COMMENTS BY RENAL ADVANTAGE, INC.
REGARDING PROJECT I.D. NO. F-8747-11
FILED BY DVA HEALTHCARE RENAL CARE, INC.
D/B/A NORTH CHARLOTTE DIALYSIS CENTER
ADD FOUR STATIONS

Renal Advantage, Inc. ("RAI"), an existing provider of dialysis services m\f’ s e
Mecklenburg County, submits the following comments against DVA Healthcare Renai‘“égﬁm‘”/
Inc.'s ("DaVita") CON application proposing to add four dialysis stations to its North
Charlotte Dialysis Center. This is based on North Charlotte's 88 % 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.

L DaVita Does Not Demonstrate the Need for More Stations at North
Charlotte Dialysis Center. _

DaVita states that it now has 74 in-center patients at North Charlotte. It projects 85.9
patients by the end of Year 2. See application, page 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. DaVita states on page 12 of the
application that "[t]he North Charlotte Dialysis Center is operating three shifts a day three days
a week and two shifts a day three days a week. Having.to dialyze on third shift is very
inconvenient to many patients.” But there is no substantiation for this. 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. There is no information in the application indicating
that patients who are dialyzing during the third shift are complaining about this. Indeed, some
patients may actually prefer to dialyze during the third shift due to work commitments or
personal reasons. All that DaVita provides is numbers; it does not provide a need
methodology, and there is simply no way the Agency can assume that North Charlotte's
growth will track the Mecklenburg County AACR.  In addition, this facility has recently
been approved for a four center expansion. These additional stations were not certified as of
the time of the filing of the North Charlotte CON application on September 15, 2011. It
would be prudent to see how busy the new stations are 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.

1L 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 North 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.
III. 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, the North
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 North Charlotte
application should be denied under Criterion 20.

Iv. Conclusion

The DaVita North Charlotte application should be denied.




Zf)(/u ha }‘/‘]“

NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION
RALEIGH, NORTH CAROLINA
IN RE: REQUEST FOR DECLARATORY )
RULING BY DVA HEALTHCARE RENAL )
CARE D/B/A MINT HILL DIALYSIS ) DECLARATORY RULING
CENTER )
' )
)

Project LD. 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 hereby 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 L.D. No. F-7861-07 (“Project”) allowing it to develop and operate
the Mint Hill Dial&s'is 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 pfxysical 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-1 81(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 prospecti&e change in the interpretation of the statutes and regulations at issue in this
Declaratory Ruling. William R. Shenton of Poyner Spruill 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 LD. 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 origihally configured énd 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
zonea. 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 suppérf 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 st_aterhents of fact in the request to be true, I
conclude that the substitution of 11308 Hawthorne Drive, Mint Hill, North Carolina as the site
for DVA’s Mint Hill Dialysis Center, Project 1.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

1 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

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

DECISION DATE:  February 25, 2011
FINDINGS DATE: March 4, 2011
PROJECT ANALYST: Tanya S. Rupp
SECTION CHIEF: Craig R. Smith

PROJECT ID. NUMBER: 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

T-8581-10 / Total Renal Care of North Caroling, I1.C d/b/a Cabarrus
County Dialysis / Develop a new twelve-station dialysis facility in
Concord / Cabatrus County

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

F-8590-10 RAI Care Centers of North Carolina II, LLC d/b/a RAI Care
Centers — Concord / Develop a 23- stauon d1a1ysxs facihty in Concord /
Cabarrus 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 bafore a cerl:lficate of need for the proposed project shall be 1ssued.

(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, dm.lyms statlons, ope.tatng rooms, or home health offices that may be approved,

NC
' All~Applicaﬁons

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 Sechon Z(E) of the chalyms station county need methodology,

EXHIBIT




Cabarrus County Dialysis Review
" Project ID # F-8577-10, F-8581-10, F-8584-10, F-8590-10
. Page 2

- 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 Plarning Area, a total 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 dislysis 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 TV, 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.”

* F-8581-10 Total Renal Care of North Caroline, LLC d/b/a Cabarrus County
Dialysis proposes to develop a mew 12-station dialysis facility in Concord in
Cabarrus County. In Section 1.8, 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 maximum 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/ Cdpperﬁeld Dialysis
Center proposes to add six 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 sttes the project will require the -
addition of dialysis machines, chairs, patient TVs, chair side computer terminals and

! See 42 CFR §494.30(a)(1)()




Cabarrus County Dialysis Review
Dro_]cctlD#F -8577-10, F-3581-10, F-8584-10, F-8590-10
Page 3

electrical 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, pursuant to CMS Guidelines,” and one
additional separate room, to offer home hemodialysis training. The line drawing in
Section II.12, page 27, and in Exhibit 23 show a total of 23, dialysis stations are
proposed. The line drawing jdentifies 21 dialysis stations on the floor, one room
separate for patients requiring isolation, and one room labeled for home hemo-
diatysis 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.

There is one policy in the 2010 SMFP applicable to the review of two of the apphcatxons
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.

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

Promote Safety and Quality

In Section II, page 21, the applicant states,

% 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 divection 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 didlysis 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 Commiitee consisting of the Nephrologists, Unit
Administrator, 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 the 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
applicaut 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 available 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 fo 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 persons.” '

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

Maximize Healthcare Value
In Section ITLY, on page 31, the applicant states,

® “The parent corporation, DaVita, aperates over 1, 400 dzalysts facilities natzonwzde
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.

» The Harrisburg Dxalyszs 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.

»  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.

s  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
facility will also be done on computer which reduces the need for paper.

e  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 adcquztely 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, LILC d/b/a Cabarrus County Dialysis:

Promote Safety and Quality

In Section II, page 24, the applicant states,



Cabarrus County Dialysis Review
Project ID # F-8577-10, F-8581-10, F-8584-10, F-8590-10
Page §

“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. ...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
Jaciltty. ... The facility unit administrator is the day to day manager of the Sacility and
maintains 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, clinical
teammates, social worker and the dietitian. ... Continuous Quality Improvement teamns
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 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 Uhderscrved
In Section V1.1, page 41, the applicant states,

“Cabarrus County Dialysis, by policy, will make dialysis services available to all
residents in ils 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. o

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 shifts per day to accommodate patient need.

Cabarrus County Dialysis will not require payment upon admission to its 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 cai{nselor and/or
social worker evaluate their medical insurance and financial status. If a patient is
medically indigent, meaning they have no means fo pay for their treatments, Alexander
County Dialysis will provide these patients will dialysis services, understanding that we
will not receive payment for the treatments provided.”

- The appﬁca’nt adequately documented its plans for providing ‘access to health care by the
underserved groups.

' Maximize Healthcare Value

In Section IIL9, 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

- megotiates national cortracts with numerous vendors in order to secure the best

product available at the best price. We will be purchasing the equipment for this
praject under this procedure. - ) , ,

Cabarrus County Dialysis 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.

Cabarrus County Dialysis will utilize the reuse process that contains costs and the
amourt 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
facility 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-armual schedule that reduces theé 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 Iimited 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.
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See Criteria (18a) and (20) for additional discussion. Consequently, the apphcatxon is not
consistent with Policy Gen-3, and therefore is not conforming to this criterion.

F-8584-10 Copperfield Dia]ysis Center

Promote Safety and Quality

In Section II, pages 21 - 22, 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 RN and Biomedical Quality
Management Coordinators working under the direction of our Director of Quality
Muonagement 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. William 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
administrator 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 Administrator, 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 fucility issues with the goal of
improving patient care patient outcomes. "

In addition, in Exhibit 24 the 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 provxdes a copy of publications and articles about DaVita and its approach to safety

.and quality in clinical outcomes. Therefore, the applicant adequaiely 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 patients who work. The facility will provide dialysis six days per
week with two patient shifis per day fo 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 ethmc 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 1119, on page 31, the applicant states,

“The Copperfield Dialysis Center promotes cost-eﬁéctwe approaches in the facility in the

Jollowing 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 to 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 ta 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
facility 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-annual 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 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 (182) and (20) for additional discussion. Consequently, the application is not
consistent with Policy Gen-3, and therefore is not conforming to this criterion.

F-8590-10 RAI Care Centers of North Carolina II, 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 owr industry, RAI follows a business Pphilosophy centered on
providing support to meet the needs of each wnique 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 persommel training programs and advancement
opportunities, customer service programs, compensation programs that reward
outstanding clinical autcomes, physician rounding tools, and other physician programs
and tools to assist our physicians in providing care in our dialysis centers.”

In Section II, 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 is 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 up of
corrective action taken. ” »

Additionally, in Exhibit 6 the applicant provides a copy of its Policy #G-18, Quality
Assessment and Performance Imp’ravement, " which 'describes measures that RAI facilities
take to ensure quality in the delivery of dialysis services.

T;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.
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Document Plans for Access to Healthcare by Underserved

In Section IL, 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 poverty level will have any
outstanding balances wrztten—oﬁ"

In addition to the RAI Patient Financial Indigence Policy, RAI is an active participant
in the American Kidney Fund that provides grants to patients in need, RAI contributes
a significant amount each year to the fund. 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
Coordinators 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
{reatment to patients who are unable to pay for their services. RAI works with patierts

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

Access wilZ be enhanced by {his 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 V1.1, 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 obtain financial assistance,

The applicant adequately documented its plans for providing access to 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. Renovation 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
permitting cross-fraining to minimize staff expenses; these three cost containment tools
are essential because dialysis treatment, beng mostly Medicare-reimbursed, is
reimbursed to all dialysis facilities at the same rate. RAI has also completed a cost
" coinparison between utilizing disposable dialyzer filfers and re-usable dialyzer filters
and has decided that being a single use (disposable dialyzer filter) facility will contain
costs to 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 patients
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 tmsupported
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, is not consistent with the need determination and therefore is not
conforming to this criterion. ‘ :

Repealed effective July 1, 1987.

The applicant shall idertify 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 July 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 SMFP) 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 ML7, page 25 of the application, the applicant states 100% of its patients are
projected to reside i Cabarrus County. See the follawing table:

Tybios

,.,_:t,,.,;. ‘.-: i 4 *Ill atl ‘1 l‘g u:r “-—mﬁ = n. %@} {_ 7 hgql l...,l :i;’;;nl.. T

. SR TGYAR]
NG TR e S T EDE BTSSP "mmam gﬁ‘zﬁa B FW“ VIR
70 0 76 100% 100%
70 0 76 O ' 100% 100%

*Source: Application page 25
The applicant adequately identifies the population it proposes to serve.

Demonstration of Need

In Section L7, pages 25 — 29, the applicant provides the asétxmptions and methodology it
used to calculate its projections. Specifically, on pages 25 - 26, the applicant states,

“s TRC assumes that ES’RD patients residing in Cabarrus County will want to dialyze at
a facility in Cabarrus County.

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

» The percentage af patients dzdlynn’g on home therapies will remain constart. The
July 2010 SDR indicates that as of December 31, 2009, 13.9% of the dzalyszs patients
in Cabarrus County were home dialysis patients.

o 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).

«  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 patient population of 60
patients as of December 31, 2009 (July 2010 SDR, Table A., Page 8).

Further, in Section I[L7, on pages 26 —29, the apphcant -describes the methodology it used to
project the number of patients-to be served in the Hamisburg 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 Hartisburg 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. '

TRC projects this census forward for one year, using the Five Year dverage Ammual
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

- TIRC 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. '

218.0X 0.085 = 18.53 + 218.0=236.53

TRC then projects this census forward for one Half 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, 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 now
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
patiemnts. ' T

246.5X0.139 = 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. :

TRC begins with the reported patient poﬂaﬁon 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 Jor 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 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:

+ 1182x0.085=10.047 + 118.2 = 128.247
+ 1282X0425=54485+1282=133.6485

On page 28, the applicant states Operating Year Ore is projected to be July 1, 2011- Jume 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-center dialysis patients [2122 Cabarrus County im-center
dialysis patients as of June 30, 2012 — 133.6 n-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 rof 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 above assumptions, we have grown the in-center patient population for the -
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 1-June 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 -deﬁcz’t of dialysis stations in Cabarrus County, it has been
determined that Harrisburg Dialysis Center will begin the first year of operations (July 1,
-2011) with 16f [sic] the 78.6 in-center patients.

TRC projects that the patient population forward to calculate the expected patient
Dpopulations jor 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-cemter 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: O A

“TRC projects this census forward one year, using the Fi ive 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. :

16 X.085=136+16=17.36

TRC projects this census ﬁerdrd Jjor 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, 2014, the last day of Operating Year 2.

17.3x.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 (Fune 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 utilization 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 13 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 patients X 1.085=70.525
July 1, 2012-Jume 30, 2013 — 70.525 in-center patients X 1.085 = 76.519625
The result is that the in-center patient population utilizing 20 existing and new dialysis

stations 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 reporis patient census as of December 31, 2009. Rather
than growing the population from Jamuary 1, 2010, howevez, the applicant begms growing the
population begimming 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 pro_]echng 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 mininmum 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 conforning to this criterion.

¥-8581-10, Cabarrus County Dialysis -~ proposes to develop a new dialysis facility with 12
in-center stations on 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 I, page 29, the applicant projects that 100% of its patients will reside in Cabarrus
County, as illustrated in following table provided by the applicant:

Patients

e Patients - | Patiens | . Patients
abarrus 39 2 2 4 100.0% | 100.0%
Total 39 2 42 3 100.0% | 100.0%

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

County would want to remain in Cabarrus 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
Cabatrus County. The applicant adequately identified the population to be served by the
proposed dialysis facility. '

Demonstration of Need

In Section L7, pages 29 — 33, the applicant provides the assumptions and methodology it
used to calculate its projections, Specifically, on pages 29 - 30, the applicant states,

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

s TRC assumes that End Stage Renal Disease dialysis patients residing in Cabarrus
County will want their Nephrologist to live and practice within Cabarrus County.

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




' Cabarrus County Dialysis Roview
. . o Project ID # F-8577-10, F-8581-10, E-8584-10, F-8590-10
' Pagr 19

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.

e TRC projects this census forward for one year, Vusing 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 census as of June 30, 2012:

+ 218.085 x 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

4+ 246.7x0.139=34.288

¢ 246.7—-34.3=212.4, or 212

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-isbuig and
Coppérfield 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 Average Annual Change Rate. TRC offers the following projections for
this patient population.
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TRC begins with the reported patient population of the TRC Harrisburg and Copperfield
Jacilities 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 Anmnual
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 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: ' '

» 118.265x 1.085=128.318
¢ 128.318% 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 in-center dialysis

On page 32, the applicant states,

“Since there is a 23-station deficit of dialy.s:z's stations in Cabarrus Céumjy, it has been
determined that Cabarrus County Dialysis will begin the first year of operations (July I,
2012) with 36 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 in-center patients 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 Change
Rate as published in the July 2010 SDR. This is the projected patient census Jor June 30,
2013, the last day of Operating Year 1.

36X 0.085=3.06+36=39.06

IRC 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 Jor
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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 nephrolegists associated
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 relationship with
DaVita for several years. They provide owstandmg patient care resultmg 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. Certificate 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 patiertts who reside here.”

Also in Bxhibit 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
Cemtral Carolina Nephrology, located in Concord in Cabarrus County. I receive my
dialysis treatments three times a week at a dialysis facility operated by Total Renal Care
of North Carolina, LLC. Ireceive my treaiments ata facility 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 iwelve-station End Stage Renal disease (ESRD)
dialysis facrlzty in Concord in Cabarrus County.
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Iunderstand that this facility being proposed by Total Renal Care of North Carolina will
be located at a site very close 1o 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. I am 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 provider that provides my treatments
three times a week.” :

* Thus, the applicant provides letters from 58.2% [117 patient letters / 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 facility in Cabarras Comnty. It is reasonable to conclude that,
since TRC is currently the only provider of dialysis services in Cabarrus County, the patients
currently receiving dialysis services from a TRC facility would want to continue to.do so. In
addition, in its assumptions 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 néed the proposed population has for the 12 dialysis
stations proposed to establish a new facility in Cabarrus County. Consequently, the

. application is conforming to this Criterion.

F-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 afier completion of this project.
The applicant projects 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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In Section IIL7, page 25 of the application, the applicant states 100% of its patients are
projected to reside in Cabarrus County. See the following table:

s 1’ rv..'.: 6 A'_‘E's-.'l -:’:'Z:.‘ﬁr ;E‘i:'&g‘;}:!‘ j—'-." i‘];: {i;l—.TlT “-'-hdﬁhl_'_:l—ﬂ;h-;l "'—.' A!v‘:. 1.-1'!3’)4 TR T lrs- lf' : -:d"x '.L_a‘: LTI y ’,"7"”1"_'." ';"‘ EF{%Y:—‘_:
e e
RO Pra O pre R P vt B AR TR Y EAR 2 T
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

* nsed 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, 1 3.9% of the dialysis patients

in Cabarrus County were home dialysis patients.

o 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 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 ITL7, 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.




Cabarrus County Dialysis Review
Project ID # F-8577-10, F-8581-10, F-8584-10, F-8550-10
Page 24

TRC projects this census forward for one year, using the Five Year Average Anrual
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
Armual 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 ore half 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. This is day before the projected certification date for the
project.

236.5.X 0.0425 = 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 consistert
with that in the SDR Table B. ...

Given that the calculations will project 246.5 patients for June 30, 2012, TRC will now
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 hame dialysis
patients. . :

. 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
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
Courty Five Year Average Annual Change Rate. TRC offers the Jollowing projections for
this patient population. :
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TRC begins with the reported patient populc;ﬁon 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 amive at the projected
‘Harrisburg and Copperfield in-center dialysis population as of June 30, 2012 [118.2 x 0.085
— 10.047 + 118.2 = 128.247. 1282 X 0.425 = 5.4485 + 1282 = 133.6485]. On page 28, the
applicant states Operating Year Onpe 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 [2122 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 Courty. Therefore, these.in-center patients could be reasonably
served by a TRC facility.” ' '

The applicant continues with projected patient population of the Coppesfield 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 patients X 1.085= 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 states 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 1,
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
above. 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 dverage 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.

19X.085=1.615+ 16 = 20.615

TRC projects this census forward Jor 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, 2014, the last day of Operating Year 2.

20.615x.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-certer 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 apérating 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—384 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 populdtion 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. Fiirther, 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 facility will serve 91 in-center patients on 27 stations,
which is 3.4 patients per station, or 84.25% utilization [91 /27 = 3.37; 337/ 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 adequétely 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 traiming. The applicant projects that the dialysis patients will be
residents of Cabarros 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. '

Po jon to be Served

In Section TIL7, 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 Home
Dialysis Patients Dialysis Patients Dialysis
Patients _ Patients Patients
Cabanrus 65 7 67 7 86.7% 100.0%
Mecklen ) 10 0 11 0 13.3% K
Total 75 7 78 7 160.0% 100.0%

- *In the population table provided on page 42 of the application, the apphicant shows Year 1 8s
2011, and Year 2 as 2012. However, in the proposed schedule in Section XII of the
application, the applicant states it projects station certification and offering of services to be
Tanuary 1,2012. Thus the project analyst concludes the date indicated on page 42 i3 an error,
and the remainder of the mnalysis will inclnde that conchusion.

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

Demonstration of Need

In Section IIL, 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 Mmmagement (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 County’s population. NCOSBM projects that the 45-64
population will increase by 16.7 percent from 2010 to 2015, 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 percert 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 populatwn .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 praject that Cabarrus County residents will increase the number dialysis
patients requiring in-center dialysis treatment.”

Thus the applicant states the pro;ecmd population giowth in Cabarrus County supports a need
for additional dialysis stations in Cabarrus Cmmry

On page 32, the apphcant states,

“RAI deczded 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.

8 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. 1t is also
near the Cabarrus-Meckenburg 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 Southeastern 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 Annual 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 patients, ESRD Network 6 has the most ESRD
patients in its network.” - ‘ ‘

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, annual data since 1990 shows that both the incidence and prevalence of
ESRD patients in ESRD Network 6 has continued fo 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 over 40 population 2010 of 83,140) -1 = 0.1464]. In addition, the applicant states,

“North Carolina Office of State Budget and Mmnagement (May 2010) population
projections for Mecklenburg County{sic] shows that the 60+ population, which makes up
over 50% 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 above
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 American 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+ Afiican
American cohorts will grow at a faster rate than younger age cohorts in Cabarrus County.
Furthermore, the applicant shows that the older age cohorts use dm}yms 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 Kidney Council to illustrate this:

Cabarrus Co Total D' ls Panents Historijcal and Projected

T 7 S A e T g R S e
i 12/05 12/06 1210’7 12/08 12/09 12/10
No. Patienis 146 150 170 174 201 218.1
Y Chagge' — 2.7% 13.3% 2.4% 15.5% 8.5%

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

The applicant provides another table, based on information from the Southeastern Kidney
Council, 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
T R e e i DS T ORICIAR. oW e RS
12/05 12/06 12/07 12/08 12/09
No. Patients 45 47 53 55 109 :
% Change -1 . 44% 12.8% 38% |  982% - ~

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

On page 41, the applicant concludes that ‘nearly'j' 0% of Cabarrus County dialysis patients
receive in-center dialysis treatments outside of Cabarrus Courty.”

The data provided in the table directly above seems to indicate the number 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. -

o

f TRt n s A ‘hmmoﬁhmmﬂnﬂmmﬂﬁmtnmﬁiﬂﬂ“ﬂﬁ%ﬂm
e 1 12/06 12/07 ‘ 12/08 12/09

Harrisburg DC** - - - 49 |
Copperfield DC 41 53 55 60
Branchview* 44 | 51 50 —
Total A 91 104 105 |- 109
*Closed in 2009

**Opencd in 2009

It appears.that the applicant extracted dmlyms patient census information for only one
‘Cabarrus County facility to use in its methodology. For cxample in December 2006
Copperfield Dialysis Center had 47 in-center patients, and Branchview D1alys13 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, altematwely, the data is misrepresented. Because the data provided by the
applicant is not accurate, it is likewise unrehable and is therefore unreasonable.

In addition, the project amalyst consulted the Southeastern Kidney Council’s (SEKC) report
Zip Code of Residents for Patients Currently Diglyzing 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 regarding where residents of Cabarrus County are receiving their dialysis

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: Invemtory 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 SEK.C
a8 residing in Cabarrus County travel outside of Cabamrus County to receive their dialysis
treatments. 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 dialysis 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 combination of
those two varying data sets cannot 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 number of
patients:

92 x 1.085 = 99.8 (December2010)
99.8 x 1.085 = 108.3 (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:

S, e AR 2 O e AR 20 S
Population 65+ 20,752 21,608
Hame 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 pr'ojécﬂon ‘of 73 dialysis patients
is equivalent fo 3.26 patients per dialysis station (75 dialysis patients/23 dialysis stations). ”

The applicant thus projects to sexve 75 in-center dialysis patients in Cabarrus County (65
Cabarrus 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
Cabearrus County and are leaving the county for dialysis services [the applicant projects 65
Cabarrus County residents / 108 projected = 0.6018].

Tn 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. Ilive in the area. 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 to show my support for Dr. Doman and RAI Care Centers Jor
developing a dialysis center in . IfI'require dialysis services to treat my kidney
disease, I will want to use this dialysis center so that I would not have to travel for
dialysis care. Because Dr. Doman would serve as the medical director for this dialysis
center, I would be comfortable about the care-I would receive at this center.”

. At the end of each letter is a space in which the author of the letter cen complete his/her name

and address. The project analyst prepared a table to show the patient addresses as indicated
on the letters: :

ol . Il
Concord Cabarrus 1
Harrisburg Cabarrus 2
Charlotte Mecklenburg 1
Huntersville Mecklenburg, 3
Total Cabarrus County 3
Total Meckienburg 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 2 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 canmot identify the source of the letters.

In Section IIL7, 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 many Mecklenburg County residents will leave the
county for dialysis serviees in Cabarrus County.

Thus the applicant has not provided any information to substantiate its projection 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 facility total of 42
in-center dialysis stations. - The applicant has not indicated, in this application, how it will
serve Mecklenburg County patieats in a Cabarrus County facility, Therefore, the projections
of Mecklenburg Coumty 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
1117, 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 couniy. Therefore, the
application is not conforming to this criterion.

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 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 health care.
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NA -
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 L9 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 Criteria (1), (182) and (20).
Therefore, the applicant did not adequately demonstrate that its proposal is an effective
altemnative. Additionally, the application does not conform to all applicable Criteria and
Standards for End Stage Renil 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.

Cabarrns 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 M1.9 that it considered
several alternatives 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 an’ cffective
alternative. Consequently, the application is not conforming to this criterion.

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

existing facility for a total of 20 dialysis stations after project completion. In Section TL.9,

the applicant 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 Stzndards 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-Concord - 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 IIL9 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 apphcable 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 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 thc 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, including $20,000 in construction costs, $69,000

for dialysis machines, $4,000 for other cquipment and fumiture, and $20,000 in

miscellaneous project costs, including dialysis chairs, clisir 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, 1LIC..

Exhibit 20 contains a September 9, 2010 letter mgned by James X. Hilger, Chief Accountmg
Officer, DaVita, which states,

“I am the Chief Accounting Officer of DaVita, Inc., the parent and 1 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 8113,000. 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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Tn 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:

PropctdepemnngCosts ' ' T 52990071 | 53139462
Net Patient Revenue $3,393,664 _ $3,625,976

In the ProFormas in -Section X of the application, the apphcant 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 upon reasonable projections of the population to be served. See Criteria

(3), (4), and (7) for discussion of reasomablencss. Consequently, the application is
" conforming to this criterion.

¥-8581-10, Cabarrus County Dialysis - states in- Section VIIL], page 50, that the total
capital cost of the project will be $1,416,767; inchuding $820,000 in construction costs, .
$165,600 for dialysis machines, $90,000 for (RO) water treatment equipment, $222,067 for
other equipment and furniture, $69,000 in architect and engineering fees, and $50,100 in
miscellaneous project costs, including dmlyms 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 capifal 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, 2010 letter signed by James K. Hilger, 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.
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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 81,416,767, start-up expenses of $§136,230 and a
working capital requirement of $947,261.
DaVita and Total Renal Care of 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 Carolina, LLC for the development of this project.” '

In Exhibit 22, 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 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 fo]lowing table:

Net Patient Revenus $1,995,824 $2,248,536

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.

Further, the applicant adequately demonstrated that the projections of costs and charges are
based upon reasonable projéections 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-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
VIL2, 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. Hilger, Chief Accounting
Officer, DaVita, which states, i

“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 owr Copperfield Dialysis
Center ESRD facility by six dialysis stations. The praject 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.”

Tn Exhibit 20, the applicant provides the audited consolidated Balance Sheets for DaVita, Inc.
which confirm that, as of December 31, 2009, DaVits, 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 ciurent 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
reverue for the first two operating years of the proposed project. See the following table:

: ' ) A ;
1,685
$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 reasonmableness. 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, freight charges, and taxes and other
fees. Tn 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, II, LL.C (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 $684,884 to RAI-NC, for the sole purpose of
capitalizing the working capital associated with initial operating expenses of RAIL
Concord. RAIwill provide the funds through Cash.

Please accept my assurance that the anticipated $2,371,567 (81,724,683 + $646, 884)
will be paid from these identified funds for this project.”

In Exhibit 20, the applicant provides the audited 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
revenue for the first two operating years of the proposed project. See the following table:

| Projected Operating Costs $2,073,878 $3,049459
Net Patient Revemue $1,982,269 3,602,277

In the ProFormas in Section X of the application, the applicant projects that revenue 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 not based upon reasomable 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

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 Criterion
(1) for conformity to the 2010 SMFP need methgdology and the July 2010 Semiannual
Dialysis 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 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 Semianmual 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 unnecessary duplication of existing or approved health service capabilities or facilities,
and therefore the application is conforming to this criterion.

Copperfield 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 Critexrion
(1) for conformity to the 2010 SMFP need methodology and the July 2010 Semiannual
Dialysis Report. In Section III the applicant demonstrated the need for additional dialysis
stations. See Criterion'(3) for discussion regarding dembonstration of need. The applicant
demonstrated that the proposal will not result in-the unnecessary duplication of existing or

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

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
unrelinble. 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 unnecessary duplication of existing or

approved health service capabilities or famhtlm and therefore the apphcahon is not -

conforming to this 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

F-8577-10, Harrishurg 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 has 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.

Pt. Care Technician (dc) 3.0

Bio-Med Tech 05

Medical Director Contract Position

Admin (dc) ' 1.0

Dieticien . 0.5

Social Worker 0.5

Unit Secretary . 1.0

Other - Reuse K 1.0
TOTAL . 155

*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 VIL6, page 45, the

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

The following table shows hours of operaiion as proposed by the applicant in Section VII, on
page 46:
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i S R HOURY oF, QPERATION N L e
R T | TV O KRN o A EERNOONE il LOTAPRL
Monday 5 5 10
Tuesday_ 5 5 710
‘Wednesday 5 5 10
Thuorsday 5 5 10,
Friday 5 5 10
Saturday 5 5 10
Sunday 0 0 0
Total ~ 30 .34 60
Total Hours Operation per Year 3,120
(weekly hours x 52)

The following table shows the mumber 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: - ~

ﬁ% e "F%i*’*‘ ‘

RNs 3 2,080
Tochs 3.5 2,080
Total 115 2,080 |

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; thus, the applicant proposes sufficient
staffing. In Section VIL, 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
direct care FTE hours projected in staffing for the proposed facility. For example, 3 RNs x
2,080 annual hours = 6,240, and the proposed hours of operation call for 3,120 FTE hows for
RN FTEs. Therefore, the applicant proposes more than sufficient staffing to cover direct care
staff FTE positions. ’ :

In addition, the Harrisburg 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 project analyst: '

T D

i

ishE Y s
| Moming (10 stations) 20 20
Afernoon (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 pafient per station per patient shift, which is sufficient to accommodate the 70 in-center
patients 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 apphcant 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 applicaﬁon is conforming to this criterion.

F-8581-10, Cabarrns 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 containg 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. In Section VI, page 45, the applicant
projects the following staffing during the first two operating years.

i e S

RN (dc) , '

RNHT (dc)

Pt. Care Technician (dc) K

Nocturnal RN (dc) 0.75

Nocturnal PCT (dc) 0.75

Bio-Med Tech 03

Medical Director Contract Pomiion

Admin (dc) 1.0

Dietician C 0.3

Social Worker 0.3

Unit Searctary 1.0

Other - Renss ) 0.5
TOTAL 11.7

fdc: 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 VI8, 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 pmposed by the applicant in Section VII, on
page 48:

i R VRIS HIOURS O F O ﬂﬁlm,ﬁﬁ{ T T R
A I MORMNG A RTERAO0 Gl TOEAR!
Monday 3 3 2 3.
Tuesday 3 3 0 6
Wednesday 3 3 2 3
Thursday 3 3 0 6
Friday 3 3 2 8
Seturday 3 3 0 ]
Sunday 0 0 0 0
Total 13 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 VI, page 43: A

2,148 .
2,148 5.6
2,148 3.0

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 anmally, 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
anmual 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 Cabamrus County Dialysis Center facility projects to serve 39 in-cemter

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: :

'ul. TN

Morming (12 stations) i 12

Afternoon (12 Stations) . 12 12
Evening (12 Stations) 12 0

The table illustrates that the Cabarrus County Dialysis Center facility will be able to dialyze
up to a maximum of 60 in-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 appjicant 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, Copperfield Dialysis Center - In Section V.4(c), page 37, the applicant states
that Dr. Wiliam K. Halstenberg currently serves as Medical Dixector 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 statns as Medical Director and his letter of support. In Section VTI,
page 44, the applicant projects the following staffing during the first two operating years.

O TAE ELE UV EAR DT,
40 -
PL. Care Technician (dc) 110
Bio-Med Tech 0.7
Medical Director Contract Position
Adrrin (dc) 1.0,
Dietician 0.7
Social Worker ) - 0.7 .
Unit Secretsry 1.0
Other - 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 VIL4, 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 Nephrology have
admitting privileges at Copperfield Dialysis Center.

The following table shows hours of operation as proposed by the applicant in Section VIL, on
page 47, for the facility following the expansion:

h i i
Monday 7 7 14
Tuesday 7 7 14
Wednesday 7 7 14
Thursday 7 7 14
Friday 7 7 14
Saturdey 7 7 14
Sunday 0 0 0
Total - . 42. 42 72

Total Hours 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: '

/

e e

! DFE!

4 2,080 8,320 4,368 1.9

Techs 11.7 2,080 24,336 4,368 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 VII, 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 FIE 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 s Monday, Wednesday and Friday, and another shift runs on Tuesday,
Thursday, and Saturday. See the following chart, prepared by the project analyst:

:-‘— {, ey T rope

i i 1 !LE . i
- [ Moming (10 stations) 21
Aftarnoon (10 Stations) 27

The table illustrates that the Harrisburg Dialysis Center facility will be able to dialyze up to a
maximmm 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-
center 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 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-8590-10, RAI Care Center-Concord - In Section V.4(c), page 49, the applicant states that

Dr. Kathleen Doman bhas agreed to serve as Medical Director for the Cabarrus County
Dialysis facility, Exhibit 13 contains a September 10, 2010 letter from Dr. Doman
confirming her intent to serve int that role. The Exhibit also contains a copy of Dr. Doman’s
Curriculum Vitae. In Section VIL1, page 56, the applicant projects the following staffing
during the first two operating years.

¥ T = OXR1

| . A 3
RN (dc) . 45
Pt. Care Technician (dc) - 1.0
Medical Director 1.0
Dictician : 1.0
Social Worker 1.0
Unit Secretary ) 1.0
“TOTAL 15,5

*de: 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 not
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 VIL on
page 59:

Total

Total Honrs Operation per Year (weekly hours x 52)

2,496

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

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

‘ % O ATl I TGy 8 G g T N S TR s
i d . h ? 43

!

RNs 4.5 2,080 9,360 2,496 37
Techs 7.0 .- 2,080 14,560 2,496 5.8
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 in staffing for the proposed facility. For example, 4.5 RNs x
2,080 annual hours = 9,360, and 2,496 FTE hours are needed. 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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e TIVE/ ST s iy AW o T TS Al

mﬂlﬁlﬂmm'ﬂﬂﬁlmﬁm e &%‘ﬁ?ﬁg VISl
Moming (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
ope patient per station per patient shift, which is sufficient to accornmodate the 75 in-center
patients it projects to serve. In the Second Project Year, the applicant projects to serve 78 in-~
Likewise, the applicant has sufficient capacity to
accommodate the 78 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 eriterion.

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 Traosportation
Services. The applicant adequately demonstrated that the necessary ancillary and support
services will be gvailable 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 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.
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F-8584-10 Copperfield 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 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 Carxe 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 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 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 bealth 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 manner which is consistent with the basic method of operation of the

- HMO. - In assessing the availability of these héalth 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 duratmn, (i) would be available and
conveniently accessible throngh physicians and other health professionals associated with the
HMO; (Gii) 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.
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(12) Applications involving construction shall démonstrata that the cost, design, and means of

construction proposed represent the most reasonable altemative, and that the construction
project will not unduly increase the costs of providing health services by the person
proposing the censtruction 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, Cabarrns 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. In Section X1.6(h), page 67 of the application,
the applicant provides a tzble to illustrate the projected 6,428 square feet of new space far the
proposed dialysis facility in Concord. In Section XL6(d), page 65 of the application, the
appﬁcmtsratesthatapp'cableencrgysavingfeahrwmdwaiertmaBncnt equipment will be
incorporated into the construction plans, and in Section XL6(g), pages 65 — 66, the applicant
states the facility will be constracted in compliance with all laws and regulations pertaining to-
fire and safety equipment, and other health and safefy requirements. -The applicant adequately
demonstrated that the cost, design and means of construction represent the most reasonable
alternative, end that the construction’ costs will it 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. o '

F-8590-10, RAI Care Centers-Concord — the applicant proposes to construct a new facility
located at 1937 Trinity Chuarch 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 X1.6(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 XL.6(g), pages 65—
66, the applicant states the facility will be constructed in compliance with all laws and

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

Pxhibit 22 the applicant provides a September 10, 2010 letter from the project architect that
confirms the construction plans conform to ail applicable laws and regulations. The applicant
adequately demonstrated that the cost, design and means of construction represent the most
reasonable altemative, and that the construction costs will not unduly increase costs and charges
¢or health services. See Criterion (5) for discussion of costs and charges. Therefore, the
application is conforming to this criterion. ' '
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(13) 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 populauon m the applicant's
service area which is medically underserved;

C.
Harrisburg Dialysis Center
Cabarrus County Dialysis
Copperfield Dialysis Center

NA
RAT Care Center-Concord

¥-8577-10, Harrisburg Dialysis Center — In Section VL1, page 39, the applicant
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 persous. The applicant provides a table

on page 39 that shows 81.6% of d1a1ys1s services were provxded to Mechcare and/or
Medicaid patients.

The applicant demonstrated ifs facilities, including the Harmisburg Dialysis Ce:ntér

provide adequate access to medically underserved populatlons Therefore, the
application is conforming to this criterion.

F-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. The 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,

These are actual percentages of patients who are currently dialyzing at the
Copperﬁeld Dialysis Center. These percentages are not a reflection of any




(b)

©)
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policy that identifies 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 Center,
provide adequate access to medically underserved populations.. Therefore, the
application is conforming to this criterion.

Tts 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

¥-8577-10, Harrisburg Dialysis Center - states in Application Section V.6, page 42
that “fﬁzere have been no civil rights equal access complaints filed within the last five
years.” , .

¥-8581-10, Cabarrus County Dialysis — states in Application Section V1.6, 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, LLCorby

any facility in North Carolina owned by DaVita, Inc.”

F-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 — stafes in Application Section VL6, paée 55
that “No civil rights equal access complaints have been filed against RAI-NC or any
Sacility awned by RAI-NC.”

Thai the elderly and the medicaily 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 Apph'czmts

_¥-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 8.2%

Commercial 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:

Medicars . 19.8% -
Medicaid . 4.83%
Medicare/Medicaid 31.3%
| Medicare/Commercial 27.4%
VA 5.0%
Commmercial Insurance 11.5%
Total ' 100.0%

The applicant demonstx: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 services paid for by Medicare or
Medicaid. The applicant provides a table to show the projected payor mix. See the

following table:
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Medicaid 7.5%
Medicare/Medicaid 34.0%
Medicare/Commercial 28.3%
VA 1.9%
Commercial Insurance 132%
Total .100.0%

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

F-8590-10, RAI Care Center-Concord — In Section VL1(c), page 33, 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 medicallj
underserved populations. Therefore, the application is conforming to this criterion.

That the applicant offers a rai:gc 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

7-8577-10, Harrisburg. Dialysis Center ~ In Section VL.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 - Tn 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 ontside the service area. The applicant provides copies of
the facility transfer and fransient policies in Exhibit 17. The application is
conforming to this criterion.

¥-8584-10, Copperfield Dialysis Center — In Section V1.5(a), page 42 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
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 cntenon.

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

F-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 ta 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 Commumity College, offering the

Harrisburg 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 commurity colleges are engaged in the
training of nursing students and Certified Nursing Assistant 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 Cabarras Community College, offering Cabarrus County Dialysis as a clinical rotation
site when the new stations are certified. .

F-8584-10, Copperfield Dislysis Center - In Section V.3 of the application, pege 37, the
applicant states “Total Renal Care of North Carolina, LLC has sent correspondence on behalf
of the Copperfield Dialysis Center ta Rowan Cabarrus Community College to offer the facility
a5 a clinical rotation site for mursing 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.

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

" applicant states “BAF-Concord will be available to students in nursing training programs

(15)
(16)
an
(18)

(18a)

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 clinical
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 area, including how any enhanced ¢ompetition 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
Al Applicants

¥-8577-10, Harnsbnrg 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 Criterdia (1), (3), (5), and (6). The applicant adequately
demonstrated that its proposals would have a positive impact on access to the proposed
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 Dizlysis Center in January 2010 identifid
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). Therefore, 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.

Repeled 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-8590-10, RAI Care Center-Concord

F-8577-10, Harrisburg Dialysis Center, F-8581-10, Cabirrus County Dialysis, F-8584-
10, Copperfield Dialysis Center - The applicant, Total Renal Care of North Caroling, 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 unable 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 purpese 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 teachmg hospital, as defined by the State Medical Famhtles 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.

Cabarrns 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.

Coppertield Dialysis Center’s apphczmon is not conforming to all the apphcable 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 Serv1ces as required by 10A NCAC 14C Section

2200, as indicated below.

SECTION 2200 — C'RITERIA AND STANDARDS FOR END-STAGE RENAL DISEASE
SERVICES ’

2202 INFORMATION REQUIRED OF APPLICANT
(a) An applzcant 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 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 manber of patients currently on the transplant waiting list;
" (6)  Hospital admission rates, by admission diagnosis, Le., 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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-C-  Harrisburg Dialysis Center — The applicant provides the requested
information in Section IV, questions 1 — 7, on pages 32 — 33 of the
application. '

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

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

-C- 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 mumber 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:

(1) For new facilities, a letter of intent 10 sign a written agreement or a signed
wrilten agreement with an acute care hospital that specifies the relationship
with the dialysis facility and describes the services that the hospital will pravide
1o patients of the dialysis facility. The agreement must comply with 42 CF.R,
Section 405.2100. '

-NA- Harrisburg Dialysis Center — o

-C- Cabaxrus County Dialysis — In Exhibit 6 of the application, the applicant
provides a September 9, 2010 letter signed by the vice president of clinical
services af 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
dlso provides copies of laboratory services agreements between RAI and
Renalab, Inc. The application is conforming to this rule.

(2)  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 transplamtation center will
provide to patients of the dialysis facility. The agreements must include the

Jollowing: _
(4)  timeframe for initial assessment and evaluation of patients Jor
transplantation, -

(B)  composition of the assessment/evaluation team at the transplant ceriter,
(C)  method for periodic re-evaluation,

(D)  criteria by which a patiemt will be evaluated and periodically
re-evaluated for transplantation, and
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(E)  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 transfeér agreement Coppatﬁeld Dialysis
facility has with Carolinas Medical Center in Exhibit 8..
RAIX 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 enteredmtubetwee;nRAIConmrddeMC
Therefore, the application is conforming to this rule.

(3) For new or replacement facilities, documentatian that power and water will be

NA-
C-

NA-

available at the proposed site.

Harrisburg Dialysis Center — Hamsburg Dialysis Cemter is not a new famhty
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 Dmlysm Center is 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
power and water are both available at the site,

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

-C-

C-

event of a power outage.

Harrisburg Dialysis Center — In Exh1b1t 9, the apphcant prov1dcs copies of
written policies and procedures for back up for electncal service in the event of
a power outage.

Cabarrus County Dmlysns Center - In Exhibit 8, the applicant provides a copy
of a September 8, 2010 letter requesting 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 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.

Harrisburg Dialysis Centexr — Harrisburg Dmlysm Center is not a new facility.
Cabarrus County Dialysis Center — In Section X1, pages 61 — 62, the
applicant describes the location of both the primary and secondary sites for the
facility, Furthermore, the applicent states a third-party lessor, RHGC

Investments, LLC, 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
RAIX 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 XI.3, page 80, that
“RAI and RAI-NC do not propa.&’é, a secondary site.”

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.
Harrisburg Dialysis Center — In Exhibit 10, the applicant provides
documentation of water service. Further, Sections VIL3, page 43 and X1.6(g),
pages 63 - 64 of the application provide documentation that services will be
provided in conformity with applicable laws and regulations concerning staffing,
fire safety, physical environment, and health and safety.

Cabarrus County Dialysis Center — In Section XL6(g), page 65 of the
application, 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 pertniriing to fire safety equipment, physical envrronment, water
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supply, and other relevant health and safety requirernents. 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 assumptions, 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. Al patients are projected
to reside in Cabarrus County. :

Cabarrus County Dialysis Center - The information regarding patient origin
and all of the assumptions provided by the applicant are found in Section I,
pages 11 - 14, and in Section TII, pages 29 - 33 of the application. All patients
are projected to reside in Cabarrus Comty.

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 TIL7, pages 25 — 30 of the application. All patients are projected
to reside in Cabarrus County. ' '

RAI Care Center-Concord — The information regarding patient origin
provided by the applicant are found in Section TIL1, pages 30 — 38, and in
Section TIL.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 projéctions are unsupported 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 Dialysis Center — The applicant states, in Section 1.7, page
14, that all of the patients projected to dialyze at Cabarrus County dialysis
facility will reside within 30 miles. of the proposed. facility, particularly since it
will be centrally located in Concord.

Copperfield Dialysis Center — Copperfield Dialysis Center is not a new
facility. '
RAI Care Center-Concord — The applicant states, in Section 1.8, page 42,

that 100% of the patients prajected to dialyze 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 IL, page 10 of the =

application that “Total Renal Care of North Carolina, LLC will admit and
provide dialysis services fo patient who have no insurance or other source of
payment, if payment for dialysis services is made by another hedlthcare
prmnder 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 healthcare 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 to 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 Cdre 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 without regard to a patient’s income, race, ethnicity, gender,

disability, or age.” ‘

PERFORMANCE STANDARDS :

- An applicant proposing fo 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 standord shall be waived for a need in the State
Medical Facilities Plan that is based on an adjusted need determination.

NA-
C-

NA-

NC-

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 patierits per station at the end of
the first year of operation, based on projections of serving 39 panents in the first
operating year. Thus, the requirement of 3.2 patients per station is satisfied.
Consequently, the applicant is confon:nmg 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-
C-

NA-

Harrisburg Dialysis Center — In Section II, pages 10 — 19, and in Section I,
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 is a new facility. -

Copperfield Dialysis Center — In Section II, pages 10 — 19, and in Section IIT,
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 additiopal stations. See
Criterion (3) for discussion. :
RAI Care Center-Concord — This is a new facility.

An applicant shall provide all assumptions, 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 TI, pages 10 — 19 and in Section III, pages 25 - 30 of the
application. See Criterion (3) for discussion. .

Cabarrus County Dialysis Center - The applicant provides documentation of
its assumptions in Section IIL7, pages 18 - 22 of the application. See Criterion
(3) for discussion. . '

Copperfield Dialysis Center — The applicant provides documentition of its
assumptions in Sections IL1, pages 10~ 19, and in Section IIL.7, 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 bé approved, the applicant must demonstrate that the following services will be
available: ’ :

ey

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- RAICare Center—Concqrd — See Application Section V.1, page 46.
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(2) maintenance dialysis;
-C- Harrisburg Dialysis Center ~ See Application Section V.1.
-C- Cabarrus County Dialysis Center See Application Section V.1.

" " XC- Copperfield Dialysis Center — See Application Section V.1. T

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

(3) accessible self-care training;

-C- Harrisburg Dialysis Center — In Application Section 11, 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 Secfion
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 Application Section V.1, page 46.

(4)  accessible follow-up program for support of patients dialyzing at home;
-C- Harrisburg Dialysis Ceénter - See Section V.1, page 34 of the application and
Exhibit 11. '
-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.

(3) x-ray services;

-C- Hatrisburg 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 Applicaﬁon Section V.1, 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 Procedures for back-up dialysis services, and
information regarding blood bank services is not contained within the remaiming
exhibits. Therefore, the application is not conforming to this rule.
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-C- Cabarrus 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 comtmined within the
remaining exhibits. Therefore, the application is not conforming to this rule.

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

Exhibit 9.

(8)  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- Copperifield Dialysis Center — See Application Section V.1,
-C- RAI Care Center-Concord — See Application Section V.1, page 46.

()  ocute 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 sw-gery 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
exhibits. 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 Apphcauon 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 capy of a transfer agreement,
and the documentation of vascular surgery services is not provided in the
remaining exhibits. Therefore, the application i3 not conforming to this
crterion.

- RAI Care Center-Concord — See Application Section Vl page 46 and -
Exhibit 9.

(11)  transplamtation services;
-C- Harrisburg Dialysis Center — See Section V.1, page 34 and Exhibit 8.
-C- Cabarrus 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 regarding 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 Sectior. 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.

1

(13) transportation.
-C- Harrisburg Dialysis Center - See Section V.1, page 34 of the application.
-C- Cabarrns 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
(@)  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 II that staffing at
the proposed facility will be sufficient to meet the requirements i 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 at the facility will be sufficient to' meet the requirements in 42 CFR
405.2100. See also Sectlon VILI page 45 of the apphcaimn 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- RAI Care Center-Concord — The applicant states in Section VIL2, page 57

that the facility staffing will be sufﬁcxent’comeetthereqmremexrtsm42 CFR
405.2100. See also Section VIL10, page59

®  To be approved, the state agency must determine that the proponent will provide an
ongoing program of training for nurses and technicians in dialysis technigues at the
Sacility.
-C- Harrisburg Dialysis Center — See Sectmn V15, page 450f the application. In
addition, the applicant refers to Exhibit 19; however, the information reqmred
by this rule is provided in Exhibit 18.
-C- Cabarrus County Dialysis Center - See Sectwn VIL.5, page 47 and Exh1b1t
20 of the application.
-C- Copperfield Dialysis Center - Sae VIL3, page 46 of the application.
~C- RAIX Care Center-Concord — See Section VII.5; 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.
Because 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/bla
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 Carolina, 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 Criteda (1), (4),
(18a), and (20).

¢ The application submitted by RAI Care Centers of North Carolina II, LL.C d/b/a
RAI Care Centers — Concord was found non-conforming under Criteria (1), (3),
(4), (5), (6), (13¢c), (18a), and 10ANCAC 14C 2203(a).

However, after considering the information in each application and reviewing each
application individuelly against all applicable. review criteriz, 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: :

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 from the patient’s
residence; ' .

b. ESRD dialysis service availability at times that do not interfere with ESRD
patients’ work schedule; ' -

c. Services in rural, remote areas.”
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2) 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 Kannapolis, which is approximately 8 miles Northwest
of the Harrisburg Dialysis facility.

Cabarrus 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.

RAI 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 Coppertfield 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 Section VIL10, 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 dmlys:s services
will be available from 6:00 AM to 4:00 PM, Monday through Saturday. The applicant will
also operate a third shift that runs from 3:00 PM to 7:00 PM on Monday, Wednesday and
Friday.

Copperfield Dialysis Center — In Section VIL.10, 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.

Wlth respect to hours of availability, Harrisburg Dialysis 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.
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Tacility Location

Two of the facilities, Harrishburg Dialysis Center and Copperfield Dialysis Center, are
currently located in Comncord, 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 Highway 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-Coneord 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 Undersexrved Groups

Harrisburg Dnalysm 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 covered 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 CountY 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 County, which is.contignous 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 subrmtted by TRC are the more effective
alternatives.

Access 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 facilities 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 RAI 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

# Dialysis Treatments 10,530 11,388
Average Cost per Treatment 3283.96 $280.10

oy Dl Cav R L e oy A

i roemses | $1,804521 $2,072,639

# Dialysis Treatments 5,850 - v 6,318
Average Cost per Treatment : $323.85 $328.05

.33, $4,141,685

13,650 14,742
$284.14 : $280.95
put I B il v 4 PN U A
32,078,878 $3,049,459
6,165 11,466
Average Cost per Treatment 333721 , $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 Revenue
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" Projected Net Rovenue $3,393,664
# Dialysis Treatments 10,530
Revenue per Treatment $322.85

Pm]ectedNet Reve:nue $1 995 824 $2 248 536

# Dialysis Treatments 5,850 6,318
Revenme per Treatment $341 17 3355.39
R CoP? ERGTELD, DAL YOI CRATERG, LT A B R‘qhﬁuﬁéﬁ‘ m%;ﬂ"%ﬁ

Projected Net Revenne $4,495,936 $4,855,496

# Dialysis Treatments 13,650 14,742
Revenne per Treatment $329.37 $329.36
Projected Net Rsvemle $1,982.269

# Dinlysis Treatments 6,165 11,466
Reverme per Treatment $321.54 $314.17

- In Operatmg Year Two Cabarrus County Dialysis Center projects the h1ghest revenue per
treatment, and RAI Care Center-Concord projects the lowest revenue 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. Therefore, with regard to revenue per treatment,
the application submitted by Harrisburg Dialysis Center is the more effective alternative.

Staffing

Direct 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 applications, as
reported in the table in Section VII.1 of the applications.

HARRISBURG

COPPERFIELD

CABARRUS - RAICARE
PostTion Dyarysis COUNTY DIALYSIS DraLYsIS CENTER-
CENTER CENTER CENTER CONCORD
RN $51,500 $52,000 $51,500 362,976
Technician 825,750 $26,000 325,750 $35,152

RAI Care Center-Concord projects higher registered nurse salaries, and higher Technicia:ﬁ

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 accormmodate 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.

P2rovision 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 Caxe Licensure and
Certification Section, Division of Health Service Regulation, a survey of the Copperfield
Diallysis 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 its 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 contignous to Cabarrus County. The files in the Acute and Home Care Licensure and
Certification. Section, Division of Health Service Regulation do not report amy issues
~ regarding quality of care with regard to RAI facilifies 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, L.L.C d/b/a
Harrisburg County Dialysis Center, Total Renal Care of North Carolina, LLC d/b/a
Cabarrus County Dialysis Center, Total Renal Care of North Carolina, LLC d/b/a
Copperfield Dialysis Center, and RAT Care Centers of North Carolina I, LLC, d/b/a RAI
Care Center-Concord are disapproved, and no application is approved.




Extatnt 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, LLC 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 policiés and need determinations
~ in the State Medical Facilities Plan, the need determination of which constifutes 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




2008 Davie County Competitive Dialysis Review

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 quality health care
services. The Applicant shall document plans for providing access
fo 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 a -
shell building. Total Renal Care of North Carolina will then upfit
the shell building and twrn 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

Sollowing 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 aver 1,400 dialysis facilities nationwide. The
corporation has a centralized purchasing department that
negotiates national contracts with numerous vendors in order
fo 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 generated
by the facility. The dialyzers will be purchased under g
national contract in order to get the best quality dialyzer Jor
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 Jacility will
also be done on computer which reduces the need for paper.

»  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.

« 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 owt of supplies, thus avoiding
emergency ordering, which is costly.”

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

In Section VI.1, 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 Dialysis Center, by policy, will make dialysis
services aqvailable 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 demonstraies 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 team works closely with each
Jacility’s Quality Improvement team to:

o Improve patient outcomes
o Provide patient and teammate training

4
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»  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 Critexion (20) for discussion.
Therefore, the applicant did not adequately demonstrate that the proposai would
ensure quality care. Comnsequently, the application is not consistent with Policy
GEN-3 in the 2008 SMFP and the application is nonconforming with this criterion.

WEU - In Section V.7, page 28, WFU discusses how the proposal would i)romote
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
DKC.” ' ' '

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 fo 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 to 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 medicel insurance or

means to 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 sirives
fo provide services to all patients with End Stage Renal Disease.

DKC will not requz"re payment upon initial freatment 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 structure 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 families, members
of the organization, and the community.”

WFU adequately demonstrates that the proposal would ensure quality care. Further,
the applicants adequately demonstrate that projected 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 ingbility to

adequately meet the prescribed need as defined in the July 2008
SDR.”

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 cerfified dialysis stations, which shall include any home
hemodialysis and isolation stations.

Although both applications are conforming, as conditioned in the case of WFU, 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 II.1, page 12, and III.7, pages 2122, TRC discusses the patient
population propoesed 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 Rum and the Hillsdale Commumity 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 about 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.” '

The following table illustrates projected patient origin during the second operating
year for the proposed dialysis center, as reported by the applicant in Section I11.7,
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 populatioﬁ it proposes to serve.

Demonstration of Need

In Section III, pages 19-24, TRC describes the need methodology and assumptions
it used to project utilization. The applicant states that Mocksville was chosen as

8
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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
ard 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 Jfrom
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.

Existing Davie County In-Center Patients as of 27

12/31/07

Projected # of Davie County In-Center Patients as of | 27 + (50% of 1.13) = 28.755
6/30/08 (a 6-month time period) (applicant rounds down to 28)
Projected # of Davie County In-Center Patients as of | 28 x 1.13 =31.64

6/30/09 (a 12-month time period) (applicant rounds down to 31)

Projected # of Davie County In-Center Patients as of | 31 x 1.13 =35.03
6/30/10 (a 12-month time period)

By the end of Operating Yr 1 (7/1/10— 6/30/11) TRC | 35 x 1.13 = 39.55

projects to serve 35 in-center patients from Davie [applicant rounds down to 39 and then

County and 1 in-center patient from Rowan Cownty 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 | 39x 1.13 =44.07

projects to serve 39 in-center patients from Davie [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 fo 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.

WFU 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 III.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 II.7, pages 16-18, WFU describes the methodology and assumptions
they used to project utilization. On page 17, the applicants state:

s “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 anmum 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.

o 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 faczlzty would be
06/30/2011.

»  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 6/30/2011.

« 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 — 6/30/1 1), 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 Aftachment 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 dialysis providers because WFUHS has been good to me, my family
and my community.” The applicants’ projected utilization in the first two operating
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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 s#so 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 IIL7, 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 XI.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.

Walke Forest Uhiversity 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 IIL.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 that its proposal is its most effective
alternative. Consequently, the application is nonconforming with this criterion.

WEFU - In Section ITI.9, page 18, the applicants state “There is no alternative to
providing in-county ICH services fo 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), (), (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 N $207,320
Equipment/Furnitare $442,198
Architect/Engineering Fees ‘ $54,168
Miscellaneous Equipment $34,146
TOTAL $1,048,812

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 capital is $330,778
[$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,
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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
83% 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. Jor 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 Year 2
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 treatrnents, 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 apphcatlon
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 Costs $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 $2,680,627 $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 $98,576. 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 i Year2
Projected Expenses $1,298,673 $1,532,113
# of Dialysis Treatments 4,401 6,174
Average Cost per Treatment $295.09 $248.16
Net Patient Revenue $1,644,328 $2,242 347
# of Dialysis Treatments 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 expeiises
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 apphcahon 1s 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 ) 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 services 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 total 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 demonsirated 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 ancillaty and support services provided by the facility and other providers,
including North Carolina Baptist Hospital for acute dialysis, emergency care,

19




2008 Davie County Competitive Dialysis Review

diagnostic evaluation, renal transpiantation, 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 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.

(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 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:

@) would be available under a contract of at least 5 years duration;

(ii)  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
(11) Repealed effective July 1, 1987.

(12)  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 XI, page 50, the applicant states that it will upfit 5,129 square
feet of leased building space located at the corner 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.

WEFU - The applicants propose to locate the facility on Interstate Drive, near the
intersection of I-40 and Highway 601. In Section I, page 3, the applicants state that
WEFUHS 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 construction 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.

(13) 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 ftraditionally
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 aitending
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.”

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 following table illustrates the projected payor mix, as provided by
the applicants in Section VL1, page 29.

Payor Source Percent of Total
Medicare : 17%
Medicaid 5%
Medicare/Medicaid 2%
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
suppotts a finding of conformity with this criterion.

WEU - In Section VI.1, page 29, the applicants state that patients will
be accepted based on medically defined admission criteria and that
services are available to all area residents with end stage renal disease.
In Section V1.5, 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 Applicaﬁons

TRC - In Section V.3, page 29, the applicant describes how the proposed dialysis
facility will help meet the clinical fraining 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 supports 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.

WEKU - 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.
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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 of 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 number 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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(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.

-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 shall 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 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- 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 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 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.
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-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 X1.6, 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 granied,
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 XI, 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.

(3) 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 X1.6, pages 54-55, the applicant documents that services will be
provided in conformity with applicable laws and regulations concemning, staffing, fire,
health, and safety.

-C-WFU. In Section X1.6, 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 pro;ected, must be stated.

-C- TRC. In Section IIL.7, 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 IIL7, 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 proposed 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 IIl.7, page 18, the applicants state that 100% of the patients 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 IL.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- WFU. In Section IL8, page 12, the applicants state “DKC is committed to admitting
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 fo the Medicare reimbursement rate for such services.”

10A NCAC 14C .2203 PERFORMANCE STANDARDS

(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 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 ad]usted 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 III.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 proposal 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 apphcatmn
-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 apphcatlon
-C- WKU. 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- WEFU. 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 apphcauon
-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.l, page 21 in the application.

(11) transplantation services;

-C- TRC. See Section V.1, page 27 in the apphcatxom
-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

(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.
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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 fraining 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
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.

SMIEFP 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 Jor
dialysis stations to provide or arrange for:

a. Home ftraining 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; ' ‘

b. ESRD dialysis service availability at times that do not interfere with ESRD patients’
work schedules;

c. Services in rural, remofte 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 VII.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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c) 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 to 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 VL5 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 operating years of the proposed project. The following tables compare operating costs and
revenues.

Operating Costs

TRC : Year 1 Year2
Projected Expenses $1,289,095 $1,484,411
# of Dialysis Treatments 4,718 6,002
Average Cost per Treatment $273.23 $247.32

WEFU - Yenrl 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 1 Year2
Patient Revenue $1,189,958 $1,513,972
# of Dialysis Treatments - 4,718 6,002
Net Revenue per Treatment $252.22 | $252.24
WEU 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 o 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 VIL1 of their
respective applications. Higher salaries enhance recruitment and retention of employees.

TRC WFU
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
WFU 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 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, 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
electrical wiring through the walls for no more than ten stations, which shall
include any home hemeodialysis 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 statlons operatmg 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:

EXHIBIT
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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,rthe 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 prior to issnance
of the certificate of need. co

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:

“A CON application to meet the need for new healthcare
facilities, 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

1

areaq.
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Promote Cost-Effective Approaches

In Section IM.9, 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 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.

o 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.

e 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, Ki/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.

) Repealed effective July 1, 1987.

3 The applicant shall identify the population to bé 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 III.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 I3 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
1.9, 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

000043




Cape Fear Dialysis Center
Project 1.D. # O-8252-08
Page 7

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 I11.7, 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 IT1.7, 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 l, 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 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. - '

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
I1I.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 facility.
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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 o expand
the Southeastern Dialysis Center — Wllmzngton
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.

4 Where alternative methods of meeting the needs for the proposed project exist, the
applicant shall demonstrate that the least costly 6r 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 to 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

In Section VIIL1, page 39, thezapplicant projects that the total capital
cost of the project will be $1,840,191, including:

»  $899,500 in construction costs;
> $404,550 for dialysis machines;
°  $90,000 for water treafment equipment;
o $272,611 for other equipment;
o $107,500 engineering and architect fees; and
e $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
82,208,358. This letter will confirm that DaVita, Inc. has committed -
cash reserves in the total -sum of 34,184,779, Jor 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 need_s‘ 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 duplication of existing or approved health service capabilities or
facilities. N

- 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 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
) V11 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.

® 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 special needs of health
maintenance organizations will be fulfilled by the project. 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

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:

® 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

(11)  Repealed effective July 1, 1987.

(12)  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

(13)  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 VL1(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 VL(a), page 29, the applicant states: “The Cape
Fear Dialysis Center will not require payment upon
admission lo 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 VI.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 VL5(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 cumrent 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 o increase stations in an existing certified facility or
relocated stations must provide the following information:

2202(a)(1)

.2202(a)(2)

.2202(a)(3)

.2202(a)(4)
.2202(a)(5)

.2202(a)(6)

.2202(a)(7)

Utilization Rates;

-C-  See Section 1117, 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 IV.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, ie., 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
facility 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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.2202(b)(2)  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.

(4) 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.

.2202(b)(3)  Documentation of standing service from a power company and back-
up capabilities.

-C- See Section XI.6(f), page 52, and Exhibit 11. ‘

.2202(b)(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

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 lease
11,000 square feet of space to the applicant for the proposed
facility.

-2202(6)(5)  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 XI.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 is
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 I1I.7, page 20. The applicant states that “J 00% 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 1.1 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 i

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 operaling 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 III.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 Jollowing 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 training;
-C- * See Section V.1, page 25. -
.2204(4)  Accessible follow-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 for 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 o
.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 training 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 Caroling 27699-2701
http://www.ncdbhs.gov/dher/

Beverly Baves Pa&!e, Govermnor . Drexda Pratt, Director
Lanjer M. Ceansler, Secxetary

Azzie Y. Conley, Chief
Phone: 915-855-4620
Fax: 919-715-8476

Janwary 10, 2011

Chasles Sheppard, Facility Administrator
Charlotte East Dialysis

204 Sharon Amity Road
Charlotte, NC 28205

Re: Follow-up Survey
ESRD CMS Certification Number (CCN):34-2627

Dear Mr, Shéppard

Thank you for the cooperation and courtesy extended during my xecent visit on December 21,
2010, for the purpose of conducting a follow up to the condition level deficiencies 494.180
Governance, 404.30 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 or if this office can be of other assistance, please do not hesitate to
call me at (919) 218-2638.

Sincerely,
Boatpd Wetts
Ralph Mills, RN,BSN

Facility Survey Consultant
Acute & Home Care Licensure & Certification

>
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November 13,2010
CMS Certification Number (CON): 342627

Charloite Kast Dialysis
3204 Sharon Amity
Charlotte, NC 28205

_ Desar Adminigtrator:

The Centers for Medicars & Medicaid Services (CIS) has been notified your facility bad 2 suevey on
October 26, 2010, and that while the immediate and serjous threat to patient health and safity has

been removed Charlotte East Dislysis remains out of compliance with the following Medicare
Condifions for Covernpe!

42 CFR 454.30 Infeation Control
42 CFR 494.60 Physical Exvironmeat; «nd
42 CFR 494,180 Goveroance,

The date o which your hospital's Medicars agreement tenainaes is December 30, 2010, A Jisting of
deficiencics for the October 26, 2010, survey 18 enclosed for yout tesponse. Note fhat the on-site visit
of October 26, 2010 vas condusted to dotermine whether or iot the immediate jeopardy situation had
becn abated, Correction of the deficiencies not related 4o the inumediate jeopardy was not assessed;
fhees deficiencios aro inclnded in the attached report as clited on the resurvey and complaint -
“ivestigation of October 1,2010, You wusi submit a pln of correction to include corrective astion
dates no Iater than Deecmber 23, 2010, 1o ensure time for snather revisit by the North Carolina
Department of Health and Hinan Services prior to the fermination date. Please submit these your
plans of correction within 10 days of reeelpt of this lettey to!

Azzic Conley '
North Carolina Department of Health and Human Services
Division of Health Servics Regulation
Acute and Home Care Licenswe and Certification Section
2712 Mat) Service Cepler

Raleigh, North Carolina 17699-2712
An aceeptable plan of corection must contgin the followiny eloments:

1, The plan of corecting the specific deficiency. The plan should address the processes that lead 10
the deficiency chied, :
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2. The piocedure for implementing the acceptable plan af comeotion for the specific deficiency cited,
3. The manltoring procedure to ensure that the pian of correction is sffootive and that apecific
deficiency cited yemaing comected and/or in complinnes with the regulutory requirements.
4. The vtle of the parson respansibile for correcting the deficiency and/or for Implementing the
" acceptable plan of correction,

Compliatee with all Conditions for Coverage must be sohieved at the time of this second revisit if
ienination is 1o be evoided. If the defisiencies have not heen satisfactorily corrented at the time of
this sevislt, you can expoct to fcccive u Jotter advising vou of your termination and appenl rights, No
further revisits will e authorized st that time, In addition, Jogal notice will be placed in The
Charlotta Observer in Charlotie, Notfh Carolina adviging fhe public of your termination from the
Medicare program. Please be advised that, under Medicars, a provider is not entitted 10 a formal
henring before termination, bui only alter adverse action acfually wkes place,

If you have any questions conceming fhis action, plase contact Glends Pryne (214) 7673350 or
Rachel McCarty ot (214) 767-2082,

Sincerely,
- Ginger Qutle, Manager ‘

Non-Long Term Care Certification & Enforcement Branch

e
North Caroling Department of Heulth apd Human Services




North Carolina Department of Health and Haman Services
Division of Health Service Regulation
Acute and Home Care Licensure and Certification Section
9712 Mail Service Center = Raleigh, North Carolina 27699-2712

Beverly Baves Perdue, Governor h_t;g://www.ncdhhs.govldhsr Azzie Y. Conley, Chief .

Lanier M. Cansler, Secretary Drexdall Pratt, Division Director Phone: 919-855-4620

: Taxe 919-715-8476
x% YIA FASCIMILE **

October 4, 2010

Charles Sheppard, Facility Administrator
Charlotte East Dialysis

3204 Sharon Amity

Charlotte, NC 28205

RE: Recertifiction Survey Tmmediate Jeopardyl

Dear M. Sheppard,

Thank you and your staff for the assistance and cooperation exis od 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
Fmmediate Jeopardy (5 identification as of October 1, 2010 at 1130am as a result of survey findings from aLife Safety
Code survey occuring on 09/30/2010.

Specifically, pursuant to 494.60 Physical Environment-Life Safety Code, the facility failed to have a fire alarm system ot
battery powered smoke detector in the building to ensure patient, staff and visitor safety in the event of a fire..

As discussed during the survey, the information gathered was forwarded to the CMS Regional Office in Atlanta (Region
IV). Our state agency is recommending 23 day termination due o noncompliance with the Copditions for Coverage:
494.60 Physical Environmexnt, 494,30 Infection Control and 494.180 Governance.. The Immediate Jeopardy is
ongoing. CMS Regional Office in Dallas will make the detexmination of compliance or noncompliance and will notify you
of their findings and of any action to be 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
214-767-6301

q%,
iding) | Dorothéa Dix Hospital Campus B Raleigh, N.C. 27603 W
An Baual Opportunity | Affinmative Action Employer :
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Charles Sheppard, Facility Admiistrator, CEO
Octobex 4, 2010

1f you have any questions, please do not hesitate to contact this office at (919) 855-4620.

Sincerely,

Ralph Mills, W BSN
Facility Sutvey Consuliant
Acute and Home Care Licensure and Certification

CC: Azzie Conley, Section Chief
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North Carolina Department of Health and Human Services
Division of Health Service Regulation
Acute and Home Care Licensure and Certification Section

7717 Mail Sexvice Center Ralejgh, North Carolina 27699-2712

Beverly Eaves Perdue, Governor jitans) ‘.!/www.ncdhhs.tzovl dhsr Azzie Y. Conley, Chief
1,anier M. Cansler, Secretary Drexdall Prait, Division Director Phoné: 919-85 5-4620

Fax: 919-715-8476
October 4, 2010

Charles Sheppard, Facility Administrator
Charlotte East Dialysis

3204 Sharon Amity

Charlotte, NC 28205

RE:,Rccertiﬁcﬁon Survey Immédiatb Jeopardyl

Dear Mz, Shepp ard,

Thank you and your staff for the assistance and cooperation extended to the Acute Care team during the survey conducted
September 22,2010 through October 1,2010. The purpose of conducting the complaint survey was 1o evaluate the
Facility's complance 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, pursuant 0 494.60 Physical Enviconment-Life safety Code. the facility failed to have a fire glarm system OF
battery powered smoke detector in te building to ensure patient, staff and visitor safety in the event of a fire..

As discussed during the survey, the information gathered was forwarded to the CMS Regional Office in Atlanta (Region LV).
Our state agency is recommending 23 day termination due to aoncompliance 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 of noncompliance and will notify you of their findings
and of any action to be taken. ‘

If you have questions regarding the status of the investipation, please contact the CMS representative for North Carclina
: Ms. Glenda Payne
Division of Survey and Certification
CMS Dallas Regional Office
1301 Young Street, Room 827
Dallas, Texes 75202
214-767-6301

rive (Lineberger Building) B Dorothea Dix Hospital Campus B Raleigh, N.C. 27 603 L%
An Equal Opportunity | Affirmative Astion Employer

% Location: 1205 Umstcad D
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Charles Sheppar
October 4, 2010

d, Facility Administrator, CEO

foe af (919) 855-4620.

If you have any questions, please do not hesitate to contact fhis ©

Sincerely,
e »'.f/
2 L) T .
2 J‘?ﬂ /G;IL"“ . r:gy'(’"“"

Sy W e 0
LT LA

4 & e
Ralph Mills, RBSN

Facility Survey Consultant

Acute and Home Care Licenswe and Certification

CC: Azzie Conley, Section Chief
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EPARTMENE OF HRALTE AND HOMAN SEP™XCES ' CENTERS FOR DICARE & MEDICAID SERVICES
MEDICARE/M. CAID CERTIFICATION AND TRANSMIETA. .
PART I-TO BE COMPLETED BY THE STATE SURVEY AGENCY

S&T REMARKS - CMS 1539 FORM

D: WEB3l
Facitity TD: 001554

A ‘ification survey was conducted onsite September 2. Ocdober 1, 2010, As aresult of the survey in conjunction with 2 Life Safety Code survey, an immediate jeopardy (IT)

v sestified on October 1, 2010 2 1130, The IF was no removed during the recertification survey, Condition level deficiensies Wwere iderfified in 494.180 Governance, 45430

 Tnfertion Conirol and 454,60 Physician Environment. Standard Jevel deficiencies were also identified in 454,40 Water and Dialysats Quality, 494.50 Rouse, 494,80 Pattent Rights
and 494.140 Personnol Qualifications. A plan of comrection was requested.

An onsite follow up was condhucted st the facility Ortober 26, 2010, The State Agency secommended remsoval of the I at 1250 bassd on compliance with a fire alarm system in
place. The CMS Dallas regional office was notificd of the recopmmendation. THe condifiops i 494,30 Infection Centrol, 494.60 Physical Environmert and 494.180 Governanc
‘weze not recommmended 1o be in compliance based on the plan of correction not completed dnring follow up survey. (RM)

Another follow up survey Was conducted Decemiber 21, 2010. The Stafe Ageney mcommmidsﬂmtﬁm condition level dcficiencies in 49430 Infection Control, 4894.60 Physical
Environmets and 494,180 Govemnante are back i compliance. No other deficiencies were found during the follow up Fuxvey.
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D Prefix  VO750 1212172010
Reg. # 494.180 ’
LSC -
wiewed By Reviewed By Date: \ slignature of Surveyor:/ | Date:
jtate Agency : / /414 %ﬁ( /gV /,%/2 /Z
eviewed BY Reviewed By Signature of Surveyor Date:

MS RO

Followup to Survey Completed on:

AmiAanAN

Check for any Uncorrected Deficiencies, Was a Summaty of
Uncorverted Deficiencies {CIS-2567) Sent to the Facllity? vyes NO




YEPARTMENT OF HEALTH AND HUMAN SERVICES
“ENTERS FOR MEDICARE & MEDICAID SERVI(

FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

ubm...porﬁngburdmfm‘ﬂﬁsm!lccﬁmcﬁnfmmnﬁnnismimabdmavmgvmnﬁmMpcrmpensa,inohxdmgﬁmctbrrc\&ewingistmnﬁnns,acamhing
xaiﬁminingdatanpodsd.and-._""— and reviewing the coll
xggesﬁonsfurmdnciugﬂacbmdm,
rojeci{0B38-0583), Washingion, D.C. 20503.

existing data sourves, gathering sod -
revicwing fion of information. Scndwmﬂmw&mﬁsbmﬁm%mmu&w&p&ofﬁﬁswﬂmimofﬁmm inclading
Office of Financisl Management, HCEA, P.0. Box 26684, Baltimore, MD 21207 orto the Office of Manaprzmnent and Budget, Paperwork Redoction

Brovider/ Supplier Number wider/Sapplier Name
342627 ' CHARLOTTE EAST DIALYSIS
Type of Survey (select all that apply) A Complaint Investigation E  Initisl Cestification I  Recertification
B Dumping Investigation Tospection of Care 7 Sasctions/Hearing
HEIBER C  Federal Monitoring G Validation X State License
- D Follow-up Visit H Life Safety Code L CHOW
M Other '

Extent of Survey (select all that apply)

A Routine/Standard Survey (all providers/suppliers)

B Extended Survey (HHA or Long Term Care Facility)
C Partial Extended Survey (FIHA)

D Othex Sarvey

SURVEY TEAM AND WORKLOAD DATA
Pleass enter the workload iuformation for each sarveyor. Use the surveyor's idmﬁﬁcaﬁon pomaber,

Surveyor ID Number First Last Pre-Survey On-Site On-Site On-Site Travel OfESite Report
A) Dafe Date Preparation Boors Hours Hours Hoors Prepamtion
Asrived Hours 12am-8am Sam-Spot 6pm-12am Hours
®) © ®) ® ® ()] @ ®
“Team Leader ID
1 15546 12/21/2010 §12/21/2010 1.00 0.00 3.00 0.00 5.60 2.00
5 -
3.
4,
5.
6.
7.
8.
9
10.
11,
12.
13,
14.
“otal SA Supervisory Review Houts..... 1.00 Total RO Supervisory Review Fours.... 0.00
Total SA Clerical/Data Eotry Hours.... 0.50 Total RO Clericel/Data Entry Hours..... 0.00

«as Statement of Deficiencies given fo the provider op-site at completion of the survey?.... No

FORM CMS-670 (12-91) 162000 BventlD: WB3113 Facility ID: 01554 Page




SEPARTMENT OF HEALTH AND FIUMAN SERVICES .
~ENTERS FOR MEDICARE & MEDICAID SER  ES ' FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

e

ubﬁcseporﬁngbmdenfotﬂﬁs collection ofinfomzﬁonhw&na!cdmawmgclonﬁnm%mpomg ncinding tome for reviewing instructions, scarching existing data sources, gathering and
\shutaining data peeded, and complefing and rviewing the Tloction of information. Send ot “mdingﬁﬁsbmﬂmwﬁmﬂsmmyoﬁxmaspwtufﬂﬁsmnwﬁmafhfmaﬁm inchading
mgwﬁmsfotmdw;ingthabmdm,moﬁicaofF'mmaialManagmmY,HCFA,RO.BDXZGG%,BaIﬁmo:&,WZlZW;crto mcoﬁwofmguncmmdBndgct,l’apﬁwmchducﬁon
rojoct(0B38-0583), Washington, D.C. 20503.

Provider/Supphier Numbet Provider/Supplier Name
342627 - CHARLOTTE EAST DIALYSIS
Type of Survey (select all that apply) A Complaint Investigation R Initial Certification 1  Recertification
' B Dumping Ivestigation F Inspection of Care 7 Sanctions/Hearing
HEIEER . C Pederal Monitoring G Validation K State License
D Follow-up Visit * H Life Safety Code L CHOW
M Other
Extent of Survey (select all that apply) A Routine/Standard Survey (all providers/suppliers)
B Exiended Survey (HHA or Long Terin Care Facility)
Al | 1 11 C Pastial Extended Survey (HHA)
D Other Survey

SURVEY TEAM AND WORKLOAD DATA
Please exter the workioad information for each surveyor. Use the surveyor's identification mumber.

Surveyor 1D Number First Last - Pre-Survey Op-Site On-Site On-Bite Travel Off:Site Report
A Date Daie Proparation Hours Hours Hours Hours * Preparation.
Arrived Departed Hows 12am-8am 8am-5pm 6pm-12am Hours
®) ©) (6] ®) ¥ (65 42] @
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. .
7.
3.
9.
10.
1L
12,
13.
14. )
Total SA Supervisory Review Hours..... 1.00 Total RO Supervisory Review Hours.... 0.00
Total SA Clerical/Data Entry Eoms.... 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

PORM CMS-670 (12-81) Y0200 EventiD: WB3113 Facility ID: 001554 Pege 1
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DEPARTMENT OF HEALTH AND HUMAN SERVICES INTER: gl -
CENTERS FOR MEDICARE & 1CAID SERVICES ) : _ OMBND. 8 0 '393 "
‘STATEMSIT L DPIGENDIS {X7) PROVITRRIGURFLSRCLL 07 BRALELE DS TRLOTION . e DaTE S
AND FLAE OF THRiResiion ' FOIENTIFERCION NIMEERL " m}rumﬁ 3
prp ' st " s
PANE OF ORBLPRLER BTRERT ADDRENS, CIFY, STATE, 21 LODE i~
Yibd BHRROR AWV
GHARL EA b {
W\RLOTYE. ST DlaLvSis mﬁoﬁa N~ QN\ \,}Xp}‘\ '}\
gon | SULGAARY STATEXENT OF DEFIGIENGIES o e e eprersspan Sviysney -
PRRFX {RACH PERCIENGY S8 I2Y RE PRECRUED &Y R PHER (FAH CEXRECTIE ACTION BHOULDEE
B 7Y REFAYCY OR LA EHNTFVING WFORMATIDN) TAG SR KArEEREEE T THE - WNWWVJN
‘ ; . DERGENCY .
NITIAL COMM VO00-
vom) - ENTS V 0 Members of the Governing Body (GB) have
- : met o review the Statement of Deficiencies
An qrsite follpw up wet oondistad 2 the fasilly (SOD) 2nd formulas the following Plan of
Oolobar 26, 2010, The Stals Agshoy Correction (POC), The standards under the
fettrmmanded removal of i 1 at 1250 based op Coniliticus of Infection Contro} (‘21 10);
cnpliance with a fire alamn system & placs, The . Physical Environment (V400), an
CMB Dglizs regiove] offiow wis noffied of the ) Governance (V750 that are no; mctfas wel] as
’ i o T : T dards, contain specifics o
vecommgndstion, THe conditens n 484.30 : other standards, e et
infecBan Conirod, 494.50 Physical Environmsnt ;j’j(;”g;;f’jf;; e s eyt i |
sl 484,10 pce Were fot tecommenided |-l piace to sec that the facility is equipped and ;
ta ko In compllance hiked on the plan of . snsintained 1o provide a safe, functional and !
somestion ot compluted during Tollow up survey. ’ comforisble environment and an effective
{V 110)| 494.30 CFCNPEGTION CONTROL (V1) infection comvol prograx:; is in zacc. The
facility has been diligestly working on
correcting al) the issnes cited since the
survey. The fire alarm was installed a8
. e . ] 2
Trig CORDITION 1 naf st 36 evidenced by: required, The physica) plant issues wi
[ Tpastris) re fime as they are elso dependent
Neh rRviawad cnsht o 0 ru;.q::;;{n:r:m and vendor availability as well
Banesd on fackity pofiey [aviaw, chsealions the fact that much of the woﬂ‘( w:}l;xavc tobe
redrigerator . e ‘ completed during nop-operational hours.
tempsyatuse lng reviw and staf “These issues bave been cvaluated by an
intarvisws, % was deteirrined that the facilhy falled arc::twt and a plen to move forward is i
to impiatient and malotki an efiectva infachon place, Estimated time frame 1o cox'nplet? is
copkol program. Tho facillly faliad to ansire thit 9-12 weeks. We request your consideration
a clean ares was designated 1 pravent pobntiel " 3n these particular 3ssnes.
growa-cortarination of medieabonelpupplies-and ! :
for taf! to prepare, randls and s{ons medicstions ' The Governing Body wxil meet monthly % 3
10 be wdministered to patianty; fallen fo change or more often 25 required 1o ensure
trinated sxtarms) troneducer compliance with POC, Further compliance
3 ipac corka g : 10 the POC will be reviewed during monthly
protactors b m2 o2 :bwj MWHMM pattents il wet or QA. meetings and reported to the Governing
Bloed tnged . ot pickorors, fofed Body 10 less than scni- sonually. The
g&%mmwmw‘;m‘d Facility administrator (FA) representing the
. ea GB will be xesponsible for ensuring
bq"mmam Aurfboss with removel of rash from . implementation and ongoing comphance
gm’lnm m«ﬁmm:‘n!ma. Rppmpﬂuhnm : with this POC.
sanifyg and diebrlacting of vascidar damps u
in patlent treatmenta end clanning blood staim
firm werk surfaces during patiant femotdislyds
{reutmants; talled tp ensure thint padlent used
dinlyzers were adequately refrigerated to Inhibh
LABORATORY BREGTOR'S OR PROVIDERVELITRUGR REPRREENTATIVE'S RIGHATURE TTE rtrry

Ay OaTsy satusyfot By WA 1) AKATHE ) GHYASS & Gy ik il iy gt from pomesditg provillg B s dviapyod trk

g,um‘,a § pivida it protection 19 i paatta, {Sea Insiruchiang.) Excegt for eiseing {imos, g fdimgs sisied Rbave are ickaantis £0 s
st fivh sty of survey WAGRSE af ot & P of desrection  Rieddad, Fog ireing honieg, S QL0W T 75 i & mmiakm e T
dnya Pafwfing e thiess decumerns bre e mvalehis K e GERY, nm.mqu,‘wm"‘"dm ¥ equd "“”‘m peatis
progran perikiption, traction 10 1 conirmin
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£ 11 BERVIES e %F;i;mﬂg
R d¥ o ‘
M”Ww DFGF hEHdaé%Es e dl) Pﬂmwexguamm (4 MULYIPFLE DONSTRUGTIONR (X23) DRSS SURVEY
GoRRECT! N A BTG i
sqmar B0 1 mR o
FAYES OF PROVIER OR SUPPLIER STRELT AYDRESS. GATY, BTATR, 2P GODE
CHARLITTTE EAST DIALYEIS SR SRR ATV
o GHARLOTTE. NG 20206
L IY ] SUMMARY STATEWENT OF DEFICIERCITS ) © o PROY CORRR! :
beslo} (EACH DEFIIEHY WIEY BE PRECEIED BY PULL PRERX g AN B0 e
e RESULATORY OR L5C BTV MECRATION T ot RAFERNICED TO Lapchine o
N HEREIENEY) .
V 110} | Confinusd From page 1 VRN N

bipteriel growth bafore reproareing; and falled
t ensipe that palionts tad & supply of papsr
towsls avilsble gt handwashing sinks in the
pralent treztmen! wreg. The cumulalve effechof
thess systamis problerms restited in e facdily's
ity to etpurs the provision of qually Infection
wontrol practizes for dlaiysiy pedients,

The findigs Inplide!

A The faciy fliett § snaue fhats ceah wea
wia deslgnated t provent potentia
wropr-contaminston of medicationafapplivs and
for wiaff o prepary, handls and siom medicafiond
fo ba administsred to patiante.

~Crots refar Yo 454, 50{@){ 1Y) Bifacdon Gontrel -
Teg V1T N A

B, Té facily sl falled fo changa and spact
vonteminaiad extoml trantduesr protetion in 2
¢f 2 chuetved paliorts wiih watar Hood fnged
axtuamnal transclyser profacton.,

~{neka Tefor b5 484.50{m)(T)() Infaciion Contral »
Tag V120

C. The Fasiity fafled 1o ensure et sieft
Implementad standard Ihiection contro)
precauina by cleaning Bgulpmsnt srfanss with
evioval of trash from fioord W the patlent
VREIMBIR RER, Wpraptiate cleaning and
disirdaring of vemsular clampa tited ip patlont
freadments and denring bood slatns from work
siiacen Guring patien hemodislysls Yeumerts,

«romp rafr in 484.30(a}43(0 Infection Conlral «

Meribers of the Governing Body {GB) bave
met 1o review the Statsment of Deficiencies
(SOD) and formulate the following Plan of
Corsection (POC). The standards under the
Conditions of Infection Control (V110);
Physical Environment (V 400); and Governanct)
(V750 that are not soct as well as other
standards, contain specifics of comrective plans.
The facility will ensure that the GB provides
oversight and bas systems in place 1o sée that
the facility is equipped and maintained to
provide a safc, funetional and comfortable
environment, Bliminated the vse of a
smedication cart and the medication station has
been reloceted. A desigaated cleam sxea was
created for medication prep on one of the
sstand murse stations in the freatinent area
00/29/10. A plan is place to install separafion
bardiers 127 in beight around the medication
prep erea to further designate this space as &
Seanarea.  Plexiglas barsiers will be placed
tp prevent potential cross contammation,
The Clizscal Services Specialist (CSS) in-
serviced the teammates on policy #1-03-11
“Changing Trapsducers Protestors” on
1040772010 with conphasis on the need 10
change and inspect wet sod/or blood
contannated external transducess . Facility
Adnimistrator or designee will monitor team
everyday for 3 days, weekly on each shift3
weeks, and then this will be jncluded in
montily infection control mudit going forward|
The CSS in-serviced the ieammates on policy
1-04-08 “Unilizing Vascular Access Clamps”
and policy 1-05-01 “Infection Contro} for
Dinlysis Facilities” on 10/7/2010 with
emphesis on the need for approprinte cleaning
and disinfecting of vasouler clamps. Fatility
Administrator or designee will monitor team
everyday for 3 days, weekly on each shift x3

10-15-10

Teg piek weeks, and then this will be inchuded in
’ moathly infection control audit going forward.
. “contpg 3 |
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(it BATE BURVEY
o COMPLEVED
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O OF PROVIDER DR EUPPLER e seep————— 10/26/2040
Iy, STATE. L

CHARLOTTR BASY GaLyBis L RHARGHAMNY

— . GHARLOTTE, NG 28205

TUMMARY GTATEHENT OF DERGIENIEY
mor e o B FACVIEERCS PLA O DORRIGTION pon
B pebmpeieemeena | x| SN i
DRPKIRCY)
{1907 | Cooniinued From page 2

114y

D, The tnciify Seiled o erisure st pafient usad
diafyzes were adequafly refigersidd fo inhitt
basteris) growdl bafore reprovessing.

M tefar \o 484 80(n)(1) Rerme of
Hamodilyzars and Blondineg - Tag Vi3t

E. The faclity fallad Yo wonttor 2ne meintaln
yeiigatator tanperattires te inflhit potenial
Bacatial gronh in wored reprocessmd {revse)
thalyzars,

i vafar 1o 494 60(b) Physioal Enviroinent-
"Tog V403 ' '

£ "Th faciy faflad to sosure that patisnts had &
m of papa owals avalisble et andwaehing
ginks i fio padlont veatment aren. )

~Cons refar to 404.50{)1 1) Infecsion Camio) -
Tag Vo4

404, 30() () 1C-SINKE AVAILABLE

A auflciest pumbar of ginle with veann watsr and
sonp ehould b avalinivs o faciifiate hand
wisahirgy.

This STANDARD s vt et s avidenced by:
Wb ravigwsd analia on HV2H2010,

Basatl on faciity patiey revigw, chuanations and
il iarview, the facly falisd to ensme thot

{V110}] v110 coot The CS5 so-serviced the toam on
g a Clean
environment and eosuring frash is picked up
from the floor. Facility Administrator or
desigase will monjtor t2am everyday for 3
days, weeldy on cach shift x3 weeks, and
then this will be inclded in monthly
infection sontrol andit going forward,

Ppon inspection, st was determined that this
sefigorator was npable 1o maintain
temperature within accepizble limits. The
reuse yefrigerator has been replaced and
verified to be within accoptable imits as pf
09/29/10.The CS8 jp-serviced the eam On
policy 6-01-08 “Rense Policy” end reviewed
refrigerator Jop With temp ranges. Paper
towel dispenser ot patient prep area isa
battery powered hands free style dispenser.
The disproser was fomd 10 ‘be inoperative.
Replaced bateries and verified operation

the fsmporance of maintainin

10/1410,

Facility Administrator of designes will
monitor team everyday for 3 days, weekly on)
cach shift x 3weeks and then 1his will be
{114} snchuded in monthly infection coptro} 2udit
going forward. Results of andits will be
) reviewed in Quality improvement
Management Meetings (QIFMM) and
addressed as necessary. FA is responsible fo
ongoing compliznce-with POC.
. The Goveraing Bosty will meet moothly x 3
10 ensure compliance with POC. Further
‘comphiance 1o the POC will be reviewed
| duning monthly QA meetings and reported {4
the Gaverning Body po less than pemin
annually, The Facility administator (FA)

10-18-10

d compliance with this POC.
"Tha fivdinge include!
Asetaw of the faciliy's polley “infeciian Cantrot
LT CHG- TR AG) Praiony Vithaos Obstiits Evorl FLWBQ Fﬁ!;l W (nesd K eatinuntion di:ﬂan ﬁvwf H
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DEPARTMENT OF HEALTH AND HUMAN SERVICES R et
& All) BERVICES OMB ND, 8533-0381
STATEWENT OF DEFICIENGES (8] PROVEEASIPRUBRBLA () FhoL COVETRULTICN (1) DATR SURVRY
AND PLAN OF QORRECTION DATHFIEATIDN RUMBEI SCUPLITED
' AJMENE
R
LR
: i biasucl . L)
NAYE OF PROVIDER OR BUPPLIER WW&W;W%WG@E ,
SHARLOTTE BAST DULYS! FEREFRARCH ARKTY
. GHARLOTTE, NG an2flf
Ry 1D BLVARY STATEMINT O RERGENCIES 9 ' PRACHADEITS PLAN o o
FREFIK {EACHEEFLIENGY MUY BE PRECEPED BYFIAL PHERM {EACH CORREITTIVE ATION SHOLLD A2 COUNSTIN
TaQ RESIEATORY OR LA IIENTFYING RPORMATION TR tmuswmm&?mmm TR
{V 194} Copbinued From page 3 (T
for Dialyels Faclifes® {reviston dabs 03/2010) Vi e
revecld *The foclty should have & sink avalabie Paper towels in e op e et -
Sor petisnts to wash thelr accoos sitas prior fo replaced & PP s
tregtmsnt ond it hanits eer belment. Suap AL R
{48
1 ang B supply of papes Towals privecied fmm disp;szw'['bc dispenser was found 10 be ’
cantariraion iuet b valiable at aaoh K imoperative, Replaced batteries and 10/18/10,
A verified operation 10714710, Fasility
Obsarvaflon gn (R0 981300 1n the patient Administrator of designes will monitor
fiubment drme revtmlad thet & peper ol tenm cvesyday for 3 days, weekly on sach
dispiisat looated for the pathents 1 wash fair hift x 3 weeks, and then this will be
aupesy s 2 he ot afea bad A6 tuaijsble incigg;g;g&ﬁ;mﬁﬁg’d"
0 D) w
i et o o ol wers romed a Quity Ioprovmst
Jooatst n 5 macking With & satisr to dipenms ":’;d‘;’i;“;ﬁ‘ﬁ”ﬁ;i% is rcs‘:;nsfb’te
he mmn" W"W md’&‘wmmm by for opgoing compliance with POC.
a palle Biirvayor, i wis R m
sansur wes tob witking snd no paper iowals
vre avaRekle
An interview with the frcility's mgistarad nurze
dufing the olraervation o 0/2V2010 &t 1300
revedled that the paper owed dispenser wae not
warking. The nfacview ravasisd that pager daels
windd heea i e shiined by & dferent fmhion
untl) ¥ve BssDf wat fxed.
{V 197H 484 30(a) 1)) IOCLEANDIRTYMED PREP Va7
AREANO COMMON CARTS
lann aress ghaidd be deary devlgnated 1or g
praparation, handing and sharega of madications
and ynyed syppiing and equipment Clean amesg
should ba claarly saperated fm conteminaled
syess whent used mipples e equipment afe
tmndiad. D not handié and slore medications or
ciaan suppilas Uy tha sate of a0 AUBCAR AT6R o
thirt whate yatd egipmant of Blood saomples Bre
fwmdiad,
When multiple dose madication uials ate used

PORU GHRS-ZET (00} Privdouss Vardom Oidalen

Bk (w12
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: FRINTEDG 11162010
BEPARTMENT OF HEALTH AND HLIMAN SERVICES o s
CENTERES FOR MEMCARE & MEDICAID SERVICES ,
STRTEMENT b7 DEFICGIESICIES {1y PROVIDERISUPPLERRLIA Py MIBTIfLE CONETRUDTICN {163 DATE BURVEY
REFLAN OF CORRECTION ENTIIGATION NUARTR: GOMPLEYED
A BURLING X
R
. Hoery B WIRG . 1012602090
HANE OF FROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE. ZiP CODE
320k BHARCH AMIYY
BT DIALYBIS
?TLRLWEA /}LAR ] GHARLOTTE, Ny 23204
08D SUMBARY STATENENT OF DEFIGIENGIES PROVIDER(S M AN OF CORREGTION
PREFI DERLIENCY MIEST B FRECEDED BY FULL FRORK EALH CORRECTVE ABTION Bibuis B 2
- YAG REGULAYORY OR LEC DERTIPVNG INFORMATION) TAQ CROBS-REFERENGED TO THE APRROPRINTE Bhm
REFIAECY)
{V 117} | Confimesd Foem page 4 ARy
(ncluding vials contaliing dlhante), prepare '
individual patiatt doess [n 2 clpen {cenkalized)
wrqo away from dinlysly eisdlons ard delief
agparptely 0 esch paliand. Do notcany mullipla -
dose madication vials fram shation $ atation,
Do piek u eorvivesn ausdication ¢as b defivst
matlications to patisnty, F ireys we used 1o
- | ctvar medication o dbidus) palisms, Ry
mupt ha claaned batwasn pajisiis,
_{ This STARDARD 1t nol mel 8k evidencsd by
ot reviewsd ansits on 002872010
Based o faclly policy ravisw, obeevations srd
ekt Intervimas, thos facliy falnd o aneuza thet &
¢lean nlea Wa dezxgnmd fa provent patantial
mm‘ﬁm‘nﬁ&“ G ¥ I@L‘D}W’ﬂﬂ[}pm ared
Tor ataff to repacs, handle arkt stors medicaions :3,1“7 o4 the wse of a sodication caxt and
FTHNA e
4o be edministered patfenis, the medication station has been relocated.
| A designated clean arca was creaied for
T fiorlings tnchde: m:d?c)ation pripcac:'x ooc of the istand nurse 10-38-10
the treatm 09729110 A.
1. Amaview of ha fachiy's polley “nfeotion jemyie pxaimm?;ﬁ separation
| Conirol for Dialysls Prelifies” (revdsion datm barriers 127 in befght around the
031201D) revanled "Clasn areas shodd ba tedication prep area io further desigmate
dagigrmiad for the prepwration, handing, and tbis space as & clean area.
aforege of medicalions and wnwsrd wuppiies and A is responsible for ongoing compliance
eoquipient. Clean amas shold bs chary with POC.
sepwatod from sentaminaies Brss where
Fuppi9R = ROLiEMARt Bk K.
QObsanvarkan on 082262010 &t 1025 in tha patiant
hreatment area revoaled thal a modieafion cart
fitlad with wedieations and ofher unumnf suppliess
aleng wih wyinges wes fucstad Grecly hetite
tha fiandwaahing sink ussd by palients to wash
thelr acaars sites, Tho sink was dobignatod fr
pratient hand washing ard had @ sign fat was
HUAR a7 20471200 Prohicas Virzlon Ozt ey I oot

e Wiss1i2
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IENTIPRATION NUMBER:

) WL CORSIRUGHOR
A BLITNG

BVG

() LATE SURVEY
COUPLEYED

_Aniaki03

RAME OF FROVEIER (R BUPPLIER
CHARLOTYE RART BIALYSIS

STRRET FOMRBES, T, SVAYF. 2P COPE
1004 BUARLE ATY

 CHARLOYTE e 290

poRn
PREFIR
15

SUMMARY BTATEMENT OF DENCIENALES
EADH DEFICIERCY MUST BE PRECEDSD BY AL
KEBULATERY OF LEC (NENTIPVRY

[ " pROVINIRS AN GF CORRECTION

YRERY EnGK CORRERTIVR AFTION SHOULD BE

" CROKY REFERENCED T THE APPROPRIATR
PERENGY

COMRLETRN
BATE

w1

Oontwad From page &

wiiken 8 "Patiato st Wash arosss shar” and
\ncotrd 8t the biane of e ik Tho ctaeivation
Further rovesiad tat i splish gusid of burrier
wag noted 10 prevent waler splushes onthe
regchcations sred auslles,

Anintanview on 0872212010 sl 1600 with tha
{ociiy's nureing st revaniad fhat the patient
rdicafions and uiktsed supnies ar sored on
the cart wés kepl baaida the homdwating sk
Tha Intarvisw revacied ot He stalf noa alvays
ket the masfcarions snd supplias in thia boraiod
dua 1 Task of spave. Tie integview steo
conflmosd thad e suppiies and mecicaflons cab
gl wat from patanis ang et washing hands.
i Intervitng reveaded that She talf bad act
eeneiiared the patential contarmtntion of w
edioatiste o aupplies,

An tervisy with the Sacilty adminsirator o
DR1ZZEN0 1240 veverled that the Suppios
and nmdicetons hould ba provanted from bulng
wat ar comaninated Frem peoph washing ihalr
trands of the nesty siilc

2, & tevimw of tvy Faciiity's palicy nfaction
Caniro! for Dislyss Facies® (fevision dide
(372010) revealud "Clean mees shouldbe
desiynated R the gipapition, handiing, and
stotags of morioations and unuted suppes ad
aquipmanl. Cloan areun shotld be cearly
separated from contamingted aroms W
supples and pouipmen sre tendied ©

Ohasrivation w0 0B/Z2090 a) 1980 teventad the
qreslication preparation aras uned by fw facify.
The ehsservetioh revenlzd tat the preparatioh
wra ln et on @ whnsad can (Crafiwos
Brandy wit the madication viels hoeated on top of

Ty
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P18

PRINTED! 1VABZE0
FORM APPROVED

A

STATHVENT 7 BERICENCIES 1) PROVPERBUPPLERITUA
A RLAN OF CORRECTION DENTIFIGATCN NUMHER:

g

142) BULTIR{E CORSTRUGTION

-

RN L R——— Y

;87173 ————

(K9 DATE SURVEY
QUUFLETED

R
. S0ty

HAME OF PROVIDER OR RIPRLIER
CHARLOTYE EAYT DIALVEA

4 GHARON ATy

STREET AUDRESD, CITY, HTATE, ZIP COTR

CHARLOTYE, NG 28205

Ry 0
PREFIX
Al

BUMBARY STATSMENT OF DERGIENCIeY
REPUENGY MUST BR PRECEDED BY FULL
REGRATORY CRLSE IDERTIFYIG IRFORMATION}

w ' PROVIDERS PLAN OF ECTIDN
HIERX {FACH GORREDTIVE AUTION BHOWA BE CEUBLTRY
EFERENGAD T0 TrE AFPROPRIATE

we OROBEHE

DEFICENGY)

CORR [

vy

¥ 120

Confiramd From pags 8

fha cart With  cesred aron nejsd, Oseivalion
vavaated the medication prepatation wee ()

wan ftalionary e lonaled direclly boalkie of the

faciiy's dosigreted handwaving sk fof pafiants
fo wash thelr ancass siies. Obrarvation tevorled
that the ity bt 2 ign on tha mink shat was
weriiaery 2 “Paferis mitst weh Beosss sliag®
Jocatod # s bave of the wink. The nbastvation
furthes revaaled that ne haiar aid shlash gard
wis firesent o pravent polential ciosu
containation dixing madizetion praparaten, No
sapamste daan srea was chisstved for pationt
matication prapation,

An intesview o D9/2272040 il 1555 dufing the
hueryeiion with the facily's mglstered nures
vevsaled (it the Gt was the s whess e
faciiny's yursing staf prapares pfisnts '
mmiattizaticns, Tha interviaw revesled Uit she
tewet dhotght of the petential splashing of walst
Fresnt Rescerashing siok on the cloan madiostion
preparntion nrea. :

An infarvisw on ORZ20T al 18650 wil the
fariiy's smintstraive sl rovealed that the
polsitial eross contrrpinstion hus b e comecisd

| oo Pt Yuek of space e w problem et he faeliy.

494 30(a){ 1Y) IC-TRANSDLICER -
PROTECTORS-NOT WETTEDICHARGED

Ure codarnad venous and arisial pragavie
wratiscducer Mier/protacions for each petient
frentment tn preven) bloed contamination ¢f the
dialynls msohines' prassure wonitons.

e extamel imnsduuer profasor broomes wd,
repliane Samediately apd insgerd tha protecior. ¥
Feid is vieiola an tve ide of the transdoet

protecior that faves the machine, have quakfied

i

{v i
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DEPARTMENT OF HEALTH AND HUMAN SERVICES PRINTED: 1102010
CENTERS FOR MEDICARE QVICES FORM APFROVED
(TATEMENT OF DEFDIEHGES
AR OF e 4] WMM . ) HUTIRLR CONBTRICTION {5 DATH AURVEY
CORRE LEER: A BRI . ) COMALETED
‘ R
sy .G
RO O PHOVIDER OR SUPPLIER ‘ AV
STREET ADRESS. STV, STASE 4P CODE
GHARLOTYE EABT DIALYSIS D4 BHARGN AITY
CHARLOTTE, NG 24205
FaiD BUMMATY ETATERENT OF DERGIHCRS ) FROVIEHITS PL Of CORRECTION
PRI (ESDHTEFICERGY MUBT B PRECHCTR BT FML. CORRECTIVE, e
. TRe REGULATORY CR LRS- RENTHTYING INFOTGARTIN Pﬁx qﬁﬂmmﬁ&”ﬁnwm [
 DEAIGRNOY
{120} | Cewiiirusad From page 7 I 120}
peretnnes apor the machine sfer tha fsatman &
eaimpleted B chack for contaminalen, This
Inciudes inspsviion for possibta biaod
sontanliiation of e Intema! prosaure tublng aet
and pressurs sensing port. If comterinatioh hag
aooustad, the maching muz b6 teken ot of
gervioy and diginfected usky either 11100 diltion
of bigach (300600 gl frea ohforinsh or &
samnarcialy avallable, EPA-ugirkred
fusarcuiocidal genTisidt befor Rse,
Change ferslpmicsiats hetween each pevert
{rnatvvert, and do ot reuss fiem, inemel
pranyadisosd Rers o it negd to e changgd vize
toutinsly batwean palents. The Clinical Services Specialist (CSS) Jo-
serviced the tcammates oo policy #1-03-11
“(Changing Transducers Proteciors” on .
"THs STANDARD 19 nol mad s evidonced by 10/7/2010 with empbasis on the need 1 10730
ot reviesod onshe on 0280010, change and jnspect the external transducers -
for the presence of blood o saline every
R on faciliy polivy reviaw, bernvetons and 30 mimmates dusing pasicnt freatment. The
staft ilerviow, the focTly siafl tnlled to change extermal rapsducer protector s 1o be
replaced whenever blood or sakine is

and Inspedt contaminstert extemal trsnsduicar
protecions bn 2 of 2 dhsarved patients Winss
fielysls machines wess staaread lo Tive wad or
bload tnged ssaeimal iransducer profectors
(Patiant wathns §1,11),

The finding inchuds

Avevisw o tho facTity's priicy "Changing
Tremysduner Pralsciors® (revision date of 1202008
revealed “Retemal tansduse? pretsotors will be
Wgriscia for the pressres of band of salng
evary 30 minues dupng paterk tremmontand
Tnoluded tn the tmontiaring process, The exams]
enveicer protector wil be eplaced wienever
biood of snfie b cheaneed In contec) with the

.\ patiant sids of the ensduesr protecion

observed in contact with the patient side of
fhe trapsducet protecton, Focility
"Admimsstrator or designee will monitor
team everyday for 3 days, weekly on cach
shift, and then this will be inclnded in
monthly infection control audit going
fForward. Results of audits will be Teviewed
in Quality Improvement Management
Meetings (QIFMM) and addressed as
necessery, FA is responsible for ongoing
compliance with POC.
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PRINYED: 1452010
_ FORM AFFROVED

1z MILTRLE GONSTRUGTION

A BRDNG
atm

OMB HO, BAB-0581_
15 DATE RSVEY ’
. COMPIETED

R

LAtz

AR OF RROVIOER Ov’cam'ﬁ-lﬂ‘i
CRARLITTE BABY DIALYSS

STREST AQBRERS, GIT¥, SUATIE 1P CORE
2304 BHARON ALY
CHARLOTTE, NG #8208

W
R
T

SUMARY STATEMENT OF DINGIENCHR
(EACH DEFIGIENGY MIOET B PREcERROEY FULL
REGULATORY GR 1350 IHERTI (i IRPORMATION)

i -
PREFD
48

PROVOER
(ERGH GORREGTIVE ATTION SHOULO BE
GROGBAEPERENGED TO THE APPROFRIATE

ERS PLSOF CORRECTDR
B

DEFCENSY)

M{V‘im)

v 122

Cortinued From page 8

1. Dbuervation on 0872872019 e 1608 for tra
paient instation #1 duing tour rovesled the
prtient's 6xinre) transducer provctor wes noted
16 b coptarineiad wih hlood, Cdervation at
10 theough 1895 reveslod it no SR membe!
Irupacied of ehargud e acsdilcar protectr.

2 Cbegrvation on HY222040 &t 1610 for
paterd in stedion #44 during b revesled e
pafier's witermal Hranstucsy protacior wes ngied
i b contavinated with blabd, Qiarvation al
1610 thyotigh 1645 reveafed (el 1o stafl membar
inapacted oy stenged the transducsr proteqter.

3, An infanview on 0822/2010 ol 1650 vath the
fatlity's rogistensd mass tn e patled treaiment
ofea reveakd that the staff should changs the
Plondy traneduenrs wid chack G back of fre
trangdusat to ke sure thad e machine is nol
tontamyimbad,

4, An Interviaw wih tie FaesTy's saminlstalive
Btalf on (RUZR/2010 of 1655 revanied tial b
transduser protociors shoukd be Inmadisely
civinged and checked by steff when ey becomes

thocdly.
454,300 IC-DISNFECT
SURRACESTEQUIPAWRITTEN PROTOCOL

17t facily must demonstrata that i follows
standard nfection contre! preciufions by
mplemming-

{4) And mainialnlng prooadures, it atoardanca
wity sipplicable Siats and loonl e md accepizd
public hmath procadises, ST

(i) Clannlog and dhdnfaction of confminatod
surtaces, metion! devicws, and squipmant.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ‘, - PRINTER: 11182010
[STATEVENT oF DERCIENGES o) mmu " oy OB N0, O 01
o AN OF CORFEGTION ey (R0 MR BT 49 AT S
A BULDHG , PRISTER
ot BWING el oo
— / ; 0ITEIASY
HANE OF PROVID ;
R R SUPPLIER STREEY ACORESS, GITY, TATE, 2 GO0E
THARLOTTE EABT DALYSHS 3244 SRR AT
CHARLOVTE, HE: 38406 ,
Ha0 SLNARSY STATEHENT OF | :
PR (At DRCIENCY MUST R L wany | @W&mbm comtidron
A& ReESULATORY OF LG WERTIEVING IFORMATION) TR YROSS FEFERENGED 10 THE APPROPRIATS DATE
‘ . . DEEENGY)
{V 122} | Gardirmsd From page IV 122y
'This STANDARD s ol ot as evidancedt by
et revid onsis o 10/282010.
A iz
Easad on taciity poliey revisw, observations and
il nfervbeon, e facilty faled to enuurs tht The CSS ip-serviced ibe tzam on the
staff rnplwnented stenderd infaclion toneo) . smportance of maintaining & clean
precatiisng by chasring effulpment sirdsced with environyent aod ensiring trash it picked
removid of trash from flonts B Y patiant wp from the floor and blood stains and
+ aainst ates, apropriats Sedning and Hlood stains are cleaned when they oceur. | 141510

Gifecting of vancalar tieeps bsed i patient
temalenente vl claaning Wood atabis o werk
sirtanes durin patient hemodialysis wesiments,

‘Tha findings inslede:

& ryview of the-facitiy's poficy Infaction Controd
for Dielyais Focilies (ravislon dnte 032010
e “Exuipment § accanshle ta patients and
bemrrnates includlng cutEids of sharps comalnarg
nd ) wor suraces will ha wiped olean wWith &
Hiesch sotutlon of the epjropiiate strengh after
gomplition of procedures, wites spifla of bleed,
thiougtsolt e dy, nd efer erch imatment. Any
res conaminated Wih vivii= Blood o botly
fiuts wria mand pramplly with aweli wning aut
wip using 1:10 Weach welution”

1. 8. Ghrparvation oa 032242040 ot 1043 in fhe

pellant matment mes ravankd Mt a tolirg
whaaled car with & 1f of gbe (8) achl bath jugs
on the cart had nated dialyssia powdar (il in
eolor ahd chalky)snd dust noted on tha cat

1., Obewrvation on HAZ2I260 1605 fevenled
traeh {popar wrappnrs) acatiyred o T prilent
trextmiant anea flast naar palient stations #4 and
§14. Oaneryation St revasiad tiee raeh
gans In the palisnl ieatmant area that ware ful

Cartswill be replaced by 10/15/2010;

. removed the existing soap dispensers and
mounting brackets and replaced with
disposable bote-type dispensers,

The CSS in-serviced the icammmates o1
policy 1-04-08 “\ilizing Vascplar Access
Claraps™ and policy 105-01 “Infection

. Control for Dialysis Facilities” on
10/7/2010 with empbeasis on the need for
appropriate cleaning and disinfecting of
vascular clamps, Facility Administrator or
designee will monitor eam everyday for 3

_ days, weeldy on cach shift x3 weeks, and
then this will be jpeluded jo monthly
infection contro} andit goiog forward
Results of audits will be reviewed
Quality Improvement Manzgement

" Mectings(QIFMM) and addressed es
necessery. FA is responsible for ongoing
commpliapce with POC.
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PRINTED: 130B2010
_ FORM APPROVED
OB NO. D0aRH49%

STATRVENY OF DRFCIENCES 1) FROVIDER/SPPUERIGHA
AN BLAS (97 CORRESTION PENTTIAYICR] NUBEER;

KLl

{50 BUALYIR B CONSTRIKTTION
A EIDING
CRTY

{X3) DAYE SURVEY
COMRIETED

R

HANE OF PROVIDER DR BURPLISR
CHARLOTTE JAST DIALYSS

SIRERT ARDREBY, GITY, BTAYE,ZIP CARE
LR BRARDY AT
EXARLOTTE, NG 262085

o 2672048

o4 SRIMINARY BYATEVENT GF DRRCIENGES
FEA §. {EACH DERCIEHCY 12T BE PRECEID 8¢ fll
T REGULATORY OR LEG IMENTFYVING tHORMANOH)

PREFIX
TAG

PROVIDER® LAY TR
[BACK (RRRETIVE ACTION BHOLAD BR DONPETER
ERENGED T0 T4 APPRUPRIATR bare
DEFICIRMEY)

{v 122} | Gonlinund From pags 10
wid evarfaying With traeh.

7. ©. Ghaservalion on G3Z272D10 # 1618 revestad
fhat by gularisad (GOJO Brand) soap
dispanpan in the farllly's servics ares g}
handwashing sinke deslgnstad ws daan hed
caked rysted hulidap ohmarvad direcly dnder the
digprersery. No cbrerved svidencs of slugning tha
diwpensers wes ohatrved.

An interview with The faclity sdniintstrator on
DO22040 reventad thd fiv: aren hovid remaln
frea fony clutes and dirty bulidup erund
subkilng. Thi infaview alse revarled thatthe
trash ghotd ba ceaned wh by the stall, Ne
raseen wis pfven w o why the aas wem not
dsaned by e st

2, Obearvation an (9/2212046 ot 1020 In the
prifant traatoent aes ravesied that vassiar
cintnps umed for paiant vasoulur aucozy ultes -
ware locatad in b contalner of 11100 bledch
disinfaciant and had visivie alottad Weud apthe
- | et huads, Tha obeervation e rrsrled
thattis dlarps wete not fully submprged In the
tieinfendant blaach, '

AnItstapstey with the faefity sdmindsterior on
2212018 wt 1216 revpated that e darmps
should b et thes lavad of binaoh sokaion

| acesrding ta fhe faclity pofisy,

3, Ghaarvallon on 0R22010 8t 10th In T
petiant testment atwa reveiud bood stados on
opof the naadls shams comtalner focated diractly
bacids the patiant clalyxing b station 116, Tha
topd stoind wane locyled on Yp of the sharps
eontainat fom 1045 Srough 1155 wihott etalt

ohsorvat fotlean the stalm,

WATHE

FORM OMS-2B37R3/S9) Pyl Vaniuss Ot C Pegimintiz

Fasiy I 401854

¥ oonimurion et Pagn 11 634
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PS

PRINTEE: (1182040
FURM APPROVED

{4y MVLTIPLE GONSTRUGTIO
ABULING
B RuG

okl

OMB NO, m
(X3) DATE SURVEY
COMLETER
R

HANE OF FROVIDER OR SUPRLIER
CHARLOTTE BAST DIALY SIS

a4 GHARLE ABETY

ETREET ADRRESS, OTY, SYAYE, 2 COPE

CHARLATTE, N& 25208

/2602410

Py BUMBRY STATEVENT OF DEHCINCISS
FRER {EACH DERCIENCY WUNT BB FRECROEDIN P
L7 REGCILATORY OR (60 HIENTIEYBIR INFORMANON

" CORRECTION
PREFX {EACH CORREGTIVE ADTION SHOULD BE esELETion
- TAG . CRUSSREFBRENGELTO THE APPRORRIATE Ll
' PEAGIENCY)

]

{V 122} Confined From page 1

Ay imerviow with tha faciily adminisietor on
DRARRO0 at 1240 mveslad thut tha hiood stelns
sheuld by cleansd whmmay (FEoUT Of B00T A%
piitiie,

{V 166} | 494.40(R) CARBON ADSORPMONITOR, TEST
FRECIVENGY

6,25 Cartxn adsorptics: mankiering, lestig feq
Tevbpg % freo chioring, chitramins, or total
chloing sheuld he paformed at fw beginaing of
wich treaimai day priod o pafiants infiating
frscabeant and ugaln prin to the begirig of eath’
patient sh¥L i hase re no sat patian ¥,
mng ghould by performed appraximately every

HPG,

Resulls of monfioring of fres chiodna, chicraming,
orlate oo should be ey kg
whsst,

Testing for e chitrring, shishiiving, or tofa)
ehtering can be amomplished using the
NN-sdistoyp-phenyians-Glamin (DPD) baspd
tes j6t2 or dlp-ammm siips, Cnfing
monitete pan be used 10 mermre chlorRmine
cancaptsatkiia, Wiichevar fast eyttemm is yead, &
muet have tuffiolar eaneiivily and epaciliclly to
resaive va maximum tevats dascribed in [AANY]
4.4.4 (Table 1) [which & o maxdimum level of 0.1

gl

Satrgdan should ke drawny vihien the system has
basn opeiting for ot feast 15 minutes, Tha
enplysis shondd be pesformed on-slle, oinca
chiorarmine (evels Wil decmessa If the sampla l
net gEmayed promply,

THE STANDARD # fiot mat 25 evidonced by:
Not revizwed omaite on 102502010,

v 123

{v 198

FORM OME48T(0299) Pravitnis Veretons Nieokls e IDWIIRR

Feolly i DRSS

¥ conliunton Sldt Pagn 120038
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| P16

|

\ RFRINVED; 111562010

CENTERE OR MECICARE & MEMCAID AERVIGES | R, Pt
STAIEMENY OF DEFIDINCIES ey PLERICLIA (X HULTIPIE CORITRUOTION W )
A FLRHOE e }
SORNYPICATIORNUNGER: A BLOHO COMPLETED
, asmn? 8 WING R
: 1972812840
WAE OF FROVICER OR GUFPLIER 1 GYAEEY ADDRESS, OYTY, BTATE. P OCDE
CHARLOTTE EAST DIALYSIS A4 SHAROH 4TV
‘ THARLOTTE, N 20205
s 1D SRMLARY STATEIENT OF DERCENCIEY T PRV PN OF CORRGUTN
FREFIK [RACH IPIGIENEY JST 8 FRRCEDEN CRIEOTIVE ACTRIN SHOUL i
% HOULATORY 68 L85 au&wwmm%lﬁ?m ' P Mmammmmwﬁf‘m ok
v DERIGENCY
v 198} | Continued From page 12 TR - )
P on Bkl ey v, s faoy's el
pivinrne testing log review and wiaf Insnviaw, the
faclfty geihsi 1 ergire Tegulatly perfoimed meting
to wanifor B tots ohlorme in ile walss systam Vi96-

waad in patiant hamncialytls and faled fo provids
welor bindaes tasting n 2 of 4 sanpyied siaff
Traibans thyat tmst the faclity's water systam for
ho prasancs of chioding (Btaff#4,3).

T finadingss include:

A v of the factity's policy "Dally Watar.
Syxtam Total CHiarine Monfierny {rwision data
0A/010) twnalad Yok Chlating inning is dora

s every $our {4) honts Lt al activiias thel
teapite e of distysia quality whler are
completad ®

A vaview oy DEZE2IT0 of the fauiys "Roulina
Totel Chiorne Tesling Log® far H2/152010
ravesiad tnat the facilty ataff faled to dosumend
Chioring tssting svery 4 howrs. Thomlay
rvaaled fhat Tor DRAB2040, the facTly wixll
dtstumnied Chitring Yesting #t 0800, 0540, 1345
and 1740, The review fusther revtaled thet the
feciity staff wiole & froe of 6345 o the tog trdt
fadld b dorurnant aty cesults, intfaly or
slgnatures for B Chioring lasting. The reviaw
ravasked fhat te 0845 tagting for Chiofing wak
yrot documiandsd as compleded,

An Siepviow with the faclity's Biomad technician
on DYZA20T o 4400 revealed Hatthe {uiml
o}ﬁombcm’mmumwm syefy & hols
with b 18 miraite extra window of §me given. The
inforviow revealad frat Bome firies the Musing

at dous not MRy docurrant on Bha weter i

madﬁryba:kprbrbﬁwﬁrﬁpﬁuﬁhﬁamm’

The CS8 in-scrviced the teammates on the
importance of completing the waley system
totz} chibrine MONIOTNE every 4 Kours per
policy 2-07-04 *Daily Water Total
Chiorine Monitoring" snd documenting 10-18-10
on the appropriate log. FA/designee will
e checked daily for 7 days then weekly
on going. Color blindness testing was
completed on the 2 RN's cited and it was
‘found that they did have testing and results
" are in trammates files, Color blindness
testing will be done oD a}] pew hires and
anmmally there afier. Facility Administrator
will spot check 25% of teamipates file
monthly for 3 months and annually there
afier. Results of andits will be reviewed in
Quality Improvement Management
Meetings (QIFMM) and addressed 28
_necessery. FA s responsible for ongoing
compliance with POC. :

FORA CHe R HI) Prwvious Varsthe Obmtn
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PRIVYED; 14182010
FORM APPROVEED

(2P MULTILE CONSTRUGTIN
A BULDING
NG

(X0} DATE BURVEY -~
GONPLETED

R
1plegandt

AN OF PRIVIDER OR SUPFLER
CHARLOTTE EAST DIALYSIZ

GARFET PODRESS, GITY, GTATE, 1P GODE
2206 EHARCK KTV
CHARLOTTE, NO abius

D
FRER
NG

mtm’smm att pRFUERCIES
(BACH DRFIRIENDY SRIST BE PRECEDED BY PUL
REGULATGRY OR LGS IDENTIFVINE NPDRIaARON)

[
T ERONE-REPEREHGED TR THE,

FROVIOERS VLRH GF CORIEDTION
PREFM {ERDH CORRECTIVE ACTION B0 B2 SRTILTIN
IOPROPRARTE

{v 188)

Continuad From page 13
reco,

A reviaw of he facity'a polivy *Pally Water
Bywiam Total (hiedes Meniiering” (ruision duln
(1362090} revenlsd that the ey vsex the
"Larnota SLAW Tent Kit Colodmstar fiy the
thdarine tasting in ita water gystem. The policy
#isn revaalad tht e sleff tstrudions indiide
*Holding fhe Octa-Sikde Viewar 40 fhel nantiiact
gkt artars e back of the comperstor. Match (b
fast wwha colnt srandent on tha Oota-Skie and
rend fha ppot veins on e Ocfa-Blide standid
il matches ook of the tast fubn semple.”

1, A rekaw of i fecilly's pamnsmet flle for slst!
nurse 1 on OHZAZNN mysslsd that the
regieteret nurse did 1241 fie Sacifly's waler
aystem for totel shindne whan hosded. The

revigw revenlen that ¥he regiotered ruses falled 1o

bt gy dactknehiad coler bindnzes tesliog
conpleted,

2. A venlw of the Peliy's personnal s for stalf
a2 on ORIZ32010 evealel that i
registored nures dit et thes faiiilys watar
sysian fox fote) chlorims whiery nteded, The

reviow tevenled thal the registened purse faled to -

haya aty documvanted coley bindness teting
compizted.

3, An Iterview e GEFZ32000 &t 44(H) with the
faclty admiplatraor reovasded that tinse st
nureas &id not have apy dorumentsd wier
bliireres tasting In her pontorre) ils. The
insivisw revemded o resson a3 10 why Tisse et
e Sid siot hatve Aty Seating dona. The
Intervisw also revanied that hest nursss do
ehack L watar syslem for chioring and should
fiave color blind tasting o enplre that eath aursy

1R

FRORM CHA-IS07 (2% Piman Varans Dbmidts
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PRIITEL: 191502070

FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID) SERVIGES ] N O
BTATEMENT OF DiIENEs D} PROVIDZRImPPLEROLA CNULTIPLE CONSTRIMTIOR (43} DATR EUrAmY
ANy PLAN CF CORREGHON BERTIBCATION RUMRRR: COMPLETED
ABULDNG ,
: R
B
- 3426 : V262610
NalEE OF PROVIIIR 0% SUMPLIER SYRESY ADIRESS, CITY, §TATE, 2P CODE
320 SHARGH AT
CHARLOTYR HART DIAL YRS " YIE NG 2405 |
% SUNIARY STATEVENT OF DERCINGES » PROVIIER'S PLAN OF COWREGTION o
(EACH TEFIGIENGY hi57 B2 PRECIOSED RY AL i S (EACH CORBELTIME ACTION SHOULD BE ohumiETRal
T REGULATORY OR LED [n2nitPYING INFDRMATION) TAG Wﬁs&gg&ﬁm\?ﬁﬁﬁ basx
{v 195} | Contloued From prge 4 ¥ 188}
eah rexd Y19 volor malghes.,
(v 331} | 464.800)1) {raaty
REPROCESSING-TRANSPORTATION &
HARDLING
11 Regpotsating
44.1 Trensportation and handling
Peraone hundling tsed dhalyzers Sufhy
transportation shall do 56 i a clyan snd santtary
et velnkiing Stapdtant Precauttons wifl
tha dighyzerls ghﬁgii?mdbothmmw pnd AEEN
exornally, To bl backedtal growth, dislyzars R . "
stz Lot o reprocassed wilhin 2 hours should Upon o e g“;::“;ff that this
b refrigeraded und rl akewed @ freeze, Ofhar ermaratare wifhin acoeptable fimits. The
Wﬁw lﬂd hundlfing ""!“"" {such 8 reuse reffigerator has beon yeplaced and
profongett dulays in fepiocsasing) pot dascrined verified to be within acoepuible limits 2s of
in this recormmiended practios shell be valdsted 0972510, The CSS in-serviced the
and dommtented by the responails pary. teammates on Policy 6-01-08 Reuse of
Dialyzexs with emphasis on dialyzer storage 9-30-10
;ﬁ;t! ;;;N‘lﬂ;\ﬂm M{&?&?&dﬂm by n reuse seftigerator i:c:ghgging ﬁ:t:me ;
iR ok on X temperatare required maiy
between 36-50 degres Fabrenbeit and
Eaesd on facility paficy reviaw, shasrvation, ;:;:rs ;c:) :::;:xie;t:r;;; :ut of renge.
mwmwm&g&ﬁ WHR&M renl terperature to be recorded was also
o tixbrries were oleqately ref mmg;*’,‘:“ ! reviewed, Facility Administrator or designee
p : 57) revicw the tog everyday for 3 days,
It bsteriel growth befom fepmeatelng. s om each £hi
: y on each shift x3 weeks, and then the
. Jog will be monitored dajly by the charge -
The findings Inchide: yurse o By on-going basis. §(csults of audits
will be reviewed in Quality Improvement
A veviow of the facilty poliey "Rames of Dislyzers" Meoagement Meetings (QIFMM) and
{révvison dabs DRIZ00R) ravesind "Dialyzsrs are addressed as necessary, FA is résponsible
reprocoennd within fwo (2) haprs of sioted fna for ongoivg comphiance with POC.
dexignatad reua tefrigariter o refard actetiad ’
gresith unti reuze 1 bagun. Refrigemiod
Slalyrera may be stored fur up1o 38 holre piorte
béing reprocsseed,
Tha refrigarios yead for contaminaled dialyzar
storsga ta mallelned batwesn 465D dagroet '

PR HEES I8 Pravisos Vit DXoWS

wvar ivieriez

Ry Bx (s

W eertnuaon shest Pays 16 o 34
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PRINTED: (4115200
FORM APPROVED

O NO, (O3B.0381

STATEMERT OF DEFCIENCIES 1X1) PROVGERGUPRLIERTILA
AT TN OF DOAREGTION , (ENTIFICATION MUR¥ER:

sy

{2 SUBTIFLE CONSTRUCTION
ABRDNG

WAL

{X3) DATE SUFVEY
GOMPLETRD

R

HANE OF PROMIDER DR BUPPLIRR
CHARLOTTE BAHT RIALYS!R

SRR ADDRASS, OFTY, STATE, 2P CODE
S04 BUARQH AW TY

OHARLOTTE, NE 28208

ZRI00

paw YUY STATenen] O BErRENeES
SREFP (EARHOEPICIENLY MUST BE PRECEDED BY UL
‘1A REQULATORY Ot LAG WENTIFYNG RIEOHMATON

© FOVIERS PLIN OF CORREGTION D

PRRFIX {eatsy CRRAECTIVE ATTION GHOULI BE

TAY BROSIREFERERCED Y0 THE ARPROPRIATE OATR
BEFKTREY)

BOURELR

{V 334} | Gortirmmad From pags 16
Fehranhell?

Clmryation o7 DEZ2R010 6t 1900 % U palent
treatmend areq fEvaaled o toted of weven (7)
peflent used didyzers (nskie of the atoage
refdgarmtor uter fox relie siorge. inspeciion of
e Thormomater reventad Tt the tempangturs
wua 65 deprean Fahvenhedt ot 1105, The
ubaarvation of tho outalds of thy eefigoralor
vevesied that a handwifiizn nolationwas phacsd
an the front of tve refigerator et was vitisn os
*Ternparsiurs Bhould ba 35 degrees F
{Fetranhetl) - 50 degrees F. * An Intarvisw dudng
10 obumrvation o 1108 with o patient dislysls
oara ctalf membes cofimed titthe
Tmparane was §6 degrens F and R shald pot
s Hreat high The st membor ravested shat the

i the reffggeretor had bots eleveted
fo:mﬁeandw nit ablo to give spocific datas
of s,

A 1evisw on DRZ2/Z010 of the refiigerdier tog for
72010 revasind vt 1o factity's widgerator
Trnfla hiontd be ™59 oegress Flo A8
degfeas F." Tha review of the 02010 loy
tovarlad that the staff had documeniad ‘
Wenperattsns chacks a8 nges intdead ofa dingfs
dosmanisd temperahure, Revisw for BB012090
i ravaated documantation by ste of
redigeratur tsmparatiurs to ko 8 mige of 32- 38
tiagrens F. O G/GT7E0T0 the rngs of e
tetnperalire WeR tooumpnted e 1247 dagleas
F, Raviaw of the log for DAf22/2040 {drie of
shzarvation) revealad that the tsmperaure
reding wat documaniz ag 3048 degress F.

An intanvew with the regiaiered muse inihe
patietn tromimant eren on 0512272010 at 4155
rovasiag that the refrkrrator fus constardly been

V331

TRORI GIVE-REST {5y Pravious Vs D5l Bennt U wadt2

Fasfiyy H0: O01664

¥ corfywidion el Pago 18 of 4
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DERARTMENT OF HEALTH AND HUMAN SERVICES P ot
 OENTERES FOR MEDICARE & MEDICAID SERVIGES : on
Eﬁ%ugxwwpmm :3}] mmm%&ﬁm W;ﬁmhmmmmm DL DAYE BURVEY
RETION DEATY VHBR A BBiDE . COUPLEYED
. i B U LR
NAME OF PROVIZER OR SUPPLIER ETREEY ADURESS, (477, STATE, 216 COPE
CHARLGTTE EAST DIALYZIS S04 SARC ASSTY
. ) CHARLOTYE, HO 2R%0F
o © SUMSMARY STATEMENT OF DEMSHECIE B PROVOER PLAN OF CORRESTION un
PRI {EAEH BRPIG BE PRECENED BY FULL QTP
45 mwmmmﬁ INTORMATIAN) P;"Agx » WﬁMRREM mﬁﬁm'm m&am %‘%ﬂw
. oANCIGGY)
(v 31} | Contitud Fram page 16 ] & 381
& conpers With Hye tempetahine fendings. The
ItsrviaW ravaalasd "Evenliing W it ot diayzars
lsno?:t ramargmr, e lmmpeiatine goes i the
Animarvicw with the facilly sdrsntstrator on
DRIZ/2010 a1 1210 féviselad Dt he s oy 1
autre of Yt elpviled eonpetahin aduigs of the
sprosessing storags refigamist, The intarview
Tevenied iabihe stafl had ot iforted hia of
the elsvami tempomture changes. :
1V 340} | 404,50{1)1) EIALVZER CERMS(% o 240)
CONC/CARS DISINFECT
11414 Chamleal germiciial procedieds = 80%
oapplptn capa Malhtsrted
i applinable, ihe herodietyzer ehal b Fed with
the gernicide wolion uni the concentraton In V340
fhe hemndialyzer {8 ot b 90% of the pescbed The CSS in-serviced reuse teammates on
eancantiafion, policy 6-04-03 Cleaning and Disinfccﬂt:on
. of Reuse Supplies with emphasis on the
Tho pary of cheamically dishfacind d‘)g!)r;‘gm shalt peed 1o fully smmerse the caps below the
bs disivforted and then paptred with new or germicide surface Jeved, Facility 10-15-10
disirfaetsd caps, The caps tay b2 disihfoted Administrator will monitor submersion of
with ot blsaich, wilh the chemiced used for ceps per policy for ] deys el e e
week for 2 weeks, then monthly. Kes)
m;;? mmmﬁ :ﬁ’x@m . of sudits will be reviowed in Quality
4 A riectan Infprovement Management Meetings
ﬁmm M N\ffil‘ﬁiy aﬂiﬁtﬁ\s mm o ﬂii (QIFM]"T) and addressed as necessary.
dlinlyzer. ) FA is responsible for ongoing cormpliance
‘This STANDARIDY b not ol we ovidenved by i FOC:
Lo B oV 8! .
ot reviswed onsils an 1072872010,
Hoaad on tachily policy rev';tw. obsevalian end
st karview, tg farkity's revies wtalf fajlod in
sy i feuss dlalyzer taps wera teaned &nd
sainfactad by anprapriats bmersion iv g
geimickle belore resssembing of the
reprooaased didlyzers,
PLRIR CHBIENT (40 Prodinis Veceions Chsalold b RS R

Fecliy iz 04804 1f coatiwstiod harel Prga 47 of $4
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DEFARTMENT OF HEALTR AND HUMAN SERVICES %z 11/1512&3
Py “ﬁ?{?ﬁ‘mmﬂ , OMEND, Q2B0%
AND PLAN 1 CORRECTION PENTIACATGH NUVBER: X MATILE EERNBTRLICTTN i
A BULTING .
R
& R0 o]
. bl 1DI2E7209R
MAME bF PASVIDER OF SUPRLIER TV, SYATE.ZIR 00DE —
GRARLOTTE EAUT THALYES 54 BRARCH ARTY
CHARLOTTE, N 26205 ‘
o | GUNAARY STATCMIENY OF DEPCIENGED A :
PREFI {EAGHPEFCERGY Wit BEPRECEDID B il 5 A BTV AT 18 ..
R | FECUNATORY O LB IDENTRYING HECRMATION) TG GROSSRETEREACED T0 THE APPROPRIATE tari
PEFICIENGY)

{V 390} | Continusd From page 17
T findinge include:

A chvie of tha tacliy's oy "Cleesiig and
Diginfiction of Reuse Suppllss Poley” {atginafion
dute G8/2605) revéaled "Reuss supplias wi ba,
deaned aod disinfociad with & 1% paskeatic acd
sofufiz for a winitum of 30 tiowtss, Blond and
dinysate port taps, e aduptats, oxionsion
fuiing Pkt be diginfectsd for & parfod of 83

nﬂmim bt e grentel than 24 ot prior i
Ut

Obssrvafion o DXR2E0T0 At 1006 In tha harlliy's
fapfocassing toom revealed hil repronssting
ceps and pot oaps used for patiant reprcetstd
iatyzars vare placed b twa 1% paricetic scid
(pemmicide) sahation st contaings tcated In
thes diaigiatad dirty scfion for dheintaction. The
shabivaTion rovaglon that the mps i both
comtginers of fhe distrfacipnt wete not Ry
immareed bylow e disinfectan gennitide
wartacs lve) The ohasrvation was during & b

whan no siaff was prassut i the repronassing
aes, .

An ivksrview oh ORZRI2010 at 1620 with the
{acllity's reune tachnician tevewiod that he
goriuinars with the caps shouk! have the caps
futly below the laval of the disinteclion surface.
Tha interview revasled fr ®ason 2 to why the
s I both conieipess warne rod bakow s
disifoctant suface bl

{V 400} | 464,60 CFO-PHYSICAL ENVIRONMENT

This CORDIMION 15 oot med a6 evddanted by
Nt raviewed onalts on 10226:2010.

v 3404 V400-Physical Environment
Mersbers of the Governing Body (GB)
have met 1o review the Statement of
Deficiencies (SOD) and formulate the
foliowing Plan of Correction (POC). The
standards umder the Conditions of
Jufection Control (V110), Physical
Favironment (V400); and Govemance
{V750 that are not met 25 weli as other
standards, contain specifics of coective

. " plans, The facility will ensure that the GB

provides oversight and has systems in 10-22-10
place 10 see that the facility is equipped for Fire
and maintained to provide a safe, systern

functiona} and comfortable environment
and ap effestive infection control program
is in place. The facility bas been
dilipently working on correcting al) the
jssues cited since the survey, The fire
slarm has been installed as required, *In
addition the physical plant issues will
require more fime as they arg also
dependent upon permits and vendor
availability as well the fact that much of
the work will have 1o be conpleted during
pon-operational bours. These issues have
been evaluated by an architect and a plin
1o move forward i in place. Estimated
time frame to complete is 9-12 weeks. We

. roguest your consideration in these 12-31-10
particular issues. for
cont pg 19 addisona’
} physical
plant
work

{v4on
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DEPA or " i . PRINTED: 1iHeR0W
RTMENT OF HEALTH ARD HUMAN SERVICES B0 APRROVED
E X 283 SECVIGES OMBNO,
FTATEMENT GF DEPOIERGIES {R1) PROVIBEREUPRLIER/ILIA % HULTIPLE CONETRLGTON m
KM PLAN OF CORPEETON {DERTFIDATION NUMEER: G DATE SURvEY
st e i
‘ : » AWZRIZHH0
S R FROVIDER DR SUPPLER ATALET ASDRESS, CITY, STATE, 2P COPE ”
CHARLOTTE BRST DIALYYIS $504 BRARCH ATV
: GHARLDTTE, NG 28105
riio) SUMMARTY BTATEMENY GF TRACIERGRES
mé’l! (EACH BEFCIEBNGY 1057 B2 pREDEOETR BY FIAL rgrlx @%mmwm%‘%% cnwmm
M REGHLATOIY OR LS WORNTIFY 0 3 ORMATION i CROSE-REFEREHNORD 10 THE RPPROBRATE bATE
. DEMUENLY}
v 400} § Ceanivaied Fram page 18 {¥ 4003} V40D cont. Upon inspection, it was
deteymincd that fhis refrigerator wes unable
Based an pboarvations as refarmncsd i e Lie {0 maintain temperature withio seceptable
Sfety Ruport of v compls estigatken Tixndits, Fhe reust refrigerator bas been
mngwtaﬁmmm Réggw% review eplaced and veribed tobe withip acceptable
aharvaions, M farporatire Yog - Jiomits as of 09/25/10, The CSS jp-serviced
vt . revied icy 6-01-08 Reuse of
and stafl aws, I v ot thf-. tmmmatf:s on Pohc'y -
dnfrmine > Dialyzers with empbasis on dialyzer storage .
m’amgg“h;:egﬁ‘ *gimm in fense refrigerator including thjc 53010
PRt potanlial nske I fempriatire required 5o be maiptzined
and aafity o patiants, visltors and stall The befween 36-50 degree Fahrenheit and ections
ety tufiad fo hawe & attode Banie weparalivg i toke §f temporature 3 out of range. Proper !
{he buliding fmio fwo separata ke documentasion of 2 single lemperanie 1o be f
compeitmaits for & facillty thal ks eppradmsely yecorded was aiso reviewed. Facility '
7600 pruars faot In sk, faltad o ensive that gt Administrator or designes will review the Jog
emargoncy bafiery opwaled gt Incatad niexd i everyday for 3 days, weeKly on tach shift x3
tha fo-Uss oom was In opsralisn; fallad to hold ‘;"’;ks'wa’:g“;‘f‘ the Jo will be monftored
0 : aily ¢ charpe Tarse on ap on-going
m&:mxm;wu _ basis. Results of adits will be reviewed in
Irvicing staf on fhe fire deils; faled to ensiire (erx?ulaj)n fﬁf&?ﬁim gicn:cm Mac;::gs
an efeciiv @i by s necessery. ¥/ is
feciv ) genty &Vw‘ yougle for {he responsible for ongoing compliance with
faciy's patierts, staff and visliors ¥ ncluds an POC.
altsmtive firs extt routs from inclds tha patien + Since the Facibty is approximately 7,600
trastment srea in the svent of the one fire ext sq. ft. in size, the required Smoke
Mocked by fre; s fakiad] 4 ynonitor and makotain mﬂm” will be accomplished
rafriganast termperatres 1 Ihivi potants! y extending the existing nop-vated partitions
tacterial growih In stoned reproessed t"‘“‘) to the Roof Deck, as indicated in the attached
dslyzers. The chnilntve effet of thea systeis Sketches. This will provide the minipnum
P PORAR 1,140 S'F. ip cither comparioment a3 well s
problsme resulied in B ficiity's inabiity o Soe i exiting requirements, New 1 | 1231
m"“&‘“’ﬁ‘ st sy of paliscts, staff and : s pariion and 20 MiToe. | g
i ot the diakysls tadlity. Fire Reted Doors will be installed ot key additions}
SN — | ey | s
P way Dl'fl [ f)l' wall 1 extenor 8 P)Bﬂl work
Each dpor will also include a passage Tatch
A Tho taclity fllad Yo eve 8 Bmoke hemar system, } Hour Fire Rated Frame, and Closer
veparaiing the {N;MM o twe sapRrsls smoke: device
compartmants fo w faciily fat i appeox .
7600 squure faid in oizm; fated i eyare that an This c:;m'gcncy battery opem;ad Bght was
afle . repaired-and operation verified by an outside
.t teoem g;ﬁf%”gg,”g&”;&“ s 10/07/10. This viill be monitored o | 10/07/10
fires drifa o unsciad oy mdar' varying miif&?;w;ﬁnf;%w during smontbly
FORM WW Provegs Vel Ohiosh Evel AT Faeisty DI DOISGE )

ff rrtinustion ehaetPoge 1R pf 34
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| P23
DEPARYMENT OF HEALTH AND HLIMAN SERVICES O APRLED
_ CENTERS FOR MEDICARE & MEDICAID SERVIGES . OMENO, 05360901
STATEMENT OF RERCIENGER et} PROVIDERALPPUERICLA {67} MTLE CONSTRUCTION
BRO PLANOF CORRECTION JEENTIFGATION NUMEER: ) ngéw
A S DG - ;
R
801G
— oo M . W10
NaRgE GF FROVIGER Oft BUPRLIER SYREET ADDREES, 01TV, SYATE, 2IP UODE
GHARLOTTE EAST MALYSIA 3204 SHARDH AMITY
) CHARLDTIE, NC 284086
gy SUNSLASY STRTEMENT OF PEFICIERGHTE ) 0 FROMIERS FLAN OF
PREFR {EACH DEFICIERLY 45T DE PRECSPER IV FULL PREFR (Y mwcmnﬁi%m:%ﬂ BB -
wa FIAILATORY DR 1EG IVERTVING FDRHATION) A PROSAREFEFGNGRY 0 THE AFFROFRIATE PE
DRHGRRGY)
400} | Contirmed From page 19
v mmmmmp\amm AT vaoocont
. +The current Paticnt Station #7 will be *12-31-10
Teumrvizitg st on the fire dritls; sl faflet o relocated. A minimum 5'-0" portion of the for
temove storage In the font exiider of the facliiy Treatment Chase will be dernolished to additonal
nesd {6 Bt bbby ot the alda axlt door. - | provide a clear path to a New 30" Exit Ooly | physical )
. ) Door with Panic Hardware. A minimam plant work
~Crope refir i 434.80(a)( 1) Physlcal 507 ADA Accessible Sidewelk will be
Ervironmant Firo-Saliy snd L Safaty Code- jnstalled to sonnect this new door 1o the
Toy Vo417 existing parking area, After installed the
emergency evacuation plan will be updated 1o
B. Tho facilly faled fo exetye an sfiastie reflect the exit roules.

embrgeney svacualion route for the facliy's
palunts, staff and vishors to inuiuda an etematve
Tirg eudf icuts Tom el tha padent tasimaty

Fire-drifi was conducted on 10/1/2010 and 10-1-18
will be conducted quarterly at mpexpected
fimes by the Faoility Admisistrator or

area ¥ U avant of tive s fire el presageway ) . designee. These fire drills will be documented

wits Hocked or urpastabla and evaluated in QIFMM. .

. ' Storage iems bave been yemoved from the

~Cross rafar in Ag4.80(d) Physieal Envirossnmot « corridof and relocated to the yecords storage

Tag V4D : area as of 09/30/10, Route will be. munitored
daily for 7 days then weeldy for 2 woeks then

. monthly for 3 months by Facility 05/30/10.

Administrator or designee.

ore'ﬁmg ﬁn hjdm: Feed to manttor i malfaln The Governing Body will meet monthly x 3 |

tempsiatnes fo inhiblt pﬁiﬁnﬁﬁl 10 ensure compliznoe with POC, Further
bactirlal giowth i Store Feuged dislyzer, : :

complianece to the POC will be reviewed
during monthly QA meetings and reported 10

=Croas rafsr to 484.50(0) Plysles Epvionme]- - the Governing Body no Jess than semi-
, Tag V0403, asmually. The Facility administrator (FA)
{V 408} | £94.60(R}) PE-EQUIPMENT (V4pg)| representing the GB will be respomsible for
MAINTENANCE-ARUFACTURER'S DFU ‘ ensuring irmplementation and ongoimg
compliance with this POC.
Tha dialyels aclity must IviAsent and ralnlsin
# program fo ensus thel ol sguipment (nehdon -
mmereicy spuipment, cirlysis inschines and

aquiprant, amd the water tratdment sysism} ars
malrtelned ard operated in aeeotdEnc with the
manufeciurer’s rsspmmandations.

“Thia STANDARD |5 roh mmat 4w evidancad by
Not revinwed onstis on TO/B/2010,

POUK OMEEATI03-0 Rravious Verwony Doy Evord ERNR2 Py Ex tovsse Heontiiton shast Pags 20af34
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X MUATIPLE CONETRUCTION . o) DATE SURVEY
R CORPLERED
LK W‘E 1
HAMEDF PROVIDER OR SUPPLER STRELY ADDRESR, OITY, STATE, 2P (006 g
CHARLOTTE EAST BIALYSE VI SRR Y
SHARLOTTE, NG 26208
wam SUNATY STAYEVERT GF DEVCIERG) W PROVIDETTH FLAR OF GORRECTION
PREFY {ACH OEFCENDY MLUST BE FRECEDED nwu, K EORREDTIVE) HOULD mwm»m
Tha RESHLATGRY DR LG IDENTIFYES FORWATION he e AR T m RO oAV
' ‘ DRFCIEHGY) -
£V 403} | Comtimaed From paga 20 40
Bessed o7t ity pofoy reviW, hésnvations,
vefriatator Bmperats Ing review sad sish
Intarvlow, Y faclilly Saled 1o monbiar and
maintain rafiigbsator tamperatupee fs inhiot
potantial baciatial growth in storud reused
dinlyrers. Thiy deficient practios placed all Va3

i pailonts parichpating in he teprotessing progratn
at risk for exposurs (@ captaminadon fom
bactarial growih it tha dinlyzsrs,

The findings oluds:

A tewien o e Taclliy policy "Reuss of Dlalyzars®
(ro¥islon date DR20B) revatatnst "Disyzare 579
wprooasie wiltdn e (2) hours o sored In g
demignaied rapse refigarator o retund bactaril
growihy uhil repronsasing s bagim, Redrgaretod
tilulyzete tway by sored far 2P o 38 hms priar to
balng reproceseed,

The refiigsrator ussd for cantamineted dlslyzur
sioragn 1 melnatnes batwoen 35-50 dayiens
Fahrenbait,”

Chsgrvation m 03ZI2010 &t 1100 i1 the paiient
trssalrrvan! ave revasled that the Fardkly hed a
ey bl

(31 tla e
io inhilN potentel kackia growih, The
ohaarvallen revariad a Wt of eevan (7) patlent
isedd thialyzas nslde of the mefipbrator used for
s vgume wevege, The nhetvation al 1105 of the
tharmorester revanled that the tamperature wes
56 degraes Fahrenhel, The olagrvafion of the
autsict of the religatitor reveaked thel n
handwiitian note was piacad on tha Font of he
tefigatatey indieating “Temperature should be 38
dogruea B.

Upon fospeotion, it was determined that this
refrigerator was wnable to oaintain
temperature within acceptable Jmits. The ©
reuse refxigerator bas been replaced and
verified 1o be within acceptable Hmits 25 of
09/29/10. The CSS in-serviced the
teammates on Policy 6-01-08 Reuse of
Dialyzers with emphasis on dialyzer storage
in reuse refrigerator including the:
temperature required 1o be maintained
between 36-50 degrec Fahrenheit and actions
1o take i temperature js out of range. Proper
docemeniation of a single temperature 1o be
recorded was also revicwed. Facility
Administrator or designee will review the Jog
everyday for 3 days, weekly on each shift x3
weeks, and then the Jog will be monitored
daily by the charge urse on an 0D-going
basis. Results of audits will be reviewed in
Quality Improvement Management Meetiogs
(QIFMM) and addressed as necessary, FA js
responsible for ongoing compliance with
POC,

9-30-19
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'mmwmw SECIENGES ocu mm;,mwm 2 HULTIPLE CORTRCTION % DATE ELVEY
OORREGTION PENTICATION NUMEER; AT CONPLETED

Sy _ BMIG

HAVE OF FROVIDSR G SUFPLIER TREET ADDRESS. CTY, HTATE. 2P (D8
: YI0N BHARGH ARATY
o
CHARLOYTE HAT DIALYBE cHA WG R0
van 1 SUMUARY BTATEMENT OF DEFILIENCIES m " PROVIDER P A OF CORRECTION

REFFIC [EAGH DRFIENTY MUST FE PRECEDENBYRUL PREF {EACH VORRECTVE ACTION SHOULD BE e
e REGULATORY OB LSCDERTIFYHE INFORMATION) AR umx:zmugfﬂnmmmmm Ba1p

(v 408} | Congried From prge 21 403}
AnTrtervisw dknﬁﬁ % ohasvidie & 1105 with '
pedient dinlysls cere winft mamber revirlod et
the tetpariure vy 50 degrese F and el the
ternpyretuTe should nof bo that igh. The steff
asmber revealed (el e tarmermiuns i the
tefrineratar bid benn slavabed for & whlle aqd
was hal able o give gpatific dates or tintes,

A fevisw oty DRRZEROD of tha refrigarator loa for
002010 revented thatthe Prcllty’s wirigaratar
Venibs whurio B "4 digtech F 1646
degrens F.4 Tha raview of the log for ORI2D1D
sqvarked hat the saff had dorumenied
mmparature chacks a4t ranges Ingtasd of 1 single
dostrments mperatise. Review of 090472010
rqvaaind docasnartation by fha siwil that ths
redfigersinr tevaperatie fo be & range o $2- 58
deggress F, On D9/0772010 the range of the
temperahre was dovumanted a2 E242 deyress
F. Review of the tog foy 082272070 (date o
obngrvation) revesled tist e lanpatEire
teading was documentad se §0-48 dogrees F,

An Imtervisw on O00Z2/2040 a8 1350 with the
taclity rdministmar revaaled that he
taprparata of fia rafrigmston shotkd be
menitorad svary day fid Hatthe ead
temparatint: shoud be dosumenied. The
Jrendesr iso remaked that the raliss elarsge
ratrigarator should ntbe gregier han 50 degress
F. Tha intarviaw further revests Thet e log used
by the st wes maent for wae for mhigeralots
sontaliig medizations, and thit the imits on the
torg wate et for redicalivn dlorage, invland of
thowing the highest dagres o] BOF.
[V ADE} | 484 60{d) PE-EMERGENCY {v4na}
PREPAREDNESS.PROCEDLIRES

The dielysis faciity must uplamart prodessos
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FORM APPROVED
- ORAB NG 05380394
KD MATIPLE CQUTRUGTRN | {K3) DATS BURVEY
ABULING FEAPLETAR
BWINE R
_ - olzapte
HOME G PROVIDER OR SUPPLIER KTREET ADDRRS, CITY, §FAVE, P CO0E '
CHARLOYTE EAST DULYSE B8 WIKECR AT
GHARLOTTE, NO 28208
D UMY STAYELIRLT OF DEFIGERGIER i PROVIDEITS FUAN OF CORRECTION
PREEN {EAGKDERCIELY MUY BE PRECEDED &V FUll PREFN GORRETIVE HOAD B e
i ATt o L0 ETFY 40 FORRATION) o R TomE APPRCARATE oATE
) DERCIRCY)
{408} | Confinus Frota page 22 (v 408}| V408~ *The current Paticnt Station #7 will be
AN fHocadureE 10 Manege ettt snd AR selocased, A minimom 5-0° portion of the
miedle) ernarzenciss tharare kaly 1o ueaten Treatment Chase will be demolished to
tha housh of salely of the paferte, fm shatf, oy provide 8 c'lear'pafh 1o 8 New 3'—9".Ex51 Only
tha Plﬁ!ﬂﬂ- Thuse emnrgancédw inclute, bk s Door with Panic H.ardw?m. A i
ot Eited to, fira, @ quipmwﬂt w faluies 5.0"ADA. Actessible Sidewalk will be
cateelaiad BArgeNCiE “"‘!“‘Tp:upp“ “"y 1 installed to connect this new door to the
8 nelns, WAL existing parking avea. Afier fnstalled o
ytﬁnupﬁnn, sy paturald dikeslecs Bely 1 oot emergescy evacpation plan will be updated to
i fee Fucdiy'a geopraphle rea. reflect the exit routes. *
A copy of Certificate of Occupancy has been
This STANDARD s tiot ina) 8 avidenced by yequested from the city of Charlot, eriginal :
ot reviewisd onsite ty 10752010, architoct and genera) contrastor, Going 10-13-10
i forwerd any fire inspections will be kept on
Based on phaarvatians, v safaty eponts rRview file in the facility. FA is responsible for
and it Interviaw, the facifity Galled i mrrstro e ongoing compliance With POC.
:jﬁ:ﬂvﬁ.‘swm avacyafion rows for the o
ﬂﬁmmm&?;iggﬂmgmﬁ t“: *The facility bas been diligently working on
b !;!m el aton i 8 pafien cormecting all the jssues clted since ihe survey.
c n the evant of e onefirs ed The fire systom has been installed es yeguired.
preytwey was blacked or ynpaossbis. The physical plant issues will requiremore |,
_ fime as they a1e also dupendent upon permEts 12-31-10
The finclinga Inciusa. and vendor svailability as well the fact that for
] musch of the work will have to be completed additional
Observaton on DREZ2010 1015 dureg o Sing on- pecsional bous, Taese sz | S
o Fasity's palient beealmant wrem revesitd that ‘have been cvahuated by an architect aod & plan plant
i facity hd m okl 4 S (16) ot ko o move forward is in place, Estimated me work
Sor hamaotialysis ra “Tre facily frame to complete is 9-12 weeks. We request
hambd: mw aton !anaﬂcma were aganet i your consideration in these partioular jssues.”
four {4) wilis of the patient tmatment aroa. The
shaarviion of e facity's fre sefely éfemgenty |
svacuation route fevesied thal e felily had
smargancy axit ianding directly into a ety
ftam 6y patiunt ireriment arge, Tho oxit e
tw & dour with  fire ext aige Jeding st tathe 1
taclifys Johlsy araw wnd matn eodi dodrs, The
obvervaion furiher rivesled that hers wes o
oitior exit lgoation oF eMENENCY evECUslion fils
1 tha patien IaMmam pea. Chrereation
savesled (il only ona (1) exil route/oqrese
FORA QIT-2T{ 48} BrwvaroVarsind Otohcls Evpet w12 Py s CONEB4
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Misltots and gl No othar doors or @il wark
obenrvad In the patlent bemen e,

At Tntarview on DRIZA2010 ex 1110 with ths
faciffy's registated mass T tha pediend freetment
wren revesied et thet e there was oYy e
wy ot oF the prBent treniient &R nihs
facliy, The Interview fovested, "t avg never
Stotghd it ¥, but i whera way & 1o, tha anly
way outwatd Dp thiough the that ea (v@§
indloatiog by poiiing e the one g them” ha
Intetvigw revaaied (et the staff wer tined i
e diils b vem Htw one exitin the ipatmett aed
{n wvacumte the priets, Tive inwenview slst
revadiad $het the Tactity administietion dif not
tetrued e shel what to da i that one fire exdt
vouls wits blocked with firs ot 6¥ar ojacts,

A pevisw of the Josad fira mrtelisl fapons on
ORISA0D pavesled tat o sepad otpild be
et o Ye Sacly whem sy fire moarsbd or
eca) fre epection was dore bt fhe faeilly o
drtegmire firs safoty comphance. No
docurpartalion covid be producad by the facifiy
fuual tevenied any fir nalely spestiohs were

1.The fire system has been installed as
equired. ’

2. The Server Room's Plywood will be
removed, The curently non-rated Walls will
be upgraded to Mintmum 1 Four Fire Rated
Partitions, in accordance with the artached
ketches, This will allow the 1 Hour Fire
Rating o Tun behind the plywood finishing
rmatenal once reinstalied.

3. Since the Facility is approximately 7,600
sq. ft. in size, the Tequired Smoke
Compartmentalization wil be accomplished
by extending the existing non-rated
pastitions 1o the Roof Dedk, as jndicated in
the attached Sketches, This wiil provide the
sminimam 1,140 SF. in either compertment
as well as e minimuimn exiting

srements, New 1 Hour Smoke/Fire

Paxtiion and 20 Minute Fire Rated Doors
will be instailed at key Jocations in order 10
provids the needed pathoway from exterior
wall to exterior wall, Each door will alsp
include a passage Jatch system, 1 Bour Fire
Rated Frame, and Closer dovice,

4. The Facility Bio Hazard Storage room is

FORM APPRGVED
| oo FOR METICARE & MEDIGAR) SERVICES g
GTATENENT OF PEFIENCIES " 5 o
SR OF LR 00 PROVREHOERRIA 2} LA TIFLE GORSTRIACTIN cpae i
R A AN LSS
. ]
B, VG
W st 1(aai5010
NALE OF FROVIDER TR BUPPLIER BTREET ADIRESS, CITY, STATE, 26 COpi
GHARLGYTE BAST DIALYEIB T4 SHARGH AxITY
CHARLOTTE, Hi; 26208
P GOMSRARY, STATENENT OF DEFIGIENGIES b SACVDERS ELAN OF CORREGION
PREFK {#A0H DEFIDIENTY MHGT BE PRECEDIN BY FULL L
it RESULAYORY o 156 [OENTIFYRdS INFORGIATION) s (SAMCOEIE AT )
{408} | Gonfinund Froin page 23 4V 4o
exiitsd in o pationd iraztmant atea for prtiort, varr-

#10-22-10
for Fire
system

conducted ot the tacifty. not se)f closing nor ﬁre—ram.i The facilitics
Bjo Hazard Storage room will be separated
p . from the Comidor by upgrading end
%ﬁmﬂmm at 1000 wity fho extepding the existing non-rated partition to
hattrp tocly w‘?{n nx%“mg ?&S&d foe roof deck &5 & minimum 1 Hour Fire
; " Resistant assembly. The Door between the
wmtia of jooal courty/clty raport for anyy past Bip Hazard Storsge room snd the Corridor
Inspatiion of the the Tecilily's Gen safety. The will be upgraded to a minimum 45 min. rated
mmmm’ ety :h‘%ﬁd have door with 2 mamizmm 1 hour Rated Frame
nistrafiva werne and Cloger devise. ’
unabls ta produc this document duing the cont pg 25
ANy ' ‘
(v 417} | 494.50(e}( 1) PE-FIRE SAFETY-UFE BAF VAT
GODE 2000 i ‘
FFORL CARBIST [T Prvicuss Vemsions Ovrcies Bk R WES142 !;w #m-q .

Famylos EM5A . T T
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1. Lnod

FOA 184

1) The Betvar Room s lived with aplywoed
estarlns finfah on B walls which des el commply
wikh tya recuived fine resistapoe rling for e

are,

2) fwwis'qpprmmmusq.mmmm
dosé bt hava 8 amoke baniar separeting the
bkl bk w0 pareride stuske compariments-

self closing ror fre-rated.

4) Tho amargency Rty pyumraiad fght iocated
mmutgihemm ron wan net cparationsl whan
2) The facsily ivanrvions the statfon Fis Dty
wach queries In piane of hoding Fire il batng
Treld a5t wnixpaciad Uines Undér varying
vandifions.

8) Thero Is starna In e franl cottidor axtin the
ﬁ:y 10 the wide et doo, parially Hlocking the

 4) The facily has Bl Hazard $loraga raom is st '

comecting 2] the Jssues cited since the
survey. The fire alarm has been installed as
roquired, In additon the physical plant issues
will require more time as they are also
depradent upon permits and vendor
availebitity as well the fact that rouch of the
work will bave 1 be completed during pon-
operational bows. These issues have been
evaluated by an architect and 2 plan to move
forward is in place. Estimated time frame 1
complete is 9-12 weeks, We request your
consieration i these particular jssues.®

VY g 14718 U4 IO 1. LU
1. G+ 1. P28
CEPARTMENT GF HEALTH AN HUMAN SERVICES PR
. 3 FOR ME i:
%w 0!9,: %{'&Eﬂ 00 RTIPLE CONGTRUGTION (X7) RATH L RVEY
COHRE! A REING COVALYTID
: R
YA
» ’ s - , _Anizata0se
NAHE O FROVIBER OR SUFFLER STEEY AIDRESA, CATY, STAYE. 2P OCDE
CHARLLTTE ERBT BIALYBIS 04 GRARON ABITY
) CHARLOYTE, 17 3546
el GOMMARY STATEMENT GF DENCIENGIES. PROVOERS e
1{%@}”{ WWWWB&PMW&W% Pﬂgib( mcmﬁ%&mm 8E { W%
TAG FRGRATORT OF LS5 {UENTFTING INFRRMATIONH) ™Y nz;')j THE APRROPRIATE RETR
{V 447) | Corttirrund From page 24 IV 447H V417 cont
5. This emergency battery operated Hght was
(1) Excopt ax peovided In pargradh ()2 ot this ired and operation verified by en outside
seetion, by Febuaty 9, 2008, Tha dinyets faolity vendor 10/07/10, This will be monitored to
Tt ooty wilh th‘ﬁ pREVERONS O e ensvre it §s in working order duriag monthly
- facility sudits.
z&ﬁﬁﬂﬁm‘gmﬁfmﬁgﬁgﬂ m;; " & Five dsill was copducted on 10/1/2010 and
w31l be conducted guarterly at unexpeated
Incerporsest by totaronice 3t §4ns. 724 () of imes by the Facility Adminjstrator of
this ehveplar), designee. These fire dnlis will be
) documentzd snd evaluated 10 QIFMM.
. 7. Storage items have been renoved from .
This STANDARD b1 met oo svidencad by! the comidor and relocated 1o the Tecords #12-31-10
Nt revizied anafie on HOREI2010, ’ storage avea s of 09/30/10, Route will be for
mpoitored daily for 7 days then weekly for2 | addirional
Based o casreionan Thureday 8010 wiiks then monthly for 3 months by Facility |pbysical
hetwaan 57 p ) owina Administzator or desigaet. plant work
nowd: w0 Al end 11:00 AM tha i han +The facility has been diligently working on

(v 463)| 484.700aX12) PR-RECEIVE SERVICES 46y
OUTLINED N POC ‘
P G 2SET02-A4) Fraions Virviam Qhasikts v S Feutty iT% QDTS84 f coniruatost abual Pgs 25 ¢4 34
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HEPARTMENT OF HEALTH AND HUMAN SERVICES P A D
ENTERS FOR MEDICARE & MEDIGAID BERVICES Y15}
ETATAMENT OF DEFY "
ey W {4} Wﬁmﬂn} X0 RATRLE cgmmmm pen m SRVRY
RO NMBER: A BN bl
BYING R
o aiad 07602540
PROVIDER OR SUPFLIR Atwttt pbbREDS, GITY, RTALE, ap CODE
CHARLOTTY BAET DIALYETS S SHRROH 457
o , CHARLOTTE, NG 28208
A b SURIRY RTATERENT OF NEFIGIERDIER b FROVIDGIS #4AR OF CORRESY
FREF (EAGH DEFICIRG WJET U FRRORDAD Y AL PRERX A ot g
73S RESALATORY OR 150 PERTIFYIGITRRMATION ™ EROES REFEREMOED) m&wmﬁm —1 RAYE
— . DERGENCY ,
{ 453} | Gontinued From pags 26 {V 483}
Th paliart hog the fight o« '
{12) Resiva the nicesmary sy cutined I
thw puflani ghan o care dracaited in §494.90;
Tido STANIARD s ot met ps evidanoad by.
Kt revigwed oneti on 102802010,
Basad or faity policy rvied, elirical ratord
revisur, paiiant infarview and whalf intarview, the
facily foilad 1o irtds the pafiant in s facdilly's
interdincipiinany taam anmuel mosting invelviag
e petionts plan of cors far 2 of 7 nenpled V463-
prfisnt reeards (Patiant #1,8) Policy #1-01-07 Patient Assessment end
Plan of Care” wes reviewed with the

Tha findings heluda:

A ravimw of it Faclity policy "Patient
Atsestmams ahd Fan of Core (revisien dite
0AR040) reveated *The pafient plan of cars Wit
b eeiploied by the fecdiy's inerdischinary
team, inchucing pationt ¥ personal represealiva
ang be signed by team members inchading the
patient of s patiats peresnal yaprapanthm.”

Armwmcmmmoafmmamw .
wmoord for patier @1 rovented thal the paient e
aidmitied {0 the facfily on QYD/NCS. The Peview
of Y clinicad rpeord sevaalad fhat un "Afmis)

interdisciplivary team (IT) with emphasis on
fhe need to include the patieat/patient
designos in fhe development of the plan of 10-18-10
care twless the patient declines. Each patient
il be given a written and verbal invitation
to fhe care plan meetipg 25 vare plans '
become due. Patients will b asked 1o sign
ivitation and pote if they will attend. If
patient declines the invitation the plan of
“ore  member of foe IDT will review with

! e and ask for their sigoature oa the plan.
1f the patient refuses o sign, this will be
poted in the record as well. FA/designee
will audit s} plans of care completed X
3months and then 10% of those completed

Cam Plea meeting wiss seheduled for quarterly, Results of mudits will be reviewed
Warnesday DNTH00 for he patiant. A review in Quality lmprovement Menegement
of i fovrn Inviing the patiant was formd I the Meetings (QIFMM) and addressed as
chmical record of tw pafispl The review of tha necessary. pr s responsible for oogoing
fom ;-w“hd st the Wmﬂm W . compliante with POC.
tho ataff signatims porfion end deted |t 03032040
bt ol 40 obtnln @ pallent signiure thal abe
viould elifer atiand or not atiand the mesting. Trs
P DHS-E57(02:53) Pravlove Vatiion Dhacety kI WeE Feelip i oaibeh 7 Soffinustion Wi frage 200fs
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OMENG, DSREE91,
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st
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BING e

{%3) DRTE BURVEY
COMPLETEDR
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CHARIOTTE, NG EE05
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o) 1
FRERN
Tha

SURRAARY STATRMENT 0¥ DEYCIENIES
EACH NoY VRIS BE PRECSDRR Y
REGULAYORY OR1EC mwmnmmrmmm

v a3

{v 302

4040 eluting the TacdMy tour and aheeqyation

0 PROVIDER FLAN {F DORREGIOR
FREER GAGH GORRESYIVE ATION GO 0
TR UM‘WC@WW HPPRAPRIATR
DEFCIENGG

D

Gortinuad From page 20

spice wan noh cnmplated and Bl blank but e
atafl member (diatician) had signed thi sel
aighaturs witness wagtion, Ho doeamantation wes

feunt whsre e patiend revelved ruliidusiizad

oare and 2 chvanca to perircipeta b her plancf
o mastig,

An intnrvizw with patient #8 on DB/222010 &t

revaaled vt the palient hind not leen lnvisd by
Tha Facsity gusft to herplan o Lo wmaikige. The
intervlew teveated ) em usualy oid they .
Tappened, b fha siafl doss nol really invils me
toa\wmlwvddhymmmhifpmm.l
wansly sign i jraper afier the meatng
Tappans”

A infervies with the faullly aominlstrator 60
po/22r2040 At 152 revanied thal timt this forn
should have Infionted whather 51 palinnt was
podag th eitend of e, tnt tho sl shauld not
wign the fatio betore he pationt aigherd, ond that
pafiords mre invitad 1o the wawings and usually
dm‘m o,

494,80(8)(1) PA-ASSEBB CURRENT HEALTH
STATUSICOMORERDE :

The patienta porprehensive axta semant oust
T, bit i viot Fmited b, the follaiiigt

{1) Bvatualipn of cutanl tieahth stk snd
medical candition, meluding po-mortild condldone.

Trds STANDARD {7 witmsl as evidontad by
Hot raviawed onalts on 101382010,

Emmad on faclity palicy raview, dlinioat paeord

{v 463}

V502~

. The Required documentation for the
1 admipistration of PRN medication to
V07| - imchude the reason given and effectiveness
of the medicetion wes reviewed with
R, Farility Administrator will monitor
docamentation of PRN meds once aweek
for 3 weeks then compleie random audits
quexterly. Resuhs of sudits will be
reviewed in Quality Improvement
Menagement Mestings (QIFMM) and
addressed as necessary. FA 3 responsible
for ongoing compliance With POC.
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Continued From paua 2T

sl and stoft Intarvies, the faciiy falied o
anewrs et repiplersd nEes et i clinical
1vonds of pationts by felling ¥ Socumant wnd
tuansang a5 nesdad (PRINpadicafion
ediviaation In In 5 of & sampled paflents
yeceiving PRN mediation (Paliants #2345

The T Inchude

1. A seview on ORIZZR20NE of tha elinics) vevord
fot patiard #1 ravasied tatthe patiant was
cdmited 10 the feclhy on 03022003 for dhiorke
namodialysls, A roview of the patient trestment
sivasla for 08/16r2030 and paeyie0in raysnked
mtmsmmumamwmpm
fredication to e patien wihod aty
dotarehtation for the resoah Wy administored
A e onssarement of e Tedioation
offectvesss, Tha review tavesled fat o
482010 at 1705 ahd i o710 ol 1430
fitg patiant was adiisteted the padicatn

» Aogtamtophan G50 miligrame” by st Mo
oVt dovumartation was fund raggarding tha

1400 it the taeilty sdministretor revesled thal

thy nuretng ehaff forthe raanan that the FRN
csdieation was sdmiistered and e
ligeivaties of the medioafion.

ZAWmWiudmd\ﬁwmﬂ
for patient#d rwhwmﬂ%um whR
wdmited by dhe oty on 1062 for chrania
nemadinlysis, A seview of the patiant yeaimant
shieess {oF DIZ4ROTE rovepitd Tat the fuciily,
g statl stministared & PRN medieaton 1o

iy paciont without any documantation tor ihe

Teacen why uﬂ;nmmm 201 th rompamssEnt

adsministared soadicafion andlot the uffacfivennns
of s madication, A Inbarviee @ porzah il al

mwmmmmmmmm

{v 60}
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H

343877

. e o A
(XZ) MULTRALE BONBTRUCTION

T

RS OF PRINER O BUPFLIER
CHARLUTTR BAST DIALYSIS
i

GTRERT ADDRERS, OFFY STATR.ZP oo
7206 SHARCIR ARITY

CHARLOTTE, NG 28205

o %)
{EAGH DEPICIENGY MuiFt RE PRECEDEDEY FUIL

TUMMARY STATENENT UP DERCIERIES
OR LAL IDERTI DI (HFORMATION)

ey AR

) PAR
FREFIX
Tha CROBSNEFELENGED TO THE APF i1}
PEFCIMGY;

v Eﬂ?}\ Contiauad From page 28
of the raedication effectivenass, Tho fevigly *
cevealad that ofl ORI24Z2110 8 Ti4B U pailent
wan adminisared the medicaton
wAcatrninophen B30 wafigrams” by mouth, Ho
oier darsmentation e found tpnanding the
admintatarsd medicaion andfor the oflsciivanasa
of thi mcieatisn. An iniarview on nelzafzott at
1400 with the iRy adminierator rrepnied thal

the patiant ahoukd have had ecuresmiation fem
fiva rugraing st for the teinon that the PRY
sredlicetion wassdaiisiered and tha
gfiecivenans ofthe pedicption.

3, A yavhiv onqsfzmmomes einloal meetxd
o padlent 3 revealad it the patient wex
scimiitod to W faotRy an_zz;zwzocwchmm
temodiatysts, Areview of thve pufient ket
cywaly for DRHEIZ010 ravaakal Ul g facilly
nurglng wief adivlolstered 8 PRN madiction t
the puticet withiad any docutmaration for e
viskatsn why aciniliitered and e sogimasament
of e medication effectvensas, Tha review
revealed that on OB/ 80 @ 1822 1he pefiort
whs adminitersd ham

edioation
spetaralnophien 650 miligrama” by matit Ho
offar docunnerifion was feand roguriig the
adminisiarsd medication apfor e

of thw nmaicatiah, At inlendaw on GrZAZN0 &1
1400 wifh she fucilty chinislrior ravaaled $hel
the padiard whould hive hed documeniation fom,
e nunsing wisiter the roapon that the PRN
medioaion Was adminigiered and e

effotivenass of }m madicafion.

4.Mevhwon081231201aafﬁwdiniulmwd
for #4 reypmled el the plard wet
sdenitied $o G facily an 03/11/2D10 for chronke
Weaneinlysla, A reviow of the patend reatmemt

ahaets for DBFZNZN0 tevealnd hat toe tacikly

FROVIGER PLAN OF CORPECTION
A CONELTNE ATION SHOULD
v 602

V686

The facibity will ensure qualified charge
pirse i designated for each shift during
hemodialysis treatments. The opening
gourse 35 designated as the charge purse for
* the day and this will be identified on the
daily schedule on 80 ongoing basis. FA is
responsible for ongoing compliance with
POC.

10-15-10

SO CHBRSHT 1) Prindos Vardizpe (s Evord {DWBSI 2

1
.

Fac XX TV W Cortietn Kt Pan 29 6138




NUY—1OTEULU LU UL rib vnv
NS 14714

wnni cnod

DEPARTNENT OF HEALTH AND HUMAN SERVICES
Wﬂ@w JEDICAIR SERVICES.

Fn BV RO 10”

r 90

P.33

PRINTED: $7/1872010

was admiitiered fia modiaton
nhsetainopien 850 riligrame’ By mouth. o
ihor docyrnentaben wWae found regacding the
adiinitered pecicafion andlor e affeciivenms

1400 with thp $acity sdminidaior revealtd gt
the patiant should heve ad documenation rom
mnummﬂmrmamammmmwan
madicaion was admitisiaed and tha
effectivenass of she sedierdion.

K.Amﬁmmuamodﬂwdmmmﬁ
for patient 84 revaaled rat ihe putient wis%
admitted to the Rellity o o2 100 for huohie
hemedialysis. A teview of tha pationt reniment
shests for DBHOZ0D vevaaled thel e facilly
nufsing sialf adoiniatoted B PR medicadion (o
the patism witfiout 2y docutnentato

veveald that on 061481010 #4448 the patlacd
was aominigterad ha frveiotion "Lopstamlds
{anti tranhea wmadioation) 2 willigras® by mouth
Ky ol dotumantatien was faund tepescing the
sdministered medicafon andior the efietivahant
of the rredhontion. An hrteview

1400 wiith th fiscilly adivintstmior revamid Tt
wha paliet spoud rve had doguneniation from
tho Rutsing sil fof tha rRaEIN that the PRN
rvetication wa minikaesd and the
alfecfvaness of the madication,

LTRT Y ) U] PO,CHARGE NURSE-12 MO

{veag | as
NURSING+) MO DIALYSIS

of the tadication. Aniterview on Q2230010 &

maintained to provide 2 safe, fomctional and
comfortable environment and an effective
infection contro) progrEm is in place,
Ehiminated the wse of 2 medication cart and
the medication station s been relocaed. A
desigoated clean area Was created for
medication prep 0B 0D of the islend nurse
09/29/10. A
plam i in place 10 2150 fostall separation
parfiers 127 3n height will lso be installed
around the medication prep erea to further
designete this space asa clean aren.
The Clinical Services Specialist (CS5) in-
serviced the teamupatcs o policy #1-03-11
1 “Chapging Trapsducers Protoctors” on

_ 10/07/2010 with cnphasis on the need 1
change end inspect wet and/or blood

stations in the treatrneot Are2

Goverpente (V750 that are not met as well a3
other standards, coptain specifics of .
cosrective plans. The facility will ensure that
the GB provides oversight and has systems n
piace 1 see that the facility is equipped and

EORI ARPROMEDR
§ STATEWENT OF PEFICIERGIES ) PRAVISEEUPPLERALA ' ) LR

syt o x4 Pady s ; I BT CORYIRULGTION X9 DATE SURVRY

RoRR TN "”“B‘E." A BUDHG pATES
P B WiNE . R
ARG OF PROVIDRR ORGP s : : e
2 mm FTREET AIAREE, vy, BTATE, 47 WOV
CHARLOTTE BAST DIALYSIS DR BUARIR! ARTFY
, ‘ CHARLOYTE, NG #5308
21 TOLOARRY STRTRMANT B RENCIERGIES prmp—— o
paeé'f'x \FACKEEFICIENGY MUST BE PRECEDED 87 FLLE [ m'&m www‘wgm mﬁm | cparen
73] $EGULATORY OR LAG IDERTIFYING IFORATION TAG CROSEAArARENGID T TRILARPROPRIRTE o
DERGIENGY
1V 502} | Continued Prom page 2 . v snzyl Vs
g tall adrinisbered s PRN medioafion 19 Megbers of the Governing Body (G7) ts
the prliant withoul Ry decurnentaton kor the root o review the Statement of DERIERERE
[Banan W adml el 8 (ERTSEREIAN (SOD) and formulate fhe following Plan of
e J HIWBMMW‘ 2. Th fovls Correctice (FOC). “rhe standards vnder the
aveals ﬂm‘h smﬂﬁ 00/ Wi "'0'5‘:" {807 U pat Conditions of Infection Control (V110%
v baben Physical Environment (V400); and

10-18-10

[y, ted external tr

forward.

. 1-04-08 “Utilizing Vascular

4

ducers . Facility *
Administrator 0T desigoee will monitor 1eam
everyday for 3 days, weekly on epch shift.3
weeks, and then this will be included in
monthly infection control audit going

“The CSS jn-serviced tbe teammates on policy
Aceess Clarnps”
and policy 1-05-0] “Intection Control for
Dialysis Facilitics” on 107772010 with’
emphasis on the peed appropriate clesning
and disinfecting of yascalar clamnps, cont. pg
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[ FrrrEpENT o DEFCIENCES PROVDERBLFRENCUA P AT E CORGTRUCTERS % DATE SORVEY
R WLAN O CORRECTION HRKTRICATION NUMRR: " CONMETD
ABULDIRG . "
B VNG PUNTISPTR L e
My i 1(1!2&2# 1
NAEE OF PROVIDER GR SUEPLER BReET AUDRERR, BT, STATE, O Core ‘
Fidt SHAROR ARATY
Gl TR BAST B
HARLY W CHARLITTE, NG 28205
oA I SymAY BTAYENENT GF DRACERGES Tom PROVIRERA PLAN OF CORHECTIN o0
PREF [T DEFIGIENGY MRIST w5 FRECAUED BY L PREFY emxm&mma»maa g BTt
TAG REGILATORY ORLES IR rING RFORMATION TAB mwmwtgnmmmmmm beve
© (v 60R}| Cotinued Fiom page 30 { GB6Y| V750 contFacility Administrator o designes l
Tha changs muEn rRmpungie for ssch s et wiill ronitor team everyday for 3 days,
{1y B a psglatoyed ries, wicanead pacion weeldy op caéh it X3 weeks, g then this
T, BF ocatlona) nurse who sty fne pre etlos . m:;:uc x}mlu:cd in ;nonﬂﬂy.mfechon control
© audit going forward,
':g‘f‘m’fwm:f“s Indh State Y whish bo or oo & The CSS iv-serviced he team on the
() Hava # s (2 mosths gt in | impre o ot L ey |
- ]
A ears, Inelding S months of from e fioor, Facility Administrator of
yxpaiancs I prtovidng SFsing CErS to priiats designee will moxitor 1Eam everyday for 3
an paiptanancs dalysis aays, weekly on each shift x3 weeks, and then
this wilt be included in nonthly infection
. control zudit going forward.
Tris STANDARD 15 hot tootws avidanced by. Upon inspoction, it wes desermined that this
Not reviewad ansis o8 1yzerR0 refrigerdtor was 1{na'b1e 1o maintaim
. temptratire within acoeptable Yimits. The
yeuse yefrigerator has been replaced and
g:‘;“ u%‘?‘:m &“&”g;"d st "‘:L";:‘"‘ o £ed to be within scepptable limits as of
o durp hemodisys d“‘;g‘ “!“ T 09720/10, The CSS o-servicod the team on
¥ tnodinipais poticy 6-01-08 “Rense Policy™ and reviewed
‘ fyigerator 108 with temp ranges. Paper towel
e g Wohide: N - ;
spenser at patient prep area is a battery
| powored bands free style dispenser. The
A peview of e faedlity poiey “feammate dispenser was found to be jnoptrative.
Cualficalons, Licenaitia and Aduquate Replaced basteries and verified operafion.
Teammata Stfing” frevislon datw of 1000008 Facility Administrator of designee will
mrvesiod *Charga Nurss Slandsrds Tha charys -{ monitor tram overyday for 3 da?rs, \yeck]y on
mpamﬁsia fur each SHR WA bés  cach shift x 3wecks and then this will be *10-22-10
raglstred nues, Y~ Pﬁﬂicﬂl inclnded in monthly infection contro) sudit for Fire
" going forward. system
nussvacafional "‘:h“s‘;hh",m;:? d’f‘”m‘*ﬁ S e farility bas been difigently working o
re ‘dwm":h L ®n e 0f $he & comecting all the issues cited since the survey.
employed. The fire alarys has been fnstalled 25 required.
cont pg 32
An ianiey o o g oot wii the
tanny exminintrtor tevanled Bt tha facifly doss
wot curtemtly haig @ devignated chafys hirke
during the hemodalysie . The Intervien
vavaied "Wa to nist b enagh patiens i
: maannstabﬁﬂwddmmmmmawa,wﬂ
kncirs We Rava @ fures it caR tangin Uringa
and who b fepon problams .7
O GHAE RSETIS34 BreuRe itabs Ll o Rkt @
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_GENTERS FOR MEDICARE & MEQEISS RVICES ! TN
STATRIERT OF REFICHNGIER £} PROVIDRRIROPPLIERIEALh (R MULTERIE CONITRUCTION
ARD PLAN G CORRBCIICH e SRBER
. ABURDBIRG
e | B
) ; -
WAIE OF PROMIDER O SupPlER : STRUET FOUKESS, GTTY, STAVE, 2 CODE
‘- 74 SHARON AMGTY
GRERLOTTEERRT DIALYSID
‘, CRARLOTTIGNG 28208
fgm SUMWARY ETATEMINT or DEFRIEHGIER ) VROWERR FLAN OF CORRRGTICN o
FRPFIX (ENCH DRFICRINGY 15T O FRECERI FYREL ¢ FREFE {BACH CORRECTIVE ATTIN FMCULD B T ]
T G ATARY O LSCWENTIFYRNG IRFORMATIRY T m&mﬁm APPEGRRIATE Eas
. i : 4
{v 685} | Gontinued From paga $1 ! W 685)| V750 cont. *The physical pant ssues vl
A Iitatview on oo2tandt st 4300 wih the \ Teguire moTe fime as they Are also .dcpendant
aciity dminiatetar revtaled that the Taclity durs . upon permits znd vendor avmiab}hty as well
1ot e s officiid chiRes hiree bl averyons the fact that m}&;:h of the worlf will have to be
st fho fRSE Fole. Tha trfsrviow revealed thid g?bmp‘?“’d d“h“:g ’:""’”":‘“’;‘;’ 1’:"‘“‘“’
sach ehift duss oA hava any forrl of aseignad a,;fifﬁ a;’fmi“;&é’?owﬁ??m
Chisrga TUTRR. . : s ; ;
: place, Estimated time $rame to complete 8
{750} | 454.1R0 CRE-GOVERNANCE T {7801 " 5.12 weeks, We request your consideration in
] These particular issues.
Thia CONDITION 15 rotmal ee evidonced bro : #The Server Room's Plywood will be
Not revigwed onefie on Qs T removed. The currently pop-rated Walls will | 4152910
' ‘be vpgraded to Minimum ) Hour Fire Ratod o
. - Partitions, in accordence with the atached -
mﬂg bm: t’m‘?wﬂ!‘ ﬁb‘“’i . gjﬁ' \ “ketchos, This il sllow the 1 Hour Fire adifonsd
i A Rafing o om bebind the plywood finishing Py
interdiws, il wes detonmined that fhe feciliy'e Jent work
gl ‘ matersa) once reinstalied. P °
?:’"m tody falisd 18 provide avaright nd | Since the Facility is approximately 7,600 5.
e sys1em 1 place o aneurm thafadily | £t i size, the reguized Smoke
fmplemented and aimzineg an siative : Compartmentalization will be accomplished
Infatiion eeinro) prograny and fallatd Yo mnabite * by extending the existng non-rated partitions
et fhe fecllty maintalned @ physical amirammant 10 the Roof Deck, as indicated in the atached.
fhat decressad e potanis! phak 16 $e health and Sketches, This will provide the inimum
walsly o Pm‘ yisliors mﬂ;ﬁ,mm i 1,340 B F. in either compartment 2s well as
falled b frave 8 iioke baniar prafingg the i foe minimum exiting requirements, New 1
g o two soparals “W‘?:Pmmmm Hour Smoke/Fire Parﬁtio? and 20 Minute
for  facifly Poalfe approadmately 7800 aqure B v "g“;;;g“g‘“ ey
: - Jocations in'order ide the n
::t;mg ?&?me‘ m] ﬁ? ‘ pathway from exterior wall to exterior wall.
p H Each door will also include a passage latch
aprinkiared whan sioring bwalve (el ;
higry fem mablo materis tRemsdin St ol | system, 1 Hour Fire Rated Frame, and Closer
| ’ device.
’:fmd‘w gf mmmh&: m if‘::; “The Facility Bio Hazard Storage room 35 not
n sty batiaty ope 1} stIf closing por fre-rated. The facilitics Bio
hﬁmm—ummmwhwpmﬁﬂmmm i . Hazard Storage 7oom will be separated from
et e drfa stunapeciet oS under | e Comidor by upgrading aod exizading e
wayig sanditions epch QUWW placa of prly ‘ existing non-rated partition o the roof deck
wsonicing staf on s firs drll; talled to A | o5 » minimum } Hour Fire Resistant
2t ffscive smagaEnoy AVRCARTEN iR fry the ‘ pssenibly. The Door beiween the Bio Hazerd
Beliy's paflans, Staff and Visko ® Tl an { Stoyage Toom a.n.d tbe Corridor will be
1 WMGXRMWN ida the pafent |i u;fgmded_t?ammmumﬁ min. rated door
o \n s et o 9 wit | mmammxmumlhomkmzd Frame and
alneik e i erafie i Closer devise.  contpg 33 \
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FTATEMENT o DEFIIANGES (1) PROWIERELPPUIRIHA (2 M TRIE CORBTRIETION (YDATESLRVEY
AHD NANOF CORRECAOR MENTIFGATION HUMER: A HUETING COMPLETER
° _______,_.__.—-.v———-"—““
R P R
‘ ' .
- e WAL,
N GF FAOVIDER OR BUPFLER QTREET ADORERD, OITY, BTATE, 20 0002
1204 BHATIH ARITY
CHARLOTTE BABT DALYEIS mu;omnnc i
| Y STNGET OF DEACEE D FROVIDERS FLAN OF CORPLTION wu
PR EAGHORCRNCY KT 5 PREDRORN BY UL PREEK {EAOV CORRECTMVE ALTIOR SHORA S -
746 am;mo«vokmwmmwmmm © TR CROSEREFERENGEN 19 TR APPRUFIIATE VAT

{+ 750} | Confinud From pags 82

biodked by fire; mnd fafied to montior and walreald
refigrator nperaiires lo iniblt potantil
tnchprist arowin o storad Teproaussd (ouse)
dialyzsre. Too sumplative gifectofthese
aytsrie probinis tpulied in B fality's
IrabolTy 1 susline el wnd effetive e for all
inlyais patiants, end the setely of staff ardd

LR Yo,

WA B
The frafings include:

A or findlags causing the Condfon for Infaction

Cortscd to be ot mel, sue V10 an2he
gaphdimed fags. yaproceseiny; and faflod o
mmtwadmammuwmﬂcdin
provont potartid crom-mrisiination of
wedicationafauppliss and for siaff In prepare,
pnncles nd slore medlcatians 1 by Arraksterad
Yo patients; ialled to change and bepact
contaminated et tansducar troleston 2
of 2 chssrved pedents wih wat o7 blood finged
pxtamal Fanagiar OLCIOE falled fo enslre
it st impramenisd stardand lection contro)
precaufions by clearing squipment mtacaé wih
yamoval of tresh from finors in the paent
insiiritt arsa, spprapriale ciraning end
distefecfing of vasslar demps watd in putient
traatinsnia snd olatning bload ehalns 1rom wark
suffaoss dufng patiens nemodialysls fapmanis:
fofied £ erwura that patient vael dinlyzers ware
arncguitaly refiigeraied to ikl brdiarial growth
bulors repransssing; and falled fo gneue {t
pallants had 2 supply OF (RS towesly avwilbla &t
handwashing sinks it pafiart ‘raaimint a/Ea,

wfSmoa refar 0 494.90 infoatied Gonteol
tandiions Tag WD

B, The faoilty falled to muinmin s physlcad

VT viso cont. This emergenty battery operated
Tight was repaired and optration verified by
an outside vendor 10/07/10. This will be
ponitored to cosure itis o working order
during monthily facility audits. 1010710

Fire drill was conduoted on 10/1/2010 and
il be conducted quarterly at upexpected
fimes by the Fecility Administrator of
designee. These fire drills will be documented
and evahmicd in QIFMM.

Storage jtems have been reraoved from the
corridor and relocated to the Tecords Sorage
area as of 09/30/10. Routs will be monjtored
daily for 7 days then weeKly for 2 weeks then
monthly for 3 months by Facility
Administrator or designee.

Please review the attached MSDS Sheet for
Renalin, Section 16 for Other Information. 09/30/10
The NFPA Flammebility Classification for
#his chemical is 0, thereby qualifying as a Jow
pazard in accordance with NPFA 101 Scction
6,22.2. .

NERA. 101 Section A6.2.2.4 for High
Hazardous contents &re described as the
following “‘contents inchude oocupancies

where flammable Tiguids are handled orused 1 32.31-10
or are. stored under conditions involving

. for
possible release of flammeble vapors; where

A g additional
grain dust, wood flour, or piastic dust, physical
shrmioumn or magoesium dust, or other plent
explosives are produced; whese hazardous work

chemicals or explosives ere manufactred,
stored, or bandled umder conditions producing
flammable flymgs; and other situations of
similar hazards.”

© cont pg 34
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VICES

~

CENTERS Fu

MEDICARE & MEDICATD SERY TCES

PEPARTMENT OF HEALTE AND HUMAR . )
% h N\ g ’ MEDICARE/MEDICAID CERTIFICAT JON AND TRANSMITTAL o W
f)/,?_ e PARTI-TO BE COMPLET ED BY THE STATE SURVEY AGENCY Fagitag 1D: 001553
i3
/\” JCAREMEDICAID PROVIDER RO 3, NAME AND ADDRISS OF FACILITY 4, TYPE OF ACTI on 2R
(L) 342627 (13) CHARLOTTE EAST DIALYSIS \. it .
. Tni 2. Recertificatd
o §TATE VENDOR OR MEDICAID NO. (14)3204 SHARON AMITY L eimation e
(L2) (L5) CHARLOTYE, NC {L6) 28205 © 5 Vi 6. Compisint
H 7. On-Site Visit 9, Other
5. EFFECTIVEDATE CHANGE OF OWNERSHI? 7. PROVIDER/SUEPLIER CATEGORY 0 an
1o R " 8. Fuil Survey After Complaint
L9) 01 Hospitat 05 BHA ¢9 ESRD 13 PIIP
6. DATE OF SURVEY 10012018 (L34 '02 SNE/NF/Duat 06 LAB 10 NF 14 CORE
5. ACCREDITATION STATUS: a0y | o SEEpmat 7 X-Ray 1 MR 15A8C | FISCAL YEAR ENDINGDATE  (133)
0 Unacoredited 1TIC 04 SNE 05 OPTISP 11 RUC 16 BOSPICE 12431
2 ADA 3 Other ;
11. LTC PERIOD OF CERT[HCAT!ON \OTHE FACB.ITY 1S CERTIFIED AS .
From (a): A Tn Compliarce With AndiOr Approved Waivers Of The Followins Requirements
. Program Requirements 2. Technical Personned 6. Soupe of Services Lim
To  (bVt - X ) -
o Compliance Based On 3 24Houw R __7. Modical Dipeztar
12 Total Facility BEBS vart eNog 1L {118} 1. Accepteble POC 4 7-Day RN (Rumal GNF)  __§. Pagenr Room Size
3. Life Safety Code __ G, Beds/Room ~
3 Total Certi . 17 X B o in Compliance with Progrs ’ :
13.Total f’cmﬁ‘id Pt Sikpor “7 wn Requirements andior Applied Waivers, Cods;  B¥ 12y
14, LTC CERTIFIED BED BREAKDOWR 13, FACILITY MEETS
18 SKF 18/19 SNF 19 SNF ICF MR 1863 {e)(1)or 1861 HOx IR S} |
(L37) (L3%) {(L39) (LAD) {L43)

16, STATE SURVEY AGENCY REMARKS (IF APPLICABLE SHOW LTC CAN CELLATIONDATE

~.¢ Attached Remarls

V7, SURVEYOR SIGNATURE Daie
A B 10/26/2010
) {LIN
PART II-TO BE COMPLETED BY
15, DETERMINATION OF ELIGIBTLITY 20, COMPLIANCE WITH CIVIL
- RIGHTS ACT:

S 1, Faciliyis Eligible to Pardvipate
2. Fadilityismot Eligible
- (L21)

33, LTC AGREEMENT 24, LTC AGREEMEN]

71, ORIGINAL DATE

OF PARTICIPATION BEGDINING DATE ENDING DATE
0173072003
(L24) (LAY) (L25}
75, LIC EXTENSION DATE 7. ALTERNATIVE SANCTIONS
A Suspension of Admissions
‘ (1A4}
2D B. Rescind Suspension Date:
(145)

8. TERMINATIONDATE: 29. ]NFER}EDIARYICARRIERNO.

00101
(128} wsh
31, RO RECEIFT OF CM§-1539 32, DETERMINATION OF APPROVAL DATE

{L33)

}

- e T A AN

HCFA REGIONAL OFFICE OR SINGLE STATE AGE

18 81 /ATﬁ SURVEY AGENCY APPROVAL

U

L

1. Statement of Financial Solvenoy(HCFA2512) .
5 Qwnership/Cuntrol Interest Discloswre STt (HCFA-1 Bk}
3. Both of he Above.

2%

26, JERMINAY LON ACTION {(L30}
VOLUNTARY [ INVOLUNTARY
01-Merger, Closure 05-Fail 10 Meet Tiealti'Safety
02-Dissatsfaction W/ Rejmbursement 06-Fail to Mees Agrecment
03-Risk of Involuntary Termination OTHER
04-Othar Reason for Withdrawal 7-Provider Stams Change
00-Active
30. REMARKS
DETERMINATION APPROVAL




DERPARTMENT OF HEALTH AND BUMAN ¢ OVICES : CENTERS FO™ MTEDICARE & MEDICAID SERVICES
MEDICARE ..ED 1CATD CERTIFICATION AND TRANSMI: L I WR3)
PARTI-TO BE COMPLETED BY THE STATE SURVEY AGENCY frauihn L (G133
C&T REMARKS - CMS 1539 FORM

weriification survey was conducted onsite September‘lZ-Octobar 1,2010. As a result of the sorvey in conjunction with a 1ife Safery Code surveyan immediate jeopardy
\ouy WS indentified on October 1,2010at1 130. The 11 was no removed during the recertification survey Condition Jevel deficiencies were identified in494.180
Govemance, 494,30 lnfection Control and 4084.60 Physician Environment Standard jevel dcficiencies were als0 identified ind04.40 Water and Dinlysate Quality. 494.50

Reuse, 494.80 Patient Rights and 464.140 Personnel Qualifications A plan of correction was requesicd
" An onsite follow up was condnoted at the facility Orctober26., 2010, The State Ageocy recommeénded removal of the 17 #1250 besed on compliance with 2 fire alarm system

in place. The CMS Deallas regiopal office was notified of the recommendation ‘I'He conditions in 494,30 Infection Conurel, 494,60 Physical Environmant and 494.180
Governance were not recommendsed 1o be in comphiance based on the plan of eorrection not complered during follow up survey(RM}

v ¢ e 1220 (7.84Y (Pestrov Prior Editions)




DEPARTMENT OF HEALTH AND HUN. SERVICES ' PRINTED: 11/02/2010

STATEMENT OF DEFICIENCIES
AP PLAN OF CORRECTION

™ PROVIDERISUPPL!ER!CUA

{X2) MULTIPLE CONSTRUCTION
IDENTIRICATION NUMBER:

A, BULLDING

(X3) DATE SU RVEY
COMPLETED

R
10/26/2010

e

B, WING

342627

NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, 2P CODE

3204 SHARON ANITY
CHARLOTTE, NC 28208

CHARLOTTE EAST DIALYSIS

: FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES » OMB NO, 0938-0381

X4 1D : SUMMARY STATEMENT OF DEFICIENCIES : D { PROVIDER'S PLAN OF CORREGTION
PREFIX ! (EACH DEFICIENCY MUST BE PRECEDED BY FULL i PREFIX . (BACH CORREC ]

RE | REGULATORY ORLSC IDENTIFYING INFORMATION) LTAG CROSS-REFERENCED TO THE AP
i : DEFICIENCY)

PROPRIATE

{X5)
TIVE ACTION SHOULD BE COMPLTEg 10N
: A

v 000} | INITIAL COMMENTS

1V 000}

An onsite follow up was conducted at the faciliy
" October 26, 2010. The State Agency
. recommended removal of the 1J at 4250 based on,
. compliance with a fire alarm system in place. The..
i CMS Dallas regional office was notified of the !
recommendation. THe conditions in 494.30
Infection Control, 494.60 Physical Environment
and 494.180 Goverhance were not recommended -
.to be in compliance pased on the plan of
correction not completed during follow up survey. ' )
IARIUE 494,30 GFC-INFECTION CONTROL AR ALt

'- This CONDITION is not metas evidenced by: .
v 114y 494,30(@)(1)(0) IC-SINKS AVAILABLE PV 114l
" A sufficient number of sinks with warm water and ! :
'+ 50@p should be avallable to faciitate hand i '
" washing. : i

:‘:.This STANDARD is not met as evidenced by:
WV 147} 404.30()(N0 \G-CLEAN/DIRTY;MED PREP VAT

" { AREANO COMMON CARTS

Clean areas should be clearly designated for the . . :

, preparation, handling 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

- handied. Do not handle and store 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
TABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

TITLE (x6) DATE

Any deficiency statement ending with an asterisk (@] denotes a deficiency which the institution may be excused from correcting providing itis determined t!
- other safeguards provide sufficient protection to the patients. (See instructions.} Except for nursing homes, the findings stated above are disclosable 80 d
following the date of survey whether of not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable

days following the date these documents are made available fo the facility. If deficiencies are cited, an approved plan of cotrection is requisite to continug
program participation. C .

FORM CMS-2667(02-89) Previous Versions Obsolete Event {D; WB3112 Faciiity 1D: 001554 If continuation sheet Page




{PARTMENT OF HEALTE AXD

tj " 4 "~
L6
MEDICARBMEDICAID PROVIDER NO.
CEr et
3TALEe VENDOR OR MEDTICAID NO.
) :

EFFECTIVE DATE CHANGE OF OWNERSHIF
a9

DATE OF SURVEY
ACCREDITATION ST ATUS:

0 Unscrrodited 1TIC
2 ADA 3 Other

10/01/2010 (1.34)
@i

1. LTC PERIOD OF CERTIFICATION
From (9:
To

LzTomFadﬁty}ﬁf'fhitﬁﬂi =
13.Totst Cortified ek ¢ fﬁf‘z’brg o

s

@in

14. LTC CERTIFIED BED BREAKDOWN

18 SNF 18719 SWF 19 SNF

L3n a3%) 139

HUMAN § TICES
I&EDICARE!MEDICMD CERTIFICATION AND TRANSMIT Lt
PART Y- TOBE COMPLETED BY THE STATE SURVEY AGENCY

3. NAME AND ADDRESS OF FACILITY
(3) CHARLOTTE EAST DIALYSIS

(LA 3204 SHARON AMITY
(@.5) CHARLOY TTE, NC

7. PROVIDER/SUFFPLIER. CATEGORY

o1 Hospial 13 :1:78 09 ESRD
972 SNF NE bt 6 LAB 10 N¥

03 SNRINF/DIcies DT FRAY 11 TMR
4 SNF 45 CEIISP 12 REC

10, THE FACRITY IS CERTIFIED AS:
A. In Comgpliance With
Progyam Requirepaenis
Compliante Based On:
. Accoptable POC

X B. Notin Complimnee with Program .
Reguirements andor Applied Waivexs:

CENTERS FOT "’EDICARE & MEDICAID SERVICES
o WB31
Facility ID: op1554,
4. TYPEOF ACTION: 2 (L8)

1. Yrdtial 2. Recertification
3. Termination 4, CBOW
1199 28705 5. Validation 6. Complaiat
7. On-SinVisit 2, Other
»_  @&n
8. ¥ull Sarvey After Compinint
13 YT
14 COR¥ N
15 ASC FIbCALYF.ARENDmGDATZE: L35y
16 HOSPICE 12731
- And/Or. Wik L
2 Techvjcal Persamncl __6. Sonps of Services Lt
3 24 Hoar RN _ Midical Director
A 7-Day RN Qumal SNF) B Paijent Room Sizs
__5 Lifo Safety Code __ 5. Beds/Room
# Code: B 1z

15. FACILITY MEETS

ICF BviR

@Az 143}

16, STATE SURVEY AGENCY REMARKS (IF APPLICABLE SHOW LTC‘CANCELLA’IION DATEY:

A vecertification survey was conducted

was indentified on October 1, 2010 at 1130. The I

onsite Sephember 972-October 1, 2010 As 5 rosult of the svey n
was no regoved during the:

secertification sorvey. Condition level deficiencics were

1861 () (D or 1361 D @5

conjuaction with 2 Life Safety Code sarvey, 4o jmmediste jeoprrdy [¢5)]
+ Jertified in 494.180 Governance, 49430

T-etion Control and 494,60 Physician Environment. Sapdard level deficiencies were alse idestified in 454.40 Water and Dialysate Quality, 494.50 Reuse, 494.80 Patient Rights
494140 ‘Persounel Qualifications. Aplanof oomection was requesied:

1. SURVEYOR SIGNATURE

Pate:

10/11/2010
®19)

PART II - TO BE COMPLETED BY HCFA REGIONAL OFFICE OR SINGLE S;I‘ATE AGENCY

1%, STATE SURVEY AGENCY APPROVAL

Date

1

15, DETERMINATION OF FLIGIBILITY
T x Faility is Eligible to Pecticipete
e Fanil'xtyisnotEﬁgib)c

20, COMPLIANCE WITH CIVIL
RIGHTS ACT: ‘

)

77, ORIGINAL DATE 23, L'TC AGREEMENT 4. LTC AGREEMENT
OF PARTICIPATION BEGINNING DATE ENDING DATE
01/30/2003
a2 @) @ -

55, LTC EXTENSION DATE: 27, ALTERNATIVE SANCTIONS

A, Suspeasion of Admissions:
)

azn B. Rescind Suspension Date:
(A5)

5%, TERMINATION DATE:

@2%)

;. RO RECEPT OF CMS-1539 .

@asn

7. DETERMIVATION OF APPROVAL DATE

@33y

91, 1. Statement of Finmcial Sojvency (BCFA-2572)
~ Ownesship/Conirol nterest Disclosure St (HICFA-1513)

3, Both of the Above

R

26. TERMINATION ACTION: wsm

VoL L mv

©1-Morger, Closore OS—FailiDMeetHealﬁI/Safety

p2-Dissafisfaction W/ Reimbursement 06-Fail to Meet Agroement

03-Risk of Tnvolontary Tepminafion OTHER

04-Other Reason for Withdrewal o7-Provider Stats Chungs
00-Active

30, REMARKS

DETERMINATION APPROVAL




EPARTMENT OF HEALTH AND HUMAN SERVICES

FOR o & CAIDSERY S FORMAPPRO o

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

b, ing barden for fis collection of iuformation i estimtod fo avorags 10 minutzs pet Fesponse, foctuding fime for 5o sevwing instrucfions, scarching existing data sources, gatbering and
gntrining dataneeded, and completing md revicwing the collection of informatizn, Send comumonis rogarding this burden csfimate of a0y other agpect of this collection of nformation, including
gpestions for reducing the burden, o Office of Finmoial Mansgement, HCFA, P.O. Box 26684, Balfimors, MD 21207; or o the Office of Mansgement and Budget, Paperwork Reduction
oiest(0838-0583), Washingior, D.C. 20503. : )

Sovider Suppher Number Provider/Supplier Name :
342627 : CHARLOTTE EAST DIALYSIS
Type of Survey (select all that apply) A Complaint Investigation E Initial Certification 1 - Recertification
: B Dumping Ivestigation ¥ Inspection of Carc J  Samctions/Hearing
Tl 11 C  Federal Monitoring G Validation . X State License
D Follogw-ap Visit H  Life Safety Code 1. CHOW
M Other

Fxtent of Survey (select all that apply) A Routine/Standard Survey (all providers/suppliers)
B Extended Survey (FIHA or Long Term Care Facility)

NEREN C Partial Bxtended Survey (BHA)

D Other Survey

SURVEY TEAM AND WORKLOAD DATA
Please enter fae workloed soformation for each surveyor. Use the surveyor's sdentification number,

Surveyor ID Number | - First Last Pre-Survey On-Site On-Site On-Site Travel OfE-Sife Report
(A) Date Date Preparation Hours Hours Howrs Houwrs - Preparation
Arxrived Departed Hours 12am-8am Barh-bpm. 6ym-12am : ; Hours
® © 13 E) . ® @ D ®
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 0.00 400 0.00 '1.50 0.50
, . .
5
6.
7
3
9,
10.
1L
12.
13.
14,
Total SA Supervisory Review Houss..... 1.00 Total RO Supesvisory Review Hours.... 0.00
Total SA Clerical/Data Entry Hours.... 050 Total RO Clerical/Data Entry Hours..... 0.00

Was Statement of Deficiencies given to the provider on-site at completion of the survey?.... No
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Provider/Supplicr Name
CHARLOTIE EAST DIALYSIS

Type of Survey (select all thal apply) 4 Complaint {nvestigation B Initiel Certification I Recertification
- : B Dumping Tnvestigation ¥ Inspection of Care 7 Sanctions/Hearing
1 E-- C Federal Monttoring: G Validation K StateTicense
D Follow-up Visit ¥~ Life Safety Code L CHOW
M Other

Extent of Survey (select all that apply)

A

_—————

Totsl SA Supervisory Review Hours.....

“Total SA. Clerical/Data Etry Houss....

Was Statement of Deﬁcienqies

Please cater the workload snformation for cach

e [

A Routine/Standard Survey (all providers/suppliers)

B Extended Survey (HHA or Long Term Care Facility)
C Partial Extended Survey (HHA)

D Other Survey

SURVEY TEAM AND WORKLOAD DATA
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Last Pre-Suvrvey
Date Prepargtion
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©
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____—
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0.50 Total RO Clerical/Data Entry Hours.....

given to the provider on-site at completion of the survey?.... No
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lifected boih yiamaty am . n:\s; ;ﬁg;mmﬂl:as been g:\‘m;cdund . 9.30-10
‘MW;!W verificd 1 be WH n acoeptable Hmits 85 ©
Wmmamw 09729710, The C38 in-serviced the toammates
M\DW Cihey on Policy 6-01-08 Reuse of Dialyzers with
WW‘UJ RAIE S emphasis on dialyzer SWRES $n rense

temperature i ot of range. FropE
Gocumentation of a single temperature 1o be
yecorded wus alsp revicwed. Facility -
Administator o designes will review the 1og
cveryday for 3 days, weekly on cach shift <3
weks, and then the 108 will be monitored
duily by the charge muse On AR on-going
basis, Results of audiss will be reviewed in
Quality improvement Wanagement Meetings
(QIFMM) and addressed a RECESEALY FA i
yesponsible for ongoing compliance with
POC.
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policy 6-04-03 Cleaning end Disinfection of

Reuse Supplies with emphasis on the nced to .

Sl mmerse the caps below tho germicids i0-15-10
surface evel, Facility Administrator will

monitor subynersion of ap5 P policy for 7

days then once a week for 2 weeks, then

monthly, Results of sudits will be roviewed in
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V400-Physical Environment

Members of the Goverring Body (GB) bave
et 1o review the Statement of Deficiencics
{SOD) and formulate the Tollowing Plun of
Corection (POC). The standexds under the
Conditions of Infeciion Control (V110
Physical Enviromment (VAR and
Governance (V750 that are ot et Bs welk as
pihcr standards, contein specifics of
corrective pians. The facitity will ensuse that
the GB provides oversight and has sysiems in
place to se that the facility is equipped end

detection

V400

time freme

s5uCS.

expedite the
place with o Yocal vendor to install 8 smoke

system nd fire slarm system that

meets Yooed code on 10-22-10, *In addition

the physical plent jasucs will requive MoTS

sime &5 fhey are alse dependent upon permits

and vendor aveilebility s well the fact that

soach of the work will Bave to e completed

durjng non-operationsl howrs. Thess jssuss *12-31-10

plan to move
to complete is 9-12 woeks. We
Fequest your consideration in these particular

rosintsined 10 provide a safe, functionsl and
comfosteble environment end en effective
infection control program 35 in place, * The
facility hes been diligently working on
corsecting all the issucs cited since the
survey, This report was veceived on 10-11-10
stating comp!
then 10-18-1
on the day of

fction dates cowld be no Inter

0. The firc system WeE ordersd

the survey. The installation of

he fire system is subjoct to tho aailebility of

the vendor who it working with the facility 1o
process. An sgreement 18 in
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\ 45| V400 cont. Upon inspection, it was determined
thet thib refrigemior was umable to smaintain
tsmperatore within aceeptebie Hinits, The youse
vefrigemtor bos been replaced end verified w be

and wlaty of W.v&ﬂmm ithin aoceptable limits as of 09/29/10. The
famm&\nw:mﬂmawm cssmwdmemmmmraucy
pataty mmmammmum & 108 R of Dislyzers with cmphasis on
] it gl vilier yalaly infmdvent dislyzcs storage fa yensc reftigomtor includiog 9.30-10
mwmmambmmhm the somperstare required 10 be maisiained
e huiding inla o eswoen 36-50 degres Febrenbelt and potions to
W!WM“WMV ke if tomperaturc is out of range. Proper
Kot 1V SR, i 10 prare it documentation of & single temperature 10 be
oo = mmmwhm . lﬁme;l was aisndrev'tcwad. ‘t;aciliby N
batary "y rinisttor or designee wi review the fog
e wmmwmmﬁmmﬁwd

everyday for 3 deys, wreekly on cach shift x3
weeks, and then the jog witl be wonilored daily

Dy the charge BuIss on &1 on-going basis,
Results of andits will be reviowed in Quality
i it Manag

o jmprovement \ Mestings (QIFMM) | -
fatiya po skl s yigling o et it envid der?sed asnesessary. FA IS responsible _

ead O wom nalds e patant . \for ongaing compiiance vt POC. *0-22-10

1w avani o e oa B0 : T for Fire

Since the Facility is approximately 7,600 8q. ft. 'system
uwwwwnw: m o size, the roquired Smoks
izetion will be accomplished by

st growih wued W?:gm”’ nding the cxisting op-raied partitions 10 the { s 12.31-10
dlatyrere. The offye} of Bt 89 o Dock, g5 fnficated in theattoched . ig -
ploblat rasiitad in i foriity's ablly Spotches. This vl provide the minirmum 1,140 B somel
mmwmmmdaktz dﬂmm"m F. in either comparionent 85 well as the hy"z:l
vighus attha W {acity. ' inimim exiting requitcments. New 1 Hour pays!

o elFire Partiion and 20 Minuls Fire Rated plat. work
otits will be instalied &t key Yocations in order
provide the nccded pathway from exterior

M to exterior wall Each door will also
nclude 8 passepe Iatch systen, | Howr Fire

Tha findings inckude:

mwfaeﬁwm»w:enmwmu
a baary puard s 9 Ve b

is pmergency batiery operted light wes
apparating WA Iro WD sk sired and pperation verificd by m owmside
fa WMWWWM o 10/I/10, This will be monitored to 10007110
4 seyuas ot i vtew, faled wonsure hatan nsurs it 38 in working order during wonthly
mﬁ? rﬁ?ﬁ‘gﬂ ) upﬁﬁgﬁ“\“ felmd m ity s, ot e 12
e
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THE
] . J 460) V400 cont.
¥ 400 Goninued From pess 12 o “The curront Patient Station 7 will bo
ioa BACh quifier 1n pie “‘*‘w - Y ated. A mirimum §'-0" portion of the
ponicng sl op 2 fow it} ayd bl Treatment Chase will be demofished to provide| #12-31-10
rEInRve MRiaER i X patyder o @ fachty a clear path 1o n New 30" Exit Only Door for
,mwwmnmmwdmn with Panic Hardware, A minimum SOADA | additional
' e Accossiblc Sidewalk will be peetied o physical
s 1eRTD ABASDlaX Praysicd connect this pew door o the existing perking | plant
Eovrenmsit Finy Raley 20 Llip Safaly Grde- aren. Aftor imstaiied the cmerEency cvacustion | work
TagVOAY7 - plan wilk be updated 10 refieet the exit routes.
fclive ! Five drill was condugted on 10/1/2010 and will
B, Tha faclily f‘mg\m “‘“’:;;‘:ﬁ Tacity's { e conducted quertcrly at anexpected times By 10--10
GmErgany GVaaR &m, clide &0 . the Facility Administrator or designee. Thesz
m o {?‘; ‘ ";; it R s will be dogumentod and evaluzied in
o iédﬁ QIFMM.
aren i iha avent e mewm Sinmgsiwmshavcbccnmnovod from the

\l,ra;b!gﬂlld ar nnpmam corridor and relocsted to the Tecbrds slOTHEE
. avea a5 of 09730110, Route will be monitored 99730110,
s 1ofed Y 4R4 BONeD Rhysioa) Ewioniant

empuelly. The Facility administrator (FA)
yepresenting the GB will be respomsible for
1] ensuring jmp! tion and ongoing
| and 800) PE-EQUIPMENT V A8 compliance with this POC.
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mud From pege 2l
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imarvian, oo iy falied o monlior d.
s rofgerator parus t Bl van3
WM“WMK Upon inspection, it was dotermined thet his
diplyzers. THY deficiunt prusiico plecad & rofrigorator ws \nable to maintain
X 1n \he tepfocasuing prgrat Jemperstire within accoptable limits. The
at tloX OF postne from reuse refrigerator has boon replaced and
Al growh B fivs (e zars. verified 1o be within doecptable Yimits a5 of \
ba L 05729/10, The C58 in-serviced the yeammaies
Tt on Policy 6-01-08 Reuse of Dislyzers with
el t phusis on distyzer torege in rease 9.3p-10
sefdigersor including the temperature required
e of g $acifly polley ROV “D“Wﬁ‘ o b maintained betwieen 36-50 degree
s Fehrerheit and actions 10 {nke if tempematine
within 1S (ﬂhﬂ“ﬂ cpiored n B is out of range, Froper documentation of &
Mm;ﬁﬁ‘a‘ﬁ-’%mﬁ ture to be recorded wes also
e e

reviewed. Facility Admnistrator or designes
will review the Jog everyday for 3 days,
wesKly on each shifi £3 weeks, and thea the
tog will be mon datly by the charge .
fuTSS 6N B ON-EOING basis. Results of audits
wilt be roviewed in Quslity Tmprovement
Mansgement Mectings(QIFMM) and
addressed a5 necensary, FA IS responsible for
ongoing complisnce with POC,
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BREAX
Bl REALATORY R 1SC ! ™ \
N \ 408) V40B- *The eun-m.t Patient Station #7 will be
V4ol \ @ﬁﬁmﬁd Fiom pi 22 s reloceted. A minimum 507 portion of the
W“M‘“W““‘P’f“mﬁ'ﬂ'& et Chase will be demofished to
i Pkl Those DTRICES rovide a clar path 1o a Neww 34" Exit Only
ol vt i o, egpapenant 0¥ PFEC T Boor with Panic Hardware, A minimum
eaneselaied W. ‘—*’!Wﬁ o o o 5.0"ADA Accessible Sidewalk will be
intenuplion, veturel dlaoste snstalicd to conneat his new door 8 the
Y o faciiy'e geopraphl aed. existing puking area. Afict instalied the
emegeney svacuation plan will be updated to
— reflect the exit routes, ' .
Thiw STANDARR R MaT a0 8 7 by .
P ‘MWW A copy chct_tJﬁualcof hos been
mmwwwmﬁo% ikl t e B0 requested from the city of Chslotie, origina} 10-13-10
M wa e architect snd general contraciot. Going
effociie gEney A Tnchuds an forward any fire {nupections will be kepton
fpedidy P‘&‘u‘ sin AT V e in the facility. FA is responsible for
o trapatiant
Wﬁ}:ﬁ?ﬂﬁ:ﬁm ‘i :ﬂﬁ W? axt ongoing compliante with POC.
L 0
. e 1#The fecility hes been diligently working on
The Brdings et : 4 corroting 8] the issucs citedt since the survey.
. This report was soccived on 10-11-10 smting
opasaion phOaRH2A10 a1 4016 g Soux .&wmp\cﬁm dates could be no m‘::d ﬂ::d 123110
pnﬂml Bt 30-18-10, The fircs sysicm Wes OFCeR on the
tha wm ) “w;.‘:a)m sialions dny of the survey.The inuaiiation of the fire :;&ﬁum
ﬁt;l syt stem i:l;xoxbjuct to the pypilebility of the physical
. endor who.is working with the facility 10
n.mwmmmmwww%: it e A aproemont 3 in ‘352‘&
ol ) wilin of g padert e with n Jocal vendor 1o mstall a smok
‘*W“mm el bitd scction systom and fire alarm sysicm that
MMNWMWMWWW Frpd ot e Yoos) code o 10-22-10. In addifion the
aagER it bl ik a hysical plant fssues wil reduite mors tme 85
mmaMWﬂmLmeﬁ\mw ey use plso dependent upen its and
108 oot wina e g g autipths endor aveilability bs well the fact that tauch
ociliy's Wiy 16 i et dears, The hf the work v;ighmmmbccomplctcd fusing
Father yovasisd i 8 on-operatiol hours. These issucs have
efhax w‘;Tm Um‘gxgﬁv Yo evaluarcd by sn nrchitect and & plan to
siont ot ayst, oanaisn ove forwand is in plaze. Estimated time
it p Pyt 1o complcte 18 9-12 weeks, We equest
m*;?;wl mi yosmart arsd g peliants, o midmaﬁon i these particalet iRsuea,
and siall, No ot doowe & were
csarerd in tha pxﬁﬂ*ummmﬂ wm,
. { ‘
e ot P Vg Ot aurereEi s i b Pd 2034
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1. The fire system wes ordered on the day of -
the survey. An agroement is in place witha
Tooa) vendor to install a smoke detection

systom and fire alarm gystcm that meets Yocal
code on 10-22-10

be upgraded to Minimmn 1 How Fire Rated

Partitions, in accordance with the atteched

sketehes. This will ellow tho | Hour Fire N
Rafing to run bekind the piywood finishing - ‘0"7‘:2"0
material once reinstalied. |for Fire
3. Since the Facility I8 epproximately 7,600 jpystom
sq. ft. i sfze, the required Smoke

Compattmentalization will be pocomplished

by extending the existing non-rated partitions

to the Roof Deck, a5 indicated in the atiached

Sketches, This will provide the minimum

1,140 S.F, in either compartment B8 well 83

the miniroum cxiting rexuirements, New 1 |

Hour Smoke/Fire Partition and 20 Minuts Fire

Tated Doors will be instafled st key Incations

4 order to provide the needed pathway from

exterior wall to cxtenior wall, Eagh door will

not scif closing nov fire-rated, The facilities
Bio Hazard Storage rodm will be separated
from the Comidor by upgrading and extending
the existing non-reted partition o the roof

4/ 447 deckusa mininnum 1 Hour Fire Resistant

assembly, The Door betweed the Bio

:Storags romm sod the Corridor will be
gmdedmaminimum45mimmeddoor
with = minkmwm | hour Ruted Frame aod

Closer devist.
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5. This emergency battery operated light was
repaired and optration vesified by an outside
vendor 10/07/10, This will be monitored 1o
enswre it i5 in working order during monthly

facility audits
6, Firc drill wes condpcted on 10/ 1/2010 and

) will be conducied guarterly st unexpected
This ETANDARD bb ot ek as mvideneed e times by the Facility Admisistrator o7
Based o chsarmbd i Tunraday BROAD | destgnoe. These fire ddlls will be documented
Wmmmummmwmmxwm and cvalunted in QIFMM.
nolesd 7. Storage et havs been semoved from the | ¥12-31-10

cmﬁdm;x;x:)dg g;t;%ted to the r:c;rds stomf:a “for
yea ATSE BS , Routs will be monito additional
B mw ﬁ;:& hm mf}m‘w ' daily for 7 days then weekly for 2 weeks then | physical
Wb oty ¥ \ monthly for 3 months by Facility plant
fourd e Bk . ‘ Adwinisteator or designee. ) wark
2 The SB{W*WWMWWW “The faciity has been diligently working on
Aarior Renfeh on T wely hich doss et GRY comecting all the ssuss cited since the survey.

Wﬂthm@lﬂd“ﬁ! nefing This repont wes reetived on 10-11-10 stating
a8, completion dates could be no {ater than
mmmwwmuwm Bt 10-18-10, The fire sysiom wab ordered the
mmmawmmm H) day of the survey. The installstion of the fire
idingg rdn ity nopurais emtke i, sysizan is subjoct to the avaitebility of the
meﬂm’l Bl wsmmg.mbm vmdmwhoiswmidng“ﬁﬁxﬂxcfacilkyto
il ek 108 S Tated, expedite the process. An pgrecment i in

ammwwwm ghtlecated
mmwwmwmmwmm

place witha 1oca} vendor o install 2 smoke
detection system pnd fire alann system thet

sroets Tocal code on 10-22-10. 1n addition the
tesied, § : fiysical plent issues will reguire wore time as
6) T fatilly sarvioea tha siafl on i Galls they e also dependent upon permits and
e'ég guwmm ﬁf& ol Fk‘wgntmm veudor availsbifity a8 well the fact that much
uokpacied Al VA

of the work will have 10 be complisied during
non-operationad hours. These issues have
been evalugted by an architest and 8 plan ©
oove foxward is in place. Estimated time

pondlitr,
7)WB:WM7BM%WM&W
mtnﬁmsdomm,m&ummm

axt, frame to complete is 9-12 weeks, We roguest
v 4@ | 40470 PRRECENVE SERVICES v 48| your consideration in these perticular issues,.
GUTLINER N POT
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v 465 | contined From pegd 28
mpmmndmmmmedhwmﬁ ' va63- .
. Poticy #1-01-07 Paticnt Astessment and Plan
, of Care” was reviewed with the
. interdisciplinary team (@M with emphasis on
Yis BTANCRRD Is (4 fhet 29 quidoncnd by the need to inchudt the patient/paticat
i texiemee i the development of the plan of

10-18-10

Estied on Ty Teviaw, ciniel recenl & : t of th _
revio, patert inenvid ped st Irsarviw, e care unloss the patient declines, Bech pationt
| el Yemed tha palientln e feoEy's will bo given & wiillen snd verbal invitation
ey inain GBI ng vehdng ot car pls mecliog s are Puns ST
wpmp‘mdmh’zd?w dus.Pau?nswﬂH?cas wsxgn_mvxmngn
p .8 and poig if they will aend, If paticot declines
pafiant s (Pedet the jnviation the plen of care & memiber of
the IDT will review with them.znd ask for
Tra fodlngs W their signanye on the plan. I the patient
refuses 10 sign, this will be noted in the

record a3 well. FA/designeo will audit all

A revie of e faclly policy “Palienl
and Plan of Care® ((oviien dato plans of carc completed % Imonths and then
D) teveslad "Tha paeant pian rap il \0% of thosp completed quastedy. Results of
s camp py e tecliys audits will be roviewed in Quaity
patlawt oy faptesanEe Improvement Menagement Meetings
pid b signad ty tram mevbors lnckeling (QIFMM) end addressed a5 nwsessmy. FAis
; yesponsible for ongoing compliance with

palirt of e patents parsond reprosenili: iy

Aroview onbwzzR s tha cneat
rotord for patisnt 24 muumwmmm
ackited to tha faclily oo Yha ibvied
of {tre ciinion) vesded Tavialod that an At

would eltner pliend ok siiend
mvnwmm’.mw gtk InR Bk Pt e
sl meniasr {dherkchun} hed sigoed tha

W
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ok EAWERT ey ER
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s OF AT AU .
N IERB EQE EDARE & MBS SERMIGER et TR R RO, Do
RS A 0 o e m
TENENT oA DRI CIRICES oLty PROVIERBARFLERILEL R IATIRR TR (DI
T conteaon it S N cOuFLETED
oo BV coiss———
et
MWWMWW ' . mmm.mwm
WW‘IM\!&&
, e
L R By e pRRCEDED BYFLAL
PR T R ORA3 REORIATION

At Intervipw win peter#d o GpRZEAMD B
1040 thring e Gacilty Yo ot hosatvrtian
———tLey pmmm:\ummmw

sign thafonh
v 502 aeasRil) PA-RSIESS CURRENT HEALTH
BIK REICE

mwnam‘&mvp:m\n pepempverd et
ycuta, AT mmwm.mmw

. mwummmxmhmwﬂ

mmmmwmmmmm PRN meds once & ¥

compleie random pndits quasterly. Results
of sudits Wil be reviewsd in Quality
Jmprovenent ‘Management Mestings .
(QIFMM) and pidressed 88 necessary, FA s
responsible for ongoing compliance ¢

PaC.

Njmadicalt
Wh\awsmﬁeﬁwm
mmmmmm wamm.

mwwmpmvmm R ot I QY4 e
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: PRITED, 1082010
ARTHERT OF HEALTH AND HUBAN SRRCES , FORM APFROVED
EAD IO K AA ‘ ,-‘- thiad ' i—‘, -57‘\ i

T o ; . DATR SURVEY
I PROVEERGUERENGI MMWWH {1 DATR REVE

& nm [N St

“ seosy L RTT NT———— AN
HALE OF PROVIDER DR BUPAIAR : STREET ARSI, GITV, STATR EP CODE

CHARLIOTYE, B0 25208

‘BORANTY BTATEMET OF DEFIIIDS 85
(EACH REFICAENGY LRIST BR PRGSO BY FULL R [EACH RIRAELIVE AGTION DIICRRDBA HOFRETRN
TAG o RW&ONWMWWW TAS CROGEREFTRANGER YO VHE APPROFRIATE o

v 602 | Confiwed Froo pege 27 250

1.%%%10&&&&%@!%

Sor redlant 4 ravouled that he pefanwos ,

memanmmmm;

hameatzhls, Aveview of 1 patent tmslman ) r

mwwmazomwmmnmm !
i naninistared

Tt o Teciity murslig aFRR :

wedization fo the patient wihed any . . |

wmh&mhnbammadmhm : |

aﬁsnﬁwmmmmmmﬁcn

SBHAR010 & 1708 apd v DRIAY/EDI0 6l 1430
administanad fha madiostion

pafon tmat
shaots lof 0812412510 revanied thal e Facilty
pursing stall griminiatared a PRN sradicaton 10
o potient withw sny dacurmestation for the
razaon Wi adminitared a1 the fesdgesanmt
o tha tedization effostivenzas, The review
tevesiod fal ot CO/ATEII0 Bt 1148 the patist
mmmuﬂe?;mm

admiglsisrad mediaton sudir the efecivenius
d»ﬁmﬁm&m.mmmmmmw

Fod CHBTSATIORS Priodeip Verdors (20555 Eve N ey WUEBA . § oorhualon ehed Paga T3 M
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ommwone&a@mw

ravealed hal on OBHBIZR10 gmzmmm
wmwmmm
-memmammvwmm
Mmmnﬁaﬁmwﬁbmwwwm

xhond have hod dorurmenia
e mieing stalf forihe paasas il tra PRA
madication was smipisiard wwd he

ommdmnmm

u;«awmnmmmmmmwmcd
fay ettt #4 revoriad thas e paler wos

‘sdicaiion sffsciivansis, Vg
yovaaind thst on 02072010 w4807 tho pated
w.dmwmmemm
*Aestinophen 850 priflareme” &Y wwout. No

V686

The fecility will ensure qualificd charge nurse

s designated for each shift during

hemodinlysis treatments, The opening nurse is
designated as the chrge purse for the day and |, 10-15-10
fhis will be identified on the daily schedule on

an ongoing basis. FA is responsible for

ongoing complisnce with POC.

|

FORM WMWMmm» oAl

yay o v

¥ opinaion vk PEgY LA
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v 502 | Coralnyad Yo pogi Meombers of the Governing Body {GB) have
et doEngntaton wias fonpd segerdng Ye et to review the Stetement of D sficicacies
acnlstered aiicaton andlor e affeciivenass (SOD) end formuiate the following Plan of
dmmﬁMMWmWDﬂ Conertion (POC). The standerds mmder the
3400 il tha iy afiticiatrson tavasted Rk | Conditions of Infecion Control (Y110}
wmmemmmmm ggm‘ﬁnmgg (VA0 el
VCIDRDCS are not mmet 55 well 55
the hursing ohaft fer B m'?'?”? PRN piher stendands, contain spesifies of comestive
wadicaies “;?;;“‘“% vons, Th facility will cnsoo thit the GB
slfecivpnotd medica provides oversight and hes systems in place to
» P e that tho fuility i5 equipped and !

5. A raview an DRRBID oI tha cinleal racadd eintzined to provide a saft, functions! and { 10-18-10
fog WMM&\BW*W i comfortable environmant and an effective
aeirrithact Y v fey- 00 ﬁggim for ﬁﬁm? infoction control program is in place.
Nm@iﬁlﬂﬁ feview of pﬂeﬁtﬁm R Eliminated the use of 8 medication cart snd

wtmn roeaisd thutihe faclity the medication station has been relocated, A

MW&WMWQ dasig;modclcanm‘cawmcmwdior

wihout 2Ry @atumanigion i1 medication prep on o of the istend nurse
he prlerd o e memsgssment sations in the treatment area 09/29/30. A
teinon Wil s The roeH plan is 5u place to also mstal} separation
of i nadiuaion efiecivansit. B D erimts 127 in height will also be instalicd
tavapid et °—2¢me aé:“ e W‘::‘ . sround the medication prep avea o frther
Wﬁﬁkﬁh‘iﬁ'

designate this space as B clenn area.
The Clinical Services Spociatist (CSB) in-
serviced the teamymetes on policy #) £03-11
“Changing Transdncers Protectors” on
1010772010 with conphesis op the need 10
change end jnspect wel and/or blood

inated exteroal irnsdusers . Facility
Adminisiator or designes will monitor tzam
everyday for 3 days, woekly on ench shift.3

» of the prediayon. weeks, and then this will beinciuded in v
effecivene monthly infection control audiy going ol 5
Ve mwn(b){a)%&sme NURGRA2WO VB T eS8 invstrvioed the teamimates on policy

1.04-08 “Utilizing Vasculay Acoess Clamps”
and poticy 1-05-01 #Infection Consrol for

- | Dinlysis Facilities”™ on 107772010 with
mphasis on the need appropriate cleaning and
disinlecting of vascular clemps, cont. pg 31
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mmnm,mm Lok
CARLOTTH, e EEEE
v PROVIDERE PGP CORRESTIR
ﬁ}rfum mwaﬂmwm
\ 688 | Gontin ued ?W _— 0 \ 4B :Iv;lgo wrft;:rasﬁty Adm':lr:s?amr or designte
moni arg everyday for 3 days,
Mwh% wreng cer i pasetitt ¥ weckly on cach shift X3 weeks, snd oo this
o prelnanents will be included in monthty infoction control
) ;;&iﬁ going forward,
CSS $n-serviced the team on the ’
T STRWQ BMMWWW ) {mpostance of maintaining 8 clean 1o-1e-1o
Resod on taxilly poiioy pehans B BT IRIViee, exvironmet snd ensuring trash 5 picked up
e iy (e 0 oalarale b R wwres SO . from the floor, Facility Administmtor of
necl iR P MMWW W designee will monitor team gveryday for 3
dsys, wicddy on ench shift x3 weeks, and
then this will be included in montbl
Thea dndinge nclode snfection control audit going forwm):i.
A s of e faciily poliy TTEAMAE \ ‘rjepﬁ:ng:::amrw:;‘u‘mti "x:?d s
Cuativatlons; Ui Muge temperature within acce oie i
) ptable linits, Th
Tenmmale SIABnG’ ey ie ot {20208 rouss refigeralor has besn replaced and )
sevabiad CHIrD m Wa\b chiss verified to be within soceptable Timits as of
iree roipoREila tor 2 Wb R {9129/10. The TS in-scrviced the testn on
nglatand PRTER, Toanbed practisal policy 6-01-08 “Rense Policy” end reviewed
W W’Wﬁmﬁ pTes WIS snpids the pracicl ) rcfriger?tor Tog With lemp ranges. Paper
mk\&ﬂlsmhﬁ‘hhm“m@ w\vcidwpmﬂatpaﬁcx\&pwparcaisa
momp T w ) . Dbattery powercd hands free style dispenser.
yed. . "I{he :;edpmscr banmw: found to be nopertive,
An MWO‘&MW&N cple et and verified opeation,
M‘Wv - Facility Adminsstrator or designee will
frciity il rovsled fat fhe iy dosd monitor team everyday for 3 days, weekly on
mmnwmnmwﬂ“%;‘g - each shift x weeks and thea thiswilibe
duing e Wwye&umwm imcluded in monthly infection control audit
javeeied "Wa dn nat nava enaugh pallents 1 going forward.
have o etiahed chrge TureR, Al of o shalf SThe facility has been diligently workingon | ¥10-22-10
Rnows wo have avres ek gan handia things sorrepting all the jssucs cited sincs the for Fire
m«mmmﬂmhww mmfcy.This Tepost was reseived on 10-11-10  lsystem '
cin¥ing completion dates could be no iater
R —_— oz il st wRh e hap 10-18-10. The fire symens Was ordered
ey areln o 181 O teciity doss the day of the survey. The installation of the
#6 have & pficia) charge R L fire system is subject to the aveiiability of the
e el Tho Vhoniew Jed Hl w wg; is working with the facility 1o
weeve nUTED Hvaa L xpodite the process, An agreement isin
gach sl dous fiot have Wwamm Iace with a local vendor 1o insialt 2 smoke
. mwnum. - VD tection system and fire slarm sysiem that
X QW[EWN Km:ms Yocel code on 10-22-10. cont pg kY3
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Y750 cont. Tn eddition the physical plant
iegnes veill sequite moTe Gme as they arc also
dependent npon permits and vendor
pvasiebility s well the fact that mch of the
work will have to be completed during non-
opomitons} houss, These issues have bosn
cvalusted by an archifecténd 8 plan to move
Sorward 3a fn place, Fistimated time frame 1
complete is 9-12 weeks. We rcquest your
consideration in these particular issuts,

#12-31-10
for
additional
physical
plant
work

The Server Room's Plywood will be removed-
The cursontly non-rated Walls will be
spgraded to Minimum } Hour Five Rated
| partiions, m accordsnce with the attached
sketrhes, This will sllow she | Howr Fire
Reting to num behind the plywood finishing
materiel once reinstelied,
Since the Facility i epproximately 7,600 s
. in size, the required Smoke
Compartmentolizst o will be plished
by extending the existing non-rated partitions
10 the Roof Deck, ag indicated in the atinched
Skeiches, This will provide the minimmm
1,540 S.F. in cither comparfment aa well as
the minimum c2iiag sequirements, New 1
Hour Smoke/Fire Partition and 20 Minute Fire
Rated Doors will be installed at key locations
in order 10 provide the necded pathwey from
exterior wall to exterior wall, Each door will
also include a prssage Inich system, 1 Hour
Fire Rated Frame, and Closer device.
The Fecifity Bio Huzard Storage room is not
self closing nor fire-rated. The facilities Bio
Hazard Storge room will be separaied from
the Comidor by npprading and extending the
existing non-raled parition to the oof deck aS
a risimum § Howr Fire Resistant assembly.
The Door between the Bio Hazard Siorage
room and the Corridor will be wpgraded to a
mininmn A5 win, rated door with & minimum
1 hour Rated Frame and Closer devise,
cont pg 33
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7750 cont. This emergency benery ppersied

fight was yepaired wnd opesation yerified by w

ontzide vendor 10/07/10, This wiltbe

sonitored to nsuse it 1% in working order

during montbly facility audits. * L sgig7ho
Fire drill wes conducied on 10/1/2010 and wil

be conducted quarterdy Bt unexpected imes by

the Facility Adsminjstretor of designee, These

A bigs, (EpIRCOEETE: pid fefled B2 | o drills 2211 bo documented and evaluated in
eppayrs ik & CRAN B9 WER designaid o QIFMM. . |
v nod Storage foms have been removed from the

comidor end rolocated to the records storage

arca bs of (9010, Route il be monitored

daity for 7 deys then weekly for 2 weeka then

monthly for 3 months by Facility o9/0/ia
Administator of desigiee. :

Plense roview the attached MSDS Sheet for \
Repalin, Section 16 for e Information. The )
NFPA Flammability Classification for this
chemical is 0, thereby qualifying as 2 low
tezard in scoordance with NPFA 101 Section
6222 :

HFRA 101 Soction A6,2.2.4 for High

Hazardous contents are described as the

following “eontcnls sncinde otcupencics where 12-31-10
fammeble lignids are hondled or used or axe for

stprid imder conditions tmyolving possivle addifions}
release: of flammable YEPOYS; where grain dust, physical
woud flour, of plastic dust, aturminim ot plant
magnesium dust, oF other explosives are work

ugod; where eazerdous chemicals or
Jozives are manufactared, stored, or
andled under conditions producing flarmmable
yings; and oiher situations of simitar

8.
t pg 34
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V7150 cont. -

Tie Storage Room i classified as 2 Low

Hazard axca in accprdance with Section

62.2.2.Dueto fhis, NFPA 101 Section 8.4.1

eil &5 the Jonitor's
od to the Minimurs § Ho!

will require this eree 28 W
Closzt o be vpgpnd
Fire Resistant Rating, This will be
accomphished by upgrsd
Rated Pastition and Doots actor i
attached Sketches.

additionsl
“The sviached Sketches are respectiully ph;s‘::;
submitted for your yevicw and comments, plant
Should you reguire pdditional information, ! ywork
plense contact our offive. . :
“[he Governing Body will mect monthly x 3 o

casurs comphiance with FOE. Further
compliance to the POC will be reviewed
dnring monthly QA
the Govoming Body no less than sewmi-
snpuelly. The Facility edinistrator (FA)
representing the GB will be responsible for
cnsurmg implementation snd ongoing
comphiance with this POC.

ing the existing Non-
ng to the

Imeetings and reported 10

#12-31-10
for

ot P37




EPARTMENT OF HEALTH AND HUMAN. VICES
: MEDICARE/MEDICATD

PART1-TOBE COMPLETED BY

CERTIFICATION ARD TRANSMITLAL
THE STATE SURVEY AGENCY

CENTERS FC [EDICARE & MEDICAID SERVICES
’ m:; OB2211

FacTity 1O 001554

METY CARBMEDICAID PROVIDER NO. 3. NAME AXD ADDRESS OF FACILITY

o a2t (+3) CHARLOTTE EAST DIALYSIS
STATE VENDOR OR MEDICAID NO, (L4) 3204 SHARON AMITY
i80)] . .5 CHARLOTTE, NC
EFFECTIVE DATE CHANGE OF OWNERSEIP 7. PROVIDER/SUPFLIER CATEGORY
a 3, Hospital espEA  UPESED
DATE OF SURVEY O Ylslawa @H | w SNRINEIDeal 86 LAB 10 NE
. ACCREDITAT[ON STATUS: - (LIO) 93 SNF/NE/MDistiod 07T R-Ray 11 TMR
0 Unsceredited 1 JCABO 04 SNF o8 OPX/SE 12 RBC
2 AOA 3 Other
1. LTC PERIOD OF CERTIFICATION 10 THE FACILITY 1S CERTIFIED AR
From (8)* X A. Tn Congliance With
’ . Program Reguireneats
To @) Complizare Based O
2. Totel Facility Beds @13 X 3. Acceptsble POC
. B. NotinCompﬁmoewiﬁmegzm
3 Total Certified Beds ain ot o Waivers:
14, L'TC CERTIFIED BED Bmmowﬁ
1% SNF 18119 SNF 19 SNF ICF MR
&) as®) 139 ) ) !

!

16. STATE SURVEY AGENCY REMARKS (F APPLICABLE SHOW LIC CANCELLATION DATE):

4. TYPE OF ACTION: 6 (L%)

1 Yoiia) 2. Recertification
3. Tepmination 4, CHOW
o6y 28205 5, Validation € Complaint
7. Om-SHe Visit 9, Ofher
B oD 2 Full § After
nrv Co
13 FII® ~ R
14 COR¥
15 ASC FISCAL YEAR ENDING DATE:  {L395)
16 HOSPICE i 12/31
And/ W e Fallows Gromentst.
2. Tethoica Porseamiel __&. Scope of Senvioss Tt
3. 24Hom RN __1. Medical Direstor
4 7-Day RN (Rowel ) .8, Patient Room Size
__5 1 ife Safety Code ___ 9. Beds/Roomn
* Code: Al* (L12)
15. FACILITY MEETS
1861 (&) (or 1861 Yy YES QL15)

A complaint investigation was conducied onsits at the facility Aprit 15, 2009, As a resalf of the investigation, & iandard level deficiency w2s found in 494,30 Infection Coptrol. A

plan of comection was resuested. Refer 1o imake FCO0054102.
R ik
1 RVEYOR SIG?

Date: :

06/01/2009

7 (£19)
PART 11 - TO BE

COMPLETED BY HCFA REGIONAL OFFICE OR SINGLE STATE AGENCY

18. STATE SURVEY AGENCY APPROVAL Date:

LS e [>(09

(L.20)

a0, COMPLIANCE WITH CIVIL
RIGHTS 4CT:

19. DETERMINATION OF FLIGIBLITY

), Fudility is Eligible to Patticipate
N “Fociity is pot Eligible

21. 1. Statexoeotof Financial Sotvenry (HCFA25T2)
2. Ovmership/Conirol Inferest Disclosure: Stot (BCFA-1513)
3, Both of the Above !

USSR

€21
7. ORIGRYAL DATE " 24, LIC AGREEMENT 24, LTC AGREEMENT
OF PARTICIPATION BEGINNING DATE ENDING DATE
@ @) @25
5. LTCEXTENSION DATE: 27, ALTERNATIVE SANCTIONS
A Suspension of Admissions:
aad)
a2 . Rescind Suspension Dats?
@As)
2%, TERMINATION DATE: 29, INTERMEDIARY/CARRIER NO.
00000
{28) (€31)
31, RO RECEIPT OF CMB-1537 37, DETERMINATION OF AFPROVAL DATE
32 (133)

26, TERMINATION ACTION: (30
VOLUNTARY 0 IVOLINTARY.
01-Mexges, Closurs ' 05-Fail to Meet HealdSafety
02 Dissatisfaction W/ Reitb t 06-Fail to Meet Agresmet
03-Risk of Tavoluntary Texroinsion

04-Othee Reason for Withdrawal O7-Provider Status Change

00-Active
30, REMARKS

DETERMINATION APPROVAL



spartment of Heaiih and Hunen
e @{eIMedic,aid! CLIA Complaint Form

) Part 1~ To Be Comp!
1. Mec‘icﬂre!Meﬁiwid

{gentification Nomber

Facility Name and Address
CHARLOTTE EAST DIALYSIS
3704 SHARON AMITY

Control Number: CB2211 (NCDOOSM"

e

leted b¥ Component First Receiving Complaint (SA or RO)

ﬂﬂﬂﬁﬂﬂl‘l‘ CEHARLOTTE, NC 28205 MM DD XY
+ Receiving Component | S Date e, Sorce of Complaint 6B. Total Number
1 Stato Survey Agy Acknovwiedged }) % ; WﬁcmFMy 45 Anozymus of Compiainants
2 . er
El 2RO : mﬁﬂﬂmﬂ 3 3 Faciity Bmplogee/Ex Employ [‘ﬂﬂ
MM DD YY

1. A!lzglﬁons 7.A. Category

1 Resident Abnse 10 Proficionvy Test

7.R. Windings (Yo

140 n Readem Negleot 1 Falsification of Investigation)
2 3 Resident Rights Resonds | Reports

3 4 Pafiept Dumping 12 Unqmﬁﬁ:d?mmd

4 5 Exviroomtot 13 Qua}hycmtroi

5 6 Care or Scrvices 14 SpecimmHznrnmg

7 Diety e

g Miswss of Frnds/ ‘Frroneous Test Results

16 Prand/False Billing

17 Fatalityl Transfusion Fatality

18 Other (Specify)

.- —

9 Cerificai

sofborized Tosting

19 Life Safety Cods 20 State Monitorizg
2. Action GI multiple ‘ackions, indicate earhieit action)

1 ;imsﬁgatcvéshmzwmﬁngdays § Referral (Speeify)

. E 6 Other Action (Spedify)

7 None

2 Tnvesigats within 10 working d2ys
5 Tvestipate witkin 45 vorking days

10. Conplaint Survey Date

PEOEDP

MMDDYY

u g 14l 1 Recommend Tesminaion (23-42) 9 Provisionsl Licnse 17 TA & Trsining for UnsuccessBill FT,
] 2 Recomm Termination (50-327) 10 Speciat Monitor 18 Statw Opsits Monitorng
= —J 3 Recommcnd}nmmuﬁatcs}mmm 11 Direoied POC e 1o of Part of Medicaro Payments
s 4 POC (No Sanction) 12 . Limitation of Certificate 20 Sospeosion of All Medicars Ragments
5 Fine I3 Suspension of Cerlificate 21 Nowe
& Tronial of Payment for New Aduissions 14 Revocstion of Centificate 22 Other (Specify)
7 Liconse Revoration 15 Injunction 23 Exforeancat AROR

§ Reccivership

13,  Dateof Parties Notified and Dates Party
Proposed Action 1 Facity 1.
7 Complxinant 2.
fﬂﬂﬂﬂﬂﬂ 3 Represcuiative 3.
MMDDY Y 4 Omer(Sped) ———

Part TI - To

16. Dateof CMS/MSA 11, CMS ROMSA Astion [
Receipt X 7
£ g
. 9
MMDDYY 1 Nome 10
2 Tmn'mzﬁml (7_3~dny) 11
3 Termination (90-434y) 12
4 iate Sametion 3
5 Movs Roufine Survey Date Forward
14

FORM CMS-562 (1-9%)

1 imitation of Certificate 1g. Date of Final Action Sign-of
Suspension of Certification

Revosation of Cortificate

Tnjunction MMDDYY
Cavit Momwtary Penalty M ¥

Lo completed following 7.C. Number of Complainents
per Allegation
01 Substamfiated
Tinable to Verfy

1
2
3
4
3

15, Date Rorvarded to CMS RO or
Medicaid SA (MSA)
(Attach BCFA-2567)

MMD DY ¥

TA & Tranmg For Unsuoeessfol T
CanceTation of Medicats Approval
Other Speeiy) "

Enforcement AcHon

Page 1 of 1




APR-24-200 FRI 02:43 PH DAV . CHAR EAST FAK ND. T0453181. @mﬂwffi’» ol

. PRINTED: 04/16/2008
DEPARTMENT OF HEALTH ARND HUMAN SERVICES

VED APR 28 7069 FORM APPROVED
~ENTERS FOR MEDICARE & MEDICAID SERVICES RECEIVED JIW i 4a NO. 6380381

DR
,[ATEMENT OF DEFICIENGIES v8)) PQQ\’IUER!SUPFL&EWULW %2 MULTIPLE CONSTRUCTION {X3) DATE SURVEY
AND PLAN OF CORRECTION \DENTIFICATION NUMBER: COMPLETER
l A BULDING
— c
842627 B WING DAMER008

RAME OF PROVIDER OR SUPPLER
CRARLOTTE EAST DIALYSIS

STREET ADDRESS, CITY, STATE, ZIf GODE
3204 SHARON ARITY
CHARLOTTE, NG 28205 '
PROVIDER'S PLAN OF CORRECTION

1Y
PREFIX {EACH CORRECTIVE ACTION SHOULD BE \
TAG \ CROSS-REFERENCED TO THE APPROPRIATE, \

SUMMARY STATEMENT OF DEFICIENGIES
{EACH DEFICIENGY MUST BE PRECEDED BY FULL
AEGULATORY OR LSC IDENTIFYING INFORWATION)

(X4 1D
PREFIX
TAG

DEFICIENCY)

¥ 147 | 494.30(z)(2) CDG RR-10 AS ADOPTED BY

v 147|
REFERENCE

Recommendations for Placsment of Intravascuiar
Catheters in Adults and Children

i. Health care worker education and fraining
A, Educate healfh-care warkers tegarding the
.. appropriate infaction conirol measures 10
prevent intravascular caiheter-related infections.
8. Assess knowledga of and adherence o
guidelines periodically for-all persons who
manage intravascular catheters,

it Surveillance

A Monitor the catheter sites visually of
individual patients. It patients have enderness at
the insettion sits, fover without shvious source, of
other manifestations suggesting local or BS
{bload stream infection], the dressing should be
removed to allow thorough examination of the
site.

Ceniral Venous Catheters, Including PICCS, :
Hamodialysis, and Pulmonary Artery Cathetars in
Adult and Pediatric Patients.

Vi, Catheter and catheter-site care

B, Antibinlic lock solutions: Do not routinely
use antibiotic lock solutions to prévent CRESI
{catheter related blood stream infections}],

This STANDARD is not met as svidenced byt
Based on the facility's policies and procedures,
clinical record review, and staff imerview, the )
faciity's staff falled to change of clean an exit site t\

LN
{ABORATDRY DIRECTOR'S OR PROVIDER/SUPPLIER Repmséwmm W (X8) DATE 3
. l | ol [ Fr M0

Any deficiancy statement ending with an actorisk (4 denofes a deficlency which tha nsthition rm Srcused fom wrreﬁlug previding it 1s determined that
othier safequards provide suffiient proteciion 1o e petiorte. (See instructinng.) Exeept for fufeing homes, the findings aisted sbove ars disclosabla B0 days
...... following the dats of survey whether ot hot a pian of comraction 16 provided, For nursing names, fhe above findings and plans o

i { correction are distiesabla 14
Ay fliswing thedate these documantsarmade availablete the-faciity:- If deficlencies afe.cited, an approved plen of cotrection je requisie jo confinued
program participation. .

FORK CM5-2E87(02-55) Previous Versiony Obsoteta fvent I OB22Y4 Faciity 1D; 001554 ) 1f contirvation sheet Page {of3




APR-24-2008 FRI 0243 Pl DAV . OHAR EAST

DEPARTMENT OF HEALTH AND HUMAN SERVICES
~ENTERS FOR MEDICARE & MEDICAID SERVICES

FAR N0, 06318, | P, 02

PRINTED: 04/15/2008
FORM APPROVED
OMB ND. 0838-0391

STATEMENT OF DEFICIENCIES (%1) PROVIDER/SUPPLIERICLIA X2y MULTIPLE GONSTRUCTION {¥3) DATE SURVEY
'AND PLAN OF GORRECTIOR \OENTIFICATION NUMBER! COMFLETED
A BUILDING
G
NG
‘ | 4z621 BN o pAM5/2009
WAME OF PROVIDER OR SUPPLIER GTREET ADDRESS, GITY, STATEZIP CODE
: i EAST DIALYSIS 3204 SHARCN AMITY
CHARLOTTE EAST DIALY 5 SHARLOTTE, NG 26205
SUMMARY STATEVERT GF DEFCIENCIES I FROVINER'S PLAN OF CORRECTION . 8
g;g?x {EAGH DEFICIENCY MUST BE PRECEGED BY FULL PREFIX (EACH CORRECTIVE AGTION SHOULD BE coNELETON
TAG REGULATORY OR L§C IDERTIFYING INFORMATION) TAG CRDSS-REFEREgCéE‘% ‘g g\r{i}& APPROPRIATE
—
\ 147 | Continued From page 1 \ 147

of a pailent's central venous catheter dressing 7
of 16 hemodialysis weatments (Pafient #1).

The findings include:

Review of the faclity's poticy "Central Venous
Catheter (CVC) Cars” {revised on D4/2008)
revealed thal the purpose of e care was to
reduce the risk of infection in the patientand o
reduce trauma o the catheter and axit site while
minimizing blood 1085 The palicy review also
ravealed that cuffed catheters with well-healed
\ axit sites may not require a dressing but stil

require examination and cleaning of et site each
treatment. :

A clinjcal record [eview on 04/ 572008 for patient
#1 revealed that the 29 year old patient had his
first Qlalysis treatment at tie facility 12/30/2004.
The review revealed that ihe pafient had "GVG
right side fernoral catheter’ peed for s
hamodialysis treatments at the fasility. The review
6f the patient's post treatment flow sheets on the
dutes of 03/10/2009, (3/26/2008, 03128/2009,
(4104/2009, H4/07/2008, 04/44/2008 and
04/14/2008 revealed that na staff efther changed,

‘| the patient's GV dressing of documented
cleaning of the patients dressing after his
hemndialysis hreatments. No documentation was
found in the patients dlinical record where the
sacility's adrinistration of the patients physician
was made aware of the patient nat having s
CVG cafheter claaned after gach hemodialysis
freatment.:

staff interview on 04716/2008 at 1010 with e

facilty's administrator revealed that he was not
aware of the pafient refusing catheler care after
fhe 7 missed changing or cleaning of the exit site.

L
FORM CMG-2867(02-50} Pravious Vetslons Chsolols Evem IOB21Y

1. An in-service on Central Venous
Catheter changes and initiation of
treatment was

Completed on 4-1 5.09 by the vascular
Access Manager with attendance all
pet's and RNs

7, Teammates will be observed by RN

or Facility Administrator to assure

company guidelines are adhered to. 5-15-09
Teammates will be observed on3

‘pecasions.

3, Bi-weekly meetings between RN's
and Facility Administrator will be held
to discuss any CONCETnS OF issues
pertaining to any patient or teammate.

4. Teampmates and RN's ate instructed to
document any event that is a variation

1 from company policy and procedure '
and/or any Physicians order

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 ’

Fauiity 101 601554 1t continuation sheat Fage 2al3




CHAR EAST . FAX NO. 70453181 P, 03

' ‘ PRINTED: 04/16/2008
FORM APPROVED

OMB NO. 08380301

s DATE SURVEY
COWMPLETEDR

APR-24-2008 FRI 02:44 PH DA

DEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVIGES

STATENENT OF DEFICIERCIES Xy PROVIDERISUPPLIER/GLA
OENTIFICATION NUMBER:

{X2) MULTIPLE CORSTRUCTION

AND PLAN OF GORRECTION
£, WING \ ¢
. e
3425627 i 0411512009
NANE OF PROVIDER DR SUPPLIER TREET ADDRESS, GITY, BTATE, ZP CODE
- 3204 SHARON AMITY
AST DIALYSIS
CHARLOTTE EAST BIY | GHARLOTTE, NG 26205
4} 10 SUMMARY STATEMENT OF DEFICIENCIES i PROVIDER'S PLAN DF CORREGTIOR )
PREFIX | (EAGH DEFICIENCY MUST BE PREGEDED BY FULL PREFIX (EACH CORREGTIVE ACTION SHOULD BE COMPLETHON
THG REGULATORY OR LSG IDENTIFYING THFORMATION) TAG CROSS-REFERENGER TO THE APPROPRIATE DATE
DEFICIENCY)
v 147 | Confinued From page 2 V147
The interview also revealed that the staff shauld :
rmake the administration aware 1f the pafient was
refusing the medication and clsaning of the GVG
catheter sxi site.
Reference iake #NCODD54102,
FORM DMS-2557(2-08) Brevious Versions Obsclele Evael 1D 082211 FacTity D2 001554 1f continuation sheet Page 3 o3




-pARTMENT OF HEALTH AND HUMAN SERVICES

INTERS FOR MEDICARE & MEDICAID SEF

ES .

FORM APPROVED

SURVEY TEAM COMPOSITION AND WORKLOAD REPORT

—

bﬁcrwarﬁ::gbmdmfmﬁﬁswﬁwﬁmofinfm dion s
intAining daia needed, and i mdwﬁcwbg&nw&aﬁimofhfomaﬁm Send comments

$ocs{0R38-05%3), Washington, D.C. 20503,

iraated 1o AVerag 10nﬁxmtc§permponsé,inc&uﬂingﬁmcfor mvizwinginmcﬁons,ssamhibgaﬁsﬁngdztawmgamabgmd ‘

ing this busden estimate mmmmdmwwm of information, mchuding
s s For xednoing the borden, 10 Offics of Financial Management, HCFA, P.O. Bux 26684, Baltimore, MD 21207, or 1o the Office of Managemont and Budget, Paptrwork Redoction

Provider/Supplier Name

Tovider/Supplier Number
142627 CHARLOTTIE EAST DIALYSIS
type of Survey (select all that apply) A Complaint Investigation E Tnitial Certification I  Recertification
‘B Dumping Investigation F  Tnspection of Care J  Sancions/Hearing
A T T 1] C  Foderal Monitoring G Validation K State License
D Follow=up Visit 1 Life Safety Code 1 CHOW
™M Other .

Gxtent of Survey (select all that apply)

C Partial Extended Survey (HHA)
D Other Survey

A Routing/Standard Survey (all providexs/ suppliers)
B Extended Survey (FIHA or Long Texm Care Facility)

SURVEY TEAM AND WORKLOAD DATA

Please enter the workload informafion for each surveyor. Use the surveyor's identification nnmber.

Surveyor ID Number ‘ First fast ‘ Pre-Survey On-sa;—_1 On-Site On-Site Travel Off-Site Repoﬂ
(A) Date Dage Preparation Hours Houwrs Hours . Bours Prepasation
Axrived Howurs 12am-Bam Sam-6pm 6poa-128m Hours
®) © (€2 &) & © m ]
1 15546 04/15/2009 |04/ 15/2005 .1.00 0.00 4,00 0.00 11.00 2.50
2.
B
4.
5.
6.
7.
8. T
9.
10.
11
12,
13.
| 4
Total SA Supervisory Review Hours..... 1.00 Total RO Supervisory Review Hours.... 0.00
Total SA Clerical/Data Entry Hours.... 0.50 Total RO Clerical/Data Entry Houss..... 0.00

‘Was Statement of Deficiencies given to

FORM CM8-670 (12-91)

102000

EventlD: OR2211

the provider on-site at completion of the survey?.... No

Facility I 001554 Page




DEPARTMENT OF HEALTH AND HUMAN SERVICES

FORM APPROVED
GENTERS FOR MEDICARE & MEDICAID SERVICES OMB 0838-0360

END STAGE RENAL DISEASE APPLICATION/NOT IFICATION AND SURVEY AND CERT!FICATION REPORT
) ' PART 1- APPLICATION - TO BE COMPLETED BY FACILITY
1. wame of Eacility

Vow C"\'O» Cogs T

3. Street Address

2_Provider Number

EEaayag

Cloctere [ 3204 N Gl condfinets
4. Clty ) 5, County .
CQ@:’ ol : ~{\/\5(,(4 \e NBRUTC |
6. State N (/ | \7. P c;cdeZ 7.0 S ' - . '
& Telephons Now . : ‘ 5. Facsimile No. ' T5-Fiscal Year Ending Date ’
(O ) 531 VA0 &me@ G-\ \ - (203t :

11. Name/Address/Telephone Nurmber of Authorized Official
Name: . Address: Telephone No.

( G RRLES é&_&%ef}? 27200 Mﬁﬁavoﬂ%{%{ @Mcﬂm‘e‘ NC~26268 CI‘Q%‘?% (*\&1‘@

12. Type of Appﬁcation/Notiﬂcaﬁon: ) (check all that apply and specifyfn Remarks section {see item 2771

o O 1. inttial [ 2. Expansion io new Jocation [ 3. Change of ownership
[ 4. Change of location {1 5. Expansion in current location ] 6. Change of servicesfoperations
gfé‘J. Other (specify) @z__@t/?ﬁz(ﬁb,d -
13, Ownership (va . \E] For Profi [ Not for Profit {J public
14 Is this Facility Hospital-Based (check one) vl Yes FNo f Yes, hospital provider number
' wJ OO O

5. Is this Faciiity SNE-Based (check one) ' wall Yes [No If Yes, SNF provider number

w0 O U O
.. 1 this faciity owned andfor managed by a multi-faciiity organization? (\mlj Yes L3 No [fYes, name and address of parent organization
Name: ‘ ' Address:

1 N [«
N . R - C -
v - DAVt Dadyoed w3 Bhohic Ave. lacoma Wosienarod, VEHO(
17. Services Provided: (va) {check all that apply and specify in Remarks section [see item 271)
T Hemodialysis [ 2. Peritoneal Dialysis [ 3. Transplantation [ 4. Home Training: [ 5. Home Support:
: __Hemodialysis ___Hemodialysis
. __ Peritoneal Dialysis __ Peritoneal Dialysis
18. Is Reuse Practiced? (wo)%s O nNo
19. Reuse Systern (viv) (check all that apply) {1 1. Manual (1 2. Semi-Automated 4. Automated
20. Gerrmicide (vsa {checkall that apply) 1. Formalin )2 Heat L3 Gluteraldehyde [ 4. Peracetic Acid Mixture
[ 5. Other (specify) PLevaiy
1. Number of Dialysis Patients
(V1% l 5 Total Patients = vi4) \_é:lemodialysis + sy ___Peritoneal Dialysis
22 Number of Stations (check all that apply and include isolation stations under Total Stations)
v18) \,(o Total Stations = vin +/_Hemodialysis + V1B) ___Hemodialysis Tralning
—— /
23, Does the facility have jsolation stations? ey L] Yes & No }
24, Total Number of Patients |

{enter number of dialysis facility patients treated on each shift for full week prior to submission of this form) ‘
B. MONDAY G, TUESDAY | . WEDNESDAY
3 | 1 2 3 | 4

o | o | Y

A. SUNDAY

25, Total Number of patients followed at home (v20)

i




partment of Heslth and Bhuman

ﬁj%eﬂv{edimidl C11A Complaint FHorm
. part I - To Be Completed by Componeni Fixst Receiving Complaint (SA or ROY
L. Medicare/Medicaid pociity Nas anil Adidress
T entification Nwmber CHARLOTTE BAST DIALYSIS
37204 SHARON AMITY
ﬂﬂﬂﬁﬂﬂl‘l‘ CHARLOTTE, NC 28205

Source of Complaint

4. Receiving Component 5, Date

Control Rumbers OB2211 (NCO0054102)

e
3. Date Complaint Received

oizlolslolo]

MMDDYY

1 Stato Survey Ay Acknowledged 1 [i:] 1 Romb@amﬂ’aﬁc:alfmﬂy 4 Anunymomﬁ Lptd of Complainants
VA 2 ndsoian 5
[ﬂ 2 RO mﬂma 3 % 3 Faciity Esployee/Ex-Bmploy
MMDDYY '
1. Aﬂe@ﬁoﬂs 7.A. Category
. 1 Recident Abuse 10 Proficienty Test 7.8, Findiops (To be completed following 7.C. Nizmber of Complainants
1 o Resident Neglest 11 Palsification of javestigation) per Allegation
2 3 Resident Rights Regords / Reports
3 4 Patient Damping 12 Unquﬁ]iﬁzdi’gxsonnd 1 o1 Sobstantiated 11nl i
4 5 Bpvironment 13 Quality Control 2 —" 2
5 & Care ox Services 14 Specimen Handing 3 Unabile 1o Ver 3
7 Dietary 15 Diagpostic 4 4
8 Misnse of Funds/ Erroneons Tost Results
Propexty 16 Frand/False Bilting 5 5
9 Certification/Us- 17 Famﬁty/’rmsfm’onFamky
amthorized Testing 18 Ofher (Sypecify)
-
19 Life Safety Code 90 State Moitoring

5 Acfon Gf munpie actions, Toxiicate varlicst action)
1 h&\i&iﬁg;ﬁew%inzwm&ays 5 Refera (Specity)
6 Other Action (Speify)

T  Nons

2 Tavesiigate within 10 working days
3 mvesﬁ@dcwiﬂﬁnt&SWoﬁdngdays
4 Wﬁgpfadnﬂngncﬂunshc

-

-

Part I - To Be Completed
9. Tnvestigated by

m 1 State Survey Agency
2 RO

3 Other (Specily) «

12. Propased Actions Taken by SA.or RO

16. Compluint Smvey Date

oI R P

MMDDYY

1 Recommend Termination (23-day)

nny 9 Provisional License

R 2 Recommend Teomination (90-day) 10 Spocial Mowiior

z 3 Ret 1 Ffermodiate Sancfion 11 Direoted POC

3 4 POC (o Sznction) 12 Limitation of Crtdinats
5 Fins 13 Suspension of Certificate
6 DaﬂaloszymznlforNswAdnﬂssims 14 Revocstion of Cestificste
"9 Yicense Revocation 15 Injunction
3 Receivership Civil Monktary Pepalty

13. Date of 14, Parties MNotified and Dates

‘17 'IA&TmixﬁngfnfUns\wcmfner

18 State Onsite Monitosiog

19 Sespemsion of Pact of Mesdipare Payments
20 Suspension of Al Modivate Payments

21 None )

. Date Forwarded 10 CMS RO or

Proposed Action 1 Facilty 1. 0141116 Medicaid S (MSA)
' 9 Compleinant 2 sl ijele (Attach BCFA-2567)
olalilslolo] 3 Represcataive 3.

M MDDY Y 4 Other{Spoedy) —m— MMDDYY MMD DY Y

Part T - To Be Comple

17. CMS RO/MSA Action

i

1 imitation of Certificate
Suspension of Certification

18. Date of Final Action Sign-ofl

MMDDYY

N
Page 1 of 1




DEPARTMENT OF HEALTH AND HUMAN SERVICE: : EORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES

OMB 0938-0360
END STAGE RENAL DISEASE APPLICAT&ONIN(}T!HCATEDN AND SURVEY AND CERTIFICATION REPORT

PART I - APPLICATION - TO BE COMPLETED BY Fﬂf‘ ILITY
1. Name of Facility

Dewita  East 0 L\fw lotte ' . \2 %Wd@mmw Ei =

3. Street Address

3704 N. Dharow it {Ld

4. City (/\L } 5, Coumy
Clageloie Wealpoto
. 6, State 7.ZIP Code _
N Q/ | | 1%205
Telep . 9, Facsimile No. ‘ 10. Fiscal Year Ending Date
(j\\N f”M« \D\O\D (’\o@ 5% '%\7/’2/ (2 731
11. Name/Address/Telephone Number of Authorized Official ¢ bz
Nzme: f\A Address Telephone No.
T e heapap 2708 NS Dby Bl NE_aDysa- 590
12, Type of Apphcat\on/Notlﬁchtlon V1) (check all that apply and specify in Remarfcs section [see item 27])
[3 1. Initial {7} 2. Expansion to new location ] a. Change of ownership
[ 4. Change of location [J 5. Expansion in current location 1 8. Change of services/operations
7. Other (specify) Covdal 8T . _
43, Ownership (v2) ™ ForProfit [ Notfor Profit {3 Public

14, Is this Facility Hospital-Based (check one) vy (] Yes [¥No if Yes, hosp:tai provider number

w1 OO0

sy Lt Yes E!/f\!o If Yes, SNF provider number

18. Is this Facility SNF-Based (check one)

| | w1 OO0
18. Is this facility owned and/or managed by a muli-fasifity organtzation’? oni] Yes WMo JFYes, name and address of parent organization
Name: Address:

(v8}

17. Services Provided: (va) (check all that apply and specify in Bemarks section [see item 27])

1. Hemodialysis [ 2. Peritoneal Dialysis (] 3. Transplantation 7 4. Home Training: [ 5. Home Support
__ Hemodialysis __ Hemodialysis
___ Peritoneal Dialysis __Peritoneal Dialysis
, v
18. Is Reuse Practiced? winl Yes [ No '
19. Reuse System (viy) {check all that apply) 3 1. Manual {4 2. Semi-Automated q 3. Automated

20. Gemicide via) (check all that apply) 1 1. Formalin D)z Heat [ 3. Giuteraldehyde

V4. Peracetic Acid Mixture
(3 5. Other (specify)

21, Number of Dialysis Patients

(va:Tota! Patients = V19 L,L'Hemodiaiysis +

wig __Peritoneal Dialysls
2. Number of Stations (check all that apply and include isolation stations under Total Stations)

¥18) E(_.Q Total Stations = Mnug_Hemodialysis +

wiey ___ Hemodialysis Training
vin [ Yes 1 No

23, Does the facility have isolation stations?

" 54 Total Number of Patients (enfer number of dialysis facilify patients freated on each shift for full week prior fo submission of this form)
r A, SUNDAY B. MONDAY c TUESDAY D, WEDNESDAY
1 2 3 4 1 2 3 7 1 4 1 2 3 4
e [ We| & [ \’b o | Vel 7
E. THURSDAY F. FRIDAY G. SATURDAY ’
1 2 3 s | 1 .2 3 4 1 2 3 4
NI e | M1 5 M

55, Total Number of patients followed at home (vo) "‘6\

|

Pug




{

. T
. 26, Staffing (Vz1)E7} Regisoted Nurse Y p 0 wez) [ Licwnsed Practical Nurse

(list fulk-time equivalents) . (va3) @(Socia! Worker s ,7:_5__ ety [4 Dietitian —— i
: wzs) [ 4 Technicians . ___1 .D Q (vae) [Z/ Others R A £
E}. Remarks: (Use this space for explanatory statements for items 26}

it

& information contained i this Application Survey and Certification Report (Part ) is true and correct o the best of my belief. 1

uhderstand that incorrect or erroneous statements may cause the Request for Approval fo be denied, or facility approvat o be
rescinded, under 42 C.F.R. 4}5421300 and 405.2180, respectively.

tignature of A d Official Title Date
mﬁ-w(&/ 1PN ' AAMMSJML%& H-15- 09

PARTITO BE COMPLETED 'BY STATE AGENCY
9. ESRD Provider Number (if the facility has a provider nuniber) @ EZ] EJ Eﬂ

0. Network Number (vzn)

. &l
1, State Region (ves) NCe ' 32, State County Code o)~ & 51D
3. Type of Survey (vav) (check all that apply) ] tnitia) “BFcomplaint [] Recertification CJ other
1. Survey Protocol (vany{check all that apply) PiBasic ] Initial (J Supplemental ] Combination
3. Surveyor e/Number {print)

’ Profess{o a‘d Discipline (print)
////77,//, %//K}%/ * fobitorn

T CS17 I yee
&
i. Date of Survey
/4/7/14/ [, 2007
cording to the Pap

ork Reduction of 14)5 no persons arg required to respond o acoﬂect«on of information unless it displays a valid OMB contro}
mber, The valid OMB confrol number for this informagion collection of 0838-0360. The time required o complete this information collaction is 20 minutes
7 response, including the ime 1o review instructions, search existing daia resources, gather the data needed, and complete and review the information

lection. Jf you have any comments concerning the accuracy of the time estimate(s) or suggestions for improving this form, please write to: CMS, Atin:
A Reports Clearance Officer, 7500 Security Boulevard, Baltimore, Ma;yland 21244-1B50.




