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2311 Highland Avenue South Attorney at Law
Birmingham, AL 35205-2972 ' Ipate@sirote.com
Tel: 205-930-5162
PO Box 55727 Fax: 205-212-3801

Birmingham, AL 35255-5727
October 31,2018

VIA E-MAIL (shpda.online@shpda.alabama.gov)

ALVA M. LAMBERT

Executive Director

State Health Planning and Development Agency
100 North Union Street, Suite 870
Montgomery, AL 36140

Re:  ISD Renal, Inc. d/b/a Heritage Dialysis
Request for Non-Reviewability Determination
Electronically Filed: October 31, 2018

Dear Mr. Lambert:

On behalf of ISD Renal, Inc. d/b/a Heritage Dialysis (“Heritage Dialysis”) and pursuant to the Alabama
Certificate of Need (“CON”) Program Rules and Regulations (“CON Rules™) § 410-1-7-.02 and § 410-1-3-.09,
attached hereto as Exhibit A is a Request for your determination that the proposal to establish and operate a new
ten (10) station dialysis facility, consisting of eight (8) in-center hemodialysis stations, one (1) of which may be
used as a hemodialysis isolation station when and if needed, and two (2) home training stations which may be
used alternately for home hemodialysis training and peritoneal dialysis home training in Dallas County, does
not require a CON pursuant to Ala. Code § 22-21-278, because CON approval is not required for a dialysis
facility located in a Class 3, 4, 5, 6, 7, or 8 municipality, as defined by Ala. Code § 11-40-12(a), which contains
no more than ten (10) freestanding hemodialysis stations.

In accordance with CON Rule § 410-1-3-.09, a pdf text searchable copy of this Request is being submitted
electronically on the 31* day of October, 2018, to shpda.online@shpda.alabama.gov; a paper original will be
preserved in our files; and a fee of $1,000.00 is being sent via overnight FedEx to SHPDA on the 31% day of
October, 2018, for delivery on the next business day, November 1, 2018.

if you have any questions.

regards

Len ate

Tom Ansley
FOR THE FIRM
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RECEIVED
Oct 31 2018

STATE HEALTH PLANNING AND
DEVELOPMENT AGENCY

EXHIBIT A

BEFORE THE STATE HEALTH PLANNING
AND DEVELOPMENT AGENCY OF THE STATE OF ALABAMA

IN THE MATTER OF: )
)

ISD RENAL, INC. D/B/A HERITAGE DIALYSIS ) Request for Non-Reviewability
) Determination
) RV-

REQUEST FOR NON-REVIEWABILITY DETERMINATION

On behalf of ISD Renal, Inc. d/b/a Heritage Dialysis (“Heritage Dialysis”) and pursuant to the
Alabama Certificate of Need Program Rules and Regulations (“CON Rules”) § 410-1-7-.02 and § 410-1-
3-.09, and Alabama Code § 22-21-260, et.seq., this Request is hereby filed with the State Health Planning
and Development Agency (“SHPDA™) for a determination that the Heritage Dialysis proposal, more fully
described herein, to establish and operate a new ten (10) station dialysis facility, consisting of eight (8) in-
center hemodialysis stations, one (1) of which may be used as a hemodialysis isolation station if and
when needed, and two (2) home training stations which may be used alternately for home hemodialysis
training and peritoneal dialysis home training in Dallas County, is not subject to CON Review for the
reasons stated below, and that no CON is required for this Proposal (“Proposal”).

The following factual and legal information is hereby included in support of this Request, and a
Heritage Dialysis check in the amount of $1,000.00 made payable to the State Health Planning and
Development Agency is being filed in accordance with CON Rule § 410-1-3-.09, simultancously with
SHPDA, as the required filing fee for this Request pursuant to CON Rule § 410-1-7-.02.

PROPOSAL
1.  Facts:
1.1 ISD Renal, Inc. d/b/a Heritage Dialysis is a subsidiary of DaVita, Inc., an owner

and operator of end stage renal disease facilities.
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1.2 Heritage Dialysis proposes to establish and operate a new ten (10) station dialysis
facility, consisting of eight (8) in-center hemodialysis stations, one (1) of which may be used as a
hemodialysis isolation station if and when needed, and two (2) home training stations which may be used
alternately for home hemodialysis training and peritoneal dialysis home training in Dallas County.
Heritage Dialysis intends to use its isolation station for Hepatitis B negative patients when it does not
have Hepatitis B positive patients on its census or Hepatitis B positive patients being dialyzed. Such use
by Heritage Dialysis will be in compliance with the letter to James E. Sanders dated October 5, 2010, a
copy of which is attached hereto and incorporated herein as Exhibit 1, and the response letter from Alva
Lambert, dated October 8, 2010, a copy of which is attached hereto and incorporated herein as Exhibit 2,
as well as all other CON and Alabama Department of Public Health rules and regulations.

1.3 The total cost of construction is estimated to be $1,238,091; the total cost of
equipment is estimated to be $750,677; and the total cost of first year annual operating costs is estimated
to be $1,530,171.

1.4 This Proposal is necessary and appropriate to provide convenient renal dialysis

services to the patients located in Dallas County.
2. Legal Analysis.

2.1 Pursuant to Ala. Code § 22-21-278, CON approval is not required for a dialysis
facility located in a Class 3, 4, 5, 6, 7, or 8 municipality, as defined by Ala. Code § 11-40-12(a), which
contains no more than ten (10) freestanding hemodialysis stations. However, this exemption from CON
approval does not apply to a dialysis facility located in a Class 4, 5, 6, 7, or 8 municipality if such
municipality, or any part of such municipality, is located in a county in which a Class 1, 2, or 3
municipality, or any part thereof, is located.

2.2 Section 410-2-3-.05(1)(b) of the State Health Plan further states that Ala. Code §
22-21-278 allows dialysis facilities with no more than ten (10) freestanding hemodialysis stations to
operate in 61 of 67 counties without CON approval. Facilities in Jefferson, Limestone, Madison, Mobile,

Montgomery and Shelby counties are required to receive CON approval for any dialysis stations.
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2.3 The proposed location for Heritage Dialysis is Dallas County. Dallas County
does not contain a Class 1, 2, or 3 municipality.! There is no municipality, town, or unincorporated
community in Dallas County that does not satisfy the requirements of Section 22-21-278 of the Alabama
Code.

3. Conclusion and Request.

3.1 Pursuant to Ala. Code § 22-21-278 and Section 410-2-3-.05(1)(b) of the State
Health Plan, a CON would not be required to open a ten (10) station dialysis facility consisting of eight
(8) in-center hemodialysis stations, one (1) of which may be used as a hemodialysis isolation station if
and when needed, and two (2) home training stations which may be used alternately for home
hemodialysis training and peritoneal dialysis home training in Dallas County.

3.2 Therefore, this Proposal is due to be determined as non-reviewable in accordance

with the Alabama CON law, rules, and regulations.
Respec
2015[3,\

Lenora W Pate—

Tom Ansley
Attorneys for Heritage Dialysis

! As defined by Ala. Code § 11-40-12(a), a Class 1 municipality is a city with a population of 300,000 inhabitants or more; a
Class 2 municipality is a city with a population of not less than 175,000, and not more than 299,999 inhabitants; and a Class 3
municipality is a city with a population of not less than 100,000, and not more than 174,999 inhabitants.

DOCSBHM\2248790\6



OF COUNSEL:

Sirote & Permutt, P.C.

2311 Highland Avenue South
Birmingham, Alabama 35205
205.930.5162

CERTIFICATE OF SERVICE

I hereby certify that a PDF copy of the above and foregoing Exhibit A was electronically filed

this the 31% day of October, 2018, with the State h Planning and Development Agency via
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Affirmation of Requesting Party:

The Undersigned, being first duly sworn, hereby makes oath or affirms that she, Malia Chapman, the
Regional Operations Dircctor of 1SD Renal, Inc. d/b/a Heritage Dialysis, has knowledge of the facts in
this Request, and 1o the best of her information, knowledge and belief such facts are true and correct.

Javiy

Malia Chapman

Seal

™
Subscribed and Sworn to before me this thea, lg_day of October, 2018,

(ol D D

Ndtary Public
My Commission Expires: ‘) -
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EXHIBIT 1 TO EXHIBIT A
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Kenii ¥ ROBINSON &

ATTORNGY AT LAw P L': R I.VI l j .—r T

(205)930-5158
A FROFESSIONAL CARFQRAVION

lgbinson@sirote.com

October 5, 2010

VIA B-MAIL & Uo8, MIAIL

Tames B, Sanders

Deputy Director

State Healih Planning and Development Agency
100 North Union Strest, Suite 870
Montgomery, Al 36104

Re: Use of Isolation Station for Hepadtis B Negutive Patients
Doar Mr. Sandess:

This letter is to Follow up and confivm our conversation en Thursday, September 16, 2010, vegavding the
permitiod authorized vse of a CON-approved isolation station al an end stage renal diseage (“IIRD™)
facility for Hepatitis B popative patients when the BSRID facilily does not have Hepatitis B positive
patients on its census or Hepatitis B pogitive patients being dalyzed.

Y ou confirmed that an RSRD tacility may use a CON-npprovid isolation station for Hepatitis B negative
patients when the BESRD facllity does not have Hepatitis B positive patlents on its censug-or Hepatitis B
posidve patients boing dialyzed as long as the total nuniber of statlons used ot any given tlme did not
exceet the tota! number of CON-approved stations.

As confirmed by the enslosed April 2, 2010, document from Carolyn Dusk at the Alabama Department of
Public Health (CADPH®), if the BSRD facillty does not have Hepatitis B pogltive patients on its census o
Mepatitis B positive patienis being dialyzed, then that counted isolation station miay be used for Hepatitis
3 negative patients in the general pationt treatiment avea as long as the ESRD facility does wot have in use
more that their tota) number of allowed stations granted on their license at one tims, Accordingly, it does
not matter the number of machines that are connectod to the water system ag long as the mwwber of
patienls receiving trenlment does not expeed the COM issued. This poritted authorized use of 4 CON-
approved solation station has been approved by ADPH, the State Health Planning wud Development
Agency (“SHPDA™), and the CMS Regional Office in Dailas,

Please call me il you have any questions,

Sincurely,

(Ut Relonsvine

Kelli T, Robinson
FPOR THE FIRM

DOCSBHMITISLEM LAt QMeRs V0 MEGKEION CRreny
2311 HIOHLAND AVESUE SOUTHC  SIAMINGHAS), ALATAMA 335208

POSTOPFICRBOX $5727  DIRMIRORAM, ALABAMA 3§285-3127
YELEPHONE } 215,930,500 FAS 1 2059305101 URL | Aitp:/hvwsirale.com

Blilrmingham | HMuntsvitie | Mobileg
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James i, Sanders
Qctober 5, 2010

Page 2

KR /e
Enclosure

3 Lenora W, Pate, Bsq.

David Geary

DOCSBHM\738 160N

DOCSBHM\2248790\6



~in1 BE0SR0 (2) Ml YarnTan g
158 : iGN Ternz femporary Inlernet Flles\Content, A0\~ | { i
SEF-EL~gtle UYcAd bron\nl'/lh'.ulk.!-llril: (3] 1&»1;:«8'“02@9'(_\,\2,24538‘Q}J;’Qf’mﬁ?o (21

=2
1

CoteFidk 1919 2a TS Pene 2

Aprit 2, 2010

Purpose: T provide olusifiestion for the vge of fsalation stations inan Bnd Swge Ronnl Dlsease
Trestment and Troansplut Conter,

Bind Stage Renal Tizense Treatment and Tranaplant Qenters ave facilitios that ace tatended to
teent persons sufforing permanent and freeversible lidney falkure, Tersony who suflee from
kidney fatiure me woable to live without resetving « fore of dinlysls to alsan badily wxing from
thedr biood systatn,

The eyrrant tate leensure mle that npplies to an isolation station iy as fallowrs:

S205-5-.02 Admbiisprarion, (8 Infection Caniroel, () Cross-Canlaratiation Provenshon. . (g)
Tsolation Naciltiies:

1. An isolatian dlalysls roum must be provided for all Hupatitls B
Antigen Positive Dicdysis Earionis; the room pudt be partiifoned
Jhom weaimeni aveas for Flepatltis B Anlgen Nogalivs Patlents aud
provide seporale fuclifties from toller, handwashing, Janltortad, drug
storage, blood (Tematocrit and eloiting 1lme) handling andf wasto
starapa end disposal,

. Facititlos nol eawippad with ¢ Hepariils B Iselation Sectlon s
dafined above may woi vocupt for freaimoni any Hepatlris 5

Aidgan Postitve Patfents but it complete.an Agréebiens 1o
Irangfer any Positive Pattonts 1o a Jaelltty s aquipped,

"Phaes are tites when BSERED centers rovide thely serviee to Individuals who gre Hepatits B
posltive. "Fhe consus of o cenver will Tustuate In the rumber of Flepatiys B positive parfents thoy
provide care te, When o center does provide cars 10 positive pationls, thove patfonts are the only
ones who oan be dinlyzed nt that isafation sitien, T£ the center does not have Hepatitie B
pusitive.padonts o it dansus o positive putients heing diatyred, hen that counted stutlon may
be used for Hepatlis B negative patlents in the geneve! pullent iratment wrew a8 lohg ne the
B8 csnter doss nothave in ue move tan thelr total aunsber of slinwed wations gronted on
theiy Hopuge 2t one Hmo. 1t does not makter the number of machines that eve connested to the
wiiter system as long as the palients recelving treatnent dovs not excend the CON lasued.

This has bees discussed with the- CMS Reglonst Offies in Dallug and with SEIEDA, Neithet of
these agencity hive & prablewm with this practice,

Exomple: Ay ESRD venter hns o cettificate of veed for 16 totef hemodialysis gtations, The
uenter hws g, separated Iaolation room that provides hemo {wmtments for a Flopatitis B positivs
patient; thig isolstion rooyn station (a inchided fn the otal 16 stalion oo, This leaves 1§
stationa ot uge $n the pentral patlent treament frea, The conter 841 hes a cevifieate of need fox
16 statlong: The Inalatlon voom stution that if not Ia use von bo used vuthe genoral patent
froatment aren, 18 long an the cenier does not tent mory thun 16 patisnts of & thne,




STATE HEALTH PLANNING AND DEVELOPMENT AGENCY
100 NORTIH UNION STREET, SUITE 870
MONTGOMERY, ALABAMA 36104

October 8, 2010

Kelli B. Robiuson, Esquire
Sirote & Permutt

Post Office Box 55727
Bivningham, AL 35255-5727

R¥E;  Use of Isolation Station for Fepatitis B Negative Patients

Prear Ms. Robinson:

This is written in responsc to yout fetter dated October 5, 2010 to My, Jim Sanders in which you
notitied this agency that Carolyn Duck at the Alabtima Departinent of Public Health confivms
that ifan BERD facility does not have Hepatitls B positive patients on i1 census or Hepatitis B
positive patients being dialyzed, then that counted isolation station may be used for Hepatitis B
ilegative prlients i the gencral patient treatment areas as long as the BSRD facility does ot
lsave in use more than (heir total number of allowed stations granted on theix lcense at one time,
Accordingly, it does not matter the nuimber o f machines that are connecled 1o the water systont as
Long as the pumber of patients receiving treatment does not exceed the CON issued. You report
this has also been approved by CMS Regional Office in Dallas, Based on information provided,
this agency also approves the use of Hepatitls B stations as outlined above,

1f you have questions, please call Jim Sanders or Beity Schoenfeld at (334) 242-4103.

Sincevoly,

Cot” &,
(/4///(/ v /,@4:%/{»/%&%

Alva M, Lambert
Ixeoutive Director

AML:bws

MAILING ADDRESS: .0, BOK 303025, MONTGOMERY, ALABAMA 36130-3025
PHONE: (3348 2424108 FAX: (334) 2424113

v
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