page 23.

The number of transplants performed or referred;

-C-  See Section IV 4, page 23.

The number of patients currently on the transplant waiting list;

-C-  See Section IV.5, page 24. :

Hospital admission rates, by admission diagnosis, i.e., dialysis
related versus non-dialysis related;

-C-  See Section IV.6, page 24.

The number of patients with infectious disease, i.e. hepatitis and

AIDS, and the number converted to infectious status during the last
calendar year. :

-C-  See Section IV.7, page 24.

(b) An applicant that proposed to increase the number of stations in an existing
facility, establish a new dialysis station, or the relocation of existing dialysis stations

must provide the information requested on the End Stage Renal Disease (ESRD)
Treatment application form:

.2202(b)(1)

For new facilities, a letter of intent to sign a written agreement with.

an acute care hospital that specifies the relationship with the dialysis
Jacility and describes the services that the hospital will provide to

patients of the dialysis facility. The agreement must comply with 42.

C.F.R., Section 405.2100.
-C- Exhibit 8 contains a letter of intent to sign a written
agreement from New Hanover Regional Hospital.
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For new facilities, a letter of intent to sign a written agreement or a
written agreement with a transplantation center describing the
relationship with the dialysis facility and the specific services that the
transplantation center will provide to patients of the dialysis facility.
The agreements must comply with 42 C.F.R., Section 405.2100.
(A) timeframe for initial assessment and evaluation of
patients for transplantation,
(B) composition of the assessment/evaluation team at the
transplant center,
(C) method for periodic re-evaluation,
(D) criteria by which a patient will be evaluated and
periodically re-evaluated for transplantation, and
(E) signatures of the duly authorized persons representing
the facilities and the agericy providing the services.
-C- Exhibit 9 contains a letter of intent to contract for renal
transplantation services with Carolinas Medical Center.
Documentation of standing service from a power company and back-
up capabilities.
-C- See Section X1.6(f), page 52, and Exhibit 11.
For new facilities, the location of the site on which the services are to
be operated. if such site is neither owned by nor under option to the
applicant, the applicant must provide a written commitment to pursue
acquiring the site if and when the approval is granted, must specify a
secondary site on which the services could be operated should
acquisition efforts relative to the primary site ultimately fail, and
must demonstrate that the primary and secondary sites are available
Jor acquisition.
-C- The applicant identifies a primary site and a secondary site
in Section XI. On page 48, the applicant states it will lease
the space for the proposed facility. Exhibit 27 contains a
document signed by the applicant and the lessor indicating
that 2 sites are available and an intent for the lessor to Jease
11,000 square feet of space to the applicant for the proposed
facility.
Documentation that the services will be provided in conformity with
applicable laws and regulations pertaining to staffing, fire safety
equipment, physical environment, and other relevant health and
safety requirements.
-C- See Section II, pages 9-15, Section VIL1, pages 34-37, and
Section X1.5, page 51.
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.2202(b)(6)  The projected patient origin for the services. All assumptions,
including the specific methodology by which patient. origin s
projected, must be clearly stated.

-C-  See Section I11.7, pages 19-21.

.2202(b)(7)  For new facilities, documentation that at least 80 percent of the
anticipated patient population resides within 30 miles of the proposed
Jacility. )
-C-  See Section I11.7, page 20. The applicant states that “100% of

patients will travel less than 30 miles for dialysis treatments.”

2202(b)(8) A commitment that the applicant shall admit and provide dialysis
services to patients who have no insurance or other source” of
payment, but for whom payment for dialysis services will be made by
another healthcare provider in an amount equal to the Medicare
reimbursement rate for such services. :
-C- In Section II.1 page 11, the applicant states: “Total Renal

Care of North Carolina, LLC will admit and provide dialysis
services to patients who have no insurance or other source of
payment, if payment for dialysis services is made by another
healthcare provider in an amount equal to the Medicare
reimbursement rate for such services."

2203 PERFORMANCE STANDARDS

.2203(a)  An applicant proposing to establish a new End Stage Renal Disease
facility shall document the need for at least 10 stations based on
utilization of 3.2 patients per week as of the end of the first operating
year of the facility with the exception that the performance standard
shall be waived for a need in the State Medical Facilities Plan that is
based on an adjusted need determination.

-C- In Section III, page 8, the applicant projects that the proposed
28-station facility will serve 95 in-center patients by the end of
the first operating year, for a utilization rate of 3.4 patients per
station. [95/28 =3.4]

.2203(b)  An applicant proposing to increase the number of dialysis stations in
an existing End Stage Renal Disease facility shall document the need
for the additional stations based on utilization of 3.2 patients. per
station per week as of the end of the first operating year of the
additional stations.

-NA- The applicant does not propose to increase the number of
dialysis stations in an existing facility.

.2203(c)  An applicant shall provide all assumptions, including the specific
methodology by which patient utilization is projected.

-C-  See Section 1.7, pagesl7 — 20. The applicant provides all
assumptions and the methodology used to project utilization
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of the proposed facility.

.2204 SCOPE OF SERVICES
To be approved, the applicant must demonstrate that the following services will be
available:
.2204(1)  Diagnostic and evaluation services;
-C- See Section V.1, page 25. )
.2204(2)  Maintenance dialysis; -
-C- See Section V.1, page 25.
.2204(3)  Accessible self-care Iraining;
-C- * See Section V.1, page 25. -
.2204(4)  Accessible Jollow-up program for support of patients dialyzing at
home; =
-C- See Section V.1, page 25.

.2204(5)  X-ray services;
-C- See Section V.1, page 25.
.2204(6)  Laboratory services;
-C- See Section V.1, page 25.
.2204(7)  Blood bank services;
' -C- See Section V.1, page 25.

.2204(8)  Emergency care;
-C- See Section V.1, page 25.

.2204(9)  Acute dialysis in an acute care setting;
-C- See Section V.1, page 25.

.2204(10)  Vascular surgery Jor dialysis treatment patients;
-C- See Section V.1, page 25.

.2204(11)  Transplantation services;
- -C- See Section V.1, page 25. ‘
.2204(12)  Vocational rehabilitation counseling and services;
-C- See Section V.1, page 25.
.2204(13)  Transportation
-C-. See Section V.1, page 26.

2205 STAFFING AND STAFF TRAINING )
.2205(a)  To be approved, the state agency must determine that the proponent

can meet all staffing requirements as stated in 42 C.F.R, Section
405.2100.

-C- See Sections VIL., pages 34-37.
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.2205(b)  To be approved, the state agency must determine that the proponent
will provide an ongoing program of fraining for nurses and
technicians in dialysis techniques at the facility.

-C-  See Section VIL5, page 36, and Exhibit 22.
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Division of Health Service Regulation
Acute and Home Care Licensure and Certification Section
2712 Mail Service Center * Raleigh, North Carolina 27699-2701
htip:// szkg"g_dhhs'.govz dhsrf

Bevedy Eaves Perdue, Governor . Drexdd Pratt, Director
Lanjexr M. Conder, Secretary

Azzie Y. Conley, Chief
Phone: 915-855-4620
Fax 919-715-8476

Janmnary 10, 2011

Charles Sheppard, Facility Administrator
Charlotte East Dialysis

3204 Sharon Amity Road

Charlotte, NC 28203

Re: Follow-up Survey
ESRD CMS Certification Number (CCN):34-2627

Dear Mr. Shéppard

Thank you for the cooperation and courtesy extended during my recent visit on December 21,
2010, for the purpose of conducting a follow up to the condition level deficiencies 494.180
Governance, 494.30 Infection Control and 494.60 Physical Environment that was cited during
your Medicare recertification survey on October 1, 2010, It was determined that the condition
level deficiency has been corrected, as well as the standard level deficiencies, and you are back in
compliance with Medicare's Conditions of Coverage for End Stage Renal Disease facilities. '

Should you have any questions o if this office can be of other assistance, please do not hesitate to

call me at (919) 218-2638.
Sincerely,

Ralph Wetts

Ralph Mills, RN,BSN

Facility Survey Consultant
Acute & Home Care Licensure & Certification

>
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RECEIVED NOV 2 8 2010

‘DEPARTMENT OF HEALTH AND HUMAN SERVICES
Canters for Medicars & Medicaid Sepvices

1301 Young Strect, Room 833

Dallas, Texas 7521

. . i CBNTER o MR AR SERNES
Division of Sutvey and Certification, Region V1 :

November 18, 2010
CMS Certification Number (CCN): 342627

Charlofte Kast Diatysis
3204 Sharon Atlty
Chatlotte, NC 28205

Dear Adminigtrator:

The Centers for Medicars & Medicald Services (CIB) has been notified your facility bad a sugvey on
Oetober 26, 2010, and thar while the immediate and serjous threat to patient healéh and safity has

been removed Charlotte East Disfysts remais out of complianee with the following Medicare
Conditions for Coverape! -

42 CFR 484,30 Tnfeetioh Control
42 CFR 494.60 Physical Envivonmenf; and
47 CFR 494,180 Goverdancs,

The date o which your hospital's Medicare agreement terinaies is December 30, 2010, A listing of
deficiencics for the October 26, 2010, survey 18 enclosed for yout response. Note fhiat the on-sitc visit
of October 26, 2010 was condugted to determine whether o tiot the immediate jeopardy situation had
been sbated, Corection of the deficiencies ot related fo the Immediate jeopardy was not assessed;
these deficiencios are inolnded in the attached report as cited on the resurvey and complaint -
“mvestigation of Oclober 1, 2010, You wusi submit a plan of correction to include eotrective aefion
dates no fater than December 23, 2010, Yo ensure time for unothey revisit by the North Caroling
Depertment of Health and Hutnan Services prior to the termination date, Please submit these your
plans of correstion within 10 days of recelpt of this letter to!

Arzic Conley '
North Caroling Departmont of Hoalth and Humsn Serviees
Division of Health Servies Regulation
Acute and Home Care Licenswe and Cartification Section
2712 Mail Sexvics Cepler
Raleigh, North Carolinn 27699-2712

An acceptable plan of coptestion vt contain the following elements:

1, The plan of correcting the specific defictency. The plan should address the processes that fead 10
the deficiency clted. : :
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2. The procedure for implementing th acoeptable plan of correction for the specific deficiency cited,
3. 'The manitoring precedure to ansire that the plan of corection is sfftotive and that speoific
defielency cited remaing corrected andfor in compliance with the vepulttory requiremenss,
4. The tfle of the person tespansible for corresting the deficiency andlor for Implemeiting the
" acceptable plan of cormoction. _ '

Compliance with all Conditions for Coverage must be schicved at the time of this second revisit if
termination is 1o be avoided. If the deficiencies have not heen satsfaciorily correrted at the fime of
this revisit, you can expoot to iaeclve o Yotter advising you of your fermination and appesl rights, No
Farther revisits will be anthorized st that fime, In addition, 2 legel notiee will be placed in The
Charlofta Observer in Charlotfs, Notth Carolina advising the public of your termination from the
Medicars program. Please be advised thet, undet Medictire, a provider is not entitled 10 4 formal
henting hefore termination, but only after adverse action aetually twkes place,

If you have any questions concerning fhis aetion, please contact Glends Payne ot (214) 767-3350 or
Rachel McCarty uf (214) 767-2082,

Sincerely,

. Ginger Otfle, Manager

Not-Long Term Care Certification & Enforcement Rranch

ool
North Caroling Department of Heulth and Human Services




North Carolina Department of Health and Human Services
: Division of Health Service Regulation
Acute and Home Care Licensure and Certification Section
2712 Mail Service Center = Raleigh, North Carolina 27699-2712

Beverly Baves Perdue, Governor Do/l www, nedhhs.cov/dhst Azzie Y. Conley, Chief -

Lanier M. Cansler, Secretary Drexdall Pratt, Division Director Phone: 919-855-4620

' Fax: 919-715-8476
#% VIA FASCIMILE **

October 4, 2010

Charles Sheppard, Facility Adnrinistrator
Charlotte East Dialysis

3204 Sharon Amity

Charlotte, NC 28205

RE: Recertifiction Survey Tmmediate Jeopardy]

Dear Mr. Sheppard,

Thank you and your staff for the assistance and cooperation extended to the Acute Care team during the survey conducted
September 22, 20 10 through October 1, 2010. The purpose of conducting the complaint survey was to evaluate the
Facility’s compliance with the Federal Medicare Conditions for Coverage. The complaint investigation resulted in an
Tmmediate Jeopardy () identification as of October 1, 2010 at 1130am as a result of survey findings from a Life Safety
Code survey occuring on 09/30/2010.

Specifically, pursuant to 494.60 Physical Favironment-Life Safety Code. the facility failed to have a fire alarm systemm or
battery powered smoke detector in the building to cpsue patient, staff and visitor safety in the event of afire..

As discnssed during the survey, the information gathered was forwarded to the CMS Regional Office in Atlanta {(Region
IV). Our state agency is recommending 23 day termipation due to nopcompliance with the Conditions for Coverage:
494.60 Physical Environment, 494,30 Infection Control and 494,180 Governance.. The Tmmediate Jeopardy is
ongoing. CMS Regional Office in Dallas will make the determination of compliance or noncompliance and will notify you
of their findings and of any action tobe taken. . '

If you have questions regarding the status of the investigation, please contact the CMS representative for North Carolina:
Ms, Glenda Payne '
Division of Survey and Certification
CMS Dallas Regional Office
1301 Young Street, Room 827
Dallas, Texas 75202
214-767-630}

&%
% Lovation: 1205 Umnstead Drive (Lineberger Building) B Dorothea Dix Hospital Campus & Raleigh, N.C. 27603 L
' An Equal Opportunity | Affirmative Action Employer :
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Charles Sheppard, Facility Administrator, CEO
October 4, 2010 !

1f you have any questions, please do not hesitate 10 contact this office at 1% 855-4620.

Sincerely,

Ralph Mills, RBSN
Facility Survey Co
Acute and Home Care Licensure and Certification

CC: Azzie Conley, Section Chief




North Carolina Department of Health and Human Services
Division of Health Service Regulation
Acute and Home Care Licensure and Certification Section
3712 Mail Service Center o Raleigh, North Carolina 976992712

Beverly Eaves Perdue, Governor hitp :!/mvw.ncdhhs.«zov/dhsr

Azzie'Y. Conley, Chief
Lanier M. Cansler, Seoretary Drexdall Pratt, Division Director

Phoné: 919-855-4620
Faxe 919-715-8476

October 4, 2010

Charles Sheppard, Facility Administrator
Charlotte Bast Dialysis

3204 Sharon Amity

Charlotte, NC 28205

RE: Recertifiction Survey Tmmediate Jeopardyl

Dear Mr. Shepp ard,

Thank you and your otaff for the assistance and cooperation extended to the Acute Care team during

the survey conducted
Septemnber 22,2010 through October 1,2010. The PuUIpose of conducting the complaint survey was 1o evaluate the

Facility’s compliance with the Pederal Medicare Conditions for Coverage. The complaint investigation resulted in an
Immediate Jeopardy an identification as of October 1,2010 at 1130am as a result of survey findings from a Life Safety

Code survey occuring on 09/30/2010.

Speciﬁcally, pursvant {0 494.60 Physical EnvironmentwLife Safety Code. the facility failed to have a fire alarm systetn Of
battery powcred gmoke detector in the building to ensure patient, staff and visitor safety in the event of a fire..

As discussed during the sarvey, the information gathered was forwarded to the CMS Ragional Office In

Atlanta (Region IV).
Our state agency is recommending 23 day termination due 0 noncompliance with the Conditions for Coverage: 494.60

Physical Environment, 494,30 Infection Control and 494.180 Governance.. The Immediate Jeopardy is ongoing. CMS
Regional Office in Dallas will make the determination of compliance or RORCOMP

. tiance and will potify you of their findings
and of any action 1o be takem )

If you have questions regarding the status of the investigation, please contact the CMS representative for North Carolinal
. Ms. Glenda Payne ‘
Division of Survey and Certification
CMS Dallas Regional Office
1301 Young Street, Room 827
Dallas, Texas 75202
214-767-6301

% Location: 1203 Umstcgd Drive (Lineberger Building) B Dorothbea Dix Hospital Campus B Raleigh, N.C. 27603 o

1 An Equal Opportunity ] Affirmative Action Employer




Page two of two
Charles Sheppard, Facility Administrator, CEO
October 4, 2010

1f you have any questions, please do not hesttate to contact this office at 919) 255-4620.

Sincerely,

T et 2
[ SRR Bsin
Ralph Mills, RBSN

Facility Swvey Consultant
Acute and Home Cares Licensure and Certification

CC: Azzie Conley, Section Chief

## VIA FASCIMILE **
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MEDICARE/M. CAID CERTIFICATION AND TRANSMITTA. ,

PART I - TO BE COMPLETED BY THE STATE SURVEY AGENCY

S2T REMARKS - CMS 1539 FORM

m; WB31
Facility TD: 001554

A, ‘ificstion survey was condneted onsite Septernber 22-October 1, 2010, As a result of the survey in conjunchion with & Life Safety Cogde mrvey, an immediate jeopardy (1)

v  sentifizd on October 1, 2010 at 1130, The IJ was no removed during the yecerfification survey. Condition leve) deficiencies were jderntified in 494.180 Governance, 454.30

_ Iofection Clortrol and 454,60 Physician Eavironment, Stapdard {eve) deficiencies were 2150 identified in 494,40 Water and Dialysate Quality, 494,50 Rense, 494.80 Patiert Righis
and 494,140 Persommel Qualifications. A plan of correstion was requested.

An onsite follow up was condusted at the facility October 26, 2010, The State Agency recommended rexnoval of the 17 at 1250 based on compiiance with a fire alarm system in
place. The CMS Dalias regiopal office was potified of the recopmendation. THe conditions in 494.30 Tnfection Conirol, 494.60 Physical Favironment and 494,180 Governence
were not yestmmended 1o be in comphiants ‘based on the plan of correction not completed during follow up survey. BM)

Ancther follow up survey was conducted December 21, 2010, The State Agency recammexidsﬂmtﬁm condition Ievel deficiencies in 49430

[ Tnfection Comitrol, 4894.60 Physical
Environment and 494.180 Governanre ate back in compliance. No other deficiencies were found during the follow up Fuvey.
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Post-Certification Revisit Report

Wi rerarting for this collection of information Js esfimated fo average 40 minutes per response, including time fof yeviewing instrucfions, searching existing dala sources, gethering and
it " data needed, and completing and reviewing the collection of infonmation, Send comments regarding this burden estimaie or any other aspect of this collection of Information
udh _  Jggestions for reducing the burden, fo CMS, Office of Financlal Management, P.O. Box 26584, Balfimore, MD 24207; and 1o the Ofiice of Maragemert and Budget, Paperwork

Sociion Projoct (138-0390), Washington, 0.C. 20503,

1y Provider/ Supplier ] CLIAT {Y2) Mujtiple Construction (Y3} Date of Revisit
Identification Number A Building
342627 B.Wing . ‘ 12/21/2010
jame of Faciity ' Strect Address, City, State, Zip Code

3504 SHARON AMITY
CHARLOTTE, NC 28205

als report is sompleled by & qualified State surveyor for the Medicare, Medicald and/or Clinjcal Laboratoty mprovement Amendments program, o show those deficioncles previpusly
iporied on the CMS-2567, Statement of Deficiencies and Plan of Coyrection thet have been corfected end the date such eorrective action was accomplished. Each deficiency should
» fully identified using elther the regulation of 1.SC provision number and the identification prefix code praviously shown on the CMS-2567 (prefix codes shown to the left of each
wpirement on the survey report form),

CHARLOTTE EAST DIALYSIS

e

e
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Correchion Corection | Correction
i Compleied Compleied Completed
ID Prefx V0110 1242412010 D Prefix V01 14 121242018 D Prefix VO117 121212010
Reg. # 404,30 Reg. # 494 30[RUNDMO Reg. # 494.30(a){ 1B
LSC LSC LsC
Correction ' Comection Correction
Completed Completed Completed
1D Prefix Vo120 1212112010 1D Prefix V0122 12/21/2010 ID Prefix V0196 12124i2010
eg. ¥ 494.30@{(NE . Reg. # 494.30(@{HIM Reg. # 494.40(a)
LsC L.SC A 1L.SC
Correstion Comection Correction
Completed Completed Completed
D Prefix V0331 4212412010 D Prefg V0340 1212112010 1D Prefix V0400 122112040 -
Reg. # 494.50(b)1) Reg. # 494.50(b)}1) ’ Reg. # 494.60
LSC LsC LsC
Corregtion . : Cotrection . Correction
Completed Completed . Completed
D Prefix Y0403 12212010 D Prefix V0408 4212112010 D Prefix V0417 1212412010
Reg. # 494.60(h) Reg. # 454.60() Reg. # 484,50(e)M1}
LsC ' . L8C LsSC
Correction Corresiion , Correction
Completed Completed Completed
D Prefix V0463 1212172010 ID Prefix V0502 12/24/2010 ID Prefix V0688 12i24/2010
Reg. # 494.70[@)(12) , " Reg.# 494.80@)D Reg, # 494.140(b)3HD-
LSC . LsC LSC

) \yieWed By Reviewed By
wate Agency
_ Reviewed By
CMS RO

Reviewed By

Form CMS - 25678 {8-92) Page 1 of 2 . EverdD:  WB3113
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Post-Certification Revisit Report

bl ‘orting for this coredtion of infopmation is eshimated to average 10 minutes per response, including Gima for reviewing Instructions, searching existing data sources, gathering and
1y g data needed, and completing and reviewing the collection of information, Send comments segarding this burden estimate or any oifier aspect of this collection of information
Jubinny suggestions for reducing the burden, 1o CMS, Office of Financial Management, P.O. Box 26684, Baltimore, MD 21207; and fo the Office of WMamagement and Budget, Paparwork
duciion Project {0¥38-0380), Woashingion, D.C. 20503. :

Y4} Provider/ Supplier] CLIAT {¥2) Muttiple Construction (Y3) Date of Revisit
identificaiion Number A_ Building
B T -
damne of Facility Street Address, City, State, Zip Code

CHARLOTTE EAST DIALYSIS ‘ ' 3204 SHARON AMITY
. CHARLOTTE, NC 28205

his report is compleled by 2 qualified Slate surveyor {or the Medicare, Medicald and/or Clinica} Laboratory Improvement Amendments program, lo show fhose deficiencles previously
sporied on e ChiS-2567, Slatement of Deficiencies and Plan o Correction that have been coregted and the date such comreciive action was accomplished. Eath deficiency should

e fully identified using either the regulation or L8G provision number and the identification prefix code previousty shown on the CMIS-2567 {prefix codes shown to the iefi of each
squirement on the sutvey report form),

4) tem (Y5) Date (¥4 lem (Y5} Date  (V4) ltem 5 Date
Correction
Completed

ID Prefix V0750 12/21/2010

Reg. # 424180
LEC -

wiewed By

e

Reviewed By Bfﬂe: \Signamre of Suweyoﬁ | Date:
/%/ G 2 LH5Y2

state Agency
teviewed By Reviewed By Signature of Surveyor: Date:
IMS RO ‘

Followup to Survey Completed on

A mAmnAN

Check for any Uncorrecied Deficiencies, Was a Summary of

Uncorrected Deficiencies {CMS-2567) Sent to the Facllity? vyes O




SEPARTMENT OF HEALTH AND HUMARN SERVICES

“ENTERS FOR MEDICARE & MEDICATD SERVIC FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

ubm..gurt'u-gburdcnﬁxﬁhiswnmﬁunofinfmmnﬁmis fmated 10 10 mirm pcrmspons&,inshdingﬁmctbr rcﬁewinghxstmoﬁm&mchingmdsﬁngdmsom,gammingmd
radntaining date aoedsd, and completh and reviewing the colloetion of infer Sead it umgﬁﬁsbmdmwﬁmatzoranyomuaspecwfﬁﬁsmnwﬁmofkrfmmiop, including
sppestions for reducing the ‘bueden, 1o Office of Fiencisl Management, HCEA, P.O. Box 26684, Baltimore, MD 21207; or to the Offics of Manaprment and Budget, Paperwork Reduction
rojeci(0R38-0583), Washington, D.C. 20503. i

Provider/Supplier Number Provider/Supplier Name
342627 ‘ CHARLOTTE EAST DIALYSIS
Type of Survey (select all that apply) A Complaint Investigation E Tnitial Cextification I  Recertification
B Dumping Investigation Tnspection of Care i  Sanctions/Hearing
HEIREER C  TFederal Monitoring G Validation K State License
. D Tollow-up Visit H Life Safety Code 1 CHOW
M Other

Extent of Survey (select all that apply)

AEENE

A Routine/Standard Survey (all providers/suppliers)

B Extended Survey (HHA or Long Term Care Facility)
C Partial Extended Survey (FIEIA)

D Other Survey

SURVEY TEAM AND WORKLOAD DATA
Please enter the workload jnformation for each surveyor. Use the surveyor's ideuﬁﬁcaﬁon pmber,

«/as Statement of Deficiencies given fo the provider on:

FORM CMS-670 (12-91)

102000

Evenill: WB3113

_site at completion of the survey?.... No

Facility ID: Q01554

Page

Surveyor ID Number First Last Pre-Survey On-Site On-Site On-Sito Travel Off:Site Report
)] Date Date Preparation Hours Hours Hours Hours Preparation
Asrived Departed Hours 12am-3am Sam-6pm 6pm-12am Hours
®) © @) E) ) D 03
Team Leader ID
1 15546 12/21/2010 |12/21/2010 1.00 0.00 3.00 0.00 5.00 - 2.00
Y .
3,
4,
5.
6.
7.
8.
9.
10.
11,
12.
13,
14,
“otal SA Supervisory Review Houss..... 1.00 Total RO Supervisory Review Hours.... 0.00
Total SA Clerical/Data Entry Hours.... 0.50 Total RO Clerical/Data Entry Hours..... 0.00




SEPARTMENT OF HEALTH AND HUMAN SERVICES .
“ENTERS FOR MEDICARE & MEDICAID SER ~ ES ' FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

—

ubﬁcmponingbmdenfo:&ﬁswnccﬁanofhfomaﬁnniswﬁnxéadmamgclonﬁnmwxmpunsc,‘ Tnding time for rovi ing nstructions, scazclﬁngexisﬁngdmsomua,gpmsfmgm
Sitadod dammdcd,mdwmleﬁngandmvimingtha colleotion of information. Smdoamwmmgzsdhgﬁﬁxbwdmmﬁmaicmmyommofﬂﬁswnmﬁmofhfmaﬁm nchuding
aggestions for reducing fae burden, to Office of Frnancial Management, HCFA, 2.0 Bux 26684, Balttmoré, MD 21207; cr to fise Office of Miapagesment and Budget, Paperwork Redoction
rojoc0838-0583), Waskington, D.C. 20503. ,

Provider/Supplier Nomber Provider/Supplier Name
342627 - CHARLOTTE EAST DIALYSIS
Type of Survey (select ail that apply) A Complaint Investigation £ Initial Certification 1  Recetification
’ B Dumping favestigation F Tospection of Care J  Sanctions/Hearing
BEEEE € Rederal Monitoting G Validation K State License
D Follow-up Visit * | Life Safety Code 1. CHOW
M Other
Extent of Survey (select all that apply) A Routine/Standard Survey (all providers/suppliers)
B BExtended Survey (BHLA or Long Terin Care Facility)
.--. C Partial Extended Survey (HEA)
D Other Survey

SURVEY TEAM AND WORKLOAD DATA
Please enfer the workload information for each surveyor. Use the surveyor's identification mumber.

Surveyor ID Number First Last - Pre-Survey On-Site On-Site On-Site Travel Off-Site Report
A Date Date Preparation Hours Hours Hows Hours - Preparation
Axived Departed Hours 12am-Bam. 8am-Opm 6pm-12am Hours
® © (€2)) ®) ® @ ey ®
Team Leader ID . .
1. 15546 12/21/2010 | 12/21/2010 1.00 0.00 3.00 0.00 5.00 2,00
2,
3.
4,
5.
6.
T
8.
9,
10.
11.
12,
13.
14. .
Total SA Supervisory Review Hours..... 1,00 Total RO Supervisory Review Hours.... 0.00
Total SA Clerical/Data Entry 301113.... 0.50 Total RO ClericalfData Entry Hours..... 0.00

Was Statement of Deficiencies given to the provider on-site at completion of the survey?.... No

PORM CMS-670 {12-91) 12400 EvertiD: WB3113 Facility ID: 001554 Page 1
| .
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| RECEIVED MOV 29000 e
geﬁgﬁﬁmwmm AND HIMAN SERVICES § 0 PRINTER: {1/152010
EDR MEDICARE & MEOICAID SERVICES ! RU AFPROVED
STATRMENT LF DEFICRNGIRR S ————— st o __ME WD pASE03nY
ANDFLAROF GOSN+ DT TIFIEARON NUMEEK: FATRLR TR TRLTION {9 DATE S{tRviy
A m’rm.a : COMPLETRD
S ’9' . R
NARE OF FROMDER OR BLPFLIER Lt
BTRERT ADERENS, CITY, STATE, 217 $ODE
CHARLOTTE EAST DIALYSIS YEB BHKROH ATV \ / oV
Py X , CHARLOTTA, He 2208 QN\\, VF
P (AT DERENT HAISH RS DAECEORD B P 4 &Wmﬁ”@“’w %9
rm_ RELARATORY OR LEC v TPYmG mrow, by RusE mm mﬁtmﬂﬂﬂ mesﬁm L
I 00t} | INETIAL COMMENTS ¥ S| 000
Memibers of the Governing Body (GB) have
An ansits follow up war eondiciad &t the facihy . g%&'ﬁ‘gﬁ;iiﬁ*&;@;ﬁ;‘f;”:;
Calobet 26, 2010, The Stale Ageney Correction (POC). The stsndards under the
racommended rampval of s W at 1250 based op Conditicns of Infection Control (V110);
compliance witha fre alam wyslam i place, The Physical Envizonment (V400); end
CMB Dalie ragistul officy wa 1ol Governance (V750 that are not met as well as
, rioffiod of the !
yecammndstian, THe condiions 1148430 ‘other standards, contain spesifics of
{nfaction Control, 494.60 Physical Environmand comrective plans, The facifity will ensure thet
and 494,180 Govetnance Were ot iScommended the GB provides oversight and has systems in
10 bo 1n compliance bhased on e plan of place 10 see that the faciity is equipped and
pasrestion rot compelter dufing Tollo . snaintained to provide a safe, functional and
v 110y { 49430 CECANFECT) g ToM0W Up REVEY, comfortable environment and an sffective
i ON CONTROL {v i ifnf:;:ﬁo; co::col grrgrarg isin r{:-c‘:asc. The
acility has been diligently working on
correcting all the issues ciwed sioce the
survey. The fire alarm was installed a3
mﬂ Cgemm“}a nal mat 25 evidenced by: required. The ?bysica]tbp]ant is:lues ;vi)i .
vevigwad ansile on 10/28£2010. require more fime as they are also dependent
upon penmits and vendor availebility as well
Basedd on fackly pofiey roviow, chasrvations, the fact that much of the work will bave to be
redrierator omperat g comph-:ted during non-operational hours. !
intarviews, Hwan mmﬁk:\%d hat :mﬁfg falled Those jssuos have been calusted by an,
ko implatrieent w mantsh an sfiscive e architect and 2 plan to move forward is in
COYS! progre. The il  intachinn place. Estimated time frame tp complete is
acl “ﬂm Wil's 4 mym&f;m la "?;gﬁm 9-12 weeks. We request your consideration
fraven " ip these particnlar issues.
creaa-ceptamination of mediesionelsupples-and ) .
fgfﬁmp"w@mp Tharkdle and stons medications ' The Governing Body will meet monthly x 3
to patiants; fallsd 1o chanos or more ofien 2 required to epsure
ah upest contamingted wxtany foneducer compliance with POC, Further compliance
protactors In 2 of 2 ohyorved pattontz willy wit or to the PO’C will be reviewed during mont.hly
biand tinged exiemal transdiucer prolaniors; taflad QA meetings 2ad reported 1o the Governing
7 erruira ot sdaf] implementod standeid Bodyno less than semi- aonually. The
infstlio conteal precaiisns by cleanky Faczhty administrator (FA) representing the
squipsnan) surfsces with ramoval of ash T GB will be responsible for ensuring
y * m implementation and ongoing comphance
floars In the patiénd treaiment a0wa, appiopriats with this POC.
clearing and disintfucling of vaaeutar camps used ’
mws‘ma; and clanning Hluod ataim
surfacan disring pubiant famodiatyd
{rantmanis; fallsd to snsura that leﬁ);m
dinlyzets were adequalely refrigerated b inhiol)
LADORATORY BRBOYD| NIDRFVBLR , :
REORPR PLIGR REPRESENTATIVE'S MEHATIRE e ey

Ay ety statertint encing with &0 ARORFE 7 SIS R defchitrey which o naftuflon pary e ; 4 om siresiog proviiog |t b duteibesd fhat

shiwr saTRIUATSS pisyio BAficRA proleotion 16 G paratts, (Sea msuchiona )

Byt for pureing Tege, I idigs staied Rboy e dhickayabia 50 iy

fottominey ft 1814 of Suvay WAESar of B0} & Phan of perrecsion ta provdad, Fog preing hooted, Thb Sove Tl 55 in

dya Talkafing Tr 42 Theo doaumemm srs meds Zafsbl K the ey, nmm.mmm.:“

proyram participhiion,

T S i B eomvrlm ai dEGIERD 1
,lwpmummpmdﬁhmmw

PORM CUS-IHTTRREE Provinnn vamiank Catoila e ivigng

r T

7 antsy K eentinution ghaet Page o4
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p.8s
DEPARTMENT OF HEALTH AND HUMAN SERVICES ' FRINTED: $1/15/2010
_ GENTERS FORMERICARE & HEDIGAID BERVICES oM . Do
RYRTEMENT (57 DEFICIEN .
KiaTHET o o?‘as L] Mmmm (2 BULTIRAE DONSTRUGTION X2 DATE SURVEY
A BULING FIRTRD
) MNT( &N R
Navs oF !
FROVIER OR SUPPLIR STREET ADDRESS TV, BTATE 2P GOLE
CHARLOTTE EART BALYES $20) SHARI 1KY
' - CHARLOTTE. NG 28206 :
Pyt YAy STANEMENT OF DEFICIERCIFS o PROVD: CORRE 1%
i (EACH DERCTEHEY NUBT 55 PRECEIEDBY AL PREFI o onon Bt o
BE
k(] REGULATORY DR LEC HENTFYRE INFORMATION TAG CROSE REFERINCED T0 THEAPFROPRIATE wu;&;m
HARTEREY) .
{V 110} | Coontinund From page 1 v 110y Viio-
bapetisl growih bafore feproces sy, and falle Meribers of the Governing Body (GB) bave
to snsuie (hat palionts rad @ supply of papse met 10 revicw the Stateraent of Dehclencies
fowals avidlible ot hrandsasting ks b the (SOD) and formulate the following Plan of

palent traatmen! wrea. The cwmutalive sffedof
Eh“' systamic problarms revulled in e faclity's
fmbaiity to eiwues Tha provision of quafty Infestion
conto} praclices for dlalysiy prfienls,

The findings Inclide!

A The Tty flatt 1 Bnaure fats cpah wed
waz deslanated to pravant potentia
cropg-contsmination of medicalivnsrstipplizs and
for stsff b prepas, handls and stors medicationd

40 b admiristared to patismte.

~Creks reler Yo 404,30{a) 1) bfechon Control -
Tey V17"

B. 'Thé fackly siafl fallad tn shangn and ispact

costeminaiad extama) traneduedr protetion 0 2
of 2 chsevad pationte wih wat er bood tnged
grtuma! franstinear profactors.

~(ros refer 5 484.30{)(1)) Infacion Control»
Tug V120

C.ﬂwfpﬁﬁvfaﬁadbensumlhﬁlmﬂ
implemented standand infection Gtnirol
presautions by cleaning Bauiptsnt suferes wit
reviovl o trosh from flond In the patlent
eRloN kiR, Wpreptale ciening and
disinkring of veeular clampx Utad b pafiont
freadments and teaning blond slains from work
surtaces during patlent Temodislyels emmerts.

«Ciroap refer n 404.20(a) {4 )T Infeefion Conll <

Correction (POC). The standards upder the
Conditions of Iafection Control (V110);
Physica) Environment {V400); and Governancy
(V750 that are not met &5 well as other
standards, contain specifics of corrective plans.
The facility will ensure that the GB provides
oversight and bes systoms in place to sée that
the facility is equipped and maintained 10
provide a safe, funotional and comiortable
environment. Eliminated the use of 2
medication cart and the medication station has
been relocated, A designated clean srca was
created for medication prep on ont of the
island nurse stations in the freatment area
09/20/10. A plan is place 1o install separation
barriers 127 in height around the medication
prep area o further designate this space &5 &
clean area,  Plexiglas barders will be placed
1o provent poteatial cross contamination.
The Clinjcal Services Specialist (CSS) in-
serviced the teammates on policy #1-03-11
“Changing Transducers Protectors” on
10/0772010 with emphasis on the need 10
 change and insprot wet and/or blood
contaminated exterpal transducers Facility
Adpsmistrator or designee will monitor eam
everyday for 3 days, weekly on each shift.3
weeks, and then this will be jncluded in
monihly infection coptrol sudit going forward
The CSS in-serviced the teammates on policy
1-04-08 “Utilizing Vascular Access Clamps”
and policy 1-05-01 “Infection Contro} for
Dinlysis Facilities” on 10/7/2010 with
emphasis on the need for appropriste cleaning
and disinfecting of vasculer clamps. Facility
Administrator or desigaee will monitor team
everyday for 3 days, weekly on each shift x3

10-15-10

Teg V022 weeks, and then this will be included in
’ monihly infection control audit going forward.
i ‘eontpg 3 |
FORM RI6H ST Provis Vanbne Obastole Fonibwesie Pl IESH  conmestion abat o 26134
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P.B5
DEBARTMENT OF HEALTH ARD HUIMAN SERVICES ’ PRINTED: 11HER00
EDICAID BERVICES _ FORM APPROVED
1) PROVIDERISLE i
HDPLAN OF CORRESTION N BIEER: Py TS CRRBTRIETION et RATESURVEY
ARLONE COMPLEYED
L WG - R
HARE OF PROVIDER DR BUPFLIER 2 Pn——— 6iea210
Ll ® e 7 GORE
CHARLOTTR BAST DIALYAIS CARARONANTY
e e . L8R OTTR, NG 29805
SASARY STATENENT OF DERCHERGEE
FREMY, {RAGH DERGIENGY NUST BE 2] TROVECRS FLAG OF CORRRGTION
S| saMmERIENTG | T | dweeepicee e
EREPRIEMEYY
110} | Confinbad From page 2 w10 v T
5 ety i ot b o T 5t e
basteris) w%muwy m“ﬁ*&d 10 inhilst epvizopment and easuriag trash is picked up
growdh befare reprocessmy. from the fioor. Facility Administrator or
) designee will monitor 1£am pveryday for 3
~Cireas tafer o 484,86{0)(1) Revme of days, weeldy on cach shift 3 weeks, and
Hamodialyzars snd Ploodines - Tag VoS3 ' then this will be ioclnded 3o monthly
infection contro] audit goimg forward,
. The fuciity faties o monftor end maintaky Upon inspection, st was determined hat this
yaTigatalor anperlites i Inkiblt prtential . refrigeratoy was unable w0 mn;a'mmm .
Bactatial grosdh in stored temperahure within acoep! Je Bimits. The
g " rproceszad (reaiss) yeuse refrigerator has been replaced and
dialyzers,
verified to be within sgeoptable Timits as pf
o far 1o 494/55(6) Physiodl Enirotimett- e on.os S e eviowed
Tog V403 reftigerator Jog with 1emp TADEES. Paper
towe} dispeaser at patient prep 25e2 isa
%, This facity faflad to snsur fhat patients had & battery powexed hands free style dispenser.
tupply of papst ywols avidieble g handwrshing The dispenser was found to bo inoperative, 810
ginkes 3ty o padlont reabient aren. lligfliﬁ bateries and verified operafion 10-18-1
~Oro refer i 494 . ; Facility ;Administxatcr or desigaes will
Tap Wﬂf -SULIND fnfecion Ganatol . monitor team everyday for 3 days, weekly on
each shift x Sweeks and then fhis will be
{¥ 1141 404.50(aX 1)} IC-SINKE AVAILABLE 124}  included in monihly infoction control audit
going forward. Results of audits will be !
A stifficient mamnbiar of ginks with wann water snd reviewed in Quality improvemens {
pap ylsould toes salinhbes 1o faciftats hand  Management Meetings (QIFMM) and ' \
wanhiyy. addressed as pesessary. FAis responsible fof
onguing compliance-with POC.
. The Goversing Bogdy wil) meet mounthly x 3
“Thin ETANDARD s avt maf a8 svidanced by 10 cosure comphiance with POC. Further
1 raviawnd coelia on 1282018, 'm]iance :;! thé ZOC will be r;ﬁcwajcd
) . ing monthly meetings and reported 4
: the Governing Body po less than pemi-
z;'?;‘” memm?mmm nually. The Facility admipistrator (FA)
abanth hed a’ N A emsurts thot represtnting the GB will be respousible for
pendivosting G\::SP% %g‘;ﬁ;;m ?Vaﬂ&b\ﬁ - ensuring implementation and ongoing
tent Ales. compliance with this POC.
"Tha findinga Tnchude!
A raview of the taciliys pofley *infaciion Cantrol |
PO GG 2T AT} Proniws Vs Obsigs , L :
Evon) 452113 FRAR T OGS WpmtinuSon hePage Sof 3
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DEFARTMENT OF HEALTH AND HUMAN SERVICES PR‘NWA;;;;%
: EERVICES o) o
iy bk Ry (e F L SRR 9 TRTE SRR
: AR COMFLITEL
R
. KX d RMRR
HABE 0 PROVIDER, OR IPFLIER W P b A0GEDTY
; AORERE,ATY, .
CHARLOTTE BAYT DIALYGIS TG ERAROH ATY
. . SHARLOTIE, NG 28205
B e, N R —
FRERN PORFERT
Ta REGIRATORY OB LG HIENTFY G IYFORMATION e qu% sounee | o
{V 114} Coplinued From page 3 v 4
far Diglysls Faolifer” (revision data 03/72010) Vi
o Tl o s ki Pt e i
Y replaced an properiy. y
'llﬁ:;;ﬁm{ sl :&?m ﬁi&ﬁ:ﬂg\?nm’ rstgap towe] dispenser at patient prep arca isa
i L . battery powered hands free style
and B supply o page towala ritected (om dispenser. The dispensor was found o be ’
cantaminaton iust ba avalable g ;
at eash sink! Smoperative, Reploced batseries and 1011810,
_ N . ) venified operation 10714710, Facility
Obyarvalion on 60220103t 1300 i the pattent Administzator or designee will monitor
Wm revteled et n paper towel tenmm everyday for 3 days, weekly on each
dispense lonated for the patients 1 wash iheir shift x 3 weeks, and then this will be
avpeyy s sl the exdit area hiad no tvaijphie inciaded in montbly infection coptrol audit
prps dowsls fot Use afiet handwasing. The gosng forward. Results of audits will be
ahsarvabio favasked fliat the papst owebs ware - reviewed in Quality Improvement
Jucatadin 4 Mackin With 3 sonser 1o disstes . Mapagement Mectings(QIFMM) end
e owalg, ARGT wRshing bends Wes b W afidressed as mecessary. FA s fesponsible
apalotan g . % ws noted frist 1R for ongoing comphance with POC.
saror wis ot worklng #nd ne paper fowels
wara avalidhie,
An interdew with he feciily's motstared narse
duﬂﬁ_g fha olasrvation on 02232010 &t 1300
feveaded that the paper towel dispenser waa nol
warking. The infacvisw Tevanis et pagar wels
would heeet 1o b ghisined] f & diffecpat fazhion
until ¥ve s0sor vt fxed.
(V 147} 484 30} 7)) JO-CLEANDIRTY MED PREP V147
AREANO COMMON CARTS
Cigen aveus phod he clatdy designatrd for e
praparetion, handing and siorege of medications
and vauead syppliag and equipment. Clean JieRe
shoukd ba Faarly swpanated from contaminaled
nyess whent psed supplies e enulpment aie
tsandiadd. o not handlé and slore mesdications or
cean suppliag U the Satme of AN AGECAT STt ©
thrt whisre yasd enquipran of blood sannies B
el
Whan avitple dove madication vals e wead

PO GRS 2BE7 (009 Prviaty Vareors Otdaivi

Evrig (w2

Facly B 001534

Mmm s Pegh 44134
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DEFARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAD SERVIGES

FRA NV TUHUYIL0

1w
P.ea

FRINTEL; 11162010
FORM APPROVED

STATEMENT DF DEFICIENCE ) PROVIDRR/GUPPLERELIA
MO FLAN OF CORRECTIO MENTHIGATION NUGETR;

pLrcreg

e BT CONETAMCTION
A AULING
B WIRG,

{43 hATE BURYVEY
SoUPLETER

‘R
102802880

HABE Of FAOMDER OR SLIFFHLER
CHARLOTTR EABT DIALYEIS

STREET ADDRESS, OITY, STATE. 2 CODE
3404 BHATICH AMITY

(HARLOTTE, HO 28204

s SRILARY STATENENT OF DEFILIENOIER
FREFY {EACH DERCIENCY MUSY BE FRECEDED BY FIAL
NG REGLAYORT O LEC IDERTIPYIE IFORMATION)

©  PREAVIDER'S PLAK OF CDRRECTION
FREFY {EAGH CORREGIVE ALTION Spbuip ik

TAG CRORE-REFERENCED TO THE ARRROFRINGE A
PRy

{V 117} | Cortineed Foom page 4

{ncluding vials contabiing diusnis), prapsre
individunl patiat dogss In 1 cleph {vanfalzed)
argn away fror dinlysly sladlons ey dalivel
aapatytely 0 ench pelient. Drenot cany mitlpla
dose madicaton vials Fam shdion to giation,

Do not use commion meditalion ¢nis o defivet
wratieations to palianty, f treye me tsed 1

- | datvar modcalingg tn ndiddunl palisns, By
must he cinaned hatwasn paiians,

_ | This STANDARD 1 nod mied sk svidenoed by!
Kot reviawend onslts on §0/28/2010.

Based o facily policy review, obesrvalions erd
ehalf Ininrvimy, the faciisy Salled fo aneure that 4
ean ntes was dexignated fa provent patantial
cross-eantaminalion of medicalionslaupplies and'
Yor staff to prupars, hamdls and e madicatinne

i

vii7

PO EorB-2BAT(12-69) Prévites Virelons Oleoily Weet DI WSt

lafeied o pallsn Eliminated the use of a roedication caxt and
10 bewdmin 1o petieR, the medication station has been rd?ic;wd.
Inchxde: A designated clean erea was created xor

i frdlge ) medication prep on onc of the island urse 10-18-10

y jous in the treatment area 09/29/10. A
1 Amview of fha fac}}ﬂy‘s N"W “Infaotion ;tlaat;ois i place to also fnstail separation

| Gorrod for Dlalyels Pacllifies” {raviston data brxricrs 127 in beight around the
0A721110) revmaled "Cluan arsas should ba modication prep arca fo further désignate
dawignated for tha praparafion, handing, and this space as a clean area. ’
slorege of medicalions and umsted supplies and FA is responsible for ongoing compliance
squiprvent: Clear arsas shoid be clsarly with POC.
separatad from contaminaied sraus where
suppion and gdomant aie fisndiad.”
Obuarvatlon on 08/2242010 Y 1025 in the patiand
Treatmant area revoaled tht a redieafion cart
{liad with medicatims and offer unund suppliss
aleng with wyinggee was focatad drecly heskle
tha framwashing sink used by paisnts to wash
thelr aooaes sites, The thik was dosignated for
pationt tand waiing and had o sign fhat wes
Pty I DOIES H confitmafitn sl Pagy B of 34
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DEFARTMENT OF HEALTH AND HUMAMN SERVICES P
_ MEDICAID BEHVICES OME NO. DB38-0351
STRIEMEHT OF QEFITIERCIES LKt FROVIDEUSIPPLERCLA P (Rimhos
P10 PLAM OF GORREQTION A Mooy PRHITIE ook : A e
A BLITEARG '
R
Y t W N
_ T o " R
HUANMIS OF PROVIDER OR SUPPLER STRUET ACQRESS, LATY, STAVR ZIP UODE
3204 GHARGH ARIYY
GHARLOTYR RART DIALYSIS
, RARTDIALYS  CHARLOYTE, Mo 2oe0s .
Fem SUMMARY STATEMENT OF DERGIEHOIES m " PROVATERY PLAN GF CORRRCTIN 5
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wiiken a5 "Patlents must wash acotss shas” and
lncstnd gt tha hrea of e eink Tha obssrvation
Tugthor reveled that o eplesh guerd o burrar
wag notsd 10 prevent water splashes onthe
acications wnd suples,

Aniniaiview oo O220D ot 1000 wih the
faciiy's nurelng s revasiad fhat the patient
rpdications and uitssd supplss ac slored of
ths car{ wes kept baside thy handwsghing Yk,
Tha Inftalvisw revasdeg dhat the staff hea slways
et the meclicarions end spplios n thin locgtioy
dua 10 Tack of speos. THe Infaevisw dleo
confimysd thad e supplies and mesicafion: cb
ol wat from patnls and stell washing handz.
Thes Istesrvhin resvasdeid thar thee slalf bid ol
pensidared the petentinl contanitwtion of the
fredinatisre or supplis.

Anfarvie with the tacilly administrslor of
U9lZ2ZN0 & 1240 reverled that the suplios
amd readicaons Bhouad be pravented from buing
wat o contaniated Fom peopl washing alf
tands af the neady shk

2, & reviwy of the Faciity's pelicy ntecion
Cantrol for Dinlysis Facies” {rvision date
0372010) evealod "Clean aes shonld be
desighated f the prepanidtion, handing, snd
stotage of maioations and unussd supdiss and
aquipmanl. Bisan arewe should be early
sapetated from contpmingtnd fraps Wham
supplus and equlpment sre fendied?

Ohuervation w OR222010 at 1550 tavanted e
reslication prepanafion ares umed by f facilty.
The elservetion reveaizd tat the poperieh

wrea Is teoumst on & whinsiad oart (Crafwnen
Brand) with the medicaton viels lested an top of
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Gopfinued From page B
e cant with 3 ceared ron nolad, Qbvervation
vevasied s matioation preparation wes (san)

‘mm&mmwﬂhnammuﬂybwmdma

Facifiy's dopigrates handwasking sink for pafiaris
4o wash thelr accexs sies. Obewrvation fevonrlsd
et the Fellfy ad @ sign on s wink thelwns
sttty as “Pafferis miist wazh noosss slise®
facated 3 i base of o wink. The phaervation
furthor ravesterd thay we st 2 splask guard
witg preseni to prevent polential ciosa
coraminntion dring madicedan prepsraien, No
separste dean sres was chsstved for paent
megication prepsation,

An nteiview oh D/222040 s 1555 durlng the
wheeryiiion with the feckly's motstered nures
yavealed thitl o Gt wits the we where e
faclity's wureing staff prapires pelisnts ‘
adicatiem, Tha nterviaw pevexled st she
fiever thought of the petential splashing of watsr
Feean Randieashing sk on the eltan mediostion
pepsmdion aea .

Anlatarvie on DE/Z2IET0 ut 1880wk the
forsity's semniatrative sk rovealed that the
psinl evoss contempinstion hux to be comesisd

" | sovd that ek of spuce i m problem ethe ey

4d4.3n¢a) 1Y) IC-TRANSDUCER -
PROTECTORS-NOT WETTEDICHARGED

Ure mdarnad vencus and arislil prepsne
wansducar Mier/pratecions oy sach peliet
freatment to fraven] bipod contamination of the
Halyala machines’ prassure MOAHoTE.

i the eaxtamal transdiusr protadtor becomies wad,
rapleg krenediately snd inspetd tha protecior.
Fuin s vieibla on tve aide v he transduost

protecior thal fauen e frachine, have quatied
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o SOMMARY ETATEHENT OF DEFICIZHCRS ® TOARD RS P COREECTION
FREHG (EACHTIBFICENCY MUUGT B PRECEDER BY AL, COPRECTIVE ACTIGN SHOULD e
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o/ 120)| centinusd Frompage 7 1z '
perstnnes opet ther machin Biter tha iatment &
campleted and check for contasrsnelin, THIK
Inclixies inspesilon for pussibia biuod
contanitation of the Internal proseure wwblag #et
and pessure sansing port- 1f contemination has
oprad, the maching mus be teken ot of
sorvior and dieinfacted uakly slther 10100 dludion
of bigach (300800 ngh. free chiorine) ora
carnercialy sveliablo, EPA-rogicirsd
fubsaseuiocidal genviside teore feuse,
Ghamge Rhersipateciors Between each patont
dratnvert, and do ot reuse fem. el
ranaduce Riers de notnesd o ve chansd V120
tinsly badwean palents. The Climical Services Spocialist (CSS) So-
serviced the teammates oo policy #1-03-11
“Changing Transducers Protectors” on .
THis STARDARD Iy nol mat as evidenced by 10/07/2010 with emphasis on the need 10 10-7-10
Natreviewass onlha an 102802010, chenge and jnspect the extornal {rapsducers i
for b presenice of blood o saline every
Ranesd on facility poliy reviaw, baenvation and 30) mimutes during paticat restment. The
otafl irterview, the Tecilty shafl flled Yo changs external transGucer Protector is 1o be
and vepect contamiystsd axismal trsneducar replaced whenever blood or saline 15
protaciors i 2 of 2 chastved patients Wiosa observed in contact with the patient side of
the frapsducer protector. Facility
?ggg": ma?ﬂnas s Wd o bave wal or Adminisirator or designee will monitor
ged sasmal iransduear profagion tenm everyday for 3 days, weekly on each
{Padigr; Rtations §1,11), ¢hift, and then this will be included in
. monthly infection control andit golng
“The findingis invhade; forward, Results of andits will be reviewed
in Quality Inpprovement Management
A review of tha facTity's prlicy *Clmoging Meetings (QIFMM) and addressod a5
Tranyduntr Protectors” (revision ks of 1215000 necessery. FA s responsible for ongoing
[eveaied "Eetemal ensauser protsstors wilhe comptliance with POC.
hagicta for the Pressnee Qﬂsmnd ot :z;’i(w
evary 30 minues dupng paterd beamontand
Inohuded In the tnoniesing procass, Tha axdsmsl
franeduceT protector wil be roplaced whamever
blosd of walinm i chaarved In contact With the
.| patisnt side of the: fransduesr prateeion”
u] HE-SAETIER G0 Pomionss Vetdior Daolily Faa e Farckily Ty GOVEM [Aa——" ;P{'Mﬁ Fath BQT'N
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M 120) | Comtinusd From page 8

1, Obaervation oh 037222010 af 16054 for Ta
patient it stslion B4 duing towr reveelad the
putiznt's existnal timpdiscer protector wag nonad
16 ba coptardinatas with blocd, Obdervalon &t
610 thrsih 1845 reveslod et 00 S0 mambay
trapacied or ghanged the tasducsr frotectr.

2. Chagavation on 222040 w1610 for e
pattert in sletion #44 during o pevested e
pafieris eiesnal ransducsy prolacior wos ngded
tn ha conbevitnnted with blodd, Observation &l
1670 thyotigh 1545 revealad thil o stall membar
inapactad or tingad five transducer prolgoier.

4, An intarview on 09212010 o1 1660 with the
fatiity's reglstersd maes tn fa patin) freximent
563 raveakd that the slafl should change the
Plondy fransducars wrd shack e back of the
{tarpduces to traks surs thet e wachine is rol
ronatimind,

4. Ao Intervlew with the Faiy's saminbsralive
giall an (RIZ2/2010 of 1858 revented tial b
lranadusey protoctors shtould be immedintaly
3?;;;;&1 and chacked by staff whon fhey beconm
IV 122} | 484,30t IC-DISINFECT
SURFAGESIEOLIPANRITTEN PROTOCOL

11w taclily miust demonstrate that @ follows
pandard nfection sl precmifion by

nplemariings

{4) And mminfalning procadunes, it acoandance
wih sppficable Siale and fosal lawe md accepied
public hatth procpaiiss, for e

() Claening and dienfactien of contumingtad
surfaces, metfionl davices, arl eruipmant.
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e SINRT STATEMENT OF DPFICIENGIER L TROTDERR TN o O
i quicH BEVCIEEY MUY b2 PRECEDED BY FULL PRARY IEAGH co&mgﬂcﬁén&i}g‘w combutron
RERAATORY ERTIPYING IFFORMATION) TAD uﬂoﬁmrsmﬁ;w THE APPROPRIATD DT
. . . ) HCY)
{V 122} Confimsd Froh pagas 122
This STANDARD in pol st a5 evidencest by:
Net reviswad tosils o0 10/28/2010.
: V122
Bavad on faclty pelicy mvisw, tbservations and
afall intarvia, the fardliry faled 1o e that The CSS in-serviced the tear o the
sief knplamented stendard infetian tonio) , smpurtance of maintaining 8 clean
presaufions by clesriny equlpmenl stdneed with environment and ensuging trash is picked
ramoval ofirash rom Toots i i palien up from t%xeﬂoor and blood stains and
| wealnisrt aves, apropina deking wid Biood stains are ceaned when they oot | 44,3510
dhfecting ofvanzilar o used it Canswiilbem_plztwdbym{wizm();
swoalerente Grvd claoniig biood ateins ko ek 'I,i‘.?ﬁéﬁﬁiiﬁil“ﬁfﬁﬁﬁﬁi o
surfazas durig patiant hemodialysts vesiments, disposable bottle-iype dispensers.
The CSS in-serviced the teammates o0
Tt rslings include: § $Yizh
policy 1-04-08 “Uslizing Vasonlar Access
A ryviwy of i faciiiy's poficy "Ifection Detirol gomslﬂf:n%pgﬁw ;051.?1 e
w Eacidy's poll - Coptrol for Dialysis Fecilities™ on
for Dialysis Fesities” {rsvislon dile DB/20M0) 10/7/2010 with empbeasis on the need for
mbntf;qmenw aocasslle tn patianto nd sppropoe cleaning nd Asiniire of
BarRaiEs § vascular clamps, Facility Administrator or
and ;‘] woRk Wfﬁgms{fm m&t\aﬁﬁ designes will monitor team everyday for3
Kiaxch eolition of tha appopiats siangin aflr  days, weekly on each shifi x3 weeks, 2nd
3 then this will be included in monthly
sompintion ot procedures, after spllls of bioed, infection control andit going forward
theoughowt Bre diy, and sfer
) oach imatment. Any Results of audits will be reviewed in
drans Cottaminated with vish blood or besly Quality Tmprovement Management
o s e bl for ot
: N NECESEArY. is responsible for ongoIng
cormpliance with POC.
1. &, Ohssarvation oq N22/2010 af {1043 In he P
patiant trantmant awa rvankd Mal a folirg
whaaled can with a o) of by () acld bath Juge
onmnpanmdnmeddmwmdmwhmm
tolor and chalkyinnd dust noted on tha et
1, b, Obewrvation on AAZ2/2010 1 1605 pevesid
trash {pepar wrapprrs) scettorsd on The patien
frostmeen mren flaty naar patient stations 44 tnd
#11. Obucrvation frthar tevasiad thise trach
gar n o patisnt inaatinant area hat ware full
FORM CHEBRRR ' gl
(h2AS) BBV VTR LRty Poard st Faedy it; Lty ¥ ooitunton shest Dege 10 of 84
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R
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CHARLOTTE FART DISLVEY

SYREET ADDREBES, (7Y, BTATE P LONE

oo 226100

T EHARON ATY
GHApLOTTE, NG ZhILS

o m SIMUARY SYATEVENT OF DERCIENGES
e 1. {RACH DERHENCY WUSY Ri PRECEND Y FULL
10 REZULAYORY OR LEG JHENTRVING iEORMATON

5

PROVIDER® PLAN )
(BACH CORRECTIVE AGTION BHOLAD BR SOURETER
CROBSRE]

FERENGED TO T) APPROPRIATR e
DEFGIRNEY)

§V 122} | Gontimued From pags 10
wid enaeritwing with draeh.

1. &, Chasvation on (82272040 & 1618 revexied
thattwp suiteiisd (GOJG Brand) foup
dispansas iy the Falify's genvice arex 4l
Tandwshing snks designatsd as dean hvd
saked nysted hutdop olmarved direcily dnder the
dispanrg. No chesrved svidancs of elimning tha
wpenserk wies ohieved.

An inbsrview with the faciity admintstrator on
D200 revealed thd e eres showld remaln
fres from cladar and dily bulkiup sround
supling, Thic infmrvigw sl revasaled that the
aush shoun b= deered uf by the stadf, Ne
resaci Wi given up ie why the afas wem not
doaned by the sef,

2, Obsarvafion on 052212010 3t 1020 ) the
patiant iragtoant ares revislesd tha vascuiar
ciamps ussd for patisnt vasoulur access wlies -
wists focasfad in 0 contalner oF 11100 blech
dlelnfoctant end had visibis alottng bked on e
- | cimvphaads, The cheervation e rvtaled
thiat the Glatnps wre not fully submergsd I the
tiinfeciant blsach, '

An Istepviey with the ety sdmirdslator on
0912272010 at 1216 yeveated that the damps
shouid ba befw $his Jenel of hissch solsion

"t acesrding ta the lsclity pofiey,

3, Chasrvaton on 09222010 at 101G In
prtlant trsimont ateq revested kipod tiaks oo
spof o readls shaps confainer focated dirselly
basids the patlant cistyzing b station #18. Tha
o stoins ware localed on 5p of the shapy
eontainat from 1046 Rrough 1155 wihotd atal
chaarvad foclean the stalhs,

WAE

FORM QH5-3097(740) Prigntits Venturst Dbeatota | Bemiihvii
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(X3} UATE SURVEY
COMMETER

R
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CHARLOTTE BAST DIALYSIS

BYREET ADDRERS, CTY, SYAYE, ZP LODE
04 SHARDH ATy -

CHARLOTIE, M5 20208

10128024199

Pyt FUNIERY STATR/ENT OF DRHEANCTS
l"&ﬁm (EACH DERCIENGY JpJTT BB FREGIUSRRYFIAL |
REGUATORY OR Lscmmmwm NFORARNOH)

o FROVERS AV COREETON ' w8
T | . CROSSREFEREHOENTOTHE APPROPRIATE un
' BN

/127 | Confinued From pxge 11

Arvimervioy with the faciily sdminieinter on
D010 af 1240 mveslad thint tha blood stelns
should b clsaned whin they otour of soon aF
prurgiis,

{V 166} | 494.40(0) CAREON ADSORP-MONITOR, TEST
FREQIUENGY

8,25 Caghon adsorpliot: monfiosing, testing freq
Tesbng Yor free chiorine, ehimarmine, or ot
chioring sheuld ba pasformed at tie baginning of
eich treatmert day pries o pafiants inifiating
reubrent and sgaln prlor to the begireing & eadh’
petient shiL if ihave are no yet patien shifts,
teafing shonld ba performied approxivgiely svery

4 Toum,

Reasulle ¥ tronfioring of frea chionine, dﬂmmm

orintal chiofie should be reporied hia hg
ahit

Tesiing for free chitvine, elforaining, or ofa)
ehiering can be anmomplisted u=lng the
NN-dietyhp-phenyiana-Glamiee (DPD) based
test Kito or dip-andunad 88t elirips, On-ina
moRttere ran be usd 10 mersye chlormine
concsptratiania, Wivohevar fest eystem i ysed |
et have sufficlant senslivly and epaciiclly to
resgivs B miakivum Bpvels dascrbed in JAALE]
44,4 (Table 1) fwhich i w madmum level of 0.3

gl

Batrpden should he drawt ihen the aysiom hes
hawn opermting for 6t jeast 15 adnides, Tha
enplysts shoul! be parformett on-alte, olnca
chipraning tevals Wil deressa If e sampla ls
not Rgmayed gy,

THis BTANDARD 8 ot mat as evidencad by:
Not revizwed onatie o 1072672010,

v 122

{v 168
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LOTIE, NG 28205
Py 10 SUMSLARY STATENENT OF T 3 P T O e
e m;mwm?&mm prer e e | s
T RITLATORY (R LG DENTIING HF ORKATION) g CROSS-REFERENCER TO HE APPROFIIATE ont
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{v 168} ] Continued Frem page 12 ey "
Fsasad on taathy poficy revie, the faoilly's tmel
aitnring tesing lop reviesw und etalf Inecviow, e
factfiy felked 10 efsure reguiaty performed twsing
to mfgatm_m}ata! chinrme i its walss systom V196~
uned iy paiEt hamnatysls and faled to provids The CSS in-serviced the teammaties on the
eotor blinduass tssting In 2 of 4 sarpied siaff immportance of completing the walsr system
suystrhans that test tha faclity's water systai fof tota) chiorine monitoring every 4 Bours per
the prasancs of ciinrng (Eiﬁif#f kY policy 2-07-04 *Daily Water Total
Chiorine Monitoring” and documenting 10-18-10
e 4 on the appropriate 10g. FA/designes will
Tha findings inAuce: be checked daity for 7 days then weekly
on going. Color blindness tesHng was
A review of the faclity's poficy "Lty Water- completed on the 2 RN's cited and it was

Symam Tetal Chinine Molering® {pwisien dats
04/2010) searaind "ok Crlodne taning le dova
o5u iy bty print o the Grst patiant et '
angd evedy four {4) hots unti all acdivifies thsl
Yepuite g o dialysta qaality whler are
sompleted ®

A paview on DRIZE/A070 of the faeTiye Routna
Towe) Chinrne Tesling Log® fr f2/15201Q
revesdsd hat i facility staff faled o domuwent
Crioring tosting svery 4 hows. Theedaw
yvaclod fhiat Tor D2ASIZ00, tha facHly wiall
dtitumemiad Chiteing tegtiig #0300, 0540, 1345
and 1740 The veview fusther revealed thet tho
feciity steFwiole a v of 0845 on the fog b
falid to documant any sesults, Intialsor
wignstires for the Chiosing lasting. The taview
raveskd that tis DE45 testing her Chiofing wis
nat cocumeniyd e completed.

An irtepviaw with the faclity's Biomad echhiclan
o mgmmmn at 4400 ypvealsd that the izl
chlofitt checky shouid bs dofio Bray & hots
:Jﬂlii n 15 mirane extra window of me given. ‘The
inferviow ravealed that some fires he dureing

| staff dons ot Ty doumrent on the wieter log

fornd that they did have testing end results

* are in teammates files. Color blindness
testing will be done on aY] new bises and
anmually there efier, Facility Administrator
will spot check 25% of tearomates file
monthly for 3 months and angually there
after, Results of audits will be reviewed in
Quality Jmprovement Management
Meetings (QIFMM) and addressed 28

_ pecessery. FA is yesponsible for ongoing
compliance with POC. :
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AHD PLAN OF GORRECVRON HENTFICATIR NUSER: CONRLETED
R BULDIRG
R
» o i , woganny |
NAMEDF PROVIGER OR BUPFLIER - BYREET ACDRESS, G1TY, STATE, 2P GODE
- 1206 SHAROH ARKTY
CHARLOTTE BAST DIALYSIS ‘ CHARLOTTE, NG 20208
o SUaer STATEET G DRGEG s FROVIGERCE PLAN OF CORREGTION P
PREFRL {EACHT] \RAEY B PRLCoSen B PuLL FREF (EADH CORRESTIVE ACTION BAULD B SouriEnn
G REGULATORY OR LES IDENTFVINE INPORIATIONG k| EAGES-REPERRHGED TQ THL APPROPPIATE B
' DERCENGY)
{V 168} | Continused From page 13 : 18R
£aeond.

A reviaw of the faclily's pelicy “Dally Watsr
Bysiam Total Ghitros Menfioring® (ravicion disiz
(302090} revanted thal the tacifly vess the
"Lamnots SL-3AW Tast K3 Colodmstar® ity e
ehdadn tasling i fta water system. The polisy
wisn revandad that ifve sloff lnstrudlions ineilte
*Holding the Cota-Sikde Viswar 0 tel nonedifedt
it antars the back of the vomperstor. Maich b
fest yiba color srandend on tha Ocle-Shide ard
read the ppot vtus on-thes Octa-Blkds standiod

| that aehios sobiy of the dest tube saple”

1, A roviaw of tha teciity's paninnnet fle for aintt
U158 ¥ oo OHZARO10 mvssatsd that the
resyieternd narss 4id e8] B fcilly's waler

aystam for totel ehindne whan tesded. The

rpview tevenled that the roplelered ruses fallad to
heves dny dagkveniad color bindness tating
conpigted,

2 A vevkw of the faedily's parsannial B8 for etaff
e ¥ on 03232010 revesled thal the
regisiored fuee did test the faslily's watar
syt ey folw) chiorine wissy nteded, The
oview tavawled thal the registered e falsd to -
have any documantsd coler hindneas teating
corpisted,

3, An intsrvisw en DFZ3RNG A1 14{H with tha
Taclily attmiplairator covaalsd tmt thrse bl
numes dd 7ot have anpy decamentsd oolor
bintdnons testing In her poraorres] fils. The
inarview revaaled o reeson 2510 why Tess alsfl
miifwen did riot hive Ay testing dove. The
interviaw shio revanied that thett nurses do
ehack the water systam fof ehiorins and should
fiave polor bind teatig in enpiye that aaoh nwey
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OEPARTMENT OF HEALTH AND HUMAN SERVICES P asbca
CENTERS EOR MEDICARE & MEDICAN) SERVICES ) OR NO. PR30
BIATEMENT OX {l PROVID 7 { ;
mopeoances | RIS [ e
A BNG
' R
RO
. asaat - - T2EREY
NAEE OF PROVETSR (R SUMRLER YTREET ADIRESS, CI1Y, STATE, 2P COLE
EMARLITYR ¢ 3204 QHARCGR ARBTY
ART DIV AHARLATTE, RO 205
o0 SUNNERY STATEVANT OF DEACINGES P PROAHER'S PLAN OF CORREGTION
PRI (£ DEFIGENCY WUST B FRECED Y FULL PP (R GORPELE ACTONHOULD BE oM
b REGUIATORY OR LES inzniiP NG INFORMATION) AR CROBS-REFERENCED 10 THE APRROPRIATE bted
DEACENY)
{V 195} | Contlouad From page 14 v 198}
Al read e volor mathes.
{v 3a1} | 454.800Y1) {vzan
REFRDOGESSL ING-TRANSPORTATION & .
HANDLING
11 Raprosessing
111 Transportation and handing
Prons herdting Used dinfyzars dudiy
transportation hall do 6 1 2 clean eod santiary
mrnoet salntsiing Stanstand Precavflons undl
mdm{w Is g?gtactadbvﬁwwm nd Vil
sxteroplly, To al grosath, dislyza :
iz m:m ke m;mf:g wﬁ ;h'hpur; lh:uld Upon inspection, it was dc&cn'nine':d that this
refrigerator was upable to maintam
be iigarsiad and rpd wiowed in heeza, Dibet o s U 20
g 5 perature withia acceptable hmits, The
vramspontation and hundling tses (such 20 N
N s reuse refrigerator bas been replaced and
profongut ctays in fiplockasing) not descrbed mcEed fo be within accoptable Jimits as of
in {iva recommensed practiee shallbe valktated 09725710, The CSS in-scrviced the
and dometented by the responmils pany. jearnmates on Policy 6-01-08 Reuse of
Dialyzers with cmph‘asis on dialyzer storage 9-30-10
Thix STANDARD 18 hot med &5 evidented by 1o reust refrigerator nchuding the
Nrtravigast ongle on 102622010, temperature Tequired to be maintsived
between 36-50 degree Fabrenhe’t and
Baged on faclly policy review, shesvation, actions to take f temperature is ont of range.
refrigarelor tamperatre oy aviaw and Ibi,l' Proper documentation of a single
Infunvew, v ity falsd f onaure tha patient | temperhae 1o e reo e ecignee
vt ﬁ‘W WA aﬂmﬁm mfrigamhd P TEVIEW 4. acihity YR Y O sl
it A will review the log everyday for 3 days,
It basterie) growth befora rapraeAsslng. wetkly on each shift x3 weeks, and thea the
Jog will be monitored daily by the charge
The findinga Inclide: purse on n oR-going basis. Results of sudits
R will be reviewed in Quality Improvesnent
Atoviow of the faciity pticy "Remes of Dislyzers® ‘Meoagement Meetings (QIFMM) and
{ravirion datn (R/2008) revesied "Diatyzers are addressed as necessary. FA is résponsible
reproceesed within tero (2) howrs of sipted In 2 fim ongoing compliance with POC.
dexigratad rause refrigarstor in relard bacterial :
greswth unt] resee b bagun. Refrigemiod
dlalyzera may be stoved far up 10 38 foure pror
being repracosead,
Thi tefigartor used for contaminated dalyzor
1 Blosags {a matmiaingd batworn B6E0 degrens )
Ptk SHE-EEBH{u-3) Pryviook Vadiiom Do Pt iiT2 Ky B2, W5 W eerfmuton ahett Pogs 156
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FORM APPROVED

O N, 2350381

STATEMERT (F REFICIENCIES 1) PROVIBERSUPFER/GUA
ANDS Bl OF OMGECTION s )!mwmmm

My

() SULTR LR CONBTRUGTION
A BIHLING

& WG

{9} DAYE SURVEY
COMPLETED

R
AZRE204D

NAME OF PROMIDER OR BUPPLIER
CHARLOYTE BABT DIALYSM

YR ADDRASS, OfTY, STATE, 2P COIE

S GHAROH ARTY
OHARLOTYE, NG 28208

YA
FRERX
a0

YUITEAARY STATCARNT OF SFKENCIES
(EAGH DEFISIENDY MUST B PRECEDEDEY AL
REQULATORY D L DENTIFONS REGRMATION

©
FREFX
)

PROVIERS PLiti OF CORR
{natH CORRECTIVE ARTION

CORNECTION o
BHOAE IE Ltitaad
GROMREFERSREED Y0 THE ARFROPRIATE OATE,
DEFRTIEY)

)

; ravaaied dooimeniation by stolf of B

Cortirmeed Fro page 16
Feheaeii®

Obwaryabion on Hiiza2010 of 1100 (e paltol
tteatment atea rmvawled a ot of seven {7)
paflant usad dinkyzors inskis of the stomge
refdgarmot ueed for retite stompa. Insperfion of
f50 fhommomater reverted e i tempapture
wat BG daprvay Fehrenhait st 1305, The
upaarvaticn of S oulsils of the eefdgaraior
vevesled that & fendwiitien rotetion was phcsd
an the front of s relgerstor Smt was wiitian aa
*Texgporaiure Bk be 55 degress F
{Fatvarhell) - 59 dagrans F. * An Intnvisw dixing
1o oheervation ¢ 1105 with o patent dislysts
gara aalf mirhes comed etde
tmparwie was §6 dugrent F and shntld pt
e theat high, The: staif memhor revested that the
teniparature i the refgreradar bad beon slevaled
mmuemdm ot abla to pive apacHic detes
o .

A review on 08r22/2010 of e reffigeriier ing for
201D reveriag tat the fuctlly's miigsndor
tfpmratire Brndle shottd be ™36 degress Fio 48
dagteas F." Tha teview of the Q20 TRing
rovaaled that the stalf had docmentsl .
petatia chacks at ranges insduad of a sipgls
dossmanied tempsrature, Reviaw for 00012010

redvgerator iamparahue o i 8 rangs of 32-36
tiagreas F. O GSK5772070 e fange o e
tetnperaiure WER (o0UmEntEd BB 324 dagreas
F, Raviow of tha Jog for DRZZIZ040 (ite of
shearvation) fevealad ot the 1amperaiure
veading wat desumenizd ag 30-48 degress .

An intanvisw wih the regiztored nure in e
patiant troabmant eren on 08222090 at {185 -
rovasiad that tha refdgarator has sonstantly been

{vaa)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES '“‘”‘M‘W-Ay‘“m
CENTERS FOR MEDICARE & Y . TORM APPROVED

SYEDICAD SERVIORS N N0, 0538 0351
ETATSNANT OF DEFOAIOIES %3) FROVIDIRAUPPLIERKLR P MULTIRLE CORTTRUGTION D13 BRYE BURVEY
AN FLAN OF GORREGTION T
(DENTIFICATION NUMBER; A BUIDRG . GOLEP By
BWHG "
: T 1073201
NAME OF PROWEER O SLPPLIER FTREET ADCREDS, £117, STATE, 20b COPE
CHARLGTTR EART DIALYSS SIH SRR AT
) .  CHRRLOTTE,HO 206
Hnm T SUMSAARY STATEMENT OF DEFISICE u FROVIDEFTS PLAN OF a1 o
PREFD (EACH TEAGIENGY HUST BE PRECENED By FUIL PREFLX s ¥
M BEBUATORY DRLEG IDERTIFYING e ORMAYION) 1t mmm mﬁm n?ﬂgw
) PANCINGY)
{v 3t Continund From prye 16 v 381
& oonparn With he tempetatine rsedings. The
Iitarviaw tovauled “Everrlima we mut hot diglyzars
gﬁt:xgt re&igargmt. e wmperatir goes i the
Anmsréiew with the faslily sanintatator
DRZZ010 o1 1240 revialed et ha was noy
auare of B elpvated tempenhin madigs of the
Isprevessing storage rafrigaralar, Th intarsiew
avealed thatthe siafl had hol nfomied hicn of
fhe elavam iempomiure thanges. .
{V 340} | 434 50()(1) IALYZER GERM«0% v 340)
CONCGICARS DIBINFECT
14414 Cruamieat genmicidal procedund: = 0%
canplpn capr dalnfertsd
W applicable, e harvodialyzer shal be fsd wity
tha germicide wolutien unll the conssntration In V340-
s hamodialyzar s ot Bl B0% of the presafbed The CSS in-serviced rense leammates o5
eanantration, policy 6-04-03 Cleaning mi Dx.smfc:}t:on
- of Reuse Supplies with emphasis on the
e parts of chatically dishfrclad d’n‘yﬁm shsll need to fully immerse the caps below the
be dielferted atid then papeed with new or germicide surface Jevel, Facilily ot 10-15-10
dhinfactsd . Tha" iy ba disinfected Administrator wil] monitor submersion O
with dlivtes ig:;:ﬂ; Wmcgs:d}:fym t‘smed for caps per pokity for 7 days then once &
mm e mm‘ AT Ay oiher week for 2 weeks, then :;}Dany‘al Results
- of audits will be reviewed in Quality
d addressed a5 necessary.
W" R E-% is rcspoa:sﬁﬂc for onpoing coinpliance
‘This STANDARR s nok mal ws evidenced by Mo
s uws evidenced by:
Nat reviswed ensits en 1072872010,

Hasad on fadlily policy review, chsennions and
etz ktarview, thy faciiy's reves stelf fallsd in
srsuye it reiss dlalyzar Geps wima teaned ang
wminfaciad by appropitel bmersion in g
gemiekle hefor remsembling of he
reproteese] dilyzirs.

LR CIYAHT (0548) Provitars Veens Chrokold Rebi B waTT

Frelly e G664
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DEPAHTMENT OF HEALTR AND HUMAN 8 PRINYED: 11M6R01D
OF HERALTH A HUMAN SPRVICES FORM APPAVED
\ MEDICAID SERVICES 04330
GYATEMENY DF DEFICENCES Xt} RROVIDERL? ' SMBND. JE:
ANG BLAN T CORREGTION ’l?DENﬂPFCA“DR t&!m PIALTILR CEASTRLETIN mgg‘mtm
A BULRING .
R
3asey A%
- . - ; pioyideigli
MAME F FROVIDER OF SUPBLIER TR ACRESS, STV, SYATE. 71 CODE
GRARLOTTE EAWT DIALY&S mmm
OTVE, N 36205
Py BUMATY STAYENTNT OF BERCIENCES s
PREFI {EACH PEFCENGY RISY EEPRE%‘EDB) RY AL m‘gm ‘Jé‘fm m;semn ooy
)  REGULATORY B LG IDENTFYING INFORMATION) T LEOERETERORCED T0 THE APPROPRIATH Wm
{350} | Continued From page
page 17 {v340h V400-Physical Enviromment
e o oS
. Deficienties (SOD) and formulate th
Argy'uw of tha faclity's prllcy "Cleaning and fono?;?ﬁigfn of ():;‘;ccsmrocfne
Painteafion of Reuse Suppliss Poly” {edginatian standards wnder the Conditions of
dple G0/2005) ravéaled "Reugs suppllas wii ba, Infection Control (V110); Physical
cletned pnd. disinfaciad with & 1% perscatic add Favironment (V400); and Goversance
ol for & finiinam of 38 minutes. Blond g (V750 that are not met 25 well as other
dialysate \ _standerds, contain specifics of corrective
mbz‘?m%ﬁm é‘:m‘ﬁmm " plans. The facility will ensure that the GB
> provides oversight and bas systems in 10-22~30
:ﬁz‘f“ bt s grestal tian 24 house prioe i place to sce that the facility is oquipped | for Fire
and maiptained to provide a safe, system
functional and comfortable environment
Cbsarealinn on DAR2/2010 At 1006 In the faclliys snd an effestive infection control program
st e forpten e e g ol
¥ iligently working on torrecting all the
 cislyzare wate placed i bvo 1% purcetio udd jssues cited sinot the survey, The fire
foemmicide) sohiion plastie contalngr tocated In alarm hes been instalied as required. *In
the sasighuted dity sseBon for disindarton. The addition the pl?ysical plant issues will
slastvATion rovealad that i caps n both e T e et e
contal ependent upon permits and vendor
mﬁ‘rﬁ?ﬁx ﬁ&fﬁ ot et ok Y avaflability as woll the fact that much of
surtac beval Tha chasrvat RN , the work will bave to be coinpleted during
. ‘mmn restion wia during & Yy son-operational bours. These issues bave
whan prassut i the reprosessing been evaluated by an architect aod a plan
area. - to move forward is o place. Esfimated
time frame to complete is 9-12 weeks. We
An Inferviw oh ORZRIZUT0 at 7620 with the Tequest your consideration in these 12-31-30
hd!m&hmm 1svaaiod that he particular issues. for
nania fist ¢ps shouk! hava tha caps cont pg 19 additions’
fully balow tha kava) of the distntection sinface. 1 physical
Tha Irtarview tevesled i Rason as o why the plant
?;Sps e fasath conidipars weare ol halew work
kfectant suface faval.
£ 400} | 404,50 CRC-PHYSICAL ENVIROIMENT {V 400)
‘This CORDITION 18 it met as evidented by,
Wt raviewsd onslie on V282010,

FORM MDEIITHR-69 Prnhur Vo O

Eriif i veiiz

——" . W oorfimsion szt Prge (8 3
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DEPARTMENT OF HEALTH AND HURAN SERVICES ) : PRIVTED: 14482010
gn iyl \ FORI ARPROVED
= MEDIGAL SERVIGES OMBNO. PE3R0ES
®a imovm'emmm 04 RULTIPLE CONBTRUGTON £7) DATE SURvVET
s Bwia . 1mﬁsr2e 10
HAUR CR PROVDER O SURFLSR  NTREET ADDRESS, CITY, BTATS, 2P 0PE
CHARLOTTE BAST DIALYS(S 2208 BRERCR ARRTY
FaraARY ) b
i BIATENENY OF DRRCTIRCIEE
F@'}éu [EACHHPEAROY ey ratoes oY AL Pher W&ﬁ%%&e couplanon
s REGLLATDRY CR LG WOENTIRVRO Ry ORENION 26 cmmmommng RPFROPRUATE baTR
{400} | Confinued Frém page 18 {V 400} VA400 cont. Upon inspection, it was
: detersnined that this refrigerator was unable
Haged on ohietvations gg refarenced in the Uie 1o maintain temperatire withis acceptable
Safely Report ol z compleiat Tovestigefion Tireits, The rouse refrigerator has been
oompluted BRISWZYID, tatifly peiicy reviow, r‘cp'{aceci and veribed 1o be with.in aoccptnb]c
hearvations, mfr}wa’brm ripprature Yoy . Lmits as of 09/25/10, The CSS ip-serviced
and stafl mm 1 was 8 ‘hﬂ’ aﬁ\“: o thf. feammmates on Poiic.y 50108 Reuse of
s i Db s 9500 | ,
H P o heslih {empeeatire Tequired 10 b raintained ,~
ahd sxfety of pationts, visors s stufl. The between 36-50 degros Fahsenhoitand ections | © '
sttty fafiad fo hawy & artyods banier neparalig 1o take if temporature s oot of range. Proper
the tdiding fio fwo suparats sicke documentation of a single temperature 16 be
somprartmants for 2 facilly 1t bs epprodmely rocorded was also reviewed, Facility
7600 syuare feot In el faled t enstie that B Admsnistrator or designee will review the log
amargoncy batlsy lotated everyday for 3 days, weekly on cach shift x3
the m - wﬁmm tallnd mﬁm weeks, and then the Jog will be mouitored
o drills &t nnspacind s umdat : daily by the charge purse on a2 on-going
corEtions sach guarsr in pleca Ofm:;‘?h W ) basis' Re;su}ts of audits will be revicwed i.“
oot o A e Ta
an affckva @it B Q) an €55 as nu?ssary.. FA S
f ‘wm“ B wm“w' w&m& responsible for ongofg compliance with
facifly's patienls, visdfors 1 Induds e POC.
altemative fires exll couta ttom Inzlds thae patient * Since the Facility is approximasely 7,600
Yrestmant w7ea i the pvent of the ons fire sq. ft in size, the required Smoke
pooket by fire, mwd fatied t Fontior avd mainialn Compaxtmentalization will be accomplished
Tefrighior tompararmes 19 hibh poteniial by extonding the existing non-rated partitions
vacterial growih In stored peproversed (nmn) to the Roof Deck, as indicated in the attached
dstyzyrs. Tha cmiiatve effect of thees wyelit Sketches. This will provide the minimum
problsmes yesulted in five faciity's n ity § 1,140 S.F. in cither compartment as well as
i the pinimum exiting requirements, New 1 4.
mrﬁ?ﬁiﬁ;ﬂlﬁ:ﬁw of patiscts, staff and : Hour Smoke/Fire Partition and 20 Minute ;0]3 3110
Bty Fire Rated Doors will be installed atkey dditional
The 3 Jocations in order to provide the neesded physical
Fndings Mo ‘ pathway from exterior wall 0 exterior wall. | et work
Each door wil) also Include a passage Jatch
A. Tha Gacltty falled % Yeve & Bmoka bemiat system, } Hour Fire Rated Frame, and Closer
wmﬁmm{grmmmmmpam. wmcke: device”
eompapimants for o tactity that i 4 i
7600 squans fael in sizw, fadesd to enture “This emergency battery operated Hight was
Eaflary W Tt Med‘:;t;tﬁ repaired and operation verified by an outside
i feruse o was In opration; Eaded 10 held vendor 10/07/10. This will be monitored to 10/07/10
ensure it is in working order during snontily
fire drlfs of unexpiclod Fones vidiar vaning facility audits. cont. pg 20
FORY CUE-IRT Provesg Vel
s PRkt BeniDT2 ey DY TS i cardiaunion chastPigs 18 1 3¢
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PRINTER: 14162010

emgenoy evaniation routs for the faclily's
pufiunts, staff and visitors to nstuda an alterative
Tirm Q0§ foxdts from bakds e petlent tediman
area H Ui svant of the e fir exdt presageway
vist Hotked or urpasaabie.

(055 rafar o 4G4 80() Phsical Envirermest «
Tag VR4

£3. The fadfty falted bo moslior and malialy
refrigeretor wperntnas i Inhiph potential
bachertal growth i storet ioused dizyzes,

_ ~roas vofer o 404600k Plyslcs Envionined -
. Tag VO4DR.

{\f 408} | £194.60(R) PE-EQUIPMENT
MAINTENANCE-MARUFACTURER'S DFU

Tiw dialyels Caciy must IviAsstert and prlnldn

# program b ensuts thel o st (mokuiag
mmergenicy mpuimen, dislyals inschines and
wcuiprvant, sl fe waler tresdmont systsm) am
aintalned and oprated i secordimcs with the
remufachure’s reentmandalions.

‘This STANDARR Is not mef s evidenced by
Not reviewed onslies an TO/RBREM0,

Fire-drili was conducted on 10/172010 and
will be conducted quarterly at voexpested
fimes by the Facility Administrator or
designee. These fire drills will be documented
and evaluated in QIFMM. .
Storage items bave been removed from the
corydor 2nd relocated to the records siorege
area as of 09/30/10, Route will be. monitored
daily for 7 days then weckly for 2 weeks then
rmonthly for 3 months by Facility
Admnistrator or designee,

The Governing Body will meet monthly x 3
1o ensure compliance with POC. Further
compliance to the POC will be reviewed
during monthly QA meetings and reported 1o
the Governing Body 20 Jess than sexmi-
anmually. The Facility administrater (FA)

N A0 representing the GB will be responsible for
ensuring implementation and ongong
compliance with this POC.

FORM ARPROVED
(- CENTERS FOR M MEDIGAD SERVIGES OMAND, 05331
STATEARENT OF RERCIERGIER 1) PROVIDERBUPPHERICHA {62} NERPLE CONSTRUTTION
BXD PLANOF CORRECTION 7 IRENTIFIGATION HUMEER: Mgggmw
ABULLNG ,
R
BWIRG
L — s . IR
Naste Gr PROVIGER OR BUPFLIE SYREET ADPRESE, BITY, 8YATE, 2P (ODE
GHANLATTE EASY ALYSIS M4 SHARCH AT
CHARLOTTE, NU 24208
b STATEMENT OF DERCIEHUT 0 FROVOERS M
pREFH (EACH DEFIIERE ML BE PRECEDSR B FUL PRE e T Atran LD b2 o
e RURLATORY O} 150 IVENTIFYIRG IMPORMRTION) ThG CROGEREFERFNGRD T0 THE AFFROFRIATE e
] NEMEERGY)
{400} | Contirkred From page 18
m&mmmz In placa of only v Y’?ggf:;zm?aﬁm Station #7 will be *12.31-10
Wvarvising 3141 o the fite i, and fafled fo relocated. A mipimum 5407 porion of the  1for
tamtwe gtoraye in the font eoirider of the facllity Treaunent Chase will be demalished to additional
next 4o tie lobly ot tho uida axdt doar. provide a clear path to 2 New 30" Exit Only { physical ’
. ' Door with Panic Hardware, 4 minirrum plant work
~Croes rater i 484.60{a){ 1) Flysic 5OADA Accessible Sidewnlk will be
Erwironmaht Pio-Salaly and Lt Salaty Cade. jnstalled o connect this new door 1o the
Ty Vo417 existing parking area, After installed the
emergency evacuation plan will be updated to

B. T taoilly faled 18 eheto an sisstve reflect the exit routes.

10-1-10

09/30/10.

PR OMEEATIIG-H Prinious Verory Diroiahy P —

Fafy i dovsse Heamthititon shoaat Pagh 20034
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DEPARTHENT OF HEALTH XD BLNAN SERVICED A

, ECICARE & MERIGAID SERVICES ONAE ND. 0B
mﬁ OF DERCIENCES o
s m;- % xn NNWWBWA zﬂsm& CONBTRUCTION wf}m Lsg;g:‘?
R
. IMKG
- Saad 2812919
HAMEGF PROVIDER O SURRLIER STREET ADORERS, CITY, STATE, 2P GO1%
CHARLOTTE EAST DIALYSIA WW“E"W
SUNIATY STATEMEST OF DEFENG) " PROVIDES PN OF GORREOTION 0
m {RACH OEF wmnmmmnvr EERRECTIVE WD CRRELETION
" mMo}igmtwiowmw ‘%J» T3 &amm%ﬁrmﬁw T
ERGRELY)
{V 403} | Cominued Feom page 20 v Ay
Bessed o7 faollty poley revisw, shesnvatians,
refipstater Bmpsrature log review sad sl
Tokervlow, tha Faclily faBed 1o manttor and.
rintaln cefipbiator mperatupms ta inhibt
potantial baciutial growlh in sterd mtised
dislyzers. Fhis deficiont pracliot placed all V403 '
etz parilcipating in Hyé teprocessing pogratn Upon inspection, it was detcrmined thet this
at viak for axposure ta sontambsatn from refrigerator waxmahlc to t;;?u;tamts .
’ furh I P o) mpc;—ah\fe Within accep & LIy e’
. ﬁi’ﬁi‘ﬁh tithe URIFLEIS, reuse refrigerator has been replaced and
N verified o be within accepteble limits as of
The fladings fnolader 09/29/10. The CSS in-serviced the
teamnmates on Policy 6-01-08 Rense of
mmmmmm* e e | 5018
in reuse refrigerator including the
wproresed withln tm (2} hours of siored ing temperature reguired 1 be maintained
dogignattd ranse refdgerator b retand haclati between 36-50 degree Fahrenheit and actions
grtrth uhid renporssuing fa hﬁﬁu‘l Relrigemiod 1o take if ternperatre is out of range. Proper
dialyzess gy b lered for vp T 86 hows priet bo dosumentation of a sipgle temporatre to be
balng reprocesand recorded was also revicwed. Facility
Tben?'e!rhgsmlnr v for eantarminatad !11833’291' Administeator or designee will review e Jog
everyday for 3 days, weekly on each shift %3
m:nzgﬁmmmw batwpen 53-50 dugtens wecl‘:s, 2nd then the Jog will be monitored
. daily by the charge nurse on an on-g0ing
- ' basis. Results of audits will be reviewed i
Chsarvation m 03/Z2010 vt 110070 the patint Quazty !;mpm'c\ic;um:t Mv:nager;zmecggs
tresafryvand avesk vevexied fhat the fardiiy had u (QIFMM) and addressed as necessary, FA is
mfg?:’g; n ﬁm frexbrant ana thet was responsible for ongoing compliance w:th
1A 876 lyzers 2l 6 Bmperature BOC.
to inhibR potendal heckerial growilh, The
vhatrvalion révenlad & thtml of seven {7) natlart
Ut ity \nstde of the mfdgertor used for
the eus orags, The ahstivatien al 1106 of the
tharmomatsr revepled that the tamperatire was
56 degrass Fahranhek, The chagryation of the
auteidy of tha reBigarmor mveated thel p
handwiitian note was pieed on fha font ofthe
tefigatatey infleafing “Tempamhire should be 36
dagrsas F.°
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{V 408} | Confinied Fronm page 21 .
Anlnterview during the ohsarvaton st 1105 win
palont ditlrels cero st mambet revspled that
v datriparaiury vreg 54 degreee F and Wal the
tempanature shoold ol bo thet Kigh, The vl
member ievealed thal fe i the
tetigeraar i bekn alavated for & witle sod
yome turt b {o ik §p4tific dates of tntes,

A ey oy DAREZOE of the nirigarator fop for
002010 revenled thatihe Pacliy's sefigarater
Tendte sttt b "4 Gaygteon F 10 48
dagraas F* The vevisw of the oy for ORIZ0M0
tevanlad that the staff tad decumatisd
semparatire chwcks vk ranges Ingtani of 2 single
documentstt mpuratios, Review of 03042010
reveaisd dncumartation by tha stadl that the
refigersios tempersti to bs & ranga of 32- 38
degress F, On 0072010 the range of tha
temperabre was deoumanted a3 3242 dejreny
F. Review of the tog fo OH/2272010 (date of
obnaryation) revesied thet e temipitaturs
tesarling was documentad se 3040 dogrees F

An Intarviewr on 002212010 af 1380 with the
faclily sdninistritr revasded that the
tamparaniss of S rafiyeaton dould be
montorad svary day Aid that the exhol
{empersting should be dosutnenied. The
Imendew o reveaied that the ralss shoage
redrigerAtor should not b prawisr tpn 50 degress
F. ‘Tha Intarview hirtna? fevasien That i fng user
by the st wes maant for wae for mRigeralers
strtaliing medications, and th the fmits onthe
tory ware get o madicalisn stormge, instand of
howing s highest degres of BO F.
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® JENCAES: X FROVIDETUEL?! ONITERUGYIN
e Auof compeTio mxmm DDUATIIEG : 6% BATE SR
A BRI ‘
L TYives B AT ! R
: U743,
NAME QF PROVIDER OR BUFPLIER FTREET ADDREE, CITY, (FATE, P CODE '
CHARLOTTE EAST PEALYSS 44 BRAROH ARITY
CHARLOTTE, NG 2005
Ha FUAANY STAYEMENY DF DEFIENCIEY b PROVIDERS FLAN [ LORRECTION on
PREFI (BACH DRmpEY WUST BE PRECEDED BY FULL PREFIL GORFECTIVE ACANBHALAD TP
) REBULATIRY O LS DI FYRO INFORIATION) ] @%mmm#é’%?:&w&n i
m . BRI
{V 408} | Continund Frov puge 22 - 408} V408- #The curront Pasient Stasion #7 will be
and proosdurss 10 Manage aal sml non selocated, A ynimom 507 portion of the
mikdka) emsrgatcies thar are fiely to usari Treatment Chase will be demalished to
i hoah or safely of the patients, m statf, or ~ | provide a cear path o Now 30" Exit Only
tha puablie. Thees amalgecis inclide, b ars D'oo: with Panic Hardw;m: A i
ot o £ i, oquipmvSt o s s, 5.0"ADA Accessible Sidewelk will be

installed 10 conncet s new door to the
existing parking aea. Afier mstalled the
emengency evackation plan will be updated to
seflect the exitrovtes. *

catenfelaiad murgeicies, walsr wpply
fmsmmﬁon, s natur] digsters fely 16 ool
i the faclily's geopraphicRree.

A copy of Certificate of Ocoupancy bas been
requested from the city of Charlotte, original

This STANDARD I8 Aot Ine 2% avidencad by. )
architect and genera) contractor, Going 10-13-10

Nt revdawid onefia on 10RERZ010.
, forward any fire ipspections will ‘be kept on
Batsd on chasrvatiuns, fire safely mpor P Hlein the facility, FA is responsible for

aivd #inff ntarvisw, the faciliy Gallati i srstro ongoing compliance with POC.

affariivis srmergenty avacialion ous for the
fnolit's patianta, staff and vistons to Inthude 20

alimasive firs exit ot Tromn bzl the M&m *The facility has been diligently working on

correcting all the issues cited since the survey,

trastmiet area o fhie evan of 1he ono firs e “The five cystém has been mstalled a5 required.
. prerangtway was biecked of unpoosalie. The physical plant issues will yequire more
! fime 2s they are also depepdent upon peomits *12-31-10
; The Siings nciutia: " and vendor availability as well the fact that for
, wch of fhe work will bave o be completed additional
Oheatvaion on BERZ2010 2§ 4015 durng four daring non-opecational bowrs, These issues P‘]’ys"’a}
e fatiiy's palisnt kvaimant anea rovesitd thet ‘have been cvaluated by an architect and a plan| Svmé
e facifly hd a Sobek o sheeen {16) Lota) otato 1o move forward is in place. Estimated ime | VO
fer hamodialysis tasneds, Tre foclky ramme 1o complele 1 92 wedke: e s,
hamid mw von lanations Wers Mo your copsideration m these particular s5ues,

four {4) wills of the patient traatmeer Broa. The
wpasrvition of the faciity's frs safely efmgRncy
svacuation route revosied tat e fRelity hed ong
stargancy @xit larding directy into @ baibvey

ftam $a priian ralment aros, Tho exit vovie

tg @ chowr with  fre exitaigm lepding it b the |
tacjhy's oty aran und makn eodi dnors, The
phvervafion furihar revesled thet Shere wes np
afier ek lteation oy emergency evacualion fould
i the patient TeRtmacs atea. Ghrarvalion
saveuld il only ona (1) e radefoqrese .
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wisitors 2nd glalt No cthar doors of axils werk
abgarved i i protient basiment san.

An Tnterview on DRIZ2040 a1 1110 with ths
faciity’s ragisbated nurss i tha petiead tredtment
ares revesled ft thet the et wap iy one
wity put of the prfeat estinent s e
faciity. The Intafvisw revested, "I have naver
Sheught whowt i, but W thare waw A fie, the anly
way out wotd b thicugh the tat wea (v
indicating by poriing o the oie o) them” Tha
Inatviaw revaaied vt the stalf wer trined i
fires drifhs 1 cmm it one exil o the imatmont ared
{n svrcuis B patiests, Tha nnerview slso
revisidad ot b facilly sdministietion &4 pet

tntract the et what o do et one Bra et
rouds was blocked win fira of atar objests,

A eiere of the Joge fira sl faports an
OB/ 0 Reveraled that o reprt could bo
s at the facllky whem awy fire mardall or
tacal fire mpoctinn was dorm it the faciity to
datepmine fire safoty compimnes. No
deeipnontalion couid be prodiced by the faciity
et revested any firs aafely Inspecfighs werd

FORM APPROVED
& MEDICGARD SERVIGES . um&mgﬂﬁ.
GTATEMENT OF DEFICHNCEE 1) PROVIIRLPPLERIELA
e i* :;R o {62 ML TEPLE CORITRIECNN Mg)\mwmw‘
R ARERE HFLETED
. R
‘MQW
, ey : 1t
WA CF FUVIDER OF BUPPUIER STGEET ADIRESS, GITY, STATE, 2 aps
CHARLOYTE BAST DIALY SIS b4 SHARGH ASTY
GHARLOTTE, NG 26300
P FOBAARY STATENENT OF PRICIENGRS H FROMDERD PLA OF CORRECTON B
PREFK (2ABH DEFIOIENTY VAT B PREGEDED BY FULL CORRECTT M o e
TAG RESULATORY DG [OXNTIPTRES INFCRAATION) e s&fﬁﬂm&g f'ﬁ“ﬁ mm:ﬁm O
DEAGIRRCY)
{v 408) | Conirusd Prow page 23 v 408}
endirtad in e patient roatment ama for petients, V417

1. The fire system has been installed as
vequired. :
2. The Server Room's Plywood will be
removed. The curreatly non-rated Walls will
e npgraded to Minimum 1 Hour Fire Rated
Partitions, io accordance with the anached
cketches, This will allow the 1 Howr Fire
Rafing 1o vun behind the plywood finishing
matesal onoe Teinstalied.
3. Sinoe the Facility is approximately 7,600
sq. ft. in size, the reguired Smeke
Compartmentalization will be sccomplished
by extending the existing non-rated
pastitions 1o the Roof Deck, as indicated in
the attached Sketches, This will provide the
srimizram 1,140 S.F. in either comparimeont
as well as the minimum exiting
srements, New 1 Hour Smoke/Fire
Partition and 20 Minute Fire Rated Doors
<will be instalied at key Jocations in order 1o
provide sheneeded pathovey from exterior
wall to exterior wall, Each door will also
include a passege Jatch system, 1 Bowr Fire
‘Rated Frame, snd Closer device,
4, The Facility Bio Hazard Storage room is

#10-22-10
for Fire
system

conducterd et the facilly. not seif closing nor ﬁre—mw:t ‘The facilities
Bio Hazard Storage room will be sepacated
5 . from the Corddor by npgrading and
z:ﬂ?;m Wm a1 1000 wity tho extending the existing non-rated partition to
thatte PNy or and wgulatory siaff ravealed tbe roof deck as a minimum 1 Howr Fire
thatur “W‘g!w‘?““‘*ﬂ "‘!&WWWW=M Resistant assembly. The Door between the
or Tooal county/ty sapert for ay past Bio Hazard Storage room and the Corridor
Inspatdion o iy the Facity's i safety. The will b ipgraded 10 a minfmusm 45 min. rated
mmmmo facily :th:sﬁdm door with 2 wammum 1 hour Rated Frame
nigtrafive staff ware and Closer devise. i
unalite ta product this document durng fha sont pg 25
Bufvay. :
V4I7} 49@60(8){1) PE-FIRE SAFETY-LIFE 8AF 4T
CODE 2000 ) H
FORM OB ANITDSD Pravia Vivion Otecias B BRWESH2 oy H opeeen TR PRje AU

7
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FRINTED: THIERMG
¥ ARTMINT GF REALTH AND HUMAN SERVICER EARM APPROVED
5 FOR ME £
£ MSTIPLE CONSTRUCTION (X7) RTe SURVEY
{DEHYERCHTION RIMBER: AR ChyPLIE
’ R
13 .
. : s IR i , fizgte
NS4S OF FROVIDER OR SUFFIER SREET NIDREDY, ATV, S1AYE. 2P 000
AT AT TAL D oI 2
- CONMARY STATEMENT OF DEMCENGES. - B PROVOERE
ik {5t FFGENCY JGT BE PRECEDED WY FLL (EACHCORFECTNE D o { O
e REGRGATORT OR L {ENTIFTING INFCRIKTION) e D APRROPIRIATE nATR
{V 417} | Cortiruad From page 24 {V &473| V417 cont.
5. This emergency battery operated Tight wes
(1) Excopt 8 provided In hargei 2 of this repaired and opcraﬁgu vrfn'ﬁcd by an outside
section, by February 9, 2008, Tha dixtysts felity vendor‘i(?l@‘?! 19, T%}ls will be m?ﬁxtored 0
riuat oorapty with appheable provisions of ihe ensure § 3¢ in working order during monthly
. facility audits.
2&0 Bﬁg‘g;‘;ﬁ S;&f?‘f’fg’“ “:ﬂ:;; 6. Firo drill was copducted on 10/1/2010 and
.y oD en ( e will be conducted guarterly at unexpected
incorporaied by rotarance st gans.7a4 @t times by the Facility Administrator ox
il eheplar), designee. These Bre drills will be
) dosumented and ovaluated i QIFMM.
. 7. Storage items heve been remnoved from .
Tris STANDARD b ol mat as sddencad by the cormador and relotated to the Tecords ¥12:31-10
Mot reviewed anslis o REEO0. ’ storage area as of 09/30/10, Route will be for
mopitored daily for 7 days then weekly for 2 additonal
Baned on crasrvalon on Thursday /30110 chks then monthdly for 3 momibs by Facility pl:ysical §
hetwaen towing enipistrator or designee. plant wor
nows: a0 Al end 11:00 AN tha ol hin «The facility has been ditigently working on
’ comecting 2l the issues cited since the
By e . survey. The fire alarm has been installed as
1) The ;”‘,’W’ Roorr is fived with & 1ﬂywbbﬂ roquired. In addition the physical plant issues
k‘f_fﬂftm.m ﬂ;:tw“‘h:ﬁm d‘;?g‘;? g}uam will require mbre tme as they are also
with iiya required fire tesisianoes m 3 depondent upop permits and vendor
area, availability as well the fact that much of the
2) Fucliny 15 pptokately 7800 8. i Iy st vt work will have to be completed during pon-
doss mot hava a anoke banier asparting he operational hows. These issues bave been
kg bk 0 gapetite steke compartmonE -  evaluated by an architect and 2 plan o THOVE
4) The fariTy hias Bl Hezard Hlorage o s st forward s in place. Estimated fime frame o
el onsing noy m'.m complete is 9-12 weeks. We request your
4The QW pattiry apmralad fght Tocalsd consideration i these particular issues.”
st 1 1R ro-ues fonn was rat aparatiansl whan
fusted, .
2 Thva fucy inanrvions the ataff on Fire Dl
anch quarter I piene of hoding Frediills balng
Teld &t mixpaciad Uines under varying
vondifions, .
8) There Is storae I e fan] gorridor nextio the
::by 1o the sigs adt ook, partislly Hudking the
L -
{v463) 434.70(2)(12} PR-RECEVE SERVICES N 46%)
OUTUNED IN POC

e G272 Fravions Vervions rasivts

Rttt ity s QOTRM H eotvimgien shid Pegs 25 &4
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PRINTED: {1416/2010
DEPARTMENT OF HEALTH ARD HUMAN SERVICER FORH kag!wéD
FENTERS FOR MEDICARE & MEDICAID BERVIGEE i oy “QMH

ETATAMENT OF DEFICHNEEE {0) PROVIDERBLPPUERICLIA TX2) RULTIRLE CORBTRUGTION (L PATS VR
AND PLAX DF BORARETION PERNTEICATION NUMBER: ‘ CONPIETED
A Bt
R
bivir) . BINE . qnaaiabin
WA OF PROVIPER OR SuPeLER » ftntit AbbREES, CITY, BTAYE, 229 CODE
5204 SHARCH ABITY
KRLOTIH HAET D)
o HAET IAL‘(&? 1 | CHARLOTTE, NG 26508
and FORARY GTATERENT OF DEROIERDER b FAOVDRRG PIAROFCORREGTION | &8
EREFN (EAGH DEFIQIENGY MI5T BF FRECKDED Y RAL PRERK {EACH CORRALTIVE ACTION BHOURD BR STAPETR
e REGHLATORY OR 156 DERTIYNIGARFRRMATION) e RO REFTARE TO THE R ROFNATE pArE
_ DEFICEHCY) .
{v 453} | Gontimee From page 25 V463
Tho patiart ey the fight to- )
{142) Resive the necessary asivices outiinsd In
the puflant ghan of cars dracaibed in #494.90;

Thio STANDARD Is rot met s evidanaad by:
R revlirwed ot o 102602010,
Banxd ov Fandity policy wview, efirical meord
yervinur, patisnt infarview and wiwlf inlarvicw; the
FacHly failad t Brsluds We pafiéed in tia facliy's
rerdlocipinary teum anpel mosling favoiving
e potient'a plan of cars for 2 017 nawpled V463~
prtiart nsconds (Pafiant #1.8) ' Policy #1-01-07 Patient Assessment and
Plan of Care” was reviewed with the
Tha findings include: interdisciplinary team (IT) with erphasis o
the need to include the paﬁcntlg;;;imlg N 101810
HWaalinnd designee m the development of e p an of -La-
i‘mm;ﬂﬁfg gﬂ‘"’ (revislen e care unless the paticnt declines. Each paticat
(32040} revealnd *The mﬁi’& plan of eat vl will be given & written apd verbal fnvitation
™ {0 the care plan meeting as care plans
b camploied by the fecdi's iterdieipinary B o Got, Patients wil by asked o cign
ten, inchucing patientof peTeonal represertalva .| savitation and note if they wil attend. 1
angd ke signed By wam metbes inciuding the patiest declines the invitation the plan of
patien or tha patierfs pereonal Teprapantativa.” care o member of the IDT will review wi}th
! hem and ask for their signamre o0 the plan.

A Toviaw on GRI222010 of the apsv clinleal 1 the patient refuses to sign, this will be
mocrd for patient #1 roveated that the Pt VR : soted in the record as well. FA/designee
admitted to the facTily on QU004 Tw yviTw wil) audit &l plans of carc completed X
of the elivical reeord revaaled tht an "R A ms and thc‘n 1(;% cg(:ﬂms.t;]c;mplt?tcded

" meeting sehaduled fo y. Results of sudits wi review!
cw:m mmm fortne ;?ﬂ;o; Araview in Quality Improvement Menegement
ot for Inving 1he patier was oumel in e Mectiogs (QIEM) o0l ohteeme e

N ecessary. 15 YESPOLSS or OB
cSeal rucord of the pafient The review ol tha P plaes with POC.
e
o ataff ignaturs porion &
it Exllpd to obiin & padiant signature tha she
e shihar atand or not attand the mesfing. Ths
PR (E-208(02:85) Fodavs Vetlons (acly B FacHp I gess ¥ botiouaton e age 28 ol s




NUY LU LULU VN UYL 111 LTIV wlnn Lo A U UHUVIY) Pe VU
[‘LN‘LD"CJO'J.EJ 1433 Pl B
' PRINTER: 14115720
DEPARTMENT OF ﬂE:;-TH AND HUMAN ﬁlEI'Z\m'K:’F—S= - o FORM AF%RQVE‘)‘D
4E & MEDIGAR SERVIGER. . : .. OMB NG, 06-0E91,
GTATEMRAT OF (01} PROMBEREUFPLIERIGA (2 MLYPLE CONBTRRGTION () DATE ZURVEY
AN FLAN DI CORRECTICH (DA FOATITR NUMSER: AGULDIA COMPLETED
e
TSR OF FROVIDER OR SUFFHER SYREST AIPRESS, CITY, GTATE, 2P CONR .
Yahs RUAREH AmiT
&
Mﬂﬁ! EAST DIALYEIA CHARLATTE, HG ¥5155
) BURMARY STATEMRNT OF PEYCIREs 0 PROVIDERD PLANOF CORREGTON o5
FREFX (EACH DEFICRNCY LR BE PRELEDEN B FREFI A SURTEDIIE AETION BN B
ThG REGIHATORY DR LEG IDEATIFYRS INFORMATIONS ™ GROGEREFERTNLED 10 T APPROFRIATE sk
DEFICEREY)
i 453} | Continued From page 26 {485}
specs WS not complated and taft blank but e
atafl wiamber (disticlan) had signed the salf
elgnature witvaes wacion, HO deciimeniation wae
fount whare the patiend yeceived tufhddusiizad
oaye and  chance o pariicipata i her plan of
8 MABHNG
An interviow with patent #8 on para2aibat
1040 diuring the tagilty tour and obseryation
revaeled that the patlent had ot beon invited by
tha facsity sisit io her plan of poym mkatngs, The
intarviay vevenled *l e usialy sald thay .
Tappened. bt the stalf doss acl redlty invile e
1o atvena. tweuld by to meke 1 if postivle. |
uansy sign S fraper afier {he mesta
happans.” ‘
A inkervit sith the $aclity adminlstrator on
DO/Z2E2070 a1 1627 reveriad thal it thia form
phould tetves Inciatad whether B pafant was
golng th atend of pet, it tha siuff shiuki rot
wigre the farm hetore fng ptiont algregd, ond thit stz
g‘aﬁaur(:: ;j?m invited 1o the astings and ustally - “The Required documentation for the
gn ) : 1 admipistration of PRN medication to
{v 3073 494,90(8)1) PA-RUSEBE CURRENT HEALTH ¥ &z} -melnde the season given and effectiveness 10-15-10
STATUSICOMOREIDE . of the medication wes reviewed with
RIUs. Facility Administrator wili monitor
The pﬁﬂﬁnfﬂ armprehansive astatsmant st docamentation of PRN meds once aweek
ot & 4 \ for 3 weeks then complers random audits
Tcdude, bit s rotfrfted o t Mmm‘ quasterly. Resilts of sudis will be
! sewed in Quality Improvement
(1) Evelustion oF cattan beaith s snd iy :
) N N agemeot Mestings (QIFMM) and
medical candibion, nclding go-mortld conditors. addressed as necessaxy. FA. s responsible
for ongoing compliance with POC.
Tris STANDARD (A ot mit a5 evidenced by:
Hot raviswed ongita on 10282010,
Braad on faclity palicy raview, elpyicad oo

FORM GEZR0T0 5%) O Varsky s Cpialets
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i 7. On-Site Visit 9. Other
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MEDICARE .LEDICAID CERTIFICATION AND TRANSMI: L I WRs1
PARTI-TO BE COMPLETED BY THE STATE SURVEY AGEN CY paeihn 1 1534
C&T REMARKS - CMS 1559 FORM

e

wrtification survey was conducted onsite September22~€)ctobar 1, 2010, As aresult of the survey in conjuncton with a Life Safety Code survey an immediate jac-pard‘;
oy WS indentified on Ociober 1,2010at 1130. The 1 was no removed during the secertifisation survey C ondition level deficiencics were idenified in494.180 ’
Govemance, 454,30 nfection Control and 404,60 Physician Egvironment, Standard lovel deficiencics weie also identified ind04.40 Water and Dialysate Qualiry, 493,50

Reuse, 404.80 Patient Rights and 494.140 Personnel Qualifications. A plan of correction was requesiod
" An onsite follow up was conducted at the facility October26, 2010. The State Agoncy recommended semoval of the 17 at1250 based on compliance swith a fire alanm system

in place. The CMS Dallas regional office was notified ofthe recammendation ‘T'He conditions in 494.30 Infection Control, £94.60 Physical Environment and 494,180
Governance were not recommended to be in compliance based on she plan of correction not complersd during foligw up survey(RM)

s £ g0 1230 11.84Y Mestroy Prior Editions)
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CENTERS FOR MEDICARE & MEDICAID SERVICES

STATEMENT OF DEFICIENCIES (04} PROVlDER!SUPPLlER/CUA
AP PLAN OF CORRECTION IDENTIFICATION NUMBER:

(x2) MULTIPLE CONSTRUCTION
A. BULLDING

(X3) DATE SURVEY
COMPLETED
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10/26/2010

e

B. WING

342627

NAME OF PROVIDER OR SUPPLIER

STREET ADDRESS, CITY, STATE, ZWP CODE

3204 SHARON AMITY
QHARLOTTE, NG 28205

GHARLOTTE EAST DIALYSIS

oD SUMMARY STATEMENT OF DEFICIENGIES . o PROVIDER'S PLAN OF CORRECTION o5
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL i PREFIX - (EAGH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG .  REGULATORY OR LSC IDENTIFYING INFORMATION) ' TAG CROSS-REFERENCED TO THE APPROPRIATE  ~ PATE

i : DEFIGIENGY) .

(v 000} | INITIAL COMMENTS

Aq onsite follow up was conducted at the facilily
" October 26, 2010. The State Agency
. recornmended removal of the 1 at 1250 based on,
. compliance with a fire alarm system in place. The..
i CMS Dalles regional office was notified of the
recommendation. THe conditions in 494.30
Infection Control, 494.60 Physical Environment
and 484.180 Goverhance wWere not recommended -
_to be in compliance based on the plan of
correction not completed during follow up survey. ' )
AN 494,30 GFC-INFECTION CONTROL R A1 S

,v This CONDITION is not met as evidenced by: A
{V 114y 494.30(a)(1)(M) 1C-SINKS AVAILABLE SR\ 4yt
A sufficient number of sinks with warm water and "
- soap should be avallable o facilitate hand ' :
1 washing. :

i
3

I'This STANDARD is not met as evidenced bY: -
v 17} 494.30(2)(1)() \C-CLEAN/DIRTY;MED PREP AR
' { AREA:NO COMMON CARTS

Clean areas should be clearly designated for the . : :
: preparation, nandling and storage of medications . '
i and unused supplies and equipment. Clean areas .
' should be clearly separated from contaminated '
" areas where used supplies and equipment are
- harndled. Do not nandle and siore medications of
_clean supplies in the same or an adjacent area 1o
that where used equipment or biood samples are
. handled. '

- When multiple dose medication vials are used
. {including vials containing diluents), prepare
_ABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

TITLE (%6) DATE

' Any deficiency statement ending with an asterisk (%) denotes a deficiency which the institution may be excused from correcting providing it is deterrmined t!
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above areé disclosable 80 d
foliowing the date of survey whether of not a plan of correction is provided. For nu

ssing homes, the above findings and plans of correction are disclosable
days following the dafs these documents are made available fo the facility. 1 defici

sncies are cited, an approved plan of correction is requisite to continue
program participation. o :

FORM CMS-2667(02-69) Previous Versions Obsolete Event |D;WB3112 Facility 1D: 001554 If continuation sheet Page
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OMB NO. 0938-0391
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EpARTMENT OF BEALTH AND HUMAN SERVICES

£}TERS FOR MEDICARE & MEDICAID SERY S " FORM AFPPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

bl ﬁngburdmfmﬁﬁxcoﬂccﬁonnfinfmadioniswﬁmﬁ:dwwamgcmnﬁnutwpermpms:,inumdingﬁmefm yeviewing instructi hing existing dada sources, pathering and
sinniving datanoeded, and completing and reviowing the collection of information. Send commenis yegarding fids purden cstimate of any other aspoct of this co}lccﬁonﬁfinfonnaﬁon, inchoding
epestions for reducing the burden, 1o Office of Financial Management, HCFA, P.O. Box 26684, Balimore, MD 21207; or o the Office of Mmagement end Budget, Paperwork Resuction
ojoct(0838-0583), Washington, D.C. 20503. : )

Sovider/Supphier Number Provider/Supplier Name

342627 » CHARLOTTE EAST DIALYSIS
Type of Survey (select all that apply) A Complaint Tnvestigation B Initial Certification T  Recertification
- B Dumping Investigation T Inspection of Care 3  Sanctions/Hearing
HEEEN C  Federal Monitoring G Validation X State License
D TFollow-up Visit H  Life Safety Code 1. CHOW
M Other

Extent of Survey (select all that apply) A Routine/Standard Survey (all providers/! suppliers)
B Extended Survey (FTHA or Long Term Care Facility)
.-. C Partial Extended Survey (FHHA)

D Other Survey

SURVEY TEAM AND WORKLOAD DATA
Pleass enter the workload iuformation for cach surveyor. Use the surveyor's identification number,

Surveyor ID Nomber | - First Last Pre-Survey On-Site On-Site On-Site Travel Off-Site Report
A) Date: Date Preparation Hours Hours Hours Houwrs - Preparation
Arrived Departed Hours 1Zam-Bam Bam-Hpm. Gpm-1Zam : Hours
®) © )] ) .® © 2] )
1 14819 | 09/22/2010 |10/01/2010 0.50 0.00 1.00 0.00 400 0.50
2 15546 | 09/22/2010 |10/01/2010 1.00 0.00 - 19.00 0.00 13.00 10.50
3. 26594 | 09/22/2010 10/01/2010 0.50 0.00 4.00 0.00 '1.50 0.50
4, : '
5.
6.
7.
8.
9,
10,
1l
12.
13.
14.
Total SA Supervisory Review Houss..... 1.00 Total RO Supeevisory Review Houss.... 0.00
Total SA Clerical/Data Entry Hours. ... 050 Total RO Clerical/Data Entry Hous..... 0.00

Q{as Statement of Deficiencies given to the provider on-site et completion of the survey?.... No

FORM CMS-670 (12:81) 102000 EventID: WR3111 Facility ID: 001554 Page 1
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SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

Blic reporting purden for this collection of information is estimated 10 averags 10 minutes por FOSPONSS, tastuding tme for teviewing instructions, searching existing datn sources, gathering and
sintaining data peeded, and compieting and reviewing the cottection of information, Send comments Tegayling 1his burden estimate oF 30§ other aspeot of this callection of information,
“Juding Suggestions for reducing the busden, 1 Office of Financial Management, HCTA, P.0. Box 26684, Badtimore, MD 21207; oF to the Office of Management ané Toudget, Paperwork
duction Project(0838-0583), Washington, D.C. 20503. )

STovder/Supplier Number

142627

Provider/Supplier Name
CHARLOTTE BAST DIALYSIS

Type of Survey (select all that apply) A Complaint Tnvestigation E  Initial Certification I Receriification
- . §  Dumping Tnvestigation ¥ Inspection of Care 7 Sanctions/Hearing
HEEEE ¢ Tedera) Monitoring: G Validation X State License
} D Follow-up Visit Y Life Safety Code L CHOW
M Other
Extent of Survey (select all that apply) A Routine/ Siandard Survey (all providers/suppliers‘)

, B Extended Survey (HHA or Long Term Care Facility)
Al L1 1] . partisl Extended Survey (HIFA)

m T0/26/2010 | 10/26/2010

_———— N

Total SA Supervisery Review Hours.... 1.00 Total RO Supervisory Review Hours...

Total SA Clerical/Data Entry HoufS.... 0.50 ‘ Total RO Clerical/Data Entry Hows....

Was Statement of

D Other Survey

SORVEY TEAM AND WORK L.OAD DATA

Please cater the workload information for cach surveyor, Use the sirveyor's jdentification number.

Prt';-SurVey
Preparstion -
Hours

Travel

Qff-Site Report
Tours ’

Preparation
Hours

H)

10/26/2010 10/26/2010

Deficiencies giv en to the provider on-site af completion of the survey?.... No

FventlD: WR3112 Facility ID: 001554 Page i
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Members of the Governing Body (GB) have mi
10 review the Statement of Deficiencies (SOD)
and formulate the following Plan of Corvection
| . The standards under the Conditions of
Infecfion Control (V110 Physica Envirorim!
(VA400); and Govemance (V750 thut are not me
o5 well as other steodasds, contain specifics of
corective plans, The facility witl ensore that
the GB provides vyersight and hes systems in
place to see that the facility is equippod and
risintained 1o provide a safe, T tipnal and
comfortsble environment und an sficetive
infection contro) program i in place. The
facility has boen diigently working on
correcting all tho issues gited since the swrvey.
30-11-10 stating
completion dates could be no later than

:
i
%

10-18-10. The fire systom was ordered the day \
] of the survey, The instatiation of the fire system
s foc e Shifeg tesih |is subject to the availability of the vendor who !
pmmmmum staffwhile ot th facily working with the facility to expedite the process.
hmﬂmmw‘dy. a4 wes . A agroement i in place with a Jocal vendor to
o Wmm“mwmm quavey. s stal) & smoke defeetion system and fire slarm
e Cancitions fof Covotamn 494,180 system that meets focal code on 10-22:10. 1n
mmmoﬁwtxdm 45460 adition the physical plent jssues will regaire
m.mmmm mmﬁmcasthcymgisod:pmdmmpm
Plysicsl B el \ 110 permnts and vendor avssbiiyaswel he o
Wm CONT it minch of the wotk will bave 1n be complered
ing hop-operationsl bous. These issues
& heon evalosted by 20 architeet and a plan
. move forward is in place, Estimated fime
This CONDATION {5 ot et s evidoneed byl to complets is 9-12 wocks. We request
fipsoil an faclity pRisY A our consideration in these particular issues.
"mwmm”“ e “':" taciity olled s Goveraing Body will mest montbly x 3 of
staolvs nore ofien as required to ensure complisnce
”’W"’“m'mmk‘m hmﬁ“ it POC, Further complinnes 10 the POC will
wontl « revicwed during monthly QA mestings and
aried o the Govemning Body no {ess than

. appually, The Fecility administator (FA)

{eprosenting the GB will be reaponsible for
L suring implemnentation snd ongoing
phience with this FOC.
Rt
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B FOR G RE S MERTA BERVH :
15 PROVPERSSUPFUERCLIA £ S YIPLE CONSIRUCTION (R DATE SRV
B mAGATION NBEER: O COUPETED
&WW
3oEaT B3l -
yolal® OF PRRENADER: DA SAPPLIR “ﬁ m&ﬂﬁmww
CHARLOTTE EAST PIALYSS Erasd ETVE, RG 282
FRAR OF CONHIGTER e
o | oo ] PRECELEDRY P srEem A COREETNE AT RO DB .
v
V 10| Conlinued From puge 4 vihe l\d‘c:t(:-bcrsofﬂ\e Goverzing Body (GB) have
e Ganduoss priacions, faled et to revicw the Statenent of Deficiencies
bla Sirget ' (SOD) and formulate the following Plan of
1% atgura el Mmmnhdmndﬂ
infacion Goriok precautic® by A i
: A nditions of Infection Control ;
W&mmm w:;:‘m o Physice] Environment (V400); and Governance
fioare g“a‘gdp&em v mm‘:‘ . usod (V750 that are not met 5 well as other 1
eeu deinlgl vaLuiRg champl standnrds, contain specifics of corrective plans.
i patianh bealments and geaning Wood giina The fhcility will cosure that the GB provides
lromwmtwﬁa:? dmp;’l&ﬁ i oversight and has sysiems in place o s6e thet
Vresraents; Yatled t ehatre bl ol the facitity & squipyed aad maintsined 1o
ware ratigarsied o kit provide a safe, fimctional and comforteble
hackoriad rowtty botars TEpICERsnG, and falteed envirenment, Eliminaied tho use of 8
1 soura St vl & tnxppty of pepst medication vart and the medication station hes
tandup been relocated. A designated cloan arca wes
Loiiiod gellshi mm Wm&m:&?a o crenied for medication prep on one of the island
paient vetment : nurse stations in the trestment drea 09/29/10. A
\gay syatamic picDlomB Tesiiad 1 I8 faciyS plun is place to install soparation barriers 127 in
!Mammwm of quatly I height around the medication prop 7oz 10
iyl practis for diatyss pafions. Further designute this space as & clean aren.
Plexiglas burricrs will be placed o prevent
The Brcings inchude potential cross contemination.
. The Clinical Services Speciafist (C88) in-
A'The Tty fallad weye thet & Goan aroa serviced the teammates on policy #1-03-1F
nated i polart “Chunging Transducers Protectors” on 10-15-10
gmmmﬁﬁndmmﬂsw e 10/07/2040 with cphasis on th need 1o
Yor staf o prepare, huria 84 yiare wadicatons chenge and jnspest wet and/or blood

1o b wtministetad fo pationis,

1o rofer 1o 404.306)5X) infacdion Gonfitd~
Tag VOINT ‘

a.mmwmmwm-mwm

coraninatad wiemal ineduses projeciors in2
12 phasrved with wet o blood Bived

el pretens,

contmminated extemal tramsducers . Facility
Administrator or designee will monitor team
everydry for 3 days, weekly on each shift3
weeks, and then this will be included in
rmontbly infection control andit going forward.
The CSS in-serviced the teammates on policy
1-04-08 “Utilizing Vasculer Access Clamps”
and poticy 1-05-01 “Infection Control for
“Dislysis Facilities” on 10/7/2010 with
lesnphasis on the seed for sppropriste cleaning
and disinfecting of veseular clamps. Facility

VWG

Lo 21 Infechiun Coplrol < Administrator or designes will monitor team
T V;{;f;m&so{ X cverydny for 3 days, weekly om each shift <3
* lweeks, end then this will be tcluded in
©, Tha fatilly falled to somye thiet atafl Imonthly infection control sudit going forward,
com
implataniod shandand dsction control "? 3
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Tag V0122

b, The fecity falied to ensure tha paentued
citiyzrs wem BCeqUREY refigarstad to bt
bacaiel growh belord reprotenayit

Grogs fotor o 4035001} Rewa of
Fapvdisyzart and Bioodiines - Tag V01

£ Tha faciiny falled v e
o Iohe poeniial
buckudel growih o stored 19 (vousal

~Ciobs Taler s 4R450) Payeksl Emdtoninend
Tog VRADY

F.mmwwbmwmﬁm_du
gupply o paper bl ‘svaliabla gt handwesEg
FinkeIn e patiaTi wreRirnatR R,

-cma:efubmﬂaxmawanmi-
Tag V04
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\ 134 | 4040 S0 {C-SINKE AVALABLE
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iy Shauk B8 avalbln tofeciiei haned
wephind,

Trie STANDARD i-nu!mn’tawidm&w

Y418y V110 cont The CS5 jneserviced the team on
the iraportancs of intaining & clean
environment and ensuring ¢rush is pieked np
from the floor. Facility Administstor o
designee will monitor 1wam everyday for 3
days, weekly on cach shift x3 weelas, and then
chis will bz imcluded In wonthly infection
contro} andit going ferward,
Upon fospeetion, it wos deierwined that this
rofrigeralor was uneble to meintain
remperatire within aoceptable Himits, The
rouse refrigerator has been replacod and
vexifiod to be within accepiable Bimits as of
09/29/10,The CSS in-gerviced the tesm on
poticy 6-01-08 "Revss Policy” und revigwed
vefrigerator log with temp ranges. Paper towel
dispeuser st patient prep Ared {5 & batery
powored hiends free style dispenser, The
dispenser WeS Jound fo be inoperive.
Reploced batteries and verified operetion
1071410,
Facifity Administrator or desigoee will
monitor team cverydsy for 3 days. wrekly on
each shift x Jwecks and then this will be
inctoded in smonthly infection control audit
poing forward. Resuilts of audis will be
reviewed in Quality Tmprovement
Manegoment Mestings (QIFMM) and
d SELR] ry, FA is rosp gible for
ongoing cospliance with POC.
The Govering Body will mect monthly 3

compliance lo the POC will b reviewed
dusing monthly QA mestings sod reported 10
the Governing Body no Jss thn semi-
annusliy, The Fegility administrator (FA)
representing the GB wil) be responsible for
cumiing mplomentation and ongoing
complianct with this POC.

10-18-10
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Tovia¥, spannER and Pm:wnnwcls in 1he dispenser were repiaced
waned %‘@'NN o by oA 0 BT and threaded propeddy. P;pa’ towel S’;gwsa
! lpaﬁ:ntpwpareaisa BHETY POW!
iptant Nl R GUPPY Ofpaps WIS spvbebts 81 e fros syle dis ; '
e e 1 < pen . The dispenser was
TS mxmnwmmmmn’im fonnd 1o be inoperntive. Roptaced batterics jor18ne,
e - ) und yenped operation 1014110, Facitity
Ties FiBngs inide: Administrator or desigoee will monior 1eam
everyday for 3 days, weekly on eech shifix3
A saviaw of the Woliky'S mm«mmﬁ vaceks, anid thep this will be inciuded in ;
for Diglysia Faciitior™ {ravislan detd wyme) 1 manttly infoction consrol pudit poing : 1[

ferward, Results of pudits will be reviewed in

Quality Impmvthmgcmm\Mceﬁngs
TEMM) and addressed as nesessRry. FAis

yesponsible for ongoing compliance with

POC.
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tmpnmmowhmﬁx ot SE it 1
Wmmmwmmm fom
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ummonwmmwohwm
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Eliminated the use of & medication carl and
the medication sation has been relocuted. A
desigoated clean arca Wid created for

medication prep on one of the istand nurse 10-18-10

plan i in place 10 tso Install separetion
barriers 127 in height around the medicstion
prep area 10 ﬁmh:rﬂcs':gnatnhin SpHCE BS B
clean arcR, d

FA is responsible for ongoing compliance
with POC.
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dealgsiet for e papdiERan, TeiEng,
sirepe of aticsions and uneed supriia e
stipmant, Clasn S7088 shoaild ba clery
sapatiied fram cantaminaled ans WS
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L Upon inspection, it was determined thet this
refrigerstor was umeble to maintain
tcraperature within seeept bie limits, The
reuse refrigesator has been veplaoed and -1 530410
verificd 1o be within aceptable Hmits 58 of

09729/10, The C88 in-serviced the tcammetes
o Policy 6-01-08 Reuse of Dinlyzers with
emphesis on dintyzer storape in rense
refrigeraor including the lemperature

yequired 1o be mhnintained between 36-50
degree Fahrenbeit and sctivos to take i
temperaturs 18 oW of range. Proper
documentation of & single temperature 0 be
socorded was also reviewed. Facility .
Administotor or designes will review the Jog
everyduy for 3 duys, weekly on cach shift x3
wesks, and then the 108 will be monitored
daily by the charge muss o0 AR ON-EOINE
basis. Results of pudits wilt be revigwed in
Quality improverent TManagement Meetings
(QIFMM) pnd addressed a5 nECESEATY. FA 5
yesponsible for ongoing somphiance with
POC.
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V400-Physical Environment
Members of the Govesing Body (GB) bave
et 10 Teview the Statzment of Deficiencics
(S0D) and formulate the following Plon of
Corection (POC), Toe standards under the
Conitions of Infeciion Control (V110%
Physical Environment (V400): snd
Governance (V750 that are ot et a5 well as
pibyer standards, contein specifics of
corrective plans. The Tacitity will ensuse thet
the GB provides oversight and has systsms in
place to soe that the facility s equipped and
rmintsined to provide 8 safe, funcionsd and
comfortable environment and an effective
snfortion coRiro) program is in plece, ¥ The
fagility hus beer difigently working on
corsecting ali the issucs cited since the X
survey. This report was veceived on 10-11-10
stating completion dates could be no Inter
then 10-38-10. The fire system wes ordercd
on the day of the survey. The jnstallation of
she fire ystem is subject 10 the pvailebility of
the vendor who i working with the fecility 10
expedite the progess. Al ngreement i8 in
place with & Tocal vendor o instal} 5 smoke
detection sysicm and fire slasm Fystm that
mueets local code on 10-22-10, *In addition
the physical past igsucs will reguice more
time a5 they ure also depenident upon permits
sod vendor availability as wel tho fect that

aach of the work will havs o be compisted

«10-22-10
for Fire
system
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V400 cont. Upon inspection, it was determined \
that this refiigemior was unable to maigtain
tcmpcmmmwi‘lhin accepteble imits. The reuse
sefrigemator hus been replaced and yerified o be
within aceopable Yinsits o8 of 09/20/10. The
CSS in-servicsd the feammmates on Policy
6-01-08 Rewse of Dialyzers with eraphasis on

.

everyday for 3 days, weekly on cach shift 3

weeks, and then the 108 will be monitored daily

Dy the chayge Huess on &0 on-going basis,

Resulis of audits will be reviewsd in Quality

Jmprovement Mansgement Mestings {QIFrMM)

and addressed 85 nocessary, FA is responsible

for ongoing complisnce with POC, #10-22-10
for Fire

Since the Facility is approxima’a:)y 7,600 sq. fr. "system ‘

i size, the roquired Smoke

nn?ﬁ“;mﬁzm
{atily'a paka
e trnesd

(alizetion will be accomplished by
ending (e cxisting non-sated partitions 10 e 4 15 1110
oof Degk, a5 indicated in ihoattached - for
erches, This will provide the winiromm 1,440 |0 ssieonat
F. in cittrer com| ¢ 5 woll as the ™
DAY . R physical
exiting req New | Hout plant work

moke/Fire Partition amdt 20 Minute Fire Rated
ours will be instalied ot key jocations in order
provide the siccded pethwey from exterior

3 to exterior wall. Each door will also
noude b passags Jaich sysism, t Howr Fire
164 Frame, and Closet devite

is proorgency banery opertzd light was

wired end operation verificd by an owside

endor 1D/07/10. This will be monitored 1o 10197710
nsure it 38 n working order during monthly
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 A6] vADD cont
The curvent Patient Station #7wiltbe
relocated. A minimum $.0" portion of the ]
Treatment Chase will b demolished to provide | *12-31-10
a clear path to a New 3-0" Exit Omly Door for
with Panic Herdware, A minimum $-0"ADA additional

mewnﬁws&*&%m

: . i Accessiblo Sidewalk will be shstalled o | physical
JOrots ek ARAGNY T Pryticd conmect this ncw door ta the cxisting parking | plant
L SonTeT Fire-Rulely ‘et Ll Sty Goda- arcr. Aficr nstalied the cmergency cvacustion | work
Tag VOATT . plan will be updated 1o reficet the exit rouies.
o Sfoctive | Firo drill was conductzd on 10/1/2010 wod will o
B m’mwgv?::?\\it I;mb g; 3\# facity's : ‘xic conducted quarterly at unexpested firies by 10-4-10
. oy I ¢ Facility Administator or designee, These i
%Mm xg ﬁﬁm&m‘;‘;&mm“ e el vl b Socumentod and eviluated in
Ql .
mhﬁ?&i‘mﬂﬂfw memm Storage jterns have been semoved from the
was Wineiad oF uppBREA corridor and relovhted to b Feoords SIOTRES
. ©ea a5 of 09/30/10. Route vl be smonitored 09730/10.
..mumuwmma) Phycical Enwleonmant = duily for 7 deys then weekly for 2 weeks then
| monthlty for 3 saunths by Fecility
Admnistrator or designte.

The Governing Body will meet monthly 23 0
enswrc complisnes with POC, Fusther
complinnce 1 the POC will b revicwed
during monthly QA meetings and reported to
the Goveming Body oo less then semis
ennuatly. The Facility administratol (FA)
yepresenting the GRB will be respomsible for
ensuring imp! tion and ongol
V 858! compliance with this POC,
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Upeon inspection, 5t was determined that this

refriperator was ynable to maintein

temperstine within peccptable lmits. The

rense refrigerator hes been veplacedand

verified to be within soceptable Timits a8 of

09/29/10. The €58 in-serviced the tenmmeaics l

on Policy 6-01-08 Reuse of Dislyzets with

eophasis on distyzer storage in reuse 9.30-10

refrigerator including the tempesnture required

- 1o be meintained betwetn 36-50 degres
[revigion ¥ Fahrerhcit and actions 10 take i temperahiure
o vellin 1 (3 M‘g‘gﬁ?ﬁﬁ n@ s out of range. Proper documentation of e
dasignt batioritl

cingle temperature 0 be recorded was slso
reviowed, Fagility Administrator o7 designes
will review the log everyduy for 3 days/
wezKly on each shifi 23 weeks, and then the
\og wilt o monitored dafly by the charge
urss On BN on-going basis. Results of audita
will be reviewed In Quality Tmprovement
© I Mansgement Meetings{QIFMM) and
qnWMQI&ﬂWhWW‘ addrossed a5 0 ¥, FA is responsible for
heda’
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cENTERS EQR VEEACARE S eI SER . - 1 ”
E EH R Ll b RBTRICTION 149 DR SURVEY
s NT OF D ENTIES P % 0 AT AT
A3 PHAN DF COREGTEM PEHTERROH [ L wnomd T
L R g pmAr2a30
mwmﬂhﬂﬂ‘m = -
) PRENGIER UR SR =
b e
CHARLOTTE EMATBIBLYEE caARLGTTR, O 35E09
, - . RS ARV =
wam e STATOUERY OF IEFKEIREC e AR AOTOR SILL TR BT
% wmymwmm T mwmmwnwmmw
v oo e, v wwmm\ \
. . 113 Lo
o heath of W““Wﬁmﬁgg B et Chase wil be demolstied to
the pudla Thass PIBTAICS ; provide a clear path 108 New 307 Exit Only
mmmmwﬁmw d Door with Panic Hardwere, A mixiom
4 snargandys, Wik 5.0 ADA Accossible Sidewalk will be
mmﬁ:aw W—;ﬁ diaaatars fkely te ool anstallid o connet thts mew door o the
e oo 7 grea. existing parking area. Aftes instalied the
' :ﬁ:‘s.—gcncy‘ cvacuation plan will be updated 10
reficet the exit routes, ‘ .
o STANDARD 131108 (128 35 avidenced by,
s BT obeatvatons w’ oview A copy of Cestificate of Ocoupancy has besn
Baged BN ' ’hﬂ?ﬂ!‘} fallod th QT 0 from the city of Charlotis original 10-13-10
s ! ;?;M' WM e fo el architect and g:n.mi conttactor, Gc;ing
Q‘wﬁ! W""a"‘ rger m‘* 1 aped vishors 1o Il @ fomiard any fire inupections will be kepton
9‘& i3, file in the focility. FA is responsible for
frmide it pavient
?:a o ﬂ\m‘t‘:& s oA \‘(ga o ongoing compliance with POC.
pepmet 8 ¥
.\ pssnguway vas ploched o UNpHESALH:
$+The facility hos been diligently working on |
Tha Grdings it o corrocting &l the issucs cited sinee the survey.
. This roport wes recgived on 10-11-10 stating
opsarusion on L 1016 i AT T onthe |pe
Hu- , 108 slem o on e
. RWWM a oo of mﬁuﬁ giations dny of the survey.The instatiation of the firc icdrdiﬁunni
i sty rstmarh mismbjuctmmsavnﬂabiﬁtyoﬁhd physical
ehation pedite e pgreement is in
oy ) vila of the pactere aa. T T it n osa) vendor to stall & smoks work
ohean of s ey 9 Wm veetion eystom and fire plarm sysicin that
avetilinh VA raveaed th the facty b lnoad opde on 10-22+10. In eddition the
o it tosimg cirecly irte 8 fiysica) plant issues will require mors time as
from tha memd‘m‘:%?;ﬁmw \cy ere piso dependent upot;\w permits and
wiha it W endos aveilability es well the fact that tuch
;:nm mmmmmmw {1he work will have to b completed dusing
o fusther yovaslsd il Y W B on-operationsl hours. These issucs have
B i locaio O STy EVRGER e e e
g ave forwart is in pace, Estimeted tme
inthe wﬁm&‘&m 1o complete is 912 weeks, We request
'“‘W’dh e woskmart i paionts, : T nongsidcmﬁon I these particaler issues,
Vigtoss and o2, Na oty doer o s
sserved la e paont rusiment BrES.
Wm,!m,mmmm e P L tarution shag: Pag TS
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T ETRTENEN O LSRN 2 CLARECTVL
BEPCIENCY MUBT W& pECECAD BY FUll pREAK
408 | Cantined From page 25 V408
i an Daf2R10 i 141D wilit tha
't rogiumed s o prfiank irpatmant o
ammabﬂmwﬁ*éﬁ‘ﬁgmw,ﬁm : :
oy ok of e patient wri oven ot the
, The bpeniey # Tiavd el | 1 The fire system was ordered on the day of ©
WM&“&WMWI“‘.W@M - ﬁscsurvcy.ﬁ.nggwcmmisinplaccwitha
el wtwmmemh wataea | A Tocal Ve:igrﬁ\o xn‘sta]'l & Emoke ﬂ:i;tccﬁunl B}
weisafig by peintng ond systom and fire alarm systom wmieets Yoo
harvied il mx&r WIS e code on 10-22-10
T s Y se Too 18 wck o tha emgment ares 5 The Server Room's Plywood will be
i Gvatit patons. Th i ol emoved, The currently non-yatsd Walls wilh
M“\‘h\-"nﬁ? MHW BhR be upgraded 1o Minimum | Howr Fire Rated

Partitions, in accordance with the attached

sketches. This will allow tho 1 Hour Fire N
Rating o run behind the plywood finishing - 10-22-10
ematerie) oncs reinstalied. lfor Fire

3., Since the Facilivy is approximately 7,600 jsystem
s3]} WWMMW Eq.i\.insizc.mcmqu%rad Smoke
s 1 ha TR wham uny fira paishid o Compmr}mmiimﬁon‘wﬂlw necomplished
iy gt R b b i s
] @ 25 10 in the attache
mmf;xm ) Wd by the faciiy Skeaches, This .wi!l provide the minimusm
fam revstied any s wpm Wara 1, 40‘3:\’. n e:t}}c'r wmwnt sswell a3
eandcted & e fnctly, the ninimu exitng roquirements, New I

Honr Smoke/Fire Pactition ang 20 Manute Fire
Rated Doors will be installed ot key Jocations
s order to provide e necded pathwey from
exterior wall to exterior wall. Each door will
akso fnclude n passage Jatch system, 1 Howr
Fire Reted Frame, pad Closer device.
4, The Facility Bio Hazard Storags room is
not soif closing ror firo-reted, The facilitics
Bio Hazard Stomge room will be separated
from the Comidor by upgrading and extonding
the existing non-rated :{mﬁﬁm 1o the roof
suvey. a4y deckesa pinizum 1 Houe Fire Resistant
4gdatie FEFIRE BAFETY-LIFESAFETY eeomMy, The Door betweza the Bio Hazerd
CODE 2000 Storags room snd the Coridor m;g:

. uppraded 10 8 minimum 45 min. door
{§) Excepton in pasacaAn N ol e with 5 it § bour Rated Frame end
atlon, by mms.mwmwwm

wiih et

Closer devise.
cont pg 23
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. 5. This emesgency battery operated light was

mmﬁ fha Lo Bty Codd m " ropaired and operation verified by an outside
Profaciion s 7a4 (I oF vendor VO/D710, This will be monitored to

incorpursed valaranc o1 §4b ensure it 5 in working order during monthly

s chepet, facility sudits.

&, Firc drill was conducied on 10/1/2010 and

' . will be conducied quarterly st unexpected
Tiia BTANDARD I MMMMWW times by the Fac

flity Administrator or
Bmadmobaammnnmzmv B | b designes. Thess

fire drills will be dovumecoted
hatwesht g3 AN and u:wm vt fchioaiy) WhS and evaiusied in GIFMM.
ek

7. Stoyage items have been femoved from the | *12:31-10
corridor and reloeated to the secords SICTRES
nres as of 09/30/10. Ropte will be monitored
daily for 7 dzys Gt weekly for 2 weeks then
montily for 3 months by Facility
Administrator or designet. work
*The facility Yas been diligently working on
cometing ol} the ssuss citsd sinee the STIVEY.
This report was seceived on 10-11-10 stating
completion dates could be no Iafer than

for
additional
physical

ﬁ)mam%d‘»dmkhmamaﬂmeymmm ]
wMambaﬁewwﬂeﬁumw
found In tha Rullding:

%) Feclny apprmnsﬂv‘twbﬂq.ﬁhm &l 10-18-10, The fire systom was ordered the
it iava @ EMERD vaniés peparding he day of the survey. The instalintion of the fire
buikding Ik tost nepareta -8 systom is subject o the availablity of the
T $utily Bbumswmgummﬁm vmdm'whniswmﬁng“mhmefaciﬁzym
el cloaling 1ot Siravied. expedite the process. An pgreement isin

place with a Jocal vendor to install a smoks
dctection systm mnd fire alamm system that
mects Tocal eode on 10-22-10. 1 sddition the
trysical plont jssues wit} require more fime 88
they are 150 dopendent upon permits and
vendor availebility as well the fast that much
of the work will have 1o be compleied during
non-operationsl hours, These issues hrve

cersliiorm.
7swmwmwmwmwwm
mmumxmaﬂm,vﬂﬁumwm A
1 fame to complets is 9-12 waeks, We request
Ni2) PRRECENVE SERVICED ¢ 48| your consideration i these particular issucs..
QUTLINER INPOR

Ther pafant hea the gt e

(12) Rty rarossaany st O

TR CHE AT S P Vaasa it Pyt v el T2 £5154 Toaialtn eR Pege Aot H4




"_________________A.——«——————"‘““""_'——‘——' _____’____.__,__.__..—.—————-'——’——"’__‘ T
vt Ll cu fony Lt T Ve LT Vinh [ AR} ron 1wk [ BRI Las 1s LOFJY

i

{-gs-20ig 15160

.29

PRINTED: 100042010
FORY APPROVED

gan , Sunwii s uwww%% SREFIR CRARELTIV
PREFR oot ki H R TN ok c%aﬁm'mng

oy DB
V483 Contimwd Frem pe 28
W,pamtpwnn!uaremibedhv%m

This BTANCIARD b0 inst a0 0456

]
ciniosl racor

Tevisw,
i, padent Intarvied end staf insiviw, 1o

. . Aimmhwwm
W&mm‘wmmmsw
’ map»&nfap!snufmh':w?wwhd
WMW(PM%W-
"y e Inehude:
A reviony of oo fncly policy Palieal
; ' : Wmmﬁcm’lmwm
‘l Wn)wmwwwdmw
MWMWWWWMW
ammmmw,umnmmmlmm‘
mwmmmmmmmm .
Am\ﬂwunwzmwdﬁawm
. rasorg for patisnt 34 cavaaled shel fra palient Wl
Wmhhﬁhmwmmmw
' amammmmwmwmm
camﬁm"wuwwﬂm‘m
- mumwmmmmmmnm
mwmmwmmmmmu
Mw&dmmmw#ﬁ*
. o oyeair ha ra ity dsbopn e
wm-wmmawmmw
. muMmomamnpmmmmmm
: wau\amawﬂmwa:ﬂhmm
mwm:ﬂm&abﬂsndlahhmmw .
st e (driciun) hed sizned e atall
mmmwmmMmmmmmmw
MWWWWva
mamsmmmmmhmmut
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policy #1-04-07 patient Assegsment and Plan
of Care™ was reviewed with the
interdisciplinary fcam ) with cmphasis on
the need to inchde the patient/peticnt
designee in the develepment of the plan of
care unless the pasient declines, Bech pativnt
wilk b given a written and verba invitation
to the cave plen mesting 28 cue pluns become
Guc. Patients will be asked 10 sign invitation
and notc if they will anend. 1f patient declines
the jnvitmtion the plen of carc e member of
the IDT will peview with them and ask for
focir signamre on the plan. IE the patient
refuses 10 sgn, this will be noted in the
record as well, FAldesigned will audit alt
plans of care completed x Imonths and then
10% of those completed quarterdy. Results of
audits will be reviewed in Quality
improvement MVianagement Meetings

and pddressed 88 NECCSRATY. FA s

POC.

(QIFMM)
sesponsible

10.18-10

for ongaing compliance with
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V502~

The Required Jucumentation for the
pdministration of PRN medication 1o inclode
| stic reasom given and effectivensss of the
smedication WES seviewed with RIS, Facility
Admipissretor Witk monitor documentation of
PRN meds once s week for 3 weeks then
complete random andits quastorty. Results
of pudits %l b6 reviewed in Quabty
Improvement ‘Management Mectings .
(QIFMIM) and pddressed a8 necessery. FAis
:]fg:ons‘rb\a for oRgoing comphiance with

10-15-10
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208 BHAROHR ATY
GHARLOTYE EABY IIALYBE

SORAATY GATEEAIT OF DEFCRIECS ) TRCVIHTS PLA OF LORREVTION ‘
5?&&} . Wumé%mgsmmmwm . AT NEATTION SICUL B 1 uﬁ%ﬂ
o S LATORY O LEC DENTIVIG IV ORMATICHY ™ AT TRSACED 10 THE APPRGTRATE :

V 603 | Contined Froo pegs 27 N1
Tho findiregs Incloda

1.mmwrzmwuwmmm
for peilant 1 yavealed thist the pafantwas
mmmmmmmmwm
hempdlulysla, A tavied of ha padent trusiman
mmrmwzomwmamomm
Thet tha Teciity nursing waft aenistored o PR
wedization tu tha pationt wiiheut ey
o1 Yhas Yoason Wity

gt the reaseassment of hy modicalion
Mmmmwmm«m
OBAA/010 & 1708 and 1 D700 B350

6 madiaation

2. A& paviow an O3/232010 of the chriex] meoid
fnrmﬂamwawwmaﬂpmm»m
dofied ta S Tactkly on 1042012008 for chanls
estodiaiyela. A raview of the patien) tnatinert
mmmwumwmwtmw Gty
nureing stalt lminisiared & PRN piedicason 10
mawmmymmmm
pazaon why sdministuted and the teastesarvnt
o e tradization elfectveneas, The iview
tevestod hat on DORARIIO R 114D U patia
mwn}nmm‘g;mmm
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“The-facility will cnsure qualificd charge nurse

it designated for cach shift during

hemodialysis treatments, The opening nurse is
designated as the cherge nurse for the day and | 10-15-10
fhis will be identified on the daily schedule on

an ongoing basis. FA i responsible for

4. A reior on aheanoinof e il e
ongoing compliance with POC.

for prlant 4 reveried Uk the pyfort oS
aémdsewmwmiwmm'ﬁ

pesdication wifactivanahl.
yoveaind thet on pennnth e 4607 e pakied
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AT, Y RTATE 7 S0P
i SRR AT
: \ CHARLOTTEMAST PIANER e icind
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- V750
\ 502 | Goranuad From 2% VEO2| o bers of the Covoming Body (GB) have
cahng documentalion Wik fopnd segarnding e rnet to yovitw the Statement of Deficiencies
W on and/r 6w (SOD) mnd formulpte the following Plan of
Wi WMWWW“” Conc?ﬁon . ‘The standerds under the
5400y wilh tha fanidy e tavanied Rl Condirions of Wafection Control (V11 )3
e 4 have hed ég@lmm fov Physical Environment (V400); and
ol i tha PRY Guvérnancs (V750 that are not met 86 well ss
Foring ot rhe resanny fug the P : : N
£ wea & e e other standerds, contain spesifics of comeehve
sl Jokered plang, ‘The facility will ensure that the GB
elteetivanotd of provides oversight and hes ;330:!\5 in place to
o cee thet e faclity is equip and o
5, A raor o0 o the clrlont acad B ained to provide 8 afe, functional and | 10-18-10
patwit#5 wmhd%ﬂ%%;ﬂ comforsuble cavironment and 1o cffective
+critiand b i (SRY.OR chitnid infection control programn is in place.
bl s A faview oithe tard i  Bliminated the yse of 8 medication cart and
sheaty ot QAHeN Mwm&n faclily the medication station has been ‘;incawd. A
. irextered <3} ' designated clom Brea was CTCR for
r&m % a5 2 Filt oyt redication prep o one of the jstand nwrse
F'ﬁ”* stations in the treetment area W9N0, A
o why Bef MWW plmis'mplmma)sohﬁmﬂscpamﬁm
The reviow
i 45 o ot Larders 127 in height will aleo be instalied
revawad et on taeRe : aroxmi the medication prop svea fo frrthier
the rwdication designale this space as  clean srea,
‘“‘WWL’“ KW WW*': “Tve Clinical Services Specialist (CSS) in-
mmwﬁdﬁﬂn reguidng serviced the teammates on policy #1-03-11
mmmmmﬁmwﬂm wChanging Transducers Protectors” on
wmmmmmwmwmmw 10/07/2010 with ctaphasis on the need 10
4400 with e facllty ik revpaiad ?r:‘tt\ change mspcct wa;:& md/gr‘bl oodF "
MWM ¢ mmmﬂ wnta}ta_\ wxieTH . rans \u::rs 3 acihity
O tenzon $et fw PRI Admintsator or designes will monitor leam
everyday for 3 days, weekly on ench shift3
MV“”":‘:‘W” ek, and thn s will be cluded in
| o4 1O PO-CHARGE NURGE- 210 yeas| manhy inecion ol ey
NURBIRGHS M DALY 1-04.08 “Uiilizing Vascular Aceess Clamps”
and poticy 1-05-01 #nfection Control for
Tra chiargs wurse mepwide for ety SR pmbe - | Dinlysis Facitities” on 107772010 with
fBas reghtared mirse, & Deansad prastical gropbusis on the need appropriste clemning and
s, of vosstional pura ;m m e mﬂ disimfcting of yascular clamps. cont. pg 31
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; V750 cont Facility Adminisiretor of desigote
\ 5%‘ m P‘f::w Wf;::mw ot b ittt will moniter eam everyday for 3 dsys,
- \

weekly on cach shift X3 weeks, and then this
o prinaraniE dirlysy will be included in monthly infeotion control
audit going Torward, )
' The €SS fn-serviced the team on the 10-18-10
ANDAR males avidecei by impostance of maintaining nclean
gﬁ;‘m Wim:) P:“;‘t s Sha sl Hiorvh, environment and ensnring trash i picked up
e (el to dasgrale & SHAIGR wres fof from the floor. Facllity Administrator of
tacilky " designes will monitor team everyday for 3
aih ek dudng hmotialysls keatwere. e :
ys, weekly on each shift x3 weeks, and
—- then this will be inclnded i montbly
nchdec snfoetion controt audit poing forward.
Upém inspection, it was determined that this
A raviest of B focilly paksy s cefiigorator wes unablc to maintain .
Cusicatians, L ) Adatpinla temperatare within acoepiable Timits, The
Ve ammaie SIiing {isvisionuste ol 208 reuse refiigorator bes been replaced and
evasied it Shaanis, The chigs vesified to be within aocepisblc limits a5 of
nmﬁﬁw"'“azsse:mmwuhw 03129710, The CSS in-servieed the team on
policy 6-01-08 “Rense Policy” amd reviewed
eghatared nuria, Roanbyd practiea)
. 'W whe gt the praciel xel‘ug‘c;‘astor Top v;it:x;gm;: ranget., Paper
; § towe} dispenser cut prop aren s &
Wﬁ‘“ms“‘“““‘m“"m“ batiery powored hnds fiee style dis
. penser.
erpioyed” ’ . The dispenser was found to be inoperative,

. Replaced batteries and verified operation.
MWMWW%@@% - Facslity Administrator or designes will
fucifly ailminnbant mevasled monitor feam overyday for 3 days, weekly on
o curiently have b davigneled charge RS each chift x 3weeks and then fis will be
du mwmmmmmm inclnded in montbly infeetion control audit
N m&m % wu:m %9;:;:0_5 fias heen diligently worki

g (o] s e facibty hss iligently working on
xmf‘m have a s that can handia fhings sorresting all the jssties cited since the for Fire |
nﬁwmulﬁm?ﬂhw*" survey. This report was received on 10-11-10 {system
stnting completion dates could be no Jater
- han 10-18-10. 'I‘heﬁmsymmwasordcrcd
Ll "“m o Wm‘&i‘wﬁm% doas the day of the survey. The instellation of the
facily il - re system is subject to the availability of the
- Mﬁbmm“mmw wal endor who is working with thy facifity to
g (s Fuges (G0, rmaled -xpodite the process, An agreement is in
gach shffi doos fot trave ahy Tormad of wasightd bincs with 8 local vendor to install a smoke
Chaps . - iotection 5Y5 omd fire alarm system that
\/ 750 | 494,180 CRC-GOVERNANGE

 nests local cods on 10-22-10. cont pg 32
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3300 RHAREN NATY
Wﬂem‘mm CHARLOTIE, N 25169
CORREITEN )
mwwmwmms 0 S AR OF » \
il DERGEEHET PRECED REFIX (EACH CORRRLTVE, GHOULD COMPETER
TS mmmwmmm% \ Pm \ ummmmd&wnsmwma ! [
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v 760 | Gondaind From paga 81

This CCNDITQR 15 ot el sa avidencad by
Basadmmmfpnhmm phmrvuliond,

a gyl
pelaplis)fak ta e beakh and
sy of path i, viskrrs = st The sy

v 758‘ V750 cont. in addition the physicst plent
jspues will require more time os they are also
dependent npon ponmits and vendor
svailebility s well the fact that muxck of the
waork will heve to be completed during non~
operetionsl hours, Thess issues have boen
evalusted by an architectdnd 8 plen to move
Sorward is in plsce. Bstimated time frame o
complete 18 9-12 weeks, We request your
consideration in these perticular issues.

¥12-31-10
for
additional
physical
plant
work

The Server Room's Plywood will bz removed.
The currchtly non-rated Walls will be
wpgraded to Minjmum 1 Hour Fire Rated
Partisions, i sceordance with the hed
sketches, This will allow tho 1 How Fire
Rating to rum behind the plywood finishing
metoried once roinstalied,

Since the Facility 18 spproximately 7600 sq.
& in size, the required Smoke

Compar tioation will be Ao ‘v Hed
by extending the existing pott-rated partitions
10 the Roof Deck, as indicated in the attached
Sketches, This will provide the mini

1,§40 S§.F. in either compariment as well as
the minimum exifing requl ts. Nerw §
Hour Smoke/Fire Panition end 20 Minute Fire
Rated Doors will be instelled 8t key locations
in order 10 provide the needed puthway from
exterior wall to extesior wall, Each door wil)
also nclude & pessage fnich sy 1, | Hour
Fire Rated Frame, and Closor device.

The Facility Bio Huzard Sworage room isnot
solf closing nor Bre-micd. The facilities Bio
Hazard Storage room will be separated from
{he Corsidor by upgrading sud extending the
cristing non-rated pantition o the roof deck as
» misirrom § Hour Fire Resistant sssembly.
The Door between the Bio Hazard Storage
room and the Corridor will be wpgraded to a
Toiniaur 45 win, rated door with & minimum
1 hour Rated Frame and Closer devise.

cont pg 33
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battery opersted
Tight wias yepaired and operation yerified by =

ontside vendor 16/07/10, This willbe

monitored to enswse it is tm working ordes

during mownthly facility nudits. - b jo07110
Fire drill wes conducted on 10/1/2010 and wil

be conducted quarkerly Bt wncxpected Hmes by

the Facility Administrstos ot Jesignee. These

fire drills willbe documentedd and evaluated in

QIFMM. R

Storage toms have been revnaved from the

corridor end relocated 10 the records storage

arca is of 09730710, Route wilt be monitored

duity for 7 days then weekly for 2 weeke then

montily for 3 months by Facility 0930110
Admimistmator or designee. :

Plepse review the attached MSDS Shest for
Renain, Seetion 16 for Otner Information. The
NEPA Flammability Classification for this
chemical is 0, thereby qualifying as 2 low
tezard in acoordance with NPFA 101 Section
62.2.2. :

MFPA 101 Soetion AG.2.2.4 for High

Hezardous contents aré described a5 the

following “contents inchnde otcupansics where 12-31-10
Qarnmeable liguids are handled or used of ave for

stored pnder conditions imyolving possivle additions!
release of flunmable YEPOIS: where grain dusty physical

wond Dour, ot plastic dust, shuroipum ot plant
magnesium dust, of oiber explosives are work

TR 48430 {nfacion Conice) ! ueod; where hazardous chemieals of

WMW“\O Josives ore manufschired, stored, or
andled under conditions pmdm:}ng flarmable

e fachty Iaed to MVERIAN B W&Fﬂ‘ ings; ;und ofher siturions of simiter

%M?MWN puseial ek 82 azards.

mmmmwmmmmm tpe3t

atedt. The faciy T o e o dhaan o

gyaten o paaly it gatecis .

o atont, st ah vl
wwmmwmmfmw“mﬂ
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VT yys0cont
The Storage Room is ¢lassified as Low
Hazard eren in accordance with Section
6.2.2.2. Due to this, NFPA 101 Section 8.4.1
will require this orea as well as the Janitor's
Closet to be upgraded to the Minimum § Ho!
Fire Resisiant Rating. This will be
accomplished by upgrading the existing Non~

® " Rated Partifion and Doots acording to the ¥12.31-10
wes 't upmm e T e oo attached Sketches, for
" iy
yoitat n placs ot ordy Inaeriing wetton b Lid The avached Sketches are respoctfully :i(;:zﬂ 1
t&mﬂ sk Yo TGO sdntin ¥ ta froed condor subsitted for your yeview and comments, plant i
;‘m L Yoty g ihegide 08 ’ .1 Should you reguire additional information, | work 1
m famwiﬁ endufe an gifacive SNBIRTRY ‘ please contact our office. ) : |
ot T o ity pabte, £
Viors 9 nckash €1 W?&ﬁﬁt
mwmaaspmmm kit o
of s oo 8 ook by fret R [ho Govosing Body will mect monthly 3 &0
gl malaaR WWW cnwiss compliancs with POC, Fusther
Trmip porerdiad Dasdaris grosih tnstored compliance 1o the FOC will be reviewed
Yaieey L) Gdyests, during wonthly QA meetings and reported 10
| g ' the Govesning Body no less than semi-
50 Physen | e anmually. The Facility administrator (FA)
m‘;fﬁ;%  mesonting tho GB wil be responsible for
Gondibaft crisummg implementation end ongoing
complisnce with this POC.
. el : w%ﬂ'ﬁ
Ford e T panmventtt kit Womtiieses
FORACH
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EPARTMENT OF BEALTH AND HUMAN, VICES CENTERS FC  TEDICARE & MEDICAID SERVICES

mBICAREMDICAID CERTIFICATION ARD TRANSMITLAL : 1D; OB221}
) PARTI-TO BE CQ]VIPLETED RY THE STATE SURVEY AGENCY ' Facility YO 001554
MFTCAREMEDICAID PROVIDER NO. 3, WAME AYE ADDRESS OF FACILITY 4. TYPE OF ACTION: 6 (L8)
@ a6t (13) CHARLOTTE EAST DIALYSIS
1. Intial 2. Recertification
ST ATE VENDOR OR MEDICAID NO. (@A) 3204 SHARON AMITY 3. Yermination 4, CHOW
133} . . (L5) CHARLOTTE, RC . () 28205 5. Validation & Complaint
) X 7. Gu-She Visi g, Ofher
EFFECTIVE DATE CHANGE OF OWNERSHIP 1. PROVIDER/SUPPLIER CATEGORY o @n
. . g. Full Survey After Complatnt
9 » 01 Hosphtat oSHHA 59 ESRD 13 PII®
DATE OF SURVEY bl @39 02 SNRINEDual U6 LA 10 NE 14 CORK .
 ACCREDITATION STATUS: @y | exsnmmEDistio  O7 TRy 1 15.A5C FISCAL YRAR ENDING DATE:  (L3%)
0 Unsceredited 1 JCAHO 84 SNF 88 OPTISE 12 REC 16 BOSPICE 12131
2 AOA 3 Other ’
1. LTCPERIOD OF CERTIFICATION 10.7THE FACILITY 18 CERTIFIED AS: ) .
From (8" X A TIn Complizncs Witk AMMM&MEMMML
T ®): ngrm‘nkpquﬁmmmts 2 Techoicsl Personoel __&. Scope of Services Limit
’ Comphiznce Based O 3. 24 HomEN __7. Migdical Director
2 Total Faciity Beds (Lig) X 3. Asceptable POC 4 7Dy RNRuEl SNE) 8 Paticnt Room Size
) . . 5. Lifis Safety Code 9, Beds/Room
i 1 B. Notin Compliance with Progrem
13.Total Cotified Beds arn e iomsats andiox Apphid Waivers:  * Code: Al Li2)
14, LTCCERIIFIEDB‘EDBREMCDOW . , 15. FACILYTY MEETS
18 SNF 18/19 SNF 19 SNF ICF MR 1861 (9 () or 1861 Y (1 YES 15
@sn a3n) (139 @A) w3

16. STATE SURVEY AGENCY REMARKS (F APFLICABLE SHOW LTC CANCELLATION DATE):

A complaiat irrvestigation was conducied onsite ot the facility April 15, 2009, As a resolt of fhe investigation, & siandard level deficiency was fornd in 494.30 Infection Confvol. &
plan of correction was requested. Refer o itake #NCO0D54102. . :

18. STATE SURVEY AGENCY APPROVAL Date:

06/01/2009

Ji;@ im&\/{ e[ [0G

19

: @20)
PART ¥ - TO BE COMPLETED BY FACFA REGIONAL OFFICE OR SINGLE STATE AGENCY
75, DETERMINATION OF FLIGIBILITY 20, COMPEIANCE WITH CIVIL L 1. Sttecneat of Finsncial Sotveasy (HCEA25T2)
RIGHTS ACT: ‘ . OvmenhiplControl Intest Disclosure St (ECFA1513)
1. Fauility is Eligible to Paricipate 3. Both of the Above ¢
R Facility is pot Eligible ——m
@2y
> ORIGINALDATE " 3. LIC AGREEMENT 24, LTC AGREEMENT 26. TERMINATION ACTION: @30)
OF PARTICIPATION BEGRINING DATE ENDING DATE VOLUNTARY 00 INVOLUNTARY.
01-Merger, Closure 05-Fail to MagtHcalﬂ:lSafcty
@ [T (25) "1'?; fom Wi Relasbusseenet 06-Fail o Mees Agreemment
25, LICEXTENSION DATE: 7. ALTERNATIVE SANCTIONS 03-Risk of brvohumtary T‘“mm‘m"“ OTHER
A S iom of Admissions: MOIhmRmonmeIthdraWnl o7-Provider Stams Chmge
: AL 00-Actve
@2 B. Rescind Suspension Date:
{@45)
2%, TERMINATION DATE: " 29, INTERMEDIARY/CARRIER NO. 30, REMARKS
00000 )
€28 ' {131)
31. RORECEIPT OF CMS-1539 52, DETERMINATION OF APFROVAL DATE

a3z @33 | DETERMINATION APPROVAL




spartment of Health and Human
s) a{efi\fledjcaidl CLIA Complaint Form e
: om]

Part L-To Be Completed by Component First Receiving Complaint (SA or RO)

Control Numbers OB2211 (NCDOOS:SI"

1, Medicare/Medicaid . Facifity Neme and Address 4. Date Complint Received
Tdentification Nuosnber CHARLOTTE EAST DIALYSIS
; 3704 SHARON AMITY olzloleloio!
rTalaleli 111 CHARLOTTE, NC 28205 MM DD YY

4, Receiving Component 5, Date 6B. Total Number

1 Staie Snrvey AgY. Acknoviedged of Complabaants
[ 2o Innpang

MMDDYY

7. Alegafions 74, Category

1 Redidsot Abuse 10 Proficiency Test 7B, Findiags (To be completed following 7.C. Number of Complainants
1 m 7 Reddent Neglet 11 Falsification of : investigafion) per Allegation
2 1] 3 Resident Rights Revords / Reports :
3 - 4 Paticot Domping 12 Unquaﬁﬁvd?mmci 1 01 Substeatiated 1
s T 5 Buvirounent 13 Quality Control 2 02 ‘Unsubstantisted/ 2
s T 6 Care or Services 14 Swﬂmdﬁng . 3 Tnable to Verdfy 3

7 Dictary 15 TDiagoosiic 4 A

& Misoss of Fumds/ Exronsovs Teat Results 5

16 Framd/Frlse Billiog 3

Proporty
9 Cestification/Un- 17 Fa&zﬁtyﬂransﬁ!sion‘ﬁamlky
aufhorized Tosting 18 Other (Spesify)
15 Lifes Safety Cods 20 State Monitoring
3 Ackion Gf multiple achions, indicate eariiest action)

1 Ervesigats within 2 working d2y# 3 Referd (Specify) ///_/
: @ 2 Tnvestigats within 10 working d2ys ¢ Othor Astion (Specify) //
3 mvcstig;ﬁzwiﬁxin%wmdngdxys 7 None .

4 ixgvcs‘ﬁgatsdnﬂngncxlonshc

10. Conplaint Sorvey Date

i PEIEPE]

s Ofer (Specify) MMDDYY

12, Broposed Actions Taken by S4 o7 RO

v 1 Rmmmmd'rmﬁmﬁm(mzy) 9 Provisionsl Liconss 17 TA & Treining for Unsucocssfal T
’ 2 Rmmmmdrmsnaﬁon@way) : 10 Spesisl Miordtar 18 Stavs Onsits Monitorng
= 3 Resommend Inormediate Senction 11 Direoted POC 19 Snspension of Pact of Medicare Paymens
T I B 4 POC (o Sanction) 12 . Limitation of Certificate 20 SuspmﬁonofAnMc&icmPaymm‘s
5 Fime 13 Suspension of Cerlificat® 21 None
& Tronisl of Payment for Hew Aduwissions 14 Revocation of Certificate 22 Ofer (SPHY) | e
7 Licease Revocation 15 Injunction 23 Enforcemcrt Ao
8§ Receiversip Monetary Penalty

34,  Parties Notified and Dates 16. Date Forwarded to CMS RO or
Proposed Action 1 Facility 1. 014111610 9 Medicaid SA (MSA)
7 Complaivant 2 212111019 (Attach HCPA-256T)
olafiT5lolo]

3 Represexfative 3
4 Other (Spectly) ——— MMD DY ¥

Talking Final Close-Out Action
16. Date of CMS/MSA 17, CMS RO/MSA Action ' 6  Limiation of Certificate 15, Date of Final Action Sign-o!
Receipt . 7 Suspension of Certification
1 g Revocation of Cortificate
. 9 Injumotion MMDDYY
MMDD vy 1 None 10 .CnﬂMoncumakty
2 Termination (23-dey) 1 TA&Tmin‘mg'EcrUnsumassﬁﬁFl'
3 Termination (90-359) 12 Caucliation of Medisare Approvel
4 Ttermediatt Samction .,
s Move Routios Survey Date Foreard 13 Other Spectly) —————"
14  Enforoement Action
FORM CMS-562 (1-93) Page 1 of 1




APR-24-2000 FRI 02143 PU DAV - CHAR EAST FAR N0, 70453181, pm Q’ﬁﬁﬂg‘ .01

. PRINTED; 04/15/2008
DEPARTMENT OF HEALTH AND HUMAN SERVICES RECEIVED APR 29 I FORM APPROVED

~ENTERS FOR MEDICARE & MEDICAID SERVICES |lOMB NO. DE38-0381

(b8)] B OVIDER/SUPPLIERICLIA {x3) DATE SURVEY
IDENTIFIGATION NUMBER: COMPLETER

G

L ATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(X2) MULTIPLE CONSTRUCTION

e it

8.
w262 ne DAIBI2000
NAME OF PROVIDER DR SUPPLIER STREET ADDRESS, CITY, STATE, ZF GODE
3204 SHARON AMITY
1 s

CRARLOTTE EAST ALY SL CHARLOTTE, NG 28205 |

X4y 1D SUMMARY STATEMENT OF DEFICIENGIES b PROVIDER'S PLAN OF CORREGTION

PREFIX (EACH DEFICIENGY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE

TAG REGULATORY OR LSG IDENTIFYING INFORMATIOR) MG CROBR-REFERENCED TO THE APPROPRIATE,

DEFICIENCY)

beo Pdo

7147 454.20(2)(2) CDG RR-10 AS ADOPTED BY
REFERENCE

V147\

Recommendations fof Placament of Intravascular
Catheters in Adults and Children

1. Health care worker education and fraining
A Educate health-cars warkers regarding the
... appropriate infection control measures o
prevent intravascular catheter-ratated infections.
B, Assess knowledge of and agharence o
guidelines periodically for-all persons wio
manage intravascular cathelers,

1. Surveilance

. Monitor the catheter sites visually of
individuat patients, Jf patients have Endemess at
the insertian site, fever without shviolig sOUFCE, OF
other manifestaions suggasting jocal or BS)
[blood streait infection), the dressing should be
removed to allow thorough exarnination of the
gite.

Ceniral Venous Catheters, Including PICCs,
Hemodialysis, and Pulmonary Artery Cathelars in
| Adult and Pediatrio Patients.

Vi, Catheter and catheter-sife care

B, Antibiolic fock solutions: Do not roufinely
use anfibiotic tock solutions te prevent CRBS!
{catheter related blood sirearn infections],

This STANDARD is not met s evidenced by
Basod on the facilliy's policies and procedures, '
clinical record review, anhd staff interview, the ) m

facilfy's staff falled to change o clean an exit site

NS
{ADORATORY DIRECTOR'E DR PROVIDER/SUPPLIER Rawmfﬂ%m W {XB) DATE a
. /ol [Fe o]

Any deficiancy statement ending with an asterisk () denotes & deficiency which the tpstitution may bé dxcused fr}n sortasiing providing it is determingd thal

pthar safequatds provide sufficient protestion o petisnts. (See instruntions) Exeept for sureing homes, e findings sisled mhove ara disciogabla 30 days

o following the dats of survey Wheiher ot nof & pian of comeelon I8 provided. For nursing homag, the above findings and plans of commechon a1 disclesabla 14

"ﬁavs“fmmwing‘;ha‘(;date'the'ss dbcumanis are ade availableto Anedaclity:- f deficlencies ae-cled. an approved plan of cotraction e requisite fu confinved
program participation. ’

FORK CMS-2567(02-39) Previeus Varsions Qbgotdia fvers 10 OBZR14 Faclity 1P, 001554 ) If contintiation sheot Page {of 3




APR-24-2008 FRY 02:43 PH DAV . CHAR EAST

Fax HO. 10453181, p, 02
' PRINTED: 04/15/2008
DEPARTMENT OF HEALTH AND HUMAN SERVICES N IRH APPROVED
~ENTERS FOR MEDICARE &MEDICAID SERVICES (MR NO. 0838-0391
STATEMENT OF DEFlOlENGiES <)) PRDVIDERJSUPPUERJCUA X2 MULTIFLE CDNSTR‘\}CT%ON 3y DATE 51J_RVEY
AND PLAN OF CDRREG'UG.“‘ \DENT?F'CAT]ON NUMBE.R'. COMPLETED

342627

WE OF PROVIDER OR SUPPUER
| CHARLOTTE EAST DIALYSIS

OF BEFICIENCIES
(EAGH DEFIGIENCY MUST BE PRECEDED BY FULL
REGULATORY OR 186 IDERTIFYING INFORMATION)

SOMARY STATEMENT

Continued From pags 1

of a patienf's ceniral venous catheter dressing 7
of 16 hemodialysis treatments (Pafisnt 41y,

The findings include:

Review of the faciity's policy *Central Venous
Catheter (CVC) Care” (revised on 04/2008)
revealed that the purpose of e care was to
reduce the risk of infection In the patient and fo
reduce rauma to fhe catheter and exitsite while
minimizing blood 1085, The policy review alsn
revealed that cutfed catheters with well-healed
axit sites may not require a dressing but siil
require exaring ion and clearing of exit site gach
freatment. .

A clinical record [aview on 0474572008 for patient
#1 revealed that the 39 year oid patient had hs
first diatysis treatment at the facility 12/30/2004.
The review revealed fhat the pafient had "CVG

right side fernaral catheter” used for s
hemodialysis freatments at the facilty. The review |
5t the pafient's post traatment flow sheets on the
dates of 03/10/2009, (3/26/2008, 08/28/2009,
04104/2009, H4/07/2008, 0414412008 and
04/14/2008 revealed that na staff efther changed
the patients GVO dressing of documentad
cleaning of the patients dressing after his
remodlalysis treatments. No docurnentation was
found in the patents clinical record where the
facifty's administration of the pafient’s physician
was made aware of the patient not havibyg his

CVC satheter disaned atter each hemodialysis
treatroent.:

Staff interview on 04716/2008 at 1010 with the
facility's administrator revealed that he was not
aware of the pafient refusing calhelsr care aiter
the T missed changing oF cleaning of the: exit site.

FORM CMS-2567(D2-90) Pravious Vetslons Ohsolols Event 0B I

A BUILDING

,,_‘...-—-————‘*'—""———"J”

G

04/15/2000

B e

B WIN

STREET ADPRESS. GIEY, STATE, ZIP CODE
3204 SHARGH AMITY
GHARLOTTE, NC 28205
PROVIDER'S PLAR OF CORRECTION .
{EACH CORRECTIVE ACTION SHOULD BE
CROSS-REFERENGED TO THE APPROPRIATE
DEFICIENCY)

P s ’ caygLﬁgmN
‘;‘-ism DATE

V147

1. An in-service on Central Venous
Catheter changes and initiation of
treatrnent was

Completed on 4-15
Access Manager with
pet's and RNs

.09 by the vascular
attendance all

2, Teammates will be observed by RN
or Facility Administrator to assuie
company guidelines are adbered to.
Teammates will be observed on3
‘pocasions.

5.15-09

3. Bi-weekly meetings between RN's
and Facility Administrator will be held
to discuss BNy CONCEINS OF iSsues
pertaining to any patient or teammate.

4. Teammates and RN's are instructed to
document any event that is a variation

| from company policy and procedure
and/or any Physicians erder

5. MD was fully aware of pt's refusal of
dressing changes. On several MD visits,
MD verbalized to pt. the importance
of dressing changes performed in-center
by RN ’

Faudily 10: 671854 If continuation choat Page 2073




APR-24-2008 FRI 02:44 Pi DAL CHAR EAST

DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDIGARE & MEDICAID SERVICES

STATEMENT OF DEFICIENCIEE
AND PLAN OF GORRECTION

X} EROV!DERJSUPFL\ENCUA
DENTIFICATION NUMBER:

342627

NAME OF PROVIDER OR SUPPLIER

CHARLOTTE EAST DIALYSIS

_ FA% RO, 0453181, P03
' PRINTED: 04/15/2008

FORM APPROVED
OMEB NQ. 06380381
) MULTIPLE CORSTRUCTION ) DATE SURVEY
A BUILDING COMPLET
B, WING ¢
P —
: 04/15/2009

e
STREET ADDRESS, CITY, STATE, Z1P CODE
© 3204 BHARON AMITY

GHARLOTTE, NG 28203

X4 D SUNMARY BTATEMENT OF BEFICIENCIES
Talik | (EACH DEFICIENCY MUST £2 PREGEDED BY FULL
THG REGULATORY OR LSG IDENTIF/ING INFORMATION)

PROVIRER'S PLAN DF CORREGTIOR

12 X5}

\ PREFIX [EACH EORREGTIVE ACTION SHOULD BE COMPLETMIN

TAG GROSS-REFERENGED TO THE APPROPRIATE DATE
DEFICIENCY)

V147 Comtinued From page 2

The inferview also revealed that the staff should

roake the administration aware ¥ the pafient was
refusing the medication and cleaning of the CVG
catheter axit site.

Reference intake H#NC00054102,

V147

| - ]

EORM CMS-2557{n2-88) Previous Versions Obuniele

Evast 1D: 082211

EacTity D2 001554 i continuation shest Page 3 !




;PARTMENT OF HEALTEL AND HUMAN SERVICES
TERS FOR MEDICARE & MEDICAD SEF 'S v FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

——

bﬁcmmﬁngbmdmfmﬁﬂs coltestion of imformstion i catimated t0 averags 10 Tiumies por TESPOLES, including time for reviswing instructions, peprching existing fata sonrces, pafhcring and
‘wsteining data needed, and comploting and reviewing the colizetion of infor ation. Sead | 1 regarding this burden estimate of 337 othier aspest of fais colieotion. of information, inchadting
s oms For redncing the burden, 10 Office of Financial Management, HCFA, P.O.Box 26584, Baltimore, MDD 21207; or to the Office of Management and Budget, Paptrwork Redoction
)jeci(0838-0583), Wastington, D.C. 20503, .

Tovider/Supplier Number Frovider/Supplier Name

42627 ‘ CHARLOTTE EAST DIALYSIS
Pype of Survey (select all that apply) A Complaint Tnvestigation E Tnitial Cerfification 1 Recertification
‘B Dumping Tuvestigation F  Inspection of Care j  Sanctiops/Hearing
A T 1T 1] . C TFederal Monitoring G Validation K State License
D Follow-up Visit H L CHOW

Life Safety Code
M Other .

Extent of Survey (select all that apply) A Routine/Standard Survey (all providers/suppliersy
B Extended Survey (FIHA or Long Term Care Facilify)

ol [ 11| € partial Extended Survey (FFIA)

D Other Survey

SURVEY TEAM AND WORKLOAD DATA

Please enter the worklosd information for cach surveyor. Use the surveyor's identification pupber.

SurVeyorﬂ)Numbcr‘ First - Last Pre-Survey On-Site OnSite On-Site Travel Off-Site Report_]
Date Date Preparation Hours Hours Hours . Hours Preparation
Arrived Departed Hours 12am-Bam Zam-6pm 6pm-12a10. Hours
® © (3)) (E) & © @ o
1. 15546 04/15/2009 .| 04/ 15/200§ .1.00 0.00 4,00 0.00 11.00 2.50
2.
)
}f 4,
5.
6.
7.
8.
9.
10.
1L
12
13,
14,
Total SA Supervisory Review Hours.... 1.00 Total RO Supervisory Review Houwss.... 0.00
Total 8A Clerical/Data Exntty Hours.... 0.50 ) ' Total RO Clerical/Data Entry Hours..... 0.00

‘Was Statement of Deficiencies given to the provider on-site at completion of the survey?.... No

FORM CMS-670 (12-21) Y2000 TventiD: OB2211 Facility IV 001554 Page 1




DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
GENTERS FOR MEDICARE & MEDICAID SERVICES OMB 0838-0360

END STAGE RENAL DISEASE APPL!CATKONINOTIFECAT!ON AND SURVEY AND C‘ERT}FlCATION REPORT
. PART | - APPLICATION - TO BE COMPLETED BY FACILITY

. eame of Faciity ,_‘ X r

i o mjziajain

3, Sirest Address ! )
Lras \ste . "'\)]ASM [y

4. City

-6, Stale 7. ZiP Code

 NC 25205 | )
8. Telephone No. . 9. Facsimiie No. 10, Fiscal Year Ending Date )
(o ) 5 3L \A0 (o) 53 -4\ \ ' (2310

11. Name/Address/Telephone Number of Authorized Official
Name: | . Address: Telephone No. ,

( LR RAES ﬁx% Y 320 N %&avoﬂ%? ’ lswe N2 ()53 -1
12, Type of Appﬁcation/!\!otiﬂcaﬁon: V1) (check all that apply and specifyfn Bemarks section [see item 27)

o O A, initial [ 2. Expansion to new location [ 3. Change of ownership
[ 4. Change of location [ 5. Expansion in current location [ 6. Change of services/operations
£2.7. Other (specif) — Lecedtedond ‘ L
13, Ownership (v2) . VE1 For Profit (3 Not for Profit ) public
14, Is this Facility Hospital-Based (check ong) a0 Yes @No If Yes, hospital provider number
‘ woooood
15. is this Facility SNE-Based (check one) ey 1 Yes [INo If Yes, SNF provider number

w1 oo oo

P A—
5. 15 this facility owned andfor managed by a muiti-facility organization? (\mB/Yes {J No ffYes, name and address of parent organization

Name: . Address:
N . N —— I3 o 5
v - OAveTee Duadyerd w73 Bhodrie Ave. \acoma oo natod 4ol
17. Services Provided: (vo) (check all that apply and specify in Remarks section [see item 27}
1 Hemodialysls [ 2. Peritoneal Dialysis [J 3. Transplantafion [3 4. Home Training: {1 5. Home Support:
‘ '  __Hemodialysis __Hemodialysis
. " Peritoneal Dialysis __ Peritoneal Dialysis
18. Is Reuse Practiced? wolkves (INo
10. Reuse System (vit) (check all that apply) [ 1. Manual [ 2. Semi-Automated 4. Automated
0. Germicide (vsa (checkall that apply) 1. Formalin [J2 Heat I8 Gluteraldehyde [ 4. Peracetic Acid Mixturé

1 5. Other {specify) DLavn iy

21, Number of Dialysis Patients

(Vi3) l 8 Total Patienis = vi4) l(_/l:iemodialysis + wis) ___Peritoneal Dialysis
o7, Number of Stations (check all that apply and include isolation stations under Total Stations) o -
vi6) L(D Total Stations = Vvin ;_Hemodiatysis + V1B ___Hemodialysis Training
naa— /
23. Doas the faciiity have isolation stations? e L Yes 4 No '
54, Total Number of Patients {enter number of dialysis facilily patients treated on each shift for ful week prior to submission of this form)
A GUNDAY B. MONDAY €. JUESDAY D. WEDNESDAY
1 | =2 | 3 4 T 2 | s 1 4 1 s 1 a4 | 1 2 3| 4
L TR ] M e | G o | el Y
E, THURSDAY F. FRIDAY G, SATURDAY
1] 4 | 1 2 {2 1 2 3 ] .
L & | e W | ¢ T [ te ' -

25, Total Number of patients followed at home (v20)




partment of Heslth and Hunan
s pre/Medicaid/CLIA Complaint Xorm
part I - To Be Completed by Compenent First Receiving Co

1, Medicare/Medicaid
Tdentification Nwmnber

pnpGRanan

4 Receiving Component

1 State Survry Agy-

[ 2ro

Propety
9 Certification/Ui-
authorized Testing

Contro) Number: OB2211 (NCO0054102)

mplaint (SA or ROY
Yacility Name snd Address

3. Pate Complnint Received

CHARLOTTE EAST PIALYSIS
3704 SHARON AMITY mmﬁmﬂ
CHARLOTTE, NC 28205 MMDDYY

Bomree of Compint

5, Dute
Acimowledged

ki

MMDDYY

6B. Total Number
of Copnplainants

bl

1 RwdmﬂMsnirmﬂy 4
2 Ombndsmen
3 TPadlity EmpMchx—}:mplny

Anonymons
5  Ofher

0

10 Proficiemcy Test B, Findings (To be completed following
11 Falsification of i

lovestigation)
Records / Roports
Unealified Personnct jolzt .
Qnaﬁinomml . 2 -
Specimen Handiing 3l T
Diagpostic 4
Brroneous Test Rowults
16 Frand/False Billing s{ 1]
17 Falzﬁty/TxansfnsimFatal‘ﬂy
18 Other (Specify)

7.C. Number of Complainants
per Allegation

12

13

14
.15

1 Substantiated

1
Upsubstantiated/ 2
Unable 1o Vesfy 3
4
5

- —

10 Life Safety Code

26 Stats Monitoring

% Action (f muitiple actions, in&iaat:e rarliest action)

1 Mvestipsie within in 2 working days
lfnvesﬁga“ﬁwithinl()woﬂdngdzys

5 Referal (Specify)
6 Other Action (Speeify)

R

-

Bmvesﬁngbwmﬁn“wmkingéxys T
4 Inv:sﬁgaiaénﬂngncfdmshs

Nonw

Part I - To Be Com

9. Tavestigated by

m 1 Staie Survey Agency
2 RO

3 Other (Spesify)

12. Proposed Actions Faken by SA or RO

10, Complatnt Survey Date

oI 1010

MMDDYY

1 Recommend Terminudion (23-day)

17 "£A & Trining for Unsuccessfl BT

1B 1A 9 Provisional License :
2 Recommdecnnhaﬁon(W} 10 Specil Mondtor 18  Staté Onsite Moniioring
z 3 nmmmdmmmsmm' 11 Directed POC 15 SmpvmﬁmomeGvaﬂich’aymm
3 4 POC (o Sanction) 12 Limifation of Certificate 20 Sospension of Al Medicare Payments
5 Fino . B s o of Cortifivate 21 None
6 Denist of Payment for New Admissions 14 Revecation of Costificats 22 Other (Specy), oo
4 License Revocation 15 Injomction 23 Fuforooment ARIOR .
8 Receivership Civil Monitary Peadlty

13, Date of

Proposed Action

Parties Notified and Dates
1 Facility 1.

2 Complnat 2.
olalilslolo] 3 Represcatative
4 Oher (Specify)

15, Date Forwarded to CMSRO or

oial1lelol? Medicaid SA (MSA)
rALATI 0 9 (AﬁnchHCYA-ZSS'Z)
MMDDYY MMD DY Y

Re Completed BY Component Takin

16. Duteol CMSRMSA 17. CMS RO/MSA Action

Receipt 7
1l B
! 9
MMDDYY 1 Noms 10
2 Termination (23-02) 11
3 'Imninmion(%—dzy) 12

4 Ttosmediate Saoction
5 Move Rontine SurveyDateFomxrd 13

18. Date of Final Action Sign-ofl
Suspension of Corfification '
Revoestion of Certifizate
Inpmction
Civil Monetary Penalty
TA & Tratning For Unguceesstol BT

MMDDYY

Other (Spesify) .
Reforcement Action




. FORM APPROVED
GENTERS FOR MEDICARE & MEDICAID SERVICES DMB 0938-0360

END STAGE RENAL DISEASE AFPL!CAT&ONNDTiFiGATiON AND SURVEY AND CERTIFICATION REPORT
" ' PART | - APPLICATION - TG BE COMPLETED BY FACILITY

DEPARTMENT OF HEALTH AND HUMAN SERVICE! l
1]

I

{

[

-

. Mame of Facility ~ . 2. Provider Number _ -
Deogiba East (‘Lxm'\oﬁe ‘ | Rl DERHE

jhw}]
3. Street Address

2204 N, Dharon Am}; 4. N

4, City, ‘ 5, County

C(/m’ Lotle Mechleapoea §
6. State 7.2PCole _ ?;

NC | | %705
g, Telephone No. : 8. Facsimile No. ) \ 10. Fiscal Ygar Ending Date
(AT )54 190D | (o) 575512 2
11, Name/Address/Telephone Number of Authorized Official ‘ @&LL, AT '
Address: e

Nava: '/\A - . i A Telephone No.
e lGs s Dat 3704 N, Saavod Dasily @4 Ne . (p)s3\-1940
12. Type of Application/Notitication: (v1) {check all that apply and specify in Remarks section [see item 27))

3 1. initial [} 2. Expansion io new location (] a. Change of ownership '

[J 4 Change of location [J 5. Expansion in current location [ 6. Change of services/operafions
7. Other (specify) Comdal Nt

7z :
13. Owmership (v2 ™ For Profit L Not for Piofit 1 public

14. 1s this Facliity Hospital-Based (chieck one) v L] Yes T ¥No Jf Yes, hospital provider niumber

WwO OO OO

wei ) Yes MNo If Yes, SNF provider number

wl OO ODOL

16, Is this facility owned and/or managed by a multi-facility organization? ni] Yes [ No If Yes, name and address of parent organization

15. 1s this Facility SNF-Based (check ane}

Name: Address:
(v8)
17. Services Provided: wve) (check all that apply and specify in Remarks section [see item 27])
1. Hemodialysis L] 2. Peritoneal Dialysis [ 5. Transplantafion 1 4. Home Trairing: {1 5. Home Support:
___Hemodialysis ___Hemodialysis
__ Peritoneal Dialysis __Peritoneal Dialysis
., .

18. Is Reuse Practiced? . winl Yes [ No '

19. Reuse System 1) {check all that apply) 3 1. Manual [ 2. Semi-Automated \—_:J, 3. Automated

0. Germicide (v12) (check all that apply) {1 1. Formalin 12 Heat U 3. Gluteraldehyde %4, Peracetic Acid Mixture

[ 5. Other (specify)

21, Number of Dialysis Patients

(m)Z:Total Patients = vig) L,’fHemodia\ysis +

i) ___Peritoneal Dialysis

20 Number of Stations {check all that apply and include isolation stations under Total Stations)
(V15) { Q Total Stations = mnug_Hemodia!ysis + sy Hemodialysis Training
23. Does the facility have isclation stations? e L Yes 1 No ‘
"~ 24, Total Number of Patients (enfer number of dialysts facility patients freated on each shift for full week prior to stbmission of this form) ‘
A. SUNDAY B. MONDAY ©. TUESDAY D. WEDNESDAY
1 | 2 3 4 1 2 3 4 1 2 3 _ 4 1 2 3 4
e 1| & VD e 1 Vol 7
E. THURSDAY F. FRIDAY G, SATURDAY '
1 2 1 3 4 . 1 .2 3 4 1 2 3 4
ME@ e | M1 5H M\

1

25, Total Number of patients followed at home (veo) "“@A

!

Prg



{

) P .
- 26, Staffing va1) = Regisiered Nurse f_{l. o0

vzz) [ Licenised Practical Nurse

(st fulL-time equivalents)  wen o Social Worker L5 wvesy (3 Dietitian s
g wvzs) 4 Technicians _,,___1 . Q_Q vz6) B/ Others Y A 5
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