
BEFORE THE STATE HEALTH PLANNING 
AND DEVELOPMENT AGENCY 

IN RE: ) 
) 

EAST ALABAMA HEALTH CARE ) 
AUTHORITY d/b/a EAST ALABAMA ) 
MEDICAL CENTER (EAMC) )      DR___________________ 

) 
Letter of Non-Reviewability Issued by ) 
SHPDA to John Mitchell, M.D., and  ) 
The Heart Center Cardiology, P.C. ) 

PETITION FOR DECLARATORY RULING 

COMES NOW Petitioner, The East Alabama Health Care Authority d/b/a 

East Alabama Medical Center (“EAMC”), and pursuant to Rule 410-1-9-.01 of the 

Alabama Certificate of Need Program Rules and Regulations submits this Petition 

for Declaratory Ruling regarding the Letter of Non-Reviewability (“LNR”) issued 

to John Mitchell, M.D., and The Heart Center Cardiology, P.C. (“Dr. Mitchell”), to 

perform cardiovascular surgical procedures at 2375 Champions Drive in Auburn, 

Alabama pursuant to the physician’s office exemption (“POE”).   

EAMC respectfully seeks a declaratory ruling that the cardiovascular surgical 

procedures to be performed by Dr. Mitchell are not customarily performed in a 

private physician's office; that such procedures are “health services” and 

“institutional health services” as defined by ALA. CODE § 22-21-260(8) and § 22-21-

260(9); that Dr. Mitchell’s private physician’s office is not an appropriate clinical 

venue for performing the procedures; that performing procedures there does not 
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qualify for the POE because the catheterization laboratory and related equipment 

will not be physically located within Dr. Mitchell’s private physician’s office; that 

extending the POE to institutional health services would circumvent the CON review 

process and the State Health Plan; and that a Certificate of Need is required for the 

cardiovascular surgical procedures to be offered by Dr. Mitchell.  In further support 

hereof, EAMC states as follows:     

I.  PROCEDURAL BACKGROUND   

 On October 29, 2020, Dr. Mitchell submitted a request for a Letter of Non-

Reviewability (“LNR”) to SHPDA, which was assigned Reviewability 

Determination Request RV 2021-003, to perform cardiovascular surgical procedures 

at 2375 Champions Drive, Suite 100, Auburn, Alabama. (Exhibit A-1).1  The request 

for LNR represented the services Dr. Mitchell intends to perform as follows:   

Within the current private practice location for The Heart Center 
Cardiology, located at 2375 Champions Blvd. Suite 100 Auburn, AL 
36830, Dr. Mitchell intends to perform low risk peripheral angiography 
and interventional procedures, left and right diagnostic heart 
catheterizations- coronary angiography, elective internal cardiac 
defibrillator (ICD) and planned pacemaker generator changes, low risk 
ICD and pacemaker implantation, Implantable lop [sic] recorder 
insertion, direct current cardioversion, infusa port placement, 
transesophageal echocardiography, pulmonary artery pressure 
recording devices and low risk atrial, [and] ventricular and [sic.] nodal 

                                                           
1   The filings made by Dr. Mitchell and The Heart Center Cardiology, along with 
filings made by EAMC and communications from SHPDA, in RV 2021-003 are 
attached as composite Exhibit A.  Each individual filing is attached in date order 
and assigned a number in ascending order.  Therefore, the LNR is A-1; SHPDA’s 
Notice to Affected Persons is A-2; EAMC’s initial response is A-3, and so on.   
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ablation procedures within his private practice.  No novel procedures 
will be performed, and all of the procedures requested are standard, 
commonly performed in both inpatient and outpatient settings.  The 
procedures are low risk, minimally invasive and general anesthesia is 
not required, nor will it be used in the office setting.  Dr. Mitchell has 
an established care plan including the identification of involved 
personnel and equipment, to deal with any issues related to unexpected 
changes in a patient's status.  This includes oxygen and masks for 
ventilation, medications for arrhythmias and reversal of sedation, 
defibrillation and pacing as well as a pathway to transfer to a higher 
level of care as needed.  All procedures will be limited to adults > 18yo 
only.  Patients will be informed that some of the proposed procedures 
are “look only” or therapeutic/interventional and may require an 
additional procedure in a hospital setting.  Physicians have been able to 
perform nearly all electrical cardioversion procedures using moderate 
to deep sedation (a widely accepted practice,) if patient safety ever 
requires the use of general anesthesia, the procedure would be 
scheduled and performed in the hospital setting.  No general anesthesia 
will be used in Dr. Mitchell's office-based lab.  In addition, Dr. Mitchell 
will not be crossing from the right side of the heart to the left for any 
ablations which would be a higher risk procedure. 
 

(Exhibit A-1 at 1).  

 Dr. Mitchell contends that the cardiovascular surgical procedures to be 

performed are non-reviewable under the physician’s office exemption (“POE”): 

“The Heart Center Cardiology and Dr. Mitchell will abide by the office-based 

surgery requirements for the use of general anesthesia, as set forth in Ala. Admin. 

Code Rules 540-X-10-.08 and 540-X-10-.09 as well as Rule 540-X-10-.12 and 

reporting requirements of Rule 540-X-10-.11.” (Exhibit A-1 at 2).  He also 

represents that his annual operating costs will be $618,000 and that his practice will 

acquire “Total Major Medical Equipment estimated cost . . . = $350,000.00.” for 
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“Diagnostic X-Ray System, patient monitoring equipment, patient recovery 

equipment, defibrillator and IVUS for arterial and venous procedures and ancillary 

equipment required for the listed procedures.” (Exhibit A-1 at 3).  In summary, Dr. 

Mitchell’s LNR request states: 

With the support of this document, we respectfully request that the 
Alabama State Health Planning and Development Agency grant a 
determination of non-reviewability to The Heart Center Cardiology for 
the proposed “office-based surgery” procedures described herein. 

 
(Exhibit A-1 at 4) (emphasis added). 

 After Dr. Mitchell responded to certain questions raised by SHPDA regarding 

the proposed project, Notice of the LNR Request was disseminated by SHPDA. 

(Exhibit A-2).   

On December 16, 2020, EAMC filed its response in opposition to Dr. 

Mitchell's LNR request.  Initially, EAMC objected to the request because it was 

substantively identical to a request filed by Leg Health Vascular Centers, Inc. 

(RV2020-021) to perform cardiovascular surgical procedures under the POE also 

within the office of Dr. John Mitchell at 2375 Champions Blvd. in Auburn, Alabama, 

and Dr. Mitchell's request was filed only three days after SHPDA had refused to 

issue a Letter of Non-Reviewability for Leg Health. (Exhibit B-10).2   

                                                           
2   The filings involving Leg Health are attached as Composite Exhibit B.  The Leg 
Health LNR was submitted by Leg Health Vascular Centers, Inc., which represented 
that it would be the “private practice office” of Dr. John Mitchell and Drs. Jacob 
Townsend and Robert Yoe, both of whom currently practice with Birmingham Heart 
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Subsequently, EAMC challenged the efficacy of performing invasive 

cardiovascular procedures in Dr. Mitchell’s physician’s office and, specifically, the 

efficacy of Dr. Mitchell performing the invasive procedures identified by Dr. 

Mitchell given the conflicting representations made by him or on his behalf to 

SHPDA. (See Exhibit A-7 at 2) (“Unlike a private physician’s office, hospitals are 

all regulated, licensed and accredited by various authorities, including the Alabama 

Department of Public Health, The Joint Commission, and others, and are subject to 

inspection and various reporting requirements. . .. However, no requirements are 

applicable to The Heart Center because, as the office of a private physician, it is not 

licensed or accredited.”).   

On February 19, 2021, SHPDA by and through its Executive Director, Emily 

Marsal, issued an LNR in favor of Dr. Mitchell and The Heart Center Cardiology, 

P.C. (Exhibit A-13).  In issuing the LNR, SHPDA concluded that the POE applied 

to the project because it satisfied the four elements of the POE as established in Ex 

                                                           
Clinic and reside in Mountain Brook, Alabama, almost 120 miles from Dr. 
Mitchell’s office in Auburn. (Exhibit B-1 at 1-2).  In addition, Leg Health Vascular 
Centers, Inc., is located in Montgomery, Alabama, and appeared to be a marketing, 
administrative, and clinical services provider. (Exhibits B-3 and B-5). Therefore, the 
POE could not apply and SHPDA could not provide Leg Health with a letter of non-
review.  After a series of letters to SHPDA by Leg Health and EAMC disputing and 
contesting Leg Health’s LNR request, SHPDA responded as follows on October 26, 
2020: “The LNR process is not well suited to resolve the competing factual and legal 
assertions of Leg Health and EAMC. Accordingly, the Agency is unable to 
determine that this project qualifies for the POE.” (Exhibit B-10). 
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Parte Sacred Heart Health System, Inc., 155 So. 3d 980 (Ala. 2012).  Relying solely 

on representations made by Dr. Mitchell, SHPDA concluded that that: (1) the 

proposed services provided, and related equipment used, will be exclusively by Dr. 

Mitchell and his practice, The Heart Center; (2) the proposed services will be 

provided, and related equipment used, at Dr. Mitchell’s office, The Heart Center 

located at 2375 Champion Blvd., Auburn, AL; (3) billing for the services will be 

done through and on behalf of Dr. Mitchell’s practice, The Heart Center; and (4) the 

equipment used for the performance of Dr. Mitchell’s office-based procedures will 

not be used for inpatient care, nor by or through or on behalf of a healthcare facility. 

(Exhibit A-13 at 2-3). 

 This Petition for Declaratory Ruling follows SHPDA’s issuance of the LNR.  

II.  FACTUAL BACKGROUND 

A. EAMC HAS A DIRECT AND PROTECTED INTEREST IN 
THE APPLICATION OF THE STATE HEALTH 
PLANNING LAWS TO THE HEART CENTER. 

 
 Petitioner EAMC holds CONs to develop and operate multiple healthcare 

facilities in Lee County, Alabama, where the proposed project by The Heart Center 

will be located.  EAMC operates the only acute-care hospital/regional medical center 

in Lee County; and EAMC is presently developing the only free-standing 

ambulatory surgery center and free-standing emergency department in Lee County.  

EAMC is Lee County’s only comprehensive provider of all forms of medical 
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services, i.e., general, acute-care and specialized medical services.   In addition, 

EAMC provides comprehensive cardiovascular-care services, including CT, five 

cardiovascular catheterization laboratories, and open-heart surgery services.  

Accordingly, EAMC has a direct interest in whether the cardiovascular surgical 

procedures Dr. Mitchell intends to perform will comply with the Alabama CON law 

and SHPDA’s rules and regulations.  In addition, EAMC will be substantially and 

adversely affected if Dr. Mitchell furnishes cardiovascular surgical procedures in 

violation of the CON law and SHPDA’s rules and regulations. 

B. THE NATURE AND SCOPE OF DR. MITCHELL AND 
 THE HEART CENTER’S CARDIOVASCULAR
 SURGICAL PROCEDURES. 

 
 Dr. Mitchell represents that he is engaged in the private practice of medicine, 

doing business as The Heart Center Cardiology, at 2375 Champions Drive, Suite 

100, Auburn, Alabama.  The building located at 2375 Champions Drive was 

previously the subject of a declaratory ruling by the CON Review Board in DR110 

(Exhibit C), which involved the building’s development and the creation of The 

Institute for Advanced Cardiovascular Care by Dr. Mitchell; The Heart Center 

Cardiology, P.C.; East Alabama Cardiovascular Associates, P.C.; CathLab Partners, 

LLC; Advanced Cardiovascular Development, LLC; and Community Medical 

Development, LLC.  As addressed in DR110, the building cost $9.5 million to build 

and is a three-story, 58,000 square foot facility. (Exhibit C at 1-2).  The building was 



8 
 

developed with the intent of housing a CT scan, heart catheterization laboratory, and 

office space for “allied medical practices.” (Exhibit C at 1-2).  The CON Review 

Board held in DR110 that the project was not covered by the POE and a CON was 

required for its development.  According to DR110: 

In the present case, after considerable review of the evidence and 
examination by Board members, the Board has concluded that the 
design and structure of this large multi-floor facility reflects an intent 
to share and use facilities and equipment for the treatment of patients 
other than just those of the treating physicians whose primary offices 
are located at the facility.  The Board further concludes that, based on 
the available evidence, the project involves the provision of a new 
institutional health service, does not qualify for the Physicians’ Office 
Exemption, and is thus reviewable. 
 

(Exhibit C at 7). 

 With the present Petition for Declaratory Ruling, whether Dr. Mitchell’s 

medical practice is actually limited to The Heart Center is unclear and, although the 

issue was raised by EAMC, it was never addressed by Dr. Mitchell nor was it 

expressly considered by SHPDA in giving an LNR to The Heart Center.  The Heart 

Center has its own website, https://www.theheartcentercardiology.com/ (screen-

shots attached as Exhibit D), but Dr. Mitchell also operates a separate clinic, known 

as “the Chest Pain Walk-In Clinic” at the same address.  The Chest Pain Walk-In 

Clinic likewise has its own website, https://www.chestpainwalkinclinic.com/ 

(screen-shots attached as Exhibit E), which contains a picture showing a separate, 

marked entrance for the clinic.  The Chest Pain Walk-In Clinic describes itself as a 

https://www.theheartcentercardiology.com/,
https://www.chestpainwalkinclinic.com/,
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means of bypassing the wait at the EAMC emergency room for persons experiencing 

a cardiac event. (See Exhibit E at 2) (“If you are experiencing a cardiac event, 

transport will be arranged for immediate transport to EAMC, bypassing the long 

wait in the emergency department.”).  The Heart Center’s earlier LNR request did 

not mention the Chest Pain Walk-In Clinic, but since they are located at the same 

address and Dr. Mitchell operates both, then the project at issue here could be used 

for the Chest Pain Walk-In Clinic, which is advertised as an outpatient clinic for 

cardiac events. (Exhibit E at 2). 

 As previously mentioned, Dr. Mitchell proposes to perform a variety of 

cardiovascular surgical procedures at his 58,000 square foot facility consisting of the 

following: peripheral angiography and interventional procedures, left and right 

diagnostic heart catheterizations-coronary angiography, elective internal cardiac 

defibrillator (ICD) and planned pacemaker generator changes, low risk ICD and 

pacemaker implantation, implantable loop recorder insertion, direct current 

cardioversion, infusa port placement, transesophageal echocardiography, pulmonary 

artery pressure recording devices and low risk atrial and ventricular nodal ablation 

procedures using moderate to deep sedation.   

 The cardiovascular surgical procedures Dr. Mitchell will perform go beyond 

mere diagnostic procedures.  Instead, they are curative and rehabilitative surgical 

---
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procedures customarily furnished in a healthcare facility (i.e., acute care hospital), 

as discussed hereafter.       

  III.  ALABAMA LAW 

 As provided by ALABAMA CODE § 22-21-261, a Certificate of Need (CON) 

program has been established to ensure that healthcare services and facilities are 

reviewed and meet the public interest.  Section 22-21-261 states as follows: 

The Legislature of the State of Alabama declares that it is the public 
policy of the State of Alabama that a certificate of need program be 
administered in the state to assure that only those healthcare services 
and facilities found to be in the public interest shall be offered or 
developed in the state.  It is the purpose of the Legislature in enacting 
this article to prevent the construction of unnecessary and 
inappropriate healthcare facilities through a system of mandatory 
reviews of new institutional health services, as the same are defined in 
this article. 
 

(Emphasis added). 

 ALABAMA CODE § 22-21-263(a) also provides “[a]ll new institutional health 

services which are subject to this article and which are proposed to be offered or 

developed within the state shall be subject to review under this article.”  Section 22-

21-263(a) goes on to state that new “institutional health services” include “the 

construction, development, acquisition through lease or purchase, or other 

establishment of a new healthcare facility or health maintenance organization.”  

Section 22-21-263(a) further provides: “No institutional health services which are 
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subject to this article shall be permitted which are inconsistent with the State Health 

Plan.” 

 ALABAMA CODE § 22-21-260(9) defines “institutional health services” to be 

“health services provided in or through healthcare facilities or health maintenance 

organizations, including the entities in or through which such services are provided.” 

 ALABAMA CODE § 22-21-260(6) defines a “healthcare facility” to specifically 

include hospitals and related facilities such as laboratories, out-patient clinics, and 

ambulatory surgery centers, stating in part as follows: 

General and specialized hospitals, including tuberculosis, psychiatric, 
long-term care, and other types of hospitals, and related facilities such 
as, laboratories, out-patient clinics, and central service facilities 
operated in connection with hospitals; skilled nursing facilities; 
intermediate care facilities; skilled or intermediate care units operated 
in veterans’ nursing homes and veterans’ homes, owned or operated by 
the State Department of Veterans’ Affairs, as these terms are described 
in Chapter 5A (commencing with Section 31-5A-1) of Title 31, 
rehabilitation centers; public health centers; facilities for surgical 
treatment of patients not requiring hospitalization; kidney disease 
treatment centers, including free-standing hemodialysis units; 
community mental health centers and related facilities; alcohol and 
drug abuse facilities; facilities for the developmentally disabled; 
hospice service providers; and home health agencies and health 
maintenance organizations. 

 
(Emphasis added). 
 
 ALABAMA CODE § 22-21-260(8) defines “health services” as also expressly 

including clinically related diagnostic and curative services and services customarily 

furnished by healthcare facilities: 
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Clinically related (i.e., diagnostic, curative, or rehabilitative) services, 
including alcohol, drug abuse, and mental health services customarily 
furnished on either an in-patient or out-patient basis by healthcare 
facilities, but not including the lawful practice of any profession or 
vocation conducted independently of a healthcare facility and in 
accordance with applicable licensing laws of this state. 

 
(Emphasis added). 
 
 The SHPDA Certificate of Need Program Rules and Regulations (“SHPDA 

Rules”) define a “Certificate of Need” to be: 

[A] permit required by law before which no person, except as exempted 
by statute, shall acquire, construct or operate a new institutional health 
service or acquire major medical equipment, or furnish or offer, or 
purport to furnish a new institutional health service, or make 
arrangement or commitment for financing the offering of the new 
institutional health service or acquiring the major medical equipment. 

 
SHPDA Rule 410-1-2-.19 (emphasis added).   
 
 Accordingly, based upon the above statutes’ regulations, all new health 

services - - specifically laboratories, hospital related facilities, out-patient clinics, 

ambulatory surgery centers, and clinically related services customarily furnished on 

an inpatient or outpatient basis - - are subject to Certificate of Need review.   
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IV.  ANALYSIS AND CONCLUSION 

A. THE CARDIOVASCULAR SURGICAL PROCEDURES 
DR. MITCHELL AND THE HEART CENTER 
CARDIOLOGY, P.C., WILL PERFORM ARE NOT 
CUSTOMARILY FURNISHED IN A PHYSICIAN’S 
OFFICE. 

 
 As defined by law, “Health Services” are clinical services customarily 

performed in healthcare facilities, but excluding “the lawful practice of any 

profession or vocation conducted independently of a healthcare facility.” Ala. Code 

§ 22-21-260(8).  The cardiovascular surgical procedures Dr. Mitchell will perform 

are high-risk and are customarily performed in a healthcare facility, and conducting 

them independently of a healthcare facility is dangerous, will jeopardize patient care, 

and will be a breach of the standard of care.  In fact, Dr. Mitchell is committed to 

performing atrial and ventricular nodal ablation but he is not credentialed to 

perform these procedures at EAMC. 

  For example, Dr. Mitchell proposes to furnish pacemaker implantation and 

internal cardiac defibrillator (ICD).  These procedures are not customarily performed 

in a physician's office because they both have an inherent risk for sudden cardiac 

death, and they involve multiple serious health risks, including bleeding, allergic 

reaction and the danger of perforation and/or collapsed lung. (Exhibit F at 1). 

 Ordinarily pacemaker implant patients are elderly with multiple comorbidities 

and it is not uncommon for pacemaker implant patients to require overnight 
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hospitalization.  A pacemaker implant patient must be closely monitored during the 

procedure, including close monitoring of the patient’s oxygen levels, and a 

defibrillator must be available for immediate use by a trained professional.   

 The same is true for an ICD implant, which also carries a risk of blood vessel 

damage and the occasional need for overnight hospitalization.  An ICD procedure 

may also require deep sedation and even general anesthesia. (Exhibit F at 1).  Again, 

implanting an ICD is not customarily performed in a physician’s office; and the 

procedure should not be performed independently of a healthcare facility. 

 There are also numerous serious health and safety risks for the other 

procedures Dr. Mitchell intends to perform.  For example, peripheral angiography 

and interventional procedures (angioplasty, atherectomy) carry a very real risk of 

vessel or organ damage or perforation which can require urgent surgical repair as 

well as the risk of anaphylaxis reactions to contrast agents. (Exhibit F at 1).  

Likewise, left and right diagnostic heart catheterizations and coronary angiography 

carry the exact same risks. (Exhibit F at 1).  Pacemaker generator changes carry the 

risk of bleeding, damage to blood vessels, and a collapsed lung. (Exhibit F at 2).  

Implantable loop recorder insertion carries the risk of bleeding. (Exhibit F at 2).  

Cardioversion carries the risk of stroke, blood clots, and life threatening arrythmia. 

(Exhibit F at 2).  Infusaport placement carries the risk of a venous malpositioning of 

the catheter and perforation with arterial injury, pneumothorax, hemothorax, 
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thoracic duct injury and cardiac tamponade. (Exhibit F at 2).  A transesophageal 

echocardiogram (“TEE”) carries a risk of bleeding or tearing of the esophagus. 

(Exhibit F at 3). Implanting a pulmonary artery pressure recording device carries a 

risk of heart arrhythmias, knotting the catheter, rupture of a pulmonary artery, 

severely reduce blood flow to part of the lung, and blood clots causing stroke. 

(Exhibit F at 3).   

 Atrial and ventricular nodal ablations carry a risk of damage to blood vessels, 

bleeding, blood clots, puncturing the heart wall, and dislodging the pacemaker lead. 

(Exhibit F at 3-4).  These procedures almost exclusively involve patients with 

severely reduced cardiac function who are at risk for severe compromise during the 

procedure. (Exhibit F at 4).  Therefore, ablation procedures require significant 

operator and imaging skill and the utmost professionalism in dealing with life 

threatening situations because complications may be life-threatening and will 

develop very quickly.  As stated earlier, Dr. Mitchell is not credentialed to perform 

ablations at EAMC. 

 Dr. Mitchell represents that the procedures are “low risk, minimally invasive 

and general anesthesia is not required, nor will it be used in the office setting.” 

(Exhibit A-5 at 3).   However, the procedures are definitely invasive and have 

multiples risks, including the serious risks previously discussed. 
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 In fact, all cardiac patients are inherently at high risk due to age, prevalence 

of comorbidities, and baseline reduced cardiac reserve.  People age 65 and older 

(i.e., senior citizens) are the demographic group that suffers most from coronary 

heart disease, and are most in need of the procedures Dr. Mitchell plans to furnish.  

This same demographic group also has the most co-morbidities.   

 Any procedure on a high-risk patient, and especially a complex and invasive 

coronary surgical procedure that Dr. Mitchell will furnish, is itself hazardous.  

Performing such a procedure on a cardiac patient in a physician’s office versus a 

healthcare facility is perilous, because the risks are greatly increased, and safety is 

compromised without any benefit to the patient.   

 The CON process and SHPDA were created by the Alabama Legislature “to 

assure that only those healthcare services and facilities found to be in the public 

interest shall be offered or developed in the state.” ALA. CODE § 22-21-261 (1975) 

(emphasis added).  Patient safety is a primary concern for determining whether the 

public interest is served.  As stated by the American College of Cardiology and the 

American Heart Association: “In any catheterization setting, patient safety must be 

of paramount importance, and must supersede all other considerations.”  ACC/AHA 

Guidelines for Cardiac Catheterization & Cardiac Catheterization Laboratories, 84 

J. AM. HEART ASSOC. 2212, 2219 (1991).     
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 SHPDA and the CON Review Board exist to ensure that the construction 

and/or development of “inappropriate healthcare facilities” do not occur.  See Ala. 

Code § 22-21-261., see also, Alabama Renal Stone Institute, Inc. v. State Health 

Planning Agency, 594 So. 2d 106 (Ala. Civ. App. 1991) (holding that the State 

Health Planning Agency by statute is the designated agency of the state responsible 

for state health planning and development).  SHPDA has the right to regulate and 

prohibit inappropriate facilities, including a physician’s office, from performing 

procedures customarily performed in healthcare facilities when issues of patients’ 

safety are involved.  Therefore, the CON Review Board should enter a declaratory 

ruling which finds that the cardiovascular surgical procedures Dr. Mitchell intends 

to perform are not customarily performed in a physician's office, and accordingly, a 

CON is required if Dr. Mitchell intends to perform such cardiovascular surgical 

procedures.   

B. THE PHYSICIAN’S OFFICE EXEMPTION DOES NOT 
APPLY TO THE CARDIOVASCULAR SURGICAL 
PROCEDURES DR. MITCHELL WILL PERFORM AT 
HIS THREE-STORY, 58,000 SQUARE FOOT FACILITY.  

 
 As held by the Alabama Supreme Court in Ex parte Sacred Heart Health 

System, Inc., 155 So. 3d 980 (Ala. 2012), the POE adopted by the CON Review 

Board and modified by the Supreme Court is intended “to reflect the legislative 
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intent expressed in § 22-21-260(6),” which defines “healthcare facilities.”  However, 

as explicitly stated by the Supreme Court: 

The POE . . . should not be interpreted as circumventing the statutory 
language in §§ 22-21-260(6), 22-21-260(8), 22-21-263, and 22-21-265, 
Ala. Code 1975, or otherwise applicable statutes or administrative 
regulations pursuant to the “State Health Plan.”  The POE application 
test will provide an objective standard that can be used to determine 
whether the POE applies to any medical practice, whether the practice 
is solo or group, large or small, specialized or general. 
 

155 So. 3d at 988. 

 The statutory language in § 22-21-260(6) defines a “healthcare facility” to 

include hospital related facilities such a laboratories, out-patient clinics, and 

facilities for the surgical treatment of patients not requiring hospitalization.  The 

statutory language in § 22-21-260(8) defines a “health services” as clinically related 

diagnostic, curative, or rehabilitative services customarily furnished on an inpatient 

or outpatient basis by healthcare facilities.  The statutory language in § 22-21-263 

requires CON review for all new institutional health services, and that new 

institutional health services must comply with the State Health Plan.  The State 

Health Plan addresses the provision of cardiovascular catheterization services in the 

acute care hospital setting only.   

 The definition of “healthcare facility” in § 22-21-260(6) and the definition of 

“health services” in § 22-21-260(8) both contain the POE but they are not identical.  

“The exemption for a physician’s practice contained in the definition of health 
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services is broader than the POE contained in the definition of a health-care facility.  

It exempts a physician’s practice of his or her profession so long as it is conducted 

independently of a health-care facility.” Ex parte Sacred Heart Health System, Inc. 

155 So. 3d 985 (Ala. 2012). 

 As discussed above, the cardiovascular surgical procedures Dr. Mitchell will 

provide at The Heart Center are customarily furnished in a healthcare facility and, 

in order to ensure patient safety is not compromised, they should not be conducted 

independent of a healthcare facility.  Therefore, if Dr. Mitchell’s cardiovascular 

surgical procedures cannot satisfy the POE contained in the definition of “health 

services,” they cannot satisfy the less restrictive POE contained in the definition of 

“healthcare facility.” 

 In addition, Ex parte Sacred Heart Health System holds that the POE applies 

to the physician’s office only. See 115 So. 3d at 983, n. 2 (“In examining the 

medical-building project as a whole, this Court does not refer to the entire building 

constructed by Johnson Development, which contains space for medical and non-

medical uses, but to the portion of the building leased by the specific physicians’ 

practice seeking to apply the physician’s office exemption to the CON 

requirement.”)  As represented by Dr. Mitchell’s attorney: “The proposed services 

will be provided within the same building as his current private medical practice is 

located at 2375 Champions Blvd.” (Exhibit A-5 at 5).  As previously discussed, the 



20 
 

building located at 2375 Champions Boulevard was the subject of DR110, and the 

building is a three-story, 58,000 square foot facility developed by Dr. Mitchell at a 

cost of $9.5 million dollars, in order to house a CT scan, a heart catheterization 

laboratory, and office space for “allied medical practices.” (Exhibit C at 1-2).  

Indeed, the building contains its very own dedicated ambulance bay (Exhibit G) and 

Dr. Mitchell also operates a separate “Chest Pain Walk-In Clinic” therein. (Exhibit 

E). 

 Therefore, Dr. Mitchell will perform his cardiovascular surgical procedures 

in a catheterization laboratory that is not located in his personal physician’s office.  

In fact, the catheterization laboratory will be located in the same spot where Leg 

Health unsuccessfully sought to obtain a letter of non-reviewability.  Again, as 

represented by Dr. Mitchell’s attorney: “The cost estimate for the equipment and 

operations of the same cath lab at the same location being the same as that stated in 

the previous submission on behalf of Leg Health does not . . . contradict the separate 

factual disclosure of who would own and operate the lab.”). (Exhibit A-10 at 2) 

 Accordingly, the POE does not and cannot apply to the cardiovascular 

surgical services Dr. Mitchell will furnish in a separate catheterization laboratory.  

To hold otherwise would violate the explicit admonition of the Supreme Court that 

“[t]he POE . . . should not be interpreted as circumventing the statutory language in 

§§ 22-21-260(6), 22-21-260(8), 22-21-263, and 22-21-265, Ala. Code 1975, or 
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otherwise applicable statutes or administrative regulations pursuant to the State 

Health Plan, and violate the POE defined in Ex parte Sacred Heart Health System. 

 Dr. Mitchell takes the position that the POE should allow physicians to 

perform in their office any services or procedures that they are licensed to perform.  

However, this definition of POE would provide an unlimited application that would 

swallow the definition of healthcare facility and health services contained in Ala. 

Code §§ 22-21-260(6) and (8), and render them meaningless. 

 Accordingly, East Alabama Health Care Authority d/b/a East Alabama 

Medical Center respectfully requests that the CON Review Board enter declaratory 

ruling that Dr. Mitchell and The Heart Center Cardiology, P.C., seek to perform 

cardiovascular surgical procedures not customarily performed in private physician's 

office and, therefore, a CON is required for cardiovascular surgical procedures to be 

offered by Dr. Mitchell and The Heart Center Cardiology, P.C.   

 Respectfully submitted this 6th day of April, 2021. 

  s/ James E. Williams                                               
    JAMES E. WILLIAMS 

J. FLYNN MOZINGO 
   Attorneys for The East Alabama 

Healthcare Authority d/b/a East 
Alabama Medical Center 
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OF COUNSEL: 
 
Melton, Espy & Williams, P.C. 
Post Office Drawer 5130 
Montgomery, AL 36103-5130 
Telephone: (334) 263-6621 
Fax: (334) 269-9515 
jwilliams@mewlegal.com  
fmozingo@mewlegal.com  
 
 

 

CERTIFICATE OF SERVICE 
 
 I HEREBY CERTIFY that I have served a copy of the foregoing by U.S. Mail 

and/or email transmission to the individuals listed below, on this the 6th day of April, 

2021: 

 
 SHPDA Online Filing (shpda.online@shpda.alabama.gov) 
 Michael K. Wright, Esq. (mwright@starneslaw.com)  
 
 
       s/ James E. Williams                                                     

      OF COUNSEL   

mailto:jwilliams@mewlegal.com
mailto:fmozingo@mewlegal.com
mailto:shpda.online@shpda.alabama.gov
mailto:mwright@starneslaw.com
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The Heart Center Cardiology 
2375 Suite 100 Champi01111 Blvd. 

October 29, 2020 

Hon. Bm ily T Manal 
B11ecutive DireclOr 

Auburn, AL 36830 
(334) 321-3700 

Stam Health Planning and Development Agenc) 
100 North Union Street 
RSA Union Building, Suite 870 
Montgomery, AL 36130-3025 
Shpda.online@shpda.alabama.gov 

Be: Nan -Re~J.wabUlfY Ddern,lnllllan Reqwst fo, Tri• Heart ~nlN Cardla/011 

Dear Ma. Manal: 

RV2021-003 

RECEIVED 
Oct 30 2020 
STATE H€AL TH Ft.ANNING AND 

DE\'El.OPt,EHl AGEtcV 

On behalf of The HeutCenter Cardiology, I mn writing pu111uantto CON r. 410-1-7-.02 to submit a 
revlewabiHty detmminatlon request in accordance with the Alabama State Health Planning and 
Development Agency's certificate of need prognun rule■ and regulation. 

Within the current private practice location for The Heart Center Cardiolol!)', located at 237S Champions 
Blvd. Suite 100 Aubum, AL 36830, Dr. Mitchell intends to perfonn low risk peripheral angiography and 
intervendonal procedures, left and right diagnostic heart catheterizations- coronary angiography, elective 
Internal aardiao defibrillator (ICD) and planned pacemaker generator changes, low risk ICD and 
pacemaker hnplantation, Implantable lop recorder insertion, direct current cardloversion, infusa port 
placement, trlnsesophagul echocardiography, pulmonary artery pressure recording devices and low risk 
atrial, ventricular and nodal ablation procedures within his prlvatE practice. No novel procedures will be 
performed, and all of the procedures requestei;! are standard, commonly performed in both inpatient and 
outpatient settings. The procedures are low risk, minimally invasive and general anesthesia is not 
required, nor will it be used in the office setting, Dr. Mitchell has an established care plan including the 
Identification of involved personnel and equipment, to deal with any isaues related to unBKpectmd changes 
in a patient's status. Thia includes oxygen and masks lilr ventilation, medications for anilythmiaa and 
reverse! of sedation, defibrillation and pacing as well as a pathWII)' to transfer to a higher level of care as 
needed. All procedures will be limited to adults >1 Byo only. Patients will be informed that some of the 
proposed procedures are "look only" or therapeutic/interventional and may require an additional 
procedure in a hospital setting. Physicians have been able to pe1 funn nearly all elc.:bical ~ardlovenion 
procedures using moderate lo deep sedation (a widely accepted practice,) if patient safety ever requires 
the use of general anesthesia, the procedure would be scheduled and perfonned in the hospital setting. No 

The HGn CI-Canllolosv U75 Sula IODChomplonolllY<I, Aubum, AL36130 
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pnnl anesthesia will ho uaod In Dr. Mitchell's office-based lab. In addition, Dr. Mitchell will not be 
orosaing from the right aide ofdle heart ta the left fur any ablations, which would be a higher risk 
proeed-. 

When 111ing midamlam or propofol, The Heart Center Cardiology 1111d Or. Mimhell will abide by the 
offiec-based surgery niquinimllD for the use of general anoathosie, 111 set furth in Ala. Admln. Code 
Rulos 540-X-Hl•.08 and S40-X·IO•.D!I a.swell as Rule 540-X-I0-.12 and tho niportlng requiffllllellt9 of 
Rule 540-X-U>·, I 1. 

ALA. CODE 22-21-263(aXI) (1975 111 amended) includes in tho definition of new institutional health 
liCl'\llcea subject to CON review: "tho construction, development, acquisition through lease or purchase, or 
other ealllbllshment ofa nllW health ll8l'e filcllity or health maintenllllCCI organl:i:atlon." Und11t ALA. CODE 
22-21-260(6) (197.S a.s amended), the definition of a health caro facility includes among other things. 
"facilities for 1urgill&l trutmnt of palienlB not requiring hospitsliDtion", "l1bollllories" and 'out-patient 
clinics". Speeifically excluded ftom thlt definition are "the offlcea of private physicians or dentl&!a, whither 
for Individual or group practices and l'llprdleee of ownmhip." Id. 

The definition of now institu1i0Dlll health services also includes any now health servic:es offered 
through a health care facility. ALA. CODE22-2l-263(a)(4) (l97S u amended}. However,a "the 
lawM practice of any profession or vocation conducted indepmulently of a health care facility and 
ln accordance with applicable licensing laws of this lilllte11 is excluded from the health services 
definition. ALA. CODE 22-21-260(8) (l 975 u amended). 

The criteria• adopted by the S11pnme Co11rt for 1he Ph,alalu Ofllee Eumpt1011 are u followa: 

I. The propolld IOl"Vilies an, to be provided, and rolated equipment used, exclusively by the 
physloians Identified as owners or employee.a of the physician's practice for the Cini of their 
patillll1&. 

2. The propollld IIOl'Vieot are ta be provided, and rel&tlld equipment used, at any office of BW:h 
physicl1111s. 

3. All patients' billinp related to such servi!:es are !hroup, or expl'llllllly on behalf of, the 
physician's practice. 

4. The equipment ahall not be used for inpatient Cll1II, nor by. through or on behalf of a heelthcare 
facility. 

Tbe Heut Cenler CardlolOIJ will meet tile foar req11lrN11111II for the POE Ht fortb by tH 
Alabama S■Pffllll C11111't la Ex ptU1e S.Cred Beart Halfll Sya., Iae.. 155 So, .Jd 980, '88 (AIL 
2012), wben It ro■11d a taelDty la uempt from CON review If\ 

l, ProcodUl'IIS will be perfonnod only by physician owners or physicians employed by The Heart 
Center Cardiology and tho rol11led equipment ,hall be used exclusively by the phyaioians 
identified as owners or employees. Dr. John Mm:hcll is the only physician owner or employee of 
The Heart 011nu,r Cardlolo8)1 who is certified to perfonn office-based IIUl'pl')'. Dr. Mill:hllll is the 
only phyalclan seoklng a delBnnlnation latter from the Agency lbr and on behalf of The Hean 
Center Cardiology. No other person, entity or facility is involved in thi& reqllftt 

2. All proccdu!'III will be perfonned in !hi, privllle physician office of The Heart Ceni.r-Cardiology. 
All equipment llllllCISIII)' for the perfbnnance oflhe pn)Cedures will be used e!lclusively by Dr. 
John Milllhell. 

The HNl'l0elllerClrdlo\olYl1'11!""" ,m Ol•mplono loo!. ...... AL 3&00 



3. The patient billing relalad to such Ml'Vices are th:ough, or llllpAIUly an behalf afthe private 
phylieian offices of The Heart Center Cllnliology, 

4. At no time will the equipment Identified ror the performance oflhc offlce.bued procedures 
provided in this lellv bo uacd fur Inpatient care, nor by, lhrough or on behalf of a health we 
facility, 

For tile pupNe oftlltl NflP1ll"t. we WOllld lib to provide the fvDuwlq PiallDCIII DIN1111an: 

Total Major Medical Equipment estimllted COit for the oft'ico.baed procedures - $150,000.00 

To include: Diqnostia X•Ray Syamm, patient monitoring equipment, patient recoveiy 
equipment, dcfibrillal:or and IVUS fur arterial and venous procedures and ancillary equipment 
required for the !illlllld proceduree. 

Bstimallld annllll find year operatin1 COit: T01al = $618,000 

I. Buildina t.eue $48,000.00/annual 
2, Equipment Lease $120,000,00/snnual 
3. Supplles-$200,000.00 
4. Bmployoe Wagos - 250,000.00 
S. landCost-None 
6. Renovatioo/Consttuction Cost· 'None 

Wo can also llffinn that tho offlca based 1urger,v IICl'Vices within The Heart Centi,r CanliolOll)' will not 
ex.coed any of the aettif'iu of need expendituro thresholds. nor will It conlltltule • "new inlllitutional 
health ecrvlee" under Alabama Code 22-21-:263 and tho Ruin due to tho fbllowln1: 

a) No new health en facility or health maintenance Ol'tplllizatlon will bo 0011811UC111d, developed or 
aaiuired; 

b) No major medical equipment will bo acquhed by or on bohalf of a health care filoillty that 
exCDOda the statutmy purchase price or openting CXJllllK threshold1; 

c} No new health cin facility beds or stations will be added, 
d) No new health serviee that is OUfflllltly oftbred by The Heart Center Cardiology will be provided 

with the implementation of tho procedures described in the document; and 
e} No oth« event reviewablo U!lder the CON law or Rules will 01iCUr as a result of our 

implemenllliion of the proccdUJl!S described in this d0C1U111ent. 

The private physician office locatlon for The Heart Cemcr Cardiology; Dr. John Mm:hell ls 237S Sum: 
100 Champions Blvd. Au bum, AL 36830. The service IIIU for this requnt i1 Auburn Alabama and 
surrounding countiea. Dr. Mitchell is licensed In the &tate of Alabama and certified to perform 1he 
procedure& lilled above. Dr. Mitllholl's Alabama Medical LicauJo is appropriately regiaton,d with the 
Board to perform "office-based surgery." Dr. Mltd!ell wUl nqt perfonn any aclltll emerpllll)' cardiac 
in1Drventi0111 nor 1111)' carolllll')' angioplul;y In the privllm office setting. In addition, the private office will 
not be used fbr lnpadent care. No other healthcare facilities have any financial lntemts in The Heart 
Center CanliolOll)'. Dr. John Mitchell is the sole owner and the only pan!clpating physician fur The H1111rt 
Center Cardiology. 

,,,..,.. .. _Otllllolosv ms SOio lllOChlmplatu M. -.ALIWO 



An electronic payment of S 1,000.00 for the filing fee with respect to a request for a revicwability 
detennination will be sent today via the SHPDA online payment portal. 

With the S11ppon of this document, we respectfully request that the Alabama State Health Planning and 
Development Agency grant a determination ofnon-reviewability to The Heart Center CardlolOl!)I for the 
proposed "office-hued surgery" procedures described herein. 

Pleue do not hesitate to call or contact me; John Mitchell with any questions, 

We appreciate your time and conaideration in this matter. 

Sincerely. 

John Mltcltell M.D., Medical Director/Owner 
The Heart Center Cardiology 

lllo Heart center CwdoiDIY 2J75 Slllta !OJ ChlmplOns 111,d, Auburn. AL HIJO 



Afflrmatfon of Requesting Party: 

The undersigned, John Mitchell M.D~ being fim duly sworn, hereby make oath or affinn that he. an 
Oner and Medical Dlnccor ofTbe Heart Center C.rdlolOII)', has knowledge of tho facts in the 
r·eg,,1est-,,.f·nd to lhe best of hia in,Fonnation, kn ledge and belief, such facts are true end corTect. 

u/, 

and Sworn to me before this 29111 day of October 2020. 

N~a:yPub~~~ 

My commission expires Lj IJ (2[;f2. 

11lo H11rt Cantor tard1afoay 2ll75 Sulll! 100 Ol1mplons llhd, ,..._,,, AL 361DO 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

MEMORANDUM 

DATE: November 9, 2020 

TO: All Interested Parties 

FROM: Emily T. Marsal ~ 
Executive Director 

SUBJECT: Reviewability Determination Request (RV202 l-003) 

The attached request for a reviewability determination has been received. Any affected person may 
file written comments regarding this request, per 410-1-7-.02 of the Alabama Certificate of Need 
Program Rules and Regulations, by December 23, 2020. 

Pursuant to ALA. ADMIN. CODE r 410-1-3-.09, all documents to be filed with the Agency must be 
submitted to shpda.online@shpda.alabama.gov in PDF, text searchable format. 

Enclosure: see attached 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 FAX: (334) 242-4113 
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The Heart Center Cardiology 
2375 Suite 100 Champions Blvd. 

October 29, 2020 

Hon. l!m ily T Mars al 
Executive Direclor 

Auburn, AL 36830 
(334) 321-3700 

Stain Health Planning and Development Agenc:,, 
l00'Nonh Union Street 
RSA Union Building, Suite 870 
Montgomery, AL 36130-3025 
Shpda.online@shpda.alabama.gov 

.11.e: Non - Re~kwobUl(Y D11tertN/11aJlo11 Req-, for TIie HNr1 C.,nw Cardiology 

Dear Ms. Marsal: 

RV2021-003 

RECEIVED 
Oct 30 2020 
STATE HEALTI-1 A..AANINGAND 

DE\IB.OPIJENT AGENCY 

On behalf of The Heart Cenmr Cardiolol!)', I am writing pursuant to CON r. 410-1-7-.02 to submit a 
reviewability delcmlination request In accordance with the Alabama State Health Planning and 
Development Agency's certificate of need prognun rules and regulation. 

Within the current private practice location for The Heart Center Cardiology, located at 237S Champions 
Blvd. Suite I 00 Au bum, AL 36830, Dr. Mitchell in12nds to perfonn low risk peripheral angiography and 
interventlonal procedures, left and right dlapstlc heart cathmrizations- coronary angiography, elective 
Internal cardiac deflbrillator (ICD) and planned pacemaker generator changes, low risk ICD and 
pecemaker hnplanlation, Implantable lop recorder insertion, direct current cardioversion, infusa port 
placement, lllmsesophageal echocardiography, pulmonary artery presaure recording devices and low risk 
atrial, ventricular and nodal ablation prooedures within his private practice. 'No novel procedures will be 
perfonned, and all of the procedun:s requesb:d are standard, commonly performed in both inpatient and 
outpatient settings. The procedures are low risk, minimally invaaive and general anesthesia Is not 
required, nor will it be used in the office setting. Dr. Mitchell has an eatablished care plan Including the 
identification of involved penonnel and equipment, to deal with any issues related to unexpectmd changes 
in a patient's status. This includes oxygen and masks for ventilation, medications for anhythmiaa and 
reversal of sedation, detibrillation and peeing as well aa a pllhway to transfer to a higher level of care as 
needed. All procedures will be limited to adulta > I &yo only. Patients will be informed that some of the 
proposed procedures are "look only" or therapeutic/interventional and may require an additional 
procedure in a hospital setting. Physicians have been able to pe, funn nearly all electrical cardloversion 
procedures using moderate to deep sedation (a widely accepted practice,) if patient safety ever requires 
the use of general anesthesia, the procedure would be scheduled and performed in the hospital setting. No 

lhe Hurt Clntu Clnlalosv 2375 5ullll 100 Ctlamplans Btfd. Au bum, AL 36130 



11neral anesthesia will be used In Dr. Mitchell's office.based lab. In addition, Dr. Mitchell will not be 
eroaing from. the right aide of die heart to the left fur any ablation&, which would be a higher ride 
procedun,. 

Whon 111mg midazolam or propofol, The Hll41rt <Ater CardiolO&Y and Or. Mill:hell will abide by the 
offiC&-besed 1Uflllll7 n,quirwnents for the use of general aneJlhesla, u set forth in Ala. Admin. Code 
Rules 540-X-10...O8 and 540-X-IO..Oll as well 1111 Rule 540-X-10...12 and the niporting requiremenm of 
Rule 540-X-10-.11. 

ALA. CODE 22-21-263(aXI) {1975 11 amended) includes in the definition of new institutional health 
8ffl'icell aubjec:t to CON review: "tho construction, development. 1111qulaitlon through lease or purchase. or 
other ealablillhmont of a new health care facility or health malnten11nee orpnlzwtion." Under ALA. COD£ 
22-21-260(6) (1975 u amended), tho dllflnltion of a health can, flM:ility includu among athar things. 
"fiscllitics for •ursical trea'lmlflt of patieolB not requirln11 hoepitalization", "labondoriell" and "out-patient 
clinics•. Specifically flKCluded from this definition are "the offlca ofpri\llle phyaiclans or d~ whether 
for lndlvld1111I or group preclic:es and regard!as of ownership." Id. 

The definition of new illllitutional hwth services also includes any new health services offered 
tiuoughahealtb care facility. ALA. CODE22-21•263(a)(4)(197S as amended). HowDver,a "the 
lawful praetic:e of 11111 profeulon or vocation conducted independently of a health care facility 1111d 
in accordance with applicable liecmsing laws of flus atate" is exclw:led from the health services 
definition. ALA. CODE 22-21-260(8) (1975 as amended'). 

The crtterta • iulopllllCI by tile Supreme Court for the Pbyalclan Office E1temptto■ are u folloft: 

I. The propoaed llel'Yiaes are to be provided, 1111d n1lated equipment used, exclusively by the 
phyeioian1 identified aa OWllfll'II or employNI of the physician's practice for the care ofthoir 
patients. 

2. The propolllld lllll'\l!cos are 111 be provided, and rclmd equipment wred, at any offioll of such 
phyaici1111s. 

3. All patienbi' bil!inp relim,d w suoh services are through. or expressly on behalf of, !he 
pbyalclan's practlee. 

4. The equipment !lhall not be used for inpatient care. nor by. through or on behalf of s hnlthcans 
facility. 

Tile Heut CealW C1rdlololJ wW meet tile lolll' req111Nmeate lbr thll POE 11t forth by tile 
Alabama Supreme Cnrt la l'.ll: parte Sacnd Heart Heallll llyl., Tac., 155 So. 3d 980, '811 (Ala. 
2012), whm It lolllld •~la uempt from CON review If: 

1, Proi:cdURS will be pcrfonned only by physician ownel'II or physician, employed by The Heart 
Center Cardiology and the related equipment shall be used exeluaively by the phy1ici11111 
identified u owneni or emplcyee1. Dr. John Mitchell Is the only physician owner or employee of 
The Heart Olntor Cardiology who is certified to perfonn office-baaed llllrP!Y· Dr. Mitchell is the 
only phyaici111 socking a deClmnination llllter fl-om the Agency for and on behalf of The Hean 
Center Cardiology. No other po11011, elltity or facility is involved in this request. 

2. All procedures will be pedbnned In die private physician office of The He.rt Cenm- Cardiology. 
All equipment necessary for the pemmnani:e oflhe procedures will be used excluaivoly by Dr. 
John Mllllhell. 



3. The patient billlna relatld to such NrVices are through, or ~ly on behalf of the private 
phylician offlcoa of'lbe Heart CenterCan:llology, 

4. At no time will the equipment identified for lhe perfonnancc oflhc, offlco.bued procedu!'llll 
provided in this leltllt bo ulll!d fur inpatient care, nor by, dlrougb or on behalf of a health care 
faoillty, 

For tile parpo111 oftbll rtqllat. we would lib to pnivide the fvlawlq J11alllldal Dlldaaure1 

Total Mltjor Medical Equipment estimatecl COit for the off-based procedunis - $350,000.00 

To include: Diqnostic, X-Ray Syatem, patient monitoring equipment, patient recovery 
equipment, defibrillator and IVUS for arterial and venous procedures and 1111cillaiy equipment 
required for the lilted pnicodutes. 

Bstimallld annllll finl! year operating COil: TOlal = $618.000 

I. Building Laue $48,000,00/111nual 
2. Equipmlll'lt Lease $120,000.00/annoal 
3. Supplies - $200,000.00 
4. Employee Wages - 250,000.00 
S. land Cost-None 
6. Renovation/Construttion Cost- None 

We can also affinn that the offlee billed surgery 11C1Vices within The Heart Cenlllr Cardiology will not 
ex.ceed any of the c:eltitiClll» ofnted expelldilunl thnlholds. nor will it conlfllute a "new inlltltutional 
health IM'l;e" under Alabllma Code 22-21-263 and tho Rules due to die lbllowlng: 

a) No ni,w health en facility or health mainteoa.ncc, organlzalion will bo con9lnlCillcl, developed or 
acquirad; 

b) No major medieal equipment will be aoquired by er on behalf of a health care faollity that 
excoocla 1he statutmy purchase pige or operating CXJIIII• th!elholcll; 

o) No new health oin facility beds or stations will be added; 
d) No new heal di servi11e that is CUfflllltly offbred by The Heart Center Caniiology will be provided 

with the implementation oflhe procedum deacribed in lh• document; and 
e) No other mmt revlewablo under tho CON law or Rules wlll occur aa a nuult of our 

implemenllltion of the procedures described in this document. 

The private physlcl1111 office location for The Heart Center Cardiology; Dr. John Mm:hell ls 2375 Suite 
100 Champions Blvd. Auburn, AL 36830. The serviee aree for this request la Auburn Alabama and 
surrounding countiea. Dr. Mi!chell is licenaed In the 8lalle of Alabama and certified to perfonn the 
prooedllnli !lated above. Dr. Mitchell's Alabama Medical Licanle ls app,opiately regiatered wi1h the 
Board to perform "office-based surga-y," Dr, Mitchell wm not perfunn any acute emergenc:y cardiac 
inllnentions nor any c,oronary anglopluty in the private office setting. In alld itlon, the prtve office will 
not be used lbr inpatient care. No other healthcare fllcllitios have any financial imerests in The Heart 
CellMr Cardiology. Dr. John Mltc:hell is the 10le owner and the only partlcipaling physician for The H•rt 
Center Cardiology. 

11w HnitC.-ClrdloloaY zm.111 .. 100 Cha,nplatlS IIMI. -. ALH8il0 



An electronic payment of $1,000.00 for the filing fee with respect to a request for a reviewability 
determination will be sent today via the SHPDA online payment portal. 

With the support of this document, we respectfully request that the A. labama State Health Planning and 
Development Agency gnint a determination ofnon-reviewability to The Heart Center Cardiology for !he 
proposed "office-based surgery" procedures described herein. 

Please do not hesitate ta call or contact me; John Mitchell with any questions. 

We appreciate your time and consideration in this matter. 

Sincerely, 

John Mitchell M.D., Medical Director/Owner 
The Heert Center Cardiology 

Tho Heart Center CanloloiY 2175 SUb IDO OIIITlf'lllnS Blvd. Ao burn, Al 3&830 



Affirmation of Requesting Party: 

The undenisned, John Mitchell M.D~ bc,ins first duly sworn, hereby make oath or affinn that he. an 
Oner and Medical Dlreccor of The Heart Center CanllolOI)', has knowledge of the facts in the 
r·eQ!lcst-,-llnd to lhe best of his in,fonnation, kn ledge and belief, such facts are true and corn,ct. 

w: 
and Sworn to me bc,fare this 291h day of October 2020. 

Notary Pub~~ 

My commiSBion expires Lj fJ 12022. 

Tllo H•rtcutorCll'dlalaaY 2175.lul,.1CID011mplonJ IIMI, ~. AL361DO 
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LAW OFFICES 

MELTON, ESPY & WILLIAMS, P.C. 
255 DEXTER AVENUE 

MONTGOMERY, AL 38104 

JOSEPH C ESPY. Ill 

JAMES E. WILLIAMS 

J. FLYNN MOZINGO 

C. MARK BAIN 

BENJAMIN J. ESPr 

WILLIAM M. ESPY 

December 16, 2020 
Via Electronic Filing 

(shpda.011iine@shpda.a/aba111a.gov/ 

OAKLEY W. MEL TON, JR. 

(1927-2013) 

MAJLINO AD~ESS: 
PO OR.AVl'ER 5130 

MONTOCMER'l', AL JSaJ.-5130 

TELEPHONE (33◄) .c13-8&21 
FAA (334) 2011-BS\$ . 

Al.SO ADMITTED 11-4 MISSISSIPPI 

Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
I 00 North Union St., Suite 870 
Montgomery AL 36104 

RE: RV202 l-003, The Heart Center Cardiology 

Dear Ms. Marsal, 

On behalf of East Alabama Medical Center ("EAMC"), I am writing to express EAMC's 
opposition to the most recent letter of non-rcvicwability request ("LNR"), submitted by The Heart 
Center Cardiology, on October 29, 2020, concerning the application of the physician office 
exemption ("POE") to the establishment and operation of an "office based lab" at 23 75 Champions 
Blvd, Suite 100, Auburn, Alabama.' The Heart Center Cardiology represents that il is the name of 
the medical practice of Dr. John Mitchell, and that a vast number of outpatient cardiovascular 
procedures will be performed in a proposed office-based lab to be operated within the medical 
practice. 

As you aware, The I Icart Center Cardiology was the subject of a POE LNR submitted on 
August 3, 2020, by Leg Health Vascular Centers, Inc., which likewise proposed to establish and 
operate an "office based lab" at the same address and medical practice. Leg Health's LNR request 
was the subject of additional filings and information submissions by Leg Health and EAMC, on 
September 21, 2020; September 28, 2020; October 7, 2020; and concurrent submissions by Leg 
Health and EAMC on October 20, 2020. SHPDA subsequently refused to issue a LNR, and in so 
doing stated as follows: 

Herc, the Agency has received contradictory sworn statements regarding the 
operation of the project, which, among other things, raises doubt as to whether the 
new services and equipment are limited to Dr. Mitchell's office-based medical 
practice. The LNR process is 11ot well suited to resolve the competing factual a11d 
legal assertio11s of Leg Health a11d EAMC. According, the Agency is 1111able to 
determine tl,at this project qualifies for the POE. 

Leg Health Vascular Centers, Inc., RV2020-021, October 26 2020 ( emphasis added). 

1 In setting fonh its opposition herein, EAMC hereby incorporates its submissions to SIIPDA, dated 
September 21, 2020 and October 20, 2020, regarding Leg Health Vascular Centers, Inc., RV2020-02 I. 
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Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
December 16, 2020 
Pa e 2 

On October 29, 2020. just three days after SHPDA refused to issue a LNR, Dr. John 
Mitchell, by and through The Heart Center Cardiology, filed the immediate LNR request in which 
he makes factual and legal assertions that are, in most cases, identical to Leg Health's factual and 
legal assertions. Specifically, Dr. Mitchell's request is identical to Leg Health's LNR request in the 
following ways: 

I. Both requests concern The Heart Center located at 2375 Champions Boulevard; 

2. Both requests represent that they involve Dr. John Mitchell's medical practice; 

3. Both requests concern plans lo perform the same procedures, i.e., peripheral angiography; 
left and right diagnostic heart cathctcrizations; coronary angiography; elective internal 
cardiac defibrillator (!CD) and planned pacemaker generator changes; low risk !CD and 
pacemaker implantation; implantable lop record insertion; direct current cardioversion; 
infusa port placement; transesophageal echocardiography; pulmonary artery pressure 
recording devices; and low risk atrial, ventricular and nodal ablation procedures; 

4. Both requests concern the development and operation ofan "office-based lab;" 

5. Both requests represent that the procedures to be performed arc commonly performed in 
inpatient and outpatient settings; 

6. Both requests state the procedures to be performed will nol require general anesthesia; 

6. Both requests assert that the projects satisfy the POE test set forth in Ex parte Sacred Heart 
Health Systems. Inc., 155 So. 3d 980 (Ala. 2012); and 

7. Both requests involve the exact same financial disclosures, consisting of the exact same 
amounts for major medical equipment; first year operating costs; first year operating lease; 
building lease; equipment lease; supplies; employee wages; land costs; and renovation/ 
construction costs. 

In fact, the LNR requests submitted by Leg Health and by The Heart Center Cardiology are 
substantively identical in each and every way, except The Heart Center Cardiology's request omits 
any reference to Leg Health Vascular Centers, Inc.; Dr. Robert Yoe; and Dr. Jacob Townsend. One 
additional difference is that, although The Heart Center Cardiology represents that general anesthesia 
will not be required for its procedures, it also states in contradiction: "When using midazolam or 
propofol, The I !cart Center and Dr. Mitchell will abide by the office-based surgery requirements for 
the use of general anesthesia .... " (RV2021-003 at 2 October 29, 2020).2 

2 The Heart Center Cardiology's representations are also contradicted by its website, which states that Dr. 
Mitchell and The Heart Center Cardiology already offer cardiac catheterization and angioplasty; and pacemaker 
implantation/therapy. See Exhibit A (https:/lwww.theheartcentercardiology.com/services.html) (last visited 
December 15, 2020). 



Emily T. Marsal, Executive Director 
Slate I lealth Planning & Development Agency 
December 16, 2020 
Pa e 3 

For the reasons expressed in SHPDA 's letter dated October 26, 2020, the LNR request filed 
by The Heart Center Cardiology cannot be detennined by the Agency. SHPDA has now received 
two competing LNR requests from separate entities, i.e., Leg Health Vascular Centers, Inc., and The 
Heart Center Cardiology, and both requests contain sworn statements proposing the exact same 
"office-based lab" to be located at the same address; the exact same medical procedures; and the 
exact same financial costs. However, key participants in the project identified in Leg Health's LNR 
request are omitted from The Heart Center Cardiology's request, despite the fact that Leg Health's 
request was filed on August 3, 2020, less than three months before The Heart Center Cardiology's 
request. 

Accordingly, to again quote from SHPDA's letter, dated October 26, 2020, with revisions 
applicable to The Heart Center Cardiology: 

Here, the Agency has received contradictory sworn statements regarding the 
operation of the project, which, among other things, raises doubt as to whether the 
new services and equipment are limited to Dr. Mitchell's office-based medical 
practice. The LNR process is not well suited to resolve tl1e competit1gfactual and 
legal assertions of {The Heart Ce11ter Cartliology,/ Leg Health and EAMC. 
According, the Age11cy is unable to determine tilat tliis project qualifies for the 
POE. 

EAMC therefore respectfully requests that SHPD/\ decline to provide The Health Center 
Cardiology with a LNR for the reasons stated herein, and for the reasons stated in EAMC's 
submissions to the Agency on September 1, 2020 and October 20, 2020, regarding Leg Health 
Vascular Centers, Inc, R V2020-02 l. 

If you have any questions, please do not hesitate to contact me. With kindest personal 
regards, I am 

.. .-- .. 
, - James E. Williams 

JW/JFM/1 
cc: John Mitchell, M.D. 

Medical Director/Ov.11er 
The Heart Center Cardiology 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, Af.Af3AA4A.36104 

December I 8, 2020 

John Mitchell, M.D., Medical Director/Owner 
The Heart Center Cardiology 
2375 Champions Boulevard, Suite l00 
Auburn, Alabama 36830 

Dear Dr. Mitchell: 

RE: RV2021-003 
The Heart Center Cardiology 

This letter is written in response to the Reviewability Determination Request received October 30, 2020, 
on behalf of The Heart Center Cardiology, proposing the addition of an office-based lab to provide low 
risk peripheral angiography and interventional procedures, left and right diagnostic heart catheterizations
coronary angiography, elective internal cardiac defibrillator (!CD) and planned pacemaker generator 
changes, low risk internal cardiac defibrillator (!CD) and pacemaker implantation, implantable lop 
recorder insertion, direct current cardioversion, infusa port placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation procedures 
to patients within the private medical practice located at 2375 Champions Boulevard, Suite 100, Auburn, 
Alabama 36830 through the Physician's Office Exemption (POE), ALA.CODE§ 22-21-260(6) (1975 as 
amended). 

On December I 6, 2020, the Agency received comments in opposition to this request filed by East 
Alabama Medical Center (EAMC). A copy of the comments is enclosed. Please provide responses to the 
concerns outlined by EAMC as you deem appropriate. 

ALA. ADMIN. CODE r. 410-1-7-.02(4) allows the Executive Director additional time to evaluate all 
comments received on behalf of a request prior to rendering a response. In an effort to provide The Heart 
Center Cardiology an opportunity to respond to these comments and concerns, the Agency is executing its 
authority to extend the response time. 

On October 26, 2020, the Agency sent a letter regarding RV2020-02 l, filed on behalf of Leg Health 
Vascular Centers, Inc., which stated that due to the various contradictory sworn statements regarding the 
operation of the project, which, among other things, raised doubt as to whether the new services and 
equipment were limited to Dr. Mitchell's office-based medical practice, the LNR process was not well 
suited to resolve the competing factual and legal assertions of Leg Health and EAMC. Accordingly, the 
Agency was unable to determine that this request qualified for the POE. 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 WWW.SHPDA.ALABAMA.GOV 
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RE: RV202 l-003 
December I 8, 2020 
Page Two 

By January 4, 2021, it is requested that the Agency be provided with the following information: 

I. Please state with specificity the differences between RV202!-003, the Reviewability 
Determination Request received October 30, 2020, on behalf of The Heart Center Cardiology and 
RV2020-021, the Reviewability Determination Request received August 6, 2020, on behalf of 
Leg Health Vascular Centers, Inc. Please clarify if the contradictory circumstances proposed in 
RV2020-02 l will be addressed in this proposal. 

2. Please clarify the specific procedures currently being provided at the private medical practice 
located at 2375 Champions Boulevard, Suite 100 in Auburn, Alabama and the procedures to be 
newly offered in the proposed office -based lab at this same location. 

Upon receipt of verifications, due consideration will be given to all comments, and a finding issued in 
accordance with Statute and the Alabama Certificate of Need Program Rules and Regulations. 

Pursuant to ALA. ADMIN. CODE r. 410-1-3-.09, all documents to be filed must be submitted 
electronically to shpda.online@shpda.alabama.gov in text searchable, PDF format. 

Should you have any questions, please contact the Agency at (334) 242-4103. 

Sincerely, 

~~ 
Executive Director 

ETM:mst 

cc: James E. Williams, Esquire 
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January J 4, 2021 

The Heart Center Cardiology 
2375 Suite J 00 Champions Blvd. 

Auburn, AL 36830 
(334) 321-3700 

VJA Electronic Filing: Shpda, online@shpda.alabama.gov 

Ms. Emily T Marsal 
Executive Director 
State Health Planning and Development Agency 
100 North Union Street, Suite 870 
Montgomery, AL 36 J 04 

Re: RV202l-003 
Response to SHPDA's December 18, 2020 Letter 

Dear Ms. Marsa\: 

On behalf of The Heart Center Cardiology, [ am writing in response to your letter dated 
December I 8, 2020, and I appreciate the extension that the Agency granted me as l engaged and 
conferred with legal counsel on this matter. I understand that my legal counsel will be providing a 
written submission to the Agency, as well. 

The Agency requested clarity regarding The Heart Center's request for a reviewability 
determination and also provided me with the opportunity to respond to comments in opposition 
filed by East Alabama Medical Center (EAMC) to my request. I appreciate the Agency providing 
me the opportunity to address its questions and believe the below should provide sufficient clarity 
for the Agency to grant my Reviewabilily Determination Request. 

Part I: 12-18-2020 Requests from SHPDA 

/. Please state with specificity the differences between R V202l-003, the Reviewability 
Determination Request received October 30, 2020, on behalf of The Heart Cen!er 
Cardiology and RV2020-02 I, the Reviewability Determination Request received August 6, 
2020, on behalf of Leg Health Vascular Cenlel's, inc. Please clarify if the contradictory 
circumstances proposed in RV2020-021 will be addressed in this proposal. 

{837122&5} 
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RV2021-003 
Response to SHPDA 's December 18, 2020 Letter 
Page 2 

RV2021-003, the Reviewability Determination Request received October 30, 2020, on 
behalf of The Heart Center Cardiology and RV2020-021. the Reviewability Determination 
Request received August 6, 2020, on behalf of Leg Health Vascular Centers. Inc. are separate and 
distinct requests by two different parties. 

a. RV2020-02 l, the Reviewability De1em1ination Reguest received August 6. 2020. on 
behalf of Leg Health Vascular Centers, Inc. ("Leg Health") 

In August 2020, I verbally agreed to allow Leg Health to assist in my practice's expansion 
of in-office based cardiac services. The RV2020-021 request was submitted without legal 
representation from either Leg Health, The Heart Center, or me. During the course of the responses 
to RV2020-021 and the opposition comments, I came to understand that Leg Health should not 
have been included in the Reviewability Detem1ination Request, and the mention of Leg Health 
only confused what should have been a straightforward request. After the Agency's letter 
regarding RV2020-021 in October 2020, I determined the best course of action was to submit a 
request solely under my existing practice, The Heart Center Cardiology, without the involvement 
of Leg Health. I have also since engaged and conferred with legal counsel on this matter. 

The Heart Center and I no longer have any plans to affiliate with Leg Health in the 
Auburn/Opelika area, and the previously proposed relationship with Leg Health has been 
terminated. In speaking with a representative for Leg Health, we mutually agreed that the previous 
request, RV2020-021, should be formally withdrawn. Again, while there was never a written 
affiliation between The Heart Center or myself and Leg Health, The Heart Center and I have 
completely disassociated from Leg Health. As reflected in the RV202l-003 request, Leg Health 
will have no role in providing cardiac services at The Heart Center under the valid proposal set 
forth in RV2021-003. 

b. RV202l-003, the Reviewabilitv Determination Request received October 30, 2020 on 
behalf of the Heart Center 

I filed a new, standalone Reviewability Determination Request on October 30, 2020. There 
is no mention of Leg Health in this request because the relationship with Leg Health has been 
terminated, as outlined above. In retrospect and though not required by the rules, I should have 
provided additional clarity in RV2021-003 regarding the new request, the new party making the 
request (myself), and background for the request. My goal in omitting this infonnation initially 
was only to make the request as straightforward as possible and to clearly and directly address the 
reviewability questions required by the Agency. RV202l-003 demonstrates that my practice and 
requested services meet the Physician Office Exemption under Alabama law. 

{8)712285) The- !-Icnrt Center Cardiology 2375 Suite 100 Champions Olv<l. Auburn. AL 36830 



RV202l-003 
Response to SHPDA's December 18, 2020 Letter 
Page3 

2. Please clarify lhe specific procedures currently being provided at the privale medical 
practice located at 2375 Champions Boulevard, Suite l 00 in Auburn, Alabama and the 
procedures lo be newly offered in the proposed office-based lab at this same location. 

My practice, The Heart Center Cardiology, currently offers general cardiology services 
common in the private office setting of a cardiology practice. Services include, but are not limited 
to, patient examinations, cardiac nuclear stress testing, ultrasound, lab work, electrocardiogram, 
and holler and long-term event monitoring. 

Regarding proposed services, I am requesting the Agency's permission to perform low risk 
peripheral angiography and interventional procedures, left and right diagnostic heart 
catheterizations- coronary angiography, elective internal cardiac defibrillator ([CD) and planned 
pacemaker generator changes, low risk !CD and pacemaker implantation, implantable lop recorder 
insertion, direct current cardioversion, infusaport placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation 
procedures within the private practice. No novel procedures will be performed, and all of the 
procedures requested are standard, commonly performed in both inpatient and outpatient settings. 

The procedures are low risk, minimally invasive and general anesthesia is not required, nor 
will it be used in the office setting. The hospital's objections demonstrate some confusion with a 
particular statement in RV2021-003 regarding the use of midazolam and propofol and my 
reference to the "office-based surgery requirements for the use of general anesthesia." This 
statement was an incomplete characterization of the scope of the Rules regarding the use of 
anesthesia in the office setting and was made without the benefit of legal counsel. My intention 
was to simply inform the Agency that I will comply with the legal and regulatory requirements in 
Alabama, and in general, for using anesthetic agents. 

For absolute clarity, "general" anesthesia will not be used for the proposed services. To 
alleviate any concern please consider this an amendment to RV2021-003 by which the reference 
to "genenll" anesthesia is deleted. Any anesthesia used in connection with the performance of the 
proposed services will not exceed the level of moderate or deep sedation and will be administered 
in compliance with any and all applicable State or federal guidance. 

The proposed services will be provided within the same building as my current private 
medical practice located al 2375 Champions Blvd. 

My practice (and the proposed services) will al all times function within the current 
regulatory approvals al the federal level/ the state of Alabama (via this Agency and others) as is 
presently or may subsequently be approved. 

Part 2: Response to EAMC Comments 

In its December 16, 2020 leller, EAMC submitted several comments in opposition to my 
Letter ofNon-Reviewability Request (RV2021-003). I believe many of these comments have been 

1Bl712285l The Heart Center Cardiology 2375 Suite 100 Champions Blv<l. Auburn, AL 36830 



RV2021-003 
Response to SHPDA's December 18, 2020 Letter 
Page4 

addressed by my above statements, but l would like to respond to several of the assertions 
specifically: 

• "Dr. Mitchell's request is identical to Leg Health's LNR request[.]" 

As mentioned above, it is not identical. RV2021-003 shows that Leg Health is not and will 
not be involved with the proposed services. Otherwise, the requests do appear similar, but the 
similarities are simply explained: 

l) Both requests reference my practice address, but only one of the applications involves Leg 
Health. As outlined, I understand the previous request involving Leg Health has been withdrawn. 
My request in RV202 l-003 does not make any reference to Leg Health because Leg Health will 
not be involved at all. Again, The Heart Center and I are completely dissociated from Leg Health. 

2) As EAMC and the Agency know, Alabama physicians regularly apply for in-office based 
cardiac procedure services with the Agency and many of these letters are similar, if not identical, 
to RV202J-003. The similarities can be linked to the fact that the proposed services are informed 
and proposed on guidance from state and federal agencies, and providers in the application process 
seek to follow that guidance closely. 

• "Although The Heart Center Cardiology represents that general anesthesia will not be 
required for its procedures, it also states in contradiction ... " 

Again, to clarify my original comments, my reference to office-based surgery requirements 
for the use of anesthesia was only meant to reiterate to the Agency that I will follow all legal and 
regulatory requirements. I will not be providing any services that require "general" anesthesia, and 
I have asked the Agency to consider this letter an amendment to RV2021-003 by which the 
reference to "general" anesthesia is deleted. 

• "Accordingly, to again quote from SHPDA's letter .. the LNR process is not well suited 
to resolve the competing factual and legal assertions of[Leg Health][.]" 

As mentioned previously, Leg Health will play no role in regard to the proposed services 
sought in RV202!-003. RV202I-003 should be considered as a standalone request. Based on the 
facts asserted within RV2021-003 and this letter, I feel strongly that my request on behalf of The 
Heart Center meets the Physician Office Exemption. 

Part 3: Request for Approval 

Based on my original request {RV202 l-003) and this response, I submit to the Agency that 
RV2021-003 is straightforward and meets the Alabama Physician Office Exemption. I further 
attest to the Agency that Leg Health is not a party to RV202J-003 and Leg Health will not be 
involved in the provision of the proposed services in any way. I sincerely request the Agency 
review RV2021-003 as it was filed-i.e. as a separate, standalone request. 1 appreciate the 

1rmmss1 The Hean Ccnier Cnrdialogy 2375 ~Uile mo Champions Blvd. Auburn. AL 36830 



RV2021-003 
Response to SHPDA 's December 18, 2020 Letter 
Page 5 

Agency's review and time in considering RV2021-003 and am happy to address any further 
questions. 

cc: 

Michael K. Wright, via mwright@starneslaw.com 
James E. Williams, viajwilliams@mewlegal.com 

Sincerely, 

r. John Mitchell 
J edical Director/Owner 

The Heart Center Cardiology 

{83712285) The Heart CcnlcrCardiology 2375 Suite 100 Champions Olvd. Auburn, AL 36830 
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STARNES DAVIS 
FLORIElU' 

VIA ELECTRONIC FILING: 

shpda.online@shpda.alabama.gov 

January 14, 2021 

Ms. Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
I 00 North Union St., Suite 870 
Montgomery, AL 36104 

RE: RV202 l-0003, The Heart Center Cardiology 
Our File No.: 38685 

Dear Ms. Marsal: 

Michael K. Wright 
I 00 Brookwood Place, 7th Floor 

Birmingham, AL 35209 
Direct Dial: (205) 868-6062 

Facsimile: (205) 868-6099 
E-mail: mwright@stameslaw.com 

We were recently engaged to assist The Heart Center Cardiology and Dr. Mitchell 
with The Heart Center's October 30, 2020 Reviewability Determination Request (RV202 l-
003) 1 that is pending with the Agency. We sincerely appreciate your and the State of 
Alabama Health Planning and Development Agency's assistance thus far and your grant 
of an extension for Dr. Mitchell's response to the Agency's December 18, 2020 letter while 
we reviewed the details ofRV202l-003, the questions posed by the Agency in response to 
the RV202 l-003 submission, and the objections submitted by Mr. Jim Williams on behalf 
of East Alabama Medical Center. After thorough consideration of the pertinent materials, 
regulations and law, including Dr. Mitchell's response to the Agency's specific questions 
regarding RV202 l-003 which are submitted herewith, the Agency should deem RV202 l-
003 as non-reviewable. 

Plainly, RV202 l-003: 

I. Was submitted properly and with the required information as outlined by the 
Agency in SHPDA Rule 410-1-7-.02; 

2. Is clearly within the requirements of the Physician Ofiice Exemption as outlined 
in Ex parte Sacred Heart Health System, Inc., 155 So. 2d 980 (Ala. 2012); 

1 RV202 l-003 is hereinafter referred to as "Dr. Mitchell's request" or "The Heart Center's request." 

I B3717 I 39 I 
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January 13, 2021 
Page -2-

3. Is separate and distinct from the RV2020-02 l request from Leg Health Vascular 
Centers which has been formally withdrawn; and 

4. ls substantially similar, if not essentially identical, to numerous other 
Reviewability Determination Requests that the Agency has deemed non
reviewable based on information we have obtained. 

A denial of Dr. Mitchell's request in RV202 I-003 would be without reasonable basis in 
consideration of Alabama law and previous non-reviewability determinations of the 
Agency. 

I. RV2021-003 Was Submitted Pursuant to SHPDA Rule 410-1-3-.09 and 
Discloses Full Factual Information Pursuant to SHPDA Rule 410-1-7-.02. 

First, we understand that RV202 I-003 was submitted pursuant to the Agency's 
electronic filing requirements. RV202 l-003 also provides the information for reviewability 
determinations made pursuant to the Physician's Office Exemption as set forth in Rule 
410-1-7-.02 and the seven categories of information identified on the Agency's website. 
RV202 I-003 also contains an appropriate attestation and affirmation by Dr. Mitchell. Any 
questions posed by the Agency are clarified in Dr. Mitchell's written responses. Mention 
of compliance with Rules 410-1-3-.09 and 410-1-7-.02 is referenced herein for 
completeness. 

II. RV2021-003 Meets the Physician Office Exemption 

Dr. Mitchell's request clearly satisfies the Physician Office Exemption ("POE") 
criteria set forth in Alabama Code Section 22-21-260 and as clarified by the Alabama 
Supreme Court in Ex parte Sacred Heart Health System, Inc .. 2 In Ex parte Sacred Heart, 
the Alabama Supreme Court clarified the POE language by "adopt[ing] a modified four
part test to be used to determine" whether a proposal qualifies for the POE. I 55 So. 3d 
980,987-88. The test is straightforward: 

(I) The proposed services are to be provided, and related equipment used, 
exclusively by the physicians identified as owners or employees of the 
physicians' practice for the care of their patients. 

(2) The proposed services are to be provided, and related equipment used, at 
any office of such physicians. 

(3) All patient billings related to such services are through, or expressly on 
behalf of, the physicians' practice. 

2 See ALA. CODE § 22-21-260(6) & (8); Ex parte Sacred Heart Health System, 155 So. 2d 980 (Ala. 2012). 

{□ 37171391 
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(4) The equipment shall not be used for inpatient care, nor by, through, or on 
behalf of a health-care facility. 

Id., at 988. The Supreme Court stated its intent that "[t]he POE application test will provide 
an objective standard that can be used to determine whether the POE applies to any medical 
practice, whether the practice is solo or group, large or small, specialized or general." Id. 
( emphasis added). 

RV202 l-003 clearly satisfies this "objective standard" set forth by the Alabama 
Supreme Court. Dr. Mitchell has attested in RV202 l-003 that: 

I. The proposed services are to be provided, and the related equipment used, 
exclusively by Dr. Mitchell (the owner and sole physician at The Heart Center 
Cardiology) at his practice for the care of his patients. 

2. The proposed services are to be provided, and related equipment used, at Dr. 
Mitchell's office, The Heart Center. 

3. All patient billings related to such services are through, or expressly on behalf 
of, The Heart Center Cardiology-Dr. Mitchell's practice. 

4. The equipment at Dr. Mitchell's practice shall not be used for inpatient care, nor 
by, through, or on behalf of a healthcare facility. 

The proposed services requested by Dr. Mitchell are appropriate for in-office care 
and, on information, have been deemed non-reviewable by the Agency in other 
substantially similar Reviewability Determination Requests over the past several years.3 

Dr. Mitchell has also attested in his responses to the Agency that any services provided 
will at all times function within the current regulatory approvals at the federal and State 
level as such services are presently or may subsequently become approved. 

Dr. Mitchell has further attested (and reaffirmed/clarified in his response letter) that 
he will not provide "general anesthesia" or offer any services requiring general anesthesia. 
East Alabama Medical Center's objections demonstrate some confusion with the following 
statement in R V202 l-003: 

When using midazolam or propofol, The Heart Center Cardiology and Dr. 
Mitchell will abide by the office-based surgery requirements for the use of 
general anesthesia, as set forth in Ala. Admin. Code Rules 540-X-10-.08 and 

3 As examples, the following requests and related materials are attached as Exhibit A: RV2018-006, 
RV2018-0l3, RV20l9-032, RV2019-037, and RV202l-002. 
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540-X-l 0-.09 as well as Rule 540-X- l 0-.12 and the reporting requirements 
of Rule 540-X- l 0-.11. 

The objections characterize this statement as a "contradiction" to other statements within 
the request stating general anesthesia will not be used in connection with the proposed 
services. 

While perhaps confusing at first blush, the statement was not intended to be 
contradictory. Without the benefit of counsel, Dr. Mitchell was intending to inform the 
Agency that he would comply with the applicable Rules for office-based anesthesia, which 
address moderate sedation, deep sedation, and general anesthesia. The Alabama 
Administrative Code Rules cited by Dr. Mitchell apply to general anesthesia, but they also 
extend to moderate sedation or deep sedation. Dr. Mitchell's reference to "general 
anesthesia" was an incomplete description or characterization of the scope of the cited 
Rules and should not be read to suggest that he even contemplates the use of "general 
anesthesia" for the proposed services as "general anesthesia" is defined within those Rules. 
His citation to applicable State requirements and guidance regarding the use of anesthetic 
agents was not required and was only offered to demonstrate that he will comply with any 
and all applicable guidance for using such agents. 

Clearly, Dr. Mitchell will not be performing any of the proposed services utilizing 
"general anesthesia" as defined in Alabama Administrative Rule 540-X-10-.02(5).4 Any 
anesthesia used in connection with the proposed services will not exceed the level of 
moderate sedation or deep sedation as defined by Rule 540-X- l 0-.02(3) & ( 4 )5 and will be 
administered appropriately. The medications referenced in RV202 l-003 are commonly 
used to accomplish moderate or deep sedation in office settings. 

'"(5) General anesthesia. A drug-induced loss of consciousness during which patients are not arousable, 
even by painful stimulation. The ability to independently maintain ventilatory function is often impaired. 
Patients often require assistance in maintaining a patent airway, and positive pressure ventilation may be 
required because of depressed spontaneous ventilation or drug-induced depression of neuromuscular 
function. Cardiovascular function may be impaired." Ala. Admin. R. 540-X-I0-.02(5). 

5 "(3) Moderate Sedation/ Analgesia ("Conscious Sedation"). A drug-induced depression of consciousness 
during which a patient responds purposefully to verbal commands, either alone or accompanied by light 
tactile stimulation. Reflex withdrawal from painful stimulation is NOT considered a purposeful response. 
No interventions are required to maintain a patent airway, and spontaneous ventilation is adequate. 
Cardiovascular function is usually maintained. 

( 4) Deep Sedation/ Analgesia. A drug-induced depression of consciousness during which patients cannot be 
easily aroused but respond purposefully following repeated or painful stimulation. Reflex withdrawal from 
painful stimulation is NOT considered a purposeful response. The ability to independently maintain 
ventilatory function may be impaired. Patients may require assistance in maintaining a patent airway, and 
spontaneous ventilation may be inadequate. Cardiovascular function is usually maintained." Ala. Admin. 
R. 540-X-I0-.02(3) & (4). 

{83717139( 
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Given the confusion, Dr. Mitchell has withdrawn the reference to "general 
anesthesia" in RV202 l-003. 

The proposed services are appropriate for the in-office setting and will be provided 
within the same building as his current private medical practice located at 2375 Champions 
Blvd. 

Respectfully, RV2021-003 satisfies the POE, and the Agency "do[es] not have the 
authority to require CON review for entities or matters that are not expressly subject to 
CON review under the law as set out by the Legislature." See generally Prime Lithotripter 
Operations, Inc. v. LithoMedTech of Alabama, LLC, 855 So. 3d 1085, I 096 (Ala. Civ. App. 
2001). A denial of Dr. Mitchell's request would be contrary to the law under the facts 
presented here and would be inconsistent with the Agency's determinations for other 
substantially similar and nearly identical requests submitted by other applicants. 

III. RV2021-003 and RV2020-021 Represent Two Separate Requests, 
Requested by Two Separate Parties 

The Agency's December 18, 2020 letter requests that Dr. Mitchell state with 
specificity the differences between RV202 l-003 (Dr. Mitchell's request) and RV2020-02 l, 
a Reviewability Determination Request from Leg Health Vascular Centers, Inc .. As 
described in further factual detail in Dr. Mitchell's response letter, Dr. Mitchell and/or The 
Heart Center Cardiology no longer have any relationship with Leg Health Vascular 
Centers. Further, Dr. Mitchell is of the understanding that Leg Health Vascular Centers has 
issued a letter to the Agency to formally withdraw RV2020-02 l. 

The Agency's Certificate of Need (CON) Program Rules and Regulations for 
Reviewability Determination Request hold that "[a]ny person may request for 
informational purposes only a determination as to the current reviewability of an 
anticipated project[,]" and require an affirmation of a "requesting party" for the request. 6 

Requests RV2021-003 and RV2020-021 were made by different requesting parties, with 
different attestations. Further, the contents and facts of each request are different, as 
outlined in Dr. Mitchell's letter. Leg Health was the only party to the RV2020-2 l request. 
The Heart Center Cardiology(/ Dr. Mitchell) is the sole party to the RV202 l-003 request. 
It is clear based on the different parties, different facts, and even the termination of the 
R V2020-02 l request from Leg Health and complete dissociation of any relationship 
between The Heart Center Cardiology and Leg Health that RV202 l-003 is a standalone 
request offered solely on behalf of Dr. Mitchell's private practice, The Heart Center 
Cardiology. 

6 SHPDA Rule 401-1-7-.02 
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East Alabama Medical Center's objections to RV202 I-003 are centered around 
confusion created by the RV2020-021 with respect to the previous relationship between 
Dr. Mitchell and Leg Health. Those issues have now been clarified by Dr. Mitchell's 
written responses, the formal termination of RV2020-02 l, and the present letter from The 
Heart Center Cardiology and Dr. Mitchell's legal counsel. 

There is nothing "contradictory" within the RV202 I-003 request, and there are no 
"competing factual and legal assertions of [The Heart Center Cardiology,] Leg Health and 
EAMC" as argued in the hospital's objections. In fact, Leg Health is completely irrelevant 
to the Agency's determination of the reviewability issue posed by RV202 l-003-
especially after the clarifications submitted since the hospital's objections. In view of the 
numerous clarifications provided, any injection or reference to a party (Leg Health) that 
has no interest in the request should not be considered by the Agency in connection with 
the standalone RV202 I-003 request. 

The simple issue presented for the Agency is whether RV2021-003, a standalone 
request made solely on behalf of The Heart Center Cardiology/Dr. Mitchell, satisfies the 
POE criteria under Alabama law. 

IV. The Agency Should Deem RV2021-003 as Non-Reviewable 

In light of the foregoing, Dr. Mitchell's original request, and the facts articulated in 
Dr. Mitchell's response letter to the Agency, the Agency should deem R V202 I-003 as non
reviewable. RV202 I-003 clearly meets the Physician Office Exemption and all other 
factual requirements requested by the Agency. Further, the proposed services in RV202 l-
003 have been reviewed on numerous occasions by the Agency in similar ( or identical) 
requests for non-reviewability. 7 Indeed, it is our understanding from review of the 
Agency's website that an essentially identical request, RV202 l-002, is on the agenda for 
Agency's January 2021 meeting. The "tentative agenda" documents "for information 
purposes only" that the "status" of RV2021-002 is "non-reviewable." Based on Alabama 
law and the facts set forth in Dr. Mitchell's request, a denial of RV2021-003 would be 
considered an arbitrary and capricious action, not in keeping with the intended role and 
function of the Agency. We respectfully request that the Agency deem RV202 l-003 non
reviewable consistent with Alabama law and its past determinations ofnon-reviewability. 

Please do not hesitate to contact me if you have any further questions or need any 
further information regarding The Heart Center Cardiology's request in RV202 I-003. 

7 Examples provided in Exhibit A. 
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MKW/jm 

cc: Dr. John W. Mitchell 
Allen C. King, Esq. 
Catherine G. Kirkland 
James E. Williams, Esq. 
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Best regards, 

STARNES DAVIS FLORIE LLP 

. i I 

'··· 

Michael K. Wright 
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Mahomed Y. Salame, M.D., CP 
Cristin L. Prater, CRNP 

Amy K. Holley, AG CANP 
SALAME HEART Board Ctrtified, [nu,rventional Cardiolog:y & Vascular edieine 

& VASCULAR ~C:LlNl~~C~, L~L~C:____. ..... _:.:::,::,::::.:=------:r=:-: 
October 2, 2020 

Via email: 5hpda.onllne@shpda.alabama.gov 

Hon. Emily i. Marsal 
Executive Director 
State Health Planning and Development Agency 
100 North Union Street 
RSA Union Building, Suite 870 
Montgomery, AL 36130-3025 

RE: Non-Revlewability Determination Request for Salame Heart and Vascular Clinic, LLC 

Dear Ms. Marsal: 

RECEIVED 
Oct 16 2020 
Sl A.'ft H!;:Al, Tt- Pl.ANNING />JO 

DEVEL.Q'/MEN"'~I 

On behalf of Salame Heart and Vascular Clinic, LLC, I am writing pursuant to Ala. Admin. Coder. 4 0-1-7-

.02 to request a determination of non-revlewabilitv in accordance with the Alabama State health 
Planning and Development Agency's certificate of need ("CON") program rules and regulations. 
Specifically, we respectfully request a determination of non-reviewabillty with respect to the add ion of 
an office-based lab In our office located at 1031 Quintard Avenue, Suite lA, Anniston, Alabama 6201. 
There is no proposed relocation. Salame Heart and Vascular Clinic, LLC is a physician practice sole y 

owned by Dr. Ma homed Y. Salame. 

Healthcare services currently offered at Salame Heart and Vascular Clinic include: Comprehensiv out
patient cardiovascular services Including office consultations, EKG, echocardlography, cardiac str 55 

testing, vascular ultrasound and holter monitoring. 

Dr. Salame intends to perform low risk peripheral angiography and peripheral interventional pro edures 

at the above location. No novel procedures will be performed, and all of the procedures request dare 
standard, commonly performed in both inpatient and outpatient settings. The procedures are lo risk, 
minimally invasive, and general anesthesia is not required, nor will it be used in the office lab set ing. 

Sa lame Heart and Vascular has an established emergency care plan including the identification o 
involved personnel and equipment to deal with any unexpected changes in the patient's status. his 
includes oxygen, masks for ventilation, medications for arrhythmias and reversal of sedation, 
defibrillatlon and pacing as well as a pathway to transfer to a higher level of care as needed. Th 
practice has two BLS/ACLS certified nurse practitioners on staff as well as two BLS/ACLS register d 
nurses. In addition, four other staff members are BLS certified. Dr. Salame has admitting privile sat 
Northeast Alabama Regional Medical Center and Stringfellow Memorial Hospital for direct adrni sions to 
~Js~i!rv:1c, as well as through emergency room services. 

0S602793.3 
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SALAMEHEART 

Mahomed Y. Saleme, M.D , MRCP 
Cristin L. Prate , CRNP 

Amy K. Holley, A ACANP 
& VASCULAR CLINIC, LLC Board Certified, Interventional Cardiology & Vascu Medicine 

Our goal with this letter is to demonstrate that our request falls within the criteria of the Physician 
Office Exemption and outside of the thresholds established for CON review. Offices of private physi ians 

are not "health care facilities" per Ala Code 22-21-260(6), and "health services" do not include "the 

lawful practice of any profession or vocation conducted independently of a health care facility and n 

accordance with applicable licensing laws of this state" under Ala Code 22-21-260(6). 

The service area for this request is rural Calhoun County and surrounding rural counties of Etowah, 
Cherokee, Talladega, Cleburne, and Randolph. The physician owner of Sala me Heart and Vascular inic, 

Dr. Mahomed Y. Salame, is licensed in the state of Alabama and certified to perform the procedure 
listed above. The physician will not perform any acute emergency cardiac interventions nor any 
coronary angioplasty in the private practice setting. In addition, the private practice facility will not be 

used for inpatient care. 

The criteria as adopted by the Supreme Court for the Physician Office Exception in fx parte Sacred eart 

Health Systems, Inc., 1455 So. 3rd 980, 988 (Ala. 2012) are as follows: 

1. The proposed services are to be provided, and the related equipment used, exclusive I by 

the physicians identified as owners or employees of the physicians' practice for the ca e of 

their patients. 
2. The proposed services are to be provided, and related equipment used, at any office o such 

physicians. 
3. All patient billings related to such services are through, or expressly on behalf of, the 

physicians' practice. 
4. The equipment shall not be used for inpatient care, nor by, through or on behalf of a 

healthcare facility. 

Salame Heart and Vascular Clinic will meet the four requirements set forth by the Alabama Su pre e 

Court as follows: 

1. Procedures will be performed only by Dr. Salame or physicians employed by Sa lame H art 

and Vascular Clinic, and the related equipment shall be used exclusively by physician wners 
or physician employees of Sala me Heart and Vascular Clinic for the care of their patie ts. 

2. All procedures will be performed in the office of Sala me Heart and Vascular Clinic. All 
equipment necessary for the performance of the procedures will be used only in the ffice 
of Salame Heart and Vascular Clinic. 

3. The patient billing related to such services will be done through, or expressly on beha f of 

the private physician offices of Salame Heart and Vascular Clinic. 
4. At no time will the equipment identified for the performance of the office-based pro dures 

described in this letter be used for inpatient care, nor by, through or on behalf of a h alth 
care facility. 

05602793.3 
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·.·SALAMEHEART 
& VASCULAR CLINIC, LLC 

Mahomed Y. Saleme, M.D , MRCP 
Cristin L. Prate , CRNP 

Amy K. Holley, A ACANP 
Boar:d, Certified, lnteruentional Cardiology & Vascul r Medicine. 

For the purpose of this request, we would like to provide the following financial disclosure: 

Total Cost of New Major Medical Equipment purchased for the office-based procedures= $120, 0.00 

a. To include, Diagnostic X-ray system, patient monitoring equipment, patient recovery 

equipment, and IVUS for arterial procedures. All other equipment is already owned by he 

private practice. 

Estimated annual first year operating cost: Total= $355,000.00 

a. Equipment Lease- $130,000.00 
b. Supplies- $25,000.00 
c. Employee Wages-$150,000.00 

d. Renovation/Construction Cost- $50,000 

In light of the foregoing analysis, our request meets the criteria adopted by the Alabama Supreme ourt 
for application of the Physician Office Exemption. As noted above, we also affirm that this addition of 

services within our private physician practice will not exceed any of the certificate of need expendi ure 

thresholds, nor will it constitute a "new institutional health service" under Alabama Code 22-21-2 and 

the rules due to the following: 

a) No new health care facility or health maintenance organization will be constructed, 

developed or acquired. 
b) No major medical equipment will be acquired by or on behalf of a health care facility t at 

exceeds the statutory purchase price or operating expense thresholds. 
c) No new health care facility beds or stations will be added. 
d) No new health service that is currently offered by Salame Heart and Vascular Clinic will be 

provided with the implementation of the procedures described in the document; and 

e) No other event reviewable under the CON law or rules will occur as a result of our 

implementation of the procedures described in this document. 

With the support of this document we respectfully request that the Alabama State Health Plannin and 

Development Agency grant a determination of non-reviewability to Sa lame Heart and Vascular Cli ic, 
LLC for the proposed procedures described above. 

No other healthcare facilities have a financial interest in Sa lame Heart and Vascular Clinic, LLC. 

05602793.3 
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SALAMEHEART 
& VASCULAR CLINIC, LLC 

Mahomed Y, SalBIDe, M.D , MRCP 
Cristin L. Prate , CRNP 

AJDy K. Holley, A ACANP 
Board Certified, lnU.rvention.al Cardiowgy & Vascul r Medici112 

Payment of $1000.00 for the filing fee with respect to request for a reviewability determination wil be 

submitted through the SHPDA Electronic Payment Portal. 

Please do not hesitate to call or contact me: Ma homed Y. Salame 256-689-0147- salame@bellsout .net 

We appreciate your time and consideration in this matter. 

Sincerely, 

Mahomed Y. Salame, M.D. 

05602793.3 
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SALAME HEART 
Mahomed Y. Salame, M.D., MRCP 

Cristin L. Prater, CRNP 

& VASCULAR CLINIC, LLC Board Certified, Interventional Cardiology & Vascular Medicine 

November 2, 2020 

Via email: shpda.onllne@shpda.alabama.gov 

Hon. Emily T. Marsal 
Executive Director 
State Health Planning and Development Agency 
100 North Union Street 
RSA Union Building, Suite 870 
Montgomery, AL 36130-3025 

RE: Non-Reviewablllty Determination Request for Salame Heart and Vascular Clinic, LLC 

Dear Ms. Marsal: 

RV2021-002 

RECEIVED 
Nov 02 2020 
STAlE HEALTH Pt.A',jNING ANO 

OEVELOP'-IENT AGENCY 

This is response requested to for clarification on the statement of physicians employed by Sala me Heart 

and Vascular Clinic. As of today, Dr. Salame is the owner and only physician employed by Salame Heart 

and Vascular Clinic. He will be the only physician providing the proposed services and utilizing the 

related equipment. 

Sincerely, 

Mahomed Y.Salame, M.D. 

Phone: 256-231-2552 • Fax: 256-231-2559 
1031 Quintard Avenue• Anniston, AL 36201-5708 



Affirmation of Mahomed Y. Sa lame. M.D. as Requesting Party 

The undersigned, being first duly sworn, hereby makes oath or affirms that he is the owner of Sa lame 

Heart and Vascular Clinic, LLC, and has knowledge of the facts in this request, and to the best of his 

information, knowledge and belief, such facts are true and correct. 

____________ (SEAL) 

Affiant 

SUBSCRIBED AND SWORN to before me this _!D=_ffi ___ day of October, 2020. 

~~tr Notary~ 
My commission expires: J.f/;t;,, /aj 

05602793.3 05602793.2 



PRESIDING: 

I. CALL TO ORDER 

II. ROLL CALL 

TENTATIVE AGENDA 

CERTIFICATE OF NEED REVIEW BOARD 
January 20, 2021, 10:00 a.m. 

The meeting is tentatively set to be held virtually. Log-in information 
will be shared on the Agency's website and through notification as 
soon as possible. 

DR. SW AID N. SW AID, CHAIRMAN 

CHAIRMAN 

Mrs. Emily T. Marsal 

III. ADOPTION OF AGENDA CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

IV. MINUTES OF November 18, 2020 

V. CHAIR'S REPORT 

VI. SHPDA ADMINISTRATIVE REPORT 

VII. CERTIFICATE OF NEED PROGRAM 

Mrs. Emily T. Marsal 

Mrs. Emily T. Marsal 

A. AL2014-027, Saad Enterprises, Inc. d/b/a Saad Hospice Services, Mobile, 
AL: Proposes to establish a new thirty-four (34) bed freestanding residential-based 
inpatient hospice facility in Region XIII. Project Modification Request: The project 
modification reflects an increase in the total cost of the project from $6,843,178.00 to 
$12,781,824.50, an increase of 86.8%. Opposition: None 

B. AL2020-044, Brookside Memory and Specialty Care on Cottage Hill, LLC, Mobile 
County, AL: Proposes to convert the existing thirty-two (32) licensed ALF beds into 
thirty-two (32) SCALF beds. Opposition: None 

C. AL2020-045, The Health Care Authority of the City of Huntsville d/b/a Huntsville 
Hospital, Huntsville, AL: Proposes to lease radiation oncology equipment in order 
to resume radiation oncology services as a hospital-based department. Opposition: 
None 

D. AL2020-046, Washington County Health Care Authority, Inc. d/b/a Washington 
County Hospital, Chatom, AL: Proposes to certify five (5) general acute care beds as 
five (5) swing beds pursuant to section 410-2-4-.09 of the 2020-2023 Alabama State 
Health Plan. Opposition: None 



E. AL2020-047, Choctaw General Hospital, Butler, AL: Proposes to convert five (5) 
acute care beds into swing beds pursuant to section 410-2-4-.09 of the 2020-2023 
Alabama State Health Plan. Opposition: None 

F. AL2020-048, Rehabilitation Hospital of North Alabama, LLC dfb/a Encompass 
Health Rehabilitation Hospital of North Alabama, Huntsville, AL: Proposes to add 
six (6) inpatient physical rehabilitation beds for a total of eighty-two (82) beds, 
pursuant to the May 15, 2020 Statistical Update to the Inpatient Physical Rehabilitation 
section of the 2020-2023 State Health Plan. Opposition: None 

G. AL2020-049, Foley Hospital Corporation dfb/a South Baldwin Regional Medical 
Center, Foley, AL: Proposes to undertake significant renovations to modernize the 
existing spaces and construct a new patient tower. Opposition: None 

For Informational Purposes Only: 

Reviewability Determinations: 

RV2020-022, Hale County Hospital, proposes to relocate their administrative office 
to another site in Hale County, Alabama. Status: Non-Reviewable 

RV2021-002, Salame Heart & Vascular Clinic, LLC, proposes to add an office-based 
lab. Status: Non-Reviewable 

Pending Reviewability Determinations: 

RV2020-024, Alabama Home Health Care Providers, proposes to provide home 
health services in Etowah, Talladega, Calhoun, Jefferson, Marshall, and Madison 
counties in Alabama. Status: Pending 

Rural, Cullman Regional Medical Center, proposes the re-opening of a second 
catheterization lab for vascular surgery and for diagnostic and interventional cardiac 
catheterization on CRMC' s campus. Status: Pending 

RV2021-003, The Heart Center Cardiology, proposes to perform low risk peripheral 
angiography and interventional procedures, left and right diagnostic heart 
catheterizations- coronary angiography, elective internal cardiac defibrillator (!CD) 
and planned pacemaker generator changes, low risk !CD and pacemaker 
implantation, implantable lop recorder insertion, direct current cardioversion, infusa 
port placement, transesophageal echocardiography, pulmonary artery pressure 
recording devices and low risk atrial, ventricular and nodal ablation procedures 
within this private practice. Status: Pending 

RV2021-004, Affinity Healthcare Services, Inc. dfb/a Affinity Home Hospice 
Services, proposes to establish a hospice branch office in Pell City, St. Clair County, 

Page I 2 



which is located within the service area the agency is permitted to serve pursuant to 
CON-2323-HPC. Status: Pending 

RV2021-005, Techota, LLC d/b/a CV Home Health of Bibb County, proposes to add 
a drop site in Tuscaloosa County. This request does not include any new or additional 
services or personnel. Status: Pending 

RV2021-006, Home Choice of Alabama, Inc. d/b/a Springhill Home Health and 
Hospice, proposes to relocate their administrative office to another site within Mobile 
County. Status: Pending 

RV2021-007, Sereno Ridge Recovery, proposes that the operation of an immersive 
twelve (12) step addiction recovery program to guests staying at the lodge owned 
and operated by applicant does not involve the provision of "institutional health 
services" as defined in Ala. Code 22-21-260. Status: Pending 

RV2021-008, Comfort Care Home Health Services, LLC, proposes to establish a drop 
site in Cullman County where they currently have contiguous county authority to 
provide services. Status: Pending 

VII. OLD BUSINESS CHAIRMAN 

CHAIRMAN VIII. NEW BUSINESS 

IX. 

Declaratory Ruling 156: 
Addiction and Mental Health Services, LLC, d/b/a Bradford Health Services, submits 
this Petition for Declaratory Ruling pursuant to Rule 410-1-9-.01 of the Alabama 
Certificate of Need Rules and Regulations regarding Institute for Substance Use 
Disorders, LLC d/b/a Sereno Ridge Recovery, adopting and incorporating Bradford 
Health Services' Petition for Declaratory Ruling in DR-155, which was previously 
dismissed by CONRB without prejudice. DR-155, as filed by Bradford Health Services, 
sought a declaratory ruling that Sereno Ridge Recovery's plan to develop and operate a 
16-bed, 16,500 -square-foot "Clinically Managed High Intensity Residential Program for 
Adults and Medically Monitored Residential Detoxification Program" proposed a new 
institutional health facility and services. 

ADJOURNMENT CHAIRMAN 
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April 4, 2019 

Hon. Emily T Marsal 
Executive 01recto1 

100 Piiul f.-ledin1I D,ivc. S•~itc 300 
r',i,,r,m91vJ111, :"i,I J.'i2:.rJ 

•20)1 :.356 )284 

f i2G5)8154717 
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State Health Planning and Development Agency 

100 North Union Street 

RSA Union Building, Sllite 870 

Montgomery, AL 36130-1025 

RV2019-037 

l )0 Gdbr(imf. Drive 

•.Jm:dnlo, AL ]51 2 l 

RECEiVEfJ 

2780 lOH1 /,venue Scurh, FOB '2, Sui1e ]05 
9i-111,n1J)")orr,, f\l 35105 

)! 'f;w..-,,•t's; Orie >li11cke1 
71 }1 (,;hobo\ o ley ~..:,oll. ::iut,:• 1 (J' A 

311m.n9hmn, At 3'),'J'2 

Re: Addendum to the Non-Reuiewability Determination Request for Birmingham Heart Clinic, P.C. 

DE'ar Ms. Marsal: 

1 am writing on behalf of the 81rmingh,nn Heart Clink: P_C \BHC) to request a change in our reviewabi!ity 
deterniin..1tion req!Jest. Since obtaining our original determination in 2018, we successfu!ly opened an 

otfice based catheterization lab and have been providing low risk peripheral ar1giography rrnd 

interventional procedures. Our patients hdv~ appreciated the ease, convenience Jnd cost s,:iVings 
associated with outpatient acce'>s to low ri5k pro;:-edurPs. 

Birmingham Heart CHnic is an Alabama S Corporation, incorporated in 1994. We are wholly physician 

owned without hospitJ! or outside investor involvement. We have been safely and effectively 
performing arterial and venous peripheral procedures for the last year, and now wish to broaden the 

scope of low risk cardiJc procedures offered to our patients to include left and right heart 

catheterizations, elective internal ca rll iac defibriliator { ICD) and planned pacema Ker generator changes, 

low risk ICO ;rnd palemaker implantation, irnplanti:lble loop recorder in'.:>ertion, direct current 

cardioversion, irifusa port placement, transernphageal echocardlography, pulmonury artery pres·rnre 
recor-ding devices and low ri;;k atrial, ventricular and nodal ablation procedur~s. 

BHC will not be performing any acute emergency cardiac inter.1enti~1ns nor ;my coronary ;rngiopinsty in 

this utheterization laboratory. Our lab will continue :o be staffed by licensed ernplovees and wdl not be 

used for inpatient care. 

The criteria a~, adopte.-:/ by the Supreme Court for th,:: Phys1cirrn Offic,_• bemption Mt! as follows 

L 1he prnposcJd services are to be provided, and re(ated equipment used, exclusively by the 

phvsicians idt~ntified a~. owner> or employees of the physician-;' practice for ttie care of their 
patients. 

-/. The proposetl services are to be provided, and reiated eriuipmL:nt used. at any office uf such 

physkid!l!,. 

hJ,7 ,,: Reeder, J1., MO, FACC 

Roorn1 E. Fosler. MD, FACC 

C A,id,ew Brion. MO, .:/\CC 

Brion D. Snoddy, MO. FACC 
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Jue.cm C To,vn~end, MD, F,j.,CC 

tlrion A Flowe~, MO, FACC 
Rober1 H Yo--i, rv, ~.10 

Jc,--,,e~G. Towe·r.MD P.CC 

Jv;r.,.,o N Cu,.-.'-,~11.MD 
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3. All patients billings related to such seNices are through, or expressly on behalf of, the 

physicians practice 
4. The equipment shall not be used for lnpatient cace, nor by, through or on behalf of a health

care facility 

Birmingham Heart Clinic will continue, through the performance of the procedures previously reviewed, 

to meet the above criteria as follows: 

1. Procedures will be performed only by physician owners or physician employees of BHC 

2. All procedures will be performed in the office of BHC, currently located at the address as 

stated above. All equipment necessary for the performance of the procedures will be used 
only in the office of BHC. 

3. All patient billing for the procedures will be done on behalf of BHC and its' patients 
4. At no time will the equipment used for the performance of our office based procedures be 

used for inpatient care, nor by, through or on behalf of any health care facility. 

Based on the information provided above, the proposed procedures should meet the criteria adopted by 

the Alabama Supreme Court for application of the Physician Office Exception. Although the Physician 

Office Exception serves as a bar to CON review, for your notice we can affirm that this venture will not 

exceed any of the certificate of need expenditure threshold nor will it constitute a 'new institutional 
health service' under Alabama Code 22-21-263 and the Rules because: 

a) No new health care facility or health maintenance organization will be constructed, 
developed or acquired 

bl No major medical equipment will be acquired by on or behalf of a health care facility that 
exceeds the statutory purchase price or operating expense thresholds 

c) No new health care facility IJeds or stations will be added 

d) No new health service that is currently offered by BHC will be provided with the 

implementation of the procedures described in this document 
e) No other event reviewable under the CON law or Rules will occur as a result of our 

implementation of the procedures described in this document 

With the support of this document we respectfully request a determination of non-reviewability to 
Birmingham Heart Clinic for the expanded list of procedures described above. Please do not hesitate to 

contact us if you require any further information or have any questions. 

A check for the fifing fee with respect to a request for reviewability determination in the amount of 
$1,000 is enclosed. Thank you for your time and consideration in this matter. 
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Vein Contar 
l 00 Pilot Medical Drive, Suite 185 

Birmingham, AL 35235 

Northside Medical Home 
74 Plaza Drive, Suite 28 

P,11 C;ty, AL 35125 

Gardendale 
2217 Deccitur Highway 
Gardendale, Al 35071 

July 3, 2019 

Emily T. Marsal 

100 Pilot Medical Drive, Suite 300 

Birminghc1m, AL 35235 
(205) 856-2284 

F, 1205) 815-4777 
B irmi ng harnr, Hart.com 

Executive Director, State Health Planning and Development Agency 
100 N. Union Street, Suite 870 

Montgomer,,, AL 36104 

RE: RV2019-037 
Birmingham Heart Clinic, P.C. 

Dear Ms Marsal: 

St. Vincont's Blouni 
150 Gilbreath Drive 
Oneonta, AL 35121 

St. Vincent's Downtown 
2700 l Dlh Avenue South, POB 2, Suite 305 

Birmingham, AL 35205 

St. Vincent's One Nineteen 
7191 CohoboVcilleyRood,Suite 101A 

Birmingham, AL 35242 

Please find our detailed responses addressing the requests for additional information below: 

1. Provide the Agency with the procedures to be performed not currently provided at another 
facility, 
No novel procedures will be performed in the office based lab. All of the procedures requested 

are standard, commonly performed in both inpatient (hospital) and outpatient (office based lab) 

settings already. They have all been previously approved for other office based labs in our state. 

Z. Provide the Agency with the approximated costs of the proposed project to include major 
medical equipment, addition first year annual operating cost for the proposed procedures, 
and additional capital expenditures as• result of the proposed procedures, 
No capital expenditures or upgrades to our current facility are necessary or planned to add the 

requested additional procedures. Any changes in operating costs would be estimated at less 

than $50,000 going towards the purchase of necessary supplies. 

3. Provide additional information regarding if the current or proposed procedures will be 
invasive, and if general anesthesia will be used dming anv procedures. 

All of the planned procedures are minimally invasive and low rislc General anesthesia will not be 
used. 

4, Provide the Agency with emergency procedures in place on behalf of the proposed 
procedures, 
Our office based lab (and office as a whole), has an established care plan including the 
identification of involved personnel and equipment, to deal with any issues related to 

Von C. Reedei, Jr., MO, FACC 

Robert E. Fosler, MD, FACC 
C. Andrew Brion, MD, FACC 

Brian D. Snoddy, MD, FACC 
Jomes R. Trimm, MD, FACC 

Michoel S. Bailey, MD, FACC 
Joson B. Thompson, MO, FACC 

Jacob C. Townsend, MD, FACC 

Brian A. Flowers, MD, FACC 
Robert H. Yoe, IV, MD 

Jomes G TowC'ry, MD, FACC 
Jo!ihua N. Cockrell, MD 

Corey M. Colemon, MD 

Joshua AT urner, MD 
John l. Porks, MD 



unexpected changes In a patient's status. This includes oxygen and masks for ventilation, 
medications for arrhythmias and reversal of sedation, detlbrlllation and pacing and a pathway to 
transfer to a higher level of care as needed. 

In summary- we hope to extend the outpatient seivlces we provide our patients under the Physician 

Office Exception, We do not plan to change our infrastructure or equipment, simply broaden the scope 

of low risk cardiac procedures performed onsite. 

Please let us know if any further clarlficatlon would be helpful. 

·:;:;~·rtl~f 
IJ<J/}u t·U 

Robert E. Foster, M.D, 
Newly Elected President 



Vein Center· 
100 Pilot Madicol Drive, Suite l 85 

Birminghom, AL 35235 

Northside Medicui Homci 
74 Plaza Drive, Suite 2B 

Pell Cily, Al 351 25 

Gordendafe 
2217 Derntur Highway 
Gardendale, AL 35071 

July 26, 2019 

Emily T. Marsal 

100 Pilat Medico I Drive, Suite 300 

Birrnin~hani, Al 35235 

(205) 856-2284 
F, (205) 815-4777 

Bi rrnir1ghamheart.com 

Executive Director, State Health Planning .and Development Agency 

100 N. Union Street, Suite 870 
MontgomeJ'/, AL 36104 

RE: RV2019-037 
Birmingham Heart Clinic, P.C. 

Dear Ms Marsal: 

St. Vincent's Blount 
150 Gilbreo.th Ori.,,e 
Ontlonto, AL 35121 

St. Vincent's Oownlown 
2700 l 0th Avenue South, POB 2, Suifc 305 

Birmirighain, AL 35205 

St. Vincent's One Ninateen 
7191 Cohaba Volley Road, Suite 1 OlA 

Biriningharn, AL 35242 

R 

Please find our detailed responses addressing the requests for additional information below: 

1. BHC is not going into any arrangement with a health care facility In any way to fund or provide 

current services or additional services requested. The physician owners of BHC and therefore 

this office based lab are as follows: Van C. Reeder, Jr, MD, Robert E. Foster, MD, C. Andrew 

Brian, MD, Brian D. Snoddy, MD, James R. Trimm, MD, Michael S. Bailey, MD, Jason B. 

Thompson, MD, Jacob C. Townsend, MD, Brian A. Flowers, MD, Joshua N. Cockrell, MD and 

Robert H. Yoe, IV, MD. Other physicians that are existing employees of Birmingham Heart Clinic 

and on a pa1inership track are James G. Towery, MD, Corey M. Coleman, MD, Joshua A. Turner, 

MD, and John L. Parks, MD. They will not be financially responsible for the cost of the lab at this 

time, but will have the ability to provide services in the lab and the cost of the lab will be 

factored into partnership for each one as that time arrives. All physicians that will perform 

procedures in this lab will continue to have full access to the clinic space that Is already here. All 

patient billing for the procedures performed in this lab will be billed out on behalf of, and by 

employees of, Birmingham Heart Clinic, P.C. 

2. Attestation by an officer- I am including the attestation of not onlv myself, but also the 

secretary and treasurer. 

The undersigned, being first duly sworn, hereby make an oath or affirm that he is the President 

of Birmingham Heart Clinic and has knowledge of tt,e facts in this request, and to the best of his 

Von C. Reeder, Jr., MD, FACC 

Robe1t E. Fo~er, MD, FACC 
C. Andrew Brion, MD, FACC 

Brian D_ Snoddy, MD, FACC 
James R. Trimm, MD, FACC 

~ l! 1d belief, such facts are true and correct. 

Michael S. Bailey, MD, FACC 

Josor1 0. Thompson, MD, FACC 

Jacob C. Townsend, MD, F/\CC 

Brian A Flowers, MD, FACC 
Robe1t H. Yoe, IV, MO 

James G. Towery, MD, FACC 

Joshua N. Cockrell, MD 

Corey M. Coleman, MD 

Joshua A Turner, MD 
John L. Parks, MD 



SUBSCRIBED AND SWORN to before me this_\_ day of 

· ·CP ,. J «.. Ce<cl;J,., J;1,cY-A-· 
.Notary Public 'i 

. My commission expires: / ~jdO ~ 2, 
*****•*******••*•···•·*****•*••·•*****•······••*••················~·······•*** 
The undersigned, being first duly sworn, hereby make an oath or affirm that he is the Secretary 

of Birmingham Heart Clinic and has knowledge of the facts in this request, and to the best of his 

information. knowledge and belief, such facts are true and correct, 

f'111t·,,,• C'1ilht;[?,u /{ v-· I ;.; --~ V:J 
Jacob C. Townsend, MD Secretary 

SUBSCRIBED AND SWORN to before me this,_\_ day of ,.:tU<,,v,;{,· 2019 
V --·~' 

(-~ .l !M,_l,,~A ,b\AL;~t::/l ,! 

· _Notary Public ( 

My commission expires: <-i(30I) o,,lJ., 

-~·•*•*******************************••·•~******************~****************** 
The undersigned, being first duly sworn, hereby make an oath or affirm that he Is the Secretary 

ofBirmingh~m Heaftt, linic and has knowledge of the facts in this request, and to the best of his 
infof)t[o'n)~"owl ge_and b,"~ef, such facts are true and correct. 

l' l,A,l\.., / ,-~__;, 
·--· ', 
C. Andrew Brian, MD - Treasurer 

SUBSCRIBED AND SWORN to before me this _l__ day of f\➔ s·u ,:t , 2019 

' 

Please let me know if there is anything further that you need to be able to process our request. If you 

have any questions, please feel free to contact our Practice Administrator, Tonya White or myself at 
205-856·2284, 

.... ,, . (:"f--' 
tt);S.tf ;/: 

Robert E. Foster, M.D. 
President 
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TENTATIVE AGENDA 
CERTIFICATE OF NEED 

REVIEW BOARD 

September 18, 2019 
10:00A.M. 
STATE CAPITOL AUDITORIUM 
UNION STREET ENTRANCE 
MONTGOMERY, ALABAMA 

PRESIDING: DR. SWAID N. SW AID 
CHAIRMAN 

I. 

II. 

III. 

IV. 

V. 

VI. 

TENTATIVE AGENDA 

CALL TO ORDER 

ADOPTION OF AGENDA 

MINUTES OF August 2 I, 20 I 9 

CHAIR'S REPORT 

SHPDA ADMINISTRATIVE REPORT 

CERTIFICATE OF NEED PROGRAM 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

Mrs. Emily T. Marsal 

Mrs. Emily T. Marsal 

The Applicant requested this project be carried over until the next CONRB 
meeting 

A. AL2019-015, Great Oaks Management, LLC. Wetumpka, AL: Proposes to 
renovate and convert an existing sixteen (16) bed Assisted Living Facility (ALF) to a 
Specialty Care Assisted Living Facility (SCALF), and add sixteen (16) additional 
SCALF beds, for a total of thirty-two (32) SCALF beds in Elmore County, pursuant 
to the September 5, 2018 statistical update. Opposition: None 

B. AL2019-018. Bio-Medical Applications of Alabama, Inc. d/b/a USA Midtown, 
Mobile, AL: Proposes to relocate two (2) existing home training stations from 
Fresenius Medical Care University of South Alabama, an End Stage Renal Disease 
clinic in Mobile County, and add one (I) home training station to Midtown's ESRD 
treatment facility currently under construction, for a total of seventeen ( 17) stations in 
Mobile County, Alabama. CON 2661-ESRD was issued to USA Midtown January 
30, 2014, to establish and operate a new fourteen (14) station dialysis treatment 
facility in Mobile County. Opposition: None 

C. AL2019-019, Mobile Infirmary Association d/b/a J. L. Bedsole/Rotary 
Rehabilitation Hospital. Mobile, AL: Proposes to relocate twelve (12) existing 
inpatient rehabilitation facility (!RF) beds within Region VI from Thomas Hospital in 

3:59 PM 09/11/19 



Fairhope, Baldwin County, Alabama, to the J. L. Bedsole /Rotary Rehabilitation 
Hospital located in Mobile Infirmary Medical Center in Mobile, Mobile County, 
Alabama, for a total of fifty-four (54) inpatient rehabilitation beds. Opposition: 
Springhill Hospitals, Inc, d/b/a Springhill Medical Center filed 
opposition/intervention. 

D. AL2019-020, AltaPointe Health Systems, lnc., Mobile, AL: Proposes to add 
thirty-four (34) inpatient psychiatric beds, eighteen (18) adult and sixteen (16) 
adolescent, to BayPointe Hospital, an existing inpatient psychiatric facility in Mobile 
County, Southwest Region. Opposition: None 

E. AL2019-022, DVA Renal Healthcare, Inc. d/b/a Red Mountain Home Training 
Dialysis, Birmingham, AL: Proposes to expand the existing End Stage Renal 
Disease (ESRD) treatment facility, consisting often (10) home training stations, with 
the addition of eight (8) new home training stations to be used alternatively for home 
hemodialysis training and peritoneal dialysis treatment and training, for a total of 
eighteen (18) home training stations. Opposition: None 

F. AL2019-023, Grow Pediatric Therapy, Anniston, AL: Proposes to establish and 
operate a multi-specialty rehabilitation facility providing pediatric outpatient speech, 
physical and occupational therapy services in Calhoun County. The applicant is 
currently authorized to provide pediatric outpatient speech therapy services through 
RV2019-024. Opposition: None 

G. AL2019-024, Fresenius Kidney Care Union Springs, LLC d/b/a Fresenius 
Kidney Care Union Springs, Union Springs, AL: Proposes to expand an existing 
End Stage Renal Disease (ESRD) dialysis treatment center, consisting of eight (8) in
center hemodialysis stations, one (I) home training station, and one (I) isolation 
station, through the addition of six (6) in-center hemodialysis stations, for a total of 
sixteen (16) stations in Union Springs, Bullock County, Alabama, pursuant to ALA. 
ADMIN. CODE r. 410-2-3-.0S(l)(c). Opposition: None 

For Informational Purposes Only: 

Reviewability Determinations: 

RV2019-037, Birmingham Heart Clinic, P.C., requests to broaden the scope of the 
low risk cardiac procedures currently offered through the Physician Office 
Exemption by adding left and right heart catheterizations, elective internal cardiac 
defibrillator and planned pacemaker generator changes; pacemaker implantation; 
implantable loop recorder insertion; direct current cardioversion; infusa port 
placement; transesophageal echocardiography; pulmonary artery pressure recording 
devices and low risk atrial; ventricular and nodal ablation procedures. 
Status: Non-Reviewable 

RV2019-039, Rehab Associates, LLC d/b/a Champion Sports Medicine, requests 
to relocate the existing single specialty rehabilitation clinic in Greenville, Alabama. 
Status: Non-Reviewable 

3:59 PM 09/11/19 



Pending Reviewability Determinations: 

RV2019-040, Rehab Associates, LLC d/b/a Champion Sports Medicine, requests 
to relocate the existing single specialty rehabilitation clinic in Hoover, Alabama. 
Status: Pending 

RV2019-041, Pro Health of Northeast Alabama, LLC, requests to relocate the 
home health administrative office to another site in Cherokee County. 
Status: Pending 

VII. OLD BUSINESS 

VIII. NEW BUSINESS 

IX. ADJOURNMENT 

3:59 PM09/ll/19 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 



CARDI().LOGY 
CONSULTANTS,Pc 

April I 0, 2019 

VIA EMAIL (shpda.online(a)shpda.alabama.gov) 
AND FEDERAL EXPRESS 

The Honorable Emily T. Marsal 
Executive Director 
Alabama State Health Planning & Development Agency 
RSA Union Building 
100 North Union Street, Suite 870 
Montgomery, Alabama 36104 

RV2019--032 
WlltJAM A. HILi.. JR" M.D" f.A.C.C 

JOHN A. MANTLE, M.D., EA.C,C. 

JEFFREY K. ANDERSON, M.D., EA,C,C. 
L .o\NNE LEWIS, M.O,, f:AC.C. 

AMIT SHAH, M.D. 
EDWARD A CARRAWAY, M.D. 

J. BRADLEY PROCTOR, M.D. 

Re: '.'lon-Reviewability Determination Request for Cardiology Consultants, P.C 

Dear Ms. Marsal: 

On behalf of Cardiology Consultants, P .C. ("CCPC"), I am writing to submit a 
reviewability determination request in accordance with the rules and regulations of the Alabama 
State Health Planning and Development Agency's Certificate of Need ("CON") program. CCPC 
plans to add an office-based laboratory (the "OBL") to its practice in order to provide its patients 
with convenient and safe access to peripheral angiography and endovascular procedures within 
the offices of CCPC. This letter provides an overview of the scope of procedures to be 
performed and the costs associated with establishing the OBL. In addition, this letter will 
demonstrate that the OBL will meet the criteria for the Physician Office Exemption from CON 
review set forth by the Alabama Supreme Court in Ex parte Sacred Heart Health System, Inc., 
155 So. 3d 980 (Ala. 2012). 

CCPC is an Alabama professional corporation founded in I 983 by William A. Ilil!, Jr.. 
M.D. and currently owned by Dr. Hill, John A. Mantle, M.D., Jeffrey K. Anderson, M.D., L. 
Anne Lewis, M.D., Amit K. Shah, M.D., Edward A. Carraway, M.D. and J. Bradley Proctor, 
M.D., all of whom are actively engaged in the practice of cardiology through CCPC. There are 
no outside investors in CCPC and no hospital involvement in CCPC. CCPC's offices are located 
at the DCH Medical Tower, 701 University Boulevard, East, Suites 400 and 608, Tuscaloosa, 
Alabama 3540 l. CCPC serves patients in Tuscaloosa County and numerous other counties in 
Alabama, through its offices in Tuscaloosa and through monthly travel clinics in Bibb, Fayelle, 
Marengo and Pickens Counties. 

CCPC physicians currently perform low-risk outpatient peripheral angiography and 
endovascular procedures (including renal interventions, iliac interventions, tibial/peroneal 
interventions, femoral/popliteal interventions, and atherectomy procedures with or without stents 
and with or without percutaneous transluminal angioplasty) (collectively, and together with 

i BH384006. l } 
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The Honorable Emily T. Marsal 
April 10, 2019 
Page 2 

similar low-risk outpatient procedures, "Vascular Procedures") at DCH Medical Center. CCPC 
believes that it can provide these Vascular Procedures at greater convenience to patients and with 
equal or higher quality within its own offices through the development of the OBL. CCPC does 
not intend to provide any cardiac or coronary interventions or procedures requiring general 
anesthesia at the OBL, and no inpatient services will be provided at the OBL. 

The criteria established by the Supreme Court for the Physician Office Exemption from 
CON review are: 

I. The proposed services are to be provided, and related equipment used, exclusively by the 
physicians identified as owners or employees of the physicians' practice for the care of 
their patients. 

2. The proposed services are to be provided, and related equipment used, at any office of 
such physicians. 

3. All patient billings related to such services are through, or expressly on behalf of, the 
physicians' practice. 

4. The equipment shall not be used for inpatient care, nor by, through, or on behalf of a 
healthcare facility. 

CCPC will meet these criteria with respect to the proposed OBL: 

I. The services to be provided by the OBL will be provided, and related equipment used, 
exclusively by physicians who are owners, employees or contractors of CCPC and only 
for the care of such physicians' patients. Initially, the services will be provided by Drs. 
Hill, Anderson, Carraway and Proctor, who are all owners of CCPC, and by W. Ford 
Simpson, Jr., M.D., who will work for CCPC on a regularly scheduled, part-time basis as 
a contractor treating CCPC patients. The independent contractor arrangement between 
CCPC and Dr. Simpson will provide that Dr. Simpson will provide his services at CCPC 
on a regularly scheduled basis, that all patients treated by Dr. Simpson at CCPC are 
patients of CCPC and not of Dr. Simpson individually, that CCPC will bill for all 
services provided by Dr. Simpson at CCPC and retain all collections therefrom, and that 
Dr. Simpson will be compensated by CCPC for his services to CCPC on a basis 
consistent with the compensation paid to CCPC owners and employee with respect to 
OBL services. If any additional physicians provide services at the OBL in the future, 
such physicians will be owners, employees or contractors of CCPC. 

2. All OBL procedures will be performed, and all related equipment will be used, at the 
offices of CCPC. CCPC is adding an additional 1,950 square feet to its current office 
space to accommodate the OBL. 

I BH384006 I I 



The Honorable Emily T. Marsal 
April!0,2019 
Page 3 

3. All patient billings relating to services provided at the OBL will be done through CCPC 
under provider agreements and billing numbers assigned to CCPC, and all collections 
resulting from such billings will be the property of CCPC, just as is the case for all other 
physician services provided by CCPC. 

4. The equipment at the OBL will not be used for inpatient care nor by, through or on behalf 
of a healthcare facility; rather, such equipment will be used only for office-based, 
outpatient Vascular Procedures provided by CCPC physicians. 

Although the Physician Office Exemption provides a bar to the application of the CON 
laws and regulations, we provide the following additional information for the benefit of the 
Agency in reviewing this request for a determination of non-reviewability: 

• CCPC will expand its leased space at its current offices by 1,950 square feet to 
accommodate the OBL, at a rental rate of $ 16.50 per square foot. This will add an 
additional $2,681.00 per month to CCPC's current office lease expense, representing an 
increase of approximately 15.45% in office lease expense. CCPC will incur construction 
costs of approximately $355,724 to build out the additional leased space. 

• CCPC will acquire a Philips Medical Mobile Verdius Unity Flat Panel C-Arm, Full 
Screen collimation, vascular configuration with video paper/transparency printer, which 
comes with an Aspect 100-4T G3 Complete Table and Package, including a black anti
fatigue Mat, and a Core M2 Vascular Imaging System - IVUS for arterial and venous 
procedures, as well as related equipment. The total equipment cost for purchased 
equipment will be approximately $351,7 I 7; CCPC also has a rental agreement with 
Philips Medical for a Spectrantics Laser - CV 300P Excimer Laser system to be used as 
needed. 

• CCPC anticipates incurring additional miscellaneous start-up costs of approximately 
$142,559, resulting in total construction, equipment and start-up costs of approximately 
$850,000. These costs will be financed through a 60-month loan to CCPC arranged 
through Bryant Bank of Tuscaloosa. 

• First-year annual operating costs for the OBLG are estimated at $950,000 for medical and 
non-medical supplies, space rental, salaries and benefits, equipment service and 
maintenance and similar routine expenses. 

Based on the above, we respectfully request that the Agency grant a determination of 
non-reviewability to CCPC for the proposed OBL project described above. CCPC's check for 
$1,000 in payment of the filing fee for this request is enclosed with the hard copy of this letter, 
which is being sent today by Federal Express. Please do not hesitate to contact our counsel, 
William W. Horton, at (205) 244-5221 or whorton@joneswalker.com if you require any further 
information or have any questions. 

We appreciate your attention, and look forward to hearing from you. 

{ BHJ84006 I} 
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William A. Hill, Jr., M.D. 
President, Cardiology Consultants, PC 

Affirmation of Requesting Party: 

The undersigned, being first duly sworn, hereby make oath or affirm that he is William A. Hill, 
Jr., M.D. of Cardiology Consultants, P.C., has knowledge of the facts in this request, and to the 
best of his/her/their information, knowledge and belief, such facts are true and correct. 

;;;~ ,f Jill{ Jttfl /(SEAL) 

SUBSCRIBED AND SWORN to before me this \0-J:h_ day of April, 2019. 

fD ,Lb~ 2R> 1Y\e ~ 
Notary Public 

My commission expires: 'u~ - I&· 2-CL/ 

I BH384006. l I 



CARDIQLOGY 
CONSULTANfS,PC 

May 20, 2019 

VIA EMAIL (shpda.online@shpda.alabama.gov) 
AND FEDERAL EXPRESS 

The Honorable Emily T. Marsal 
Executive Director 
Alabama State Health Planning & Development Agency 
RSA Union Building 
!00 North Union Street, Suite 870 
Montgomery, Alabama 36104 

WlLLIAM A. Hll.L.c JR., M.D., f.A.CC 

JOHN A. MANTI.£. M.D" f.A.C.C. 
JEFFREY K. ANDER.SON. M.D., F.A.C.C. 

L ANNE LEWIS, M.D .• F.A.C.C. 
AMITSHAH.M.O. 

EDWARD A, CARRAWAY. M.O. 
J. B!V.DL£Y PROCTOR. M.D. 

Re: Supplemental Information for Non-Reviewability Determination Request for 
Cardiology Consultants, P.C./ RV2019-032 

Dear Ms. Marsal: 

On behalf of Cardiology Consultants, P.C. ("CCPC"), l am writing to submit 
supplemental information in connection with CCPC's reviewability determination request 
(SHPDA File No. RV20 l 9-032) relating to the proposed addition of an office-based laboratory 
(the "OBL") to its practice in order to provide its patients with convenient and safe access to 
peripheral angiography and endovascular procedures within the offices of CCPC. This letter 
provides supplemental information modifying the information set forth in CCPC's initial request 
letter dated April I 0, 2019. 

CCPC understands from discussions with Karen McGuire, Executive Secretary of 
SHPDA, that the Agency is concerned with the availability of the Physician Office Exemption to 
the proposed project in light of CCPC' s indication in its original request that the services to be 
perform:en-at -the· OBI:;- would be· provided by physicians-·who were-owners;·employees or 
independent contractors of CCPC. We understand the Agency's concern to be that the 
articulation of the Physician Office Exemption by the Alabama Supreme Court in Ex parte 
Sacred Heart Health System, Inc., 155 So. 3d 980 (Ala. 2012) did not specifically address the 
provision of services by independent .cQntractors. 

Accordingly, CCPC has modified its plans to eliminate the provision of any physician 
services at the OBL by independent contractor physicians. In light of that change we request that 
the Agency treat our reviewability detennination request as being modified by substituting the 
following revised language for the corresponding portion of _the April 10 determination request 
(i.e., the portion that begins with "CCPC will meet these criteria ... " on page 2 of the April I 0 
request and ends at the conclusion of numbered paragraph 4 on page 3 of that request): 
(BlilS9ll9. l l 
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CCPC will meet these criteria with respect to the proposed OBL: 

I. The services to be provided by the OBL will be provided, and related equipment 
used, exclusively by physicians who are owners or employees of CCPC and only 
for the care of such physicians' patients. Initially, the services will be provided 
by Drs. Hill, Anderson, Carraway and Proctor, who are all owners of CCPC, and 
by W. Ford Simpson, Jr., M.D., who will work as a part-time employee of CCPC 
on a regularly scheduled basis. In that regard, we advise you all patients treated by 
Dr. Simpson at CCPC will patients of CCPC and not of Dr. Simpson individually, 
that CCPC will bill for all services provided by Dr. Simpson at CCPC and retain 
all collections therefrom, and that Dr. Simpson will be compensated by CCPC for 
his services to CCPC on a basis consistent with the compensation paid to CCPC 
owners and other CCPC employees with respect to OBL services. If any 
additional physicians provide services at the OBL in the future, such physicians 
will be owners or employees CCPC. 

2. All OBL procedures will be performed, and all related equipment will be used, at 
the offices of CCPC. CCPC is adding an additional 1,950 square feet to its 
current office space to accommodate the OBL. 

3. All patient billings relating to services provided at the OBL will be done through 
CCPC under provider agreements and billing numbers assigned to CCPC, and all 
collections resulting from such billings will be the property of CCPC, just as is 
the case for all other physician services provided by CCPC. 

4. The equipment at the OBL will not be used for inpatient care nor by, through or 
on behalf of a healthcare facility; rather, such equipment will be used only for 
office-based, outpatient Vascular Procedures provided by CCPC physicians. 

Except as so modified, the remainder of CCPC's reviewability determination request is 
hereby ratified and incorporated by reference in this letter. 

Based on the above, we respectfully request that the Agency grant a determination of 
non-reviewability to CCPC for the proposed OBL project described in the April IO request letter, 
as modified by this letter. Please do not hesitate to contact our counsel, William W. Horton, at 
(205) 244-5221 or whorton@joneswalker.com if you require any further information or have any 
questions. 

We appreciate your attention, and look forward to hearing from you. 

IBH389239. I) 



The Honorable Emily T. Marsal 
May 20, 2019 
Page3 

William A. Hill, Jr., MD 
President, Cardiology Consultants, PC 

Affirmation of Requesting Party: 

The undersigned, being first duly sworn, hereby make oath or affirm that he/she is William A. 
Hill Jr., MD of Cardiology Consultants, P.C., has knowledge of the facts in this request, and to 

~--;,m;ijoo7/J"~,:::~• ~~Md oo-. 
.,..,._-;h-

SUBSCRIBED AND SWORN to before me thist,t----'--_v_ day of May, 2019. 

~& ~J_J~ 
Notary Public 

My commission expires: 9-1'-S-cOOal \ 
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July 17, 2019 
10:00A.M. 

TENTATIVE AGENDA 
CERTIFICATE OF NEED 

REVIEW BOARD 

ST ATE CAPITOL AUDITORIUM 
UNION STREET ENTRANCE 
MONTGOMERY, ALABAMA 

PRESIDING: DR. SW AID N. SWAID 
CHAIRMAN 

I. 

II. 

Ill. 

IV. 

V. 

VI. 

TENTATIVE AGENDA 

CALL TO ORDER 

ADOPTION OF AGENDA 

MINUTES OF June 19, 2019 

CHAIR'S REPORT 

SHPDA ADMINISTRATIVE REPORT 

CERTIFICATE OF NEED PROGRAM 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

Mrs. Emily T. Marsal 

Mrs. Emily T. Marsal 

This project was carried over from the May 15, 2019 Board meeting 
A. AL2019-006, SEES Group Alabama. LLC. Jefferson County, AL: Proposes to 

establish a private-practice ambulatory surgery center for ocular and periorbital 
surgery consisting of three (3) operating rooms and one (1) laser procedure room. 
Opposition: None 

The applicant requested this project be carried over until the next Certificate of 
Need Review Board meeting 

B. AL2019-0ll, East Montgomery Community Dialysis, LLC d/b/a Physicians 
Choice of East Montgomery, Montgomery, AL: Proposes to establish and operate 
a new End Stage Renal Disease ("ESRD") dialysis treatment center consisting of ten 
( 10) in-center hemodialysis stations and one ( 1) peritoneal dialysis station. 
Opposition: Renal Treatment Centers - Southeast, LP d/b/a Majestic Dialysis 

C. AL2019-013, Board of Trustees of the University of Alabama for the University 
of Alabama Hospital, Birmingham. AL: Proposes to add two (2) additional 
cardiac catheterization laboratories to the existing four ( 4) catheterization labs. 
resulting in a total of six (6) catheterization labs and renovate two (2) procedure 
rooms, modify the existing equipment, and hire additional staff. Opposition: None 

2:15 PM 07/15/19 



D. Reconsideration Request 
AL2018-042, Tuscaloosa Operations, LLC d/b/a The Crossings at North River, 
Tuscaloosa, AL: Proposes to construct and operate thirty-two (32) specialty care 
assisted living beds as part of a senior housing community consisting of ninety-one 
(91) independent living units and seventy-two (72) assisted living beds. Opposition: 
Crimson Village, LLC filed opposition/intervention and request for contested 
case hearing. The ALJ approved this project. 
The Board granted, in part, and denied, in part, with the applicant being granted 
sixteen (16) SCALF beds at the May 15, 20 I 9 CONRB meeting. 

AL2018-043, Crimson Village, LLC, Tuscaloosa, AL: Proposes to convert thirty
two (32) of the seventy-eight (78) assisted living beds at The Tides at Crimson 
Village, a senior living community, resulting in forty-six (46) ALF beds and sixty
four (64) SCALF beds. Opposition: Tuscaloosa Operations, LLC d/b/a The 
Crossings at North River filed opposition/intervention and a request for 
contested case hearing. The ALJ denied this project. 
The Board granted, in part, and denied, in part, with the applicant being granted 
sixteen (16) SCALF beds at the May 15, 2019 CONRB meeting. 

For Informational Purposes Only: 

Reviewability Determinations: 

RV2019-031, Cullman Regional Medical Center, requests to establish an urgent 
care physician's clinic to be located at I 549 Highway I 3 NW, Hartselle, Alabama, 
under the physician's office exemption. Status: Non-Reviewable 

RV2019-032, Cardiology Consultants, P.C., requests to add an office-based 
laboratory in order to provide patients with convenient and safe access to peripheral 
angiography and endovascular procedures. Status: Non-Reviewable 

EQR2019-004, St. Vincent's East, requests to replace the existing cardiac 
catheterization equipment. Status: Approved 

Pending Reviewability Determinations: 

RV2019-033, GBR, LLC d/b/a Tuscaloosa Home Dialysis, requests that the 
proposed facility providing home dialysis training only to patients, is exempt. The 
facility consists of five (5) training rooms. Status: Pending 

RV2019-035, Huntsville Cardiovascular Clinic, P.C., requests to add Cardiac 
PET scanning services. Status: Pending 

RV2019-036, Children's Hospital of Alabama, requests to establish a psychiatric 
intensive outpatient program setting and partial hospitalization program setting as a 
part of the continuum of medically necessary pediatric psychiatric services settings 
currently provided by Children's in existing space. Status: Pending 

2:15 PM 07/15/19 



RV2019-038, Mobile Open MRI, LLC, requests to add an ultrasound machine to 
the existing MRI center. Status: Pending 

VII. OLD BUSINESS 

VIII. NEW BUSINESS 

IX. ADJOURNMENT 

2:15 PM 07/15/19 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 



STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

February 1, 2018 

NOTICE 

RE: Request for letter of non-reviewability - RV2018-013 

This is written to notify you that the attached request for a letter of non-reviewability has 
been received. Any affected person may file written comments regarding this request, 
per 410-1-7-. 02 of the Alabama Certificate of Need Program Rules and Regulations. 

Enclosure: see attached 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 FAX (334) 242-4113 



RV2018-013 

Af.ABAMA HEART & VASCULAR MEDICINE 

November 27, 2017 

State Health and Planning Development Agency 

100 North Union Street 

RSA Union Building, Suite 870 

Montgomery, Alabama 36130-3025 

RECEIVED 

Jan 31 2018 

RE: Non-Reviewability Determination Request for Barna Heart Doc, P.C. dba Alabama Heart and Vascular 

Medicine 

Dear Mr. Lambert: 

On bel1alf of Alabama Heu rt and Vascular Medicine, I um writing to submit a reviewability request in 
accordance with the Alabama State Health Planning and Development Agency's Certificate of Need 

(CON) program rules and regulations (410-1-7-.02). This letter is subsequent to a letter sent on January 

11, 2017 - RV-2017-011- in which we stated that we would perform fluoroscopic-based angiographic, 

arterial and venous interventions limited to the vessels of the upper and lower extremities. This request 

was deemed non-reviewable on March 29, 2017. 

Alabama Heart and Vascular Medicine (AHVM) would like to further request non-reviewability to include 

low-risk cardiac procedures1 such as left and right diagnostic catheterizations, low-risk ICD and 
pacemaker implantation, implantable loop recorder insertion, direct current cardioversion, 

thrombectomy of dialysis grafts, and transesophageal echocardiogram. For precedence of this 

requested LNR, please see RV-2016-007. 

These procedures would be in addition to arterial and venous interventions of the vessels of the upper 

and lower extremities currently performed in our facility. Since March 29, 2017, AHVM has performed 

over 80 procedures authorized in RV-2017-011 and can report overwhelmingly positive patient 

outcomes and patient satisfaction. AHVM would like to further extend to its patients the procedures 

listed above with the same positive patient outcomes and patient satisfaction. AHVM will not be 

performing any acute emergency cardiac intervention or any coronary angioplasty in this cardiac 
catheterization laboratory. 

The criteria as adopted by the Supreme Court for the Physician Office Exemption are as follows: 

1) The proposed services are to be provided, and related equipment used, exclusively by the 

physicians identified as owners or employee of the pl1ysician's practice for the care of their 

patients. 

100 Rice Mine Road Loop, Suite 104 I Tuscaloosa, Alabama 35106 I Phone 205.561.2370 I Fax 205.345.4921 



ALABAMA HEART & VASCULAR MEDICINE 

2) The proposed services are to be provided, and related equipment used, at any office of such 

physicians. 

3) All patient billing related to such services are through, or expressly on behalf of, the physicians' 

practice. 

4) The equipment shall not be used for inpatient care, nor by, through or on behalf of a health-care 

facility. 

Alabama Heart and Vascular Medicine will, through the performance of the procedures previously 

reviewed, meet the above criteria respectively as follows, 

1) Procedures will be performed only be physician's owners or physician employee of Alabama 

Heart and Vascular Medicine. 

2) All procedures will be performed in the office of Alabama Heart and Vascular Medicine currently 

located at 100 Rice Mine Road Loop, Suite 104, Tuscaloosa, Alabama 35406. All equipment 

necessar{ for the performance of the above procedures will be used only in the office of 

Alabama Heart and Vascular tv',edicine. 

3) All patient billing for the procedures performed will be done on behalf of Alabama Heart and 

Vascular Medicine. 

4) At no time will the equipment used for the performance of our office-based procedures be used 

for inpatient care, nor by, through or on behalf of any other healthcare facility. 

Based on the information given above, the proposed procedures in this matter should meet the criteria 

adopted by the Alabama Supreme Court for application of the Physician Office Exemption. Although the 

Physician Office Exemption serves as a bar to CON review, for your notice and information, we can also 

affirm that this venture will not exceed the CON expenditure threshold nor will it constitute a "new 

institutional health service" under Alabama Code 22-21-263 and the Rules because, 

a) No new health care facility or health maintenance organization will be constructed, developed. 

or acquired; 

b) No major medical eqwpment will be acquired by or on behalf of a health care facility that 

exceeds the statutory purchase price or operating expense thresholds; 

c) No new health care facility beds or stations will be added; 

d) No new health service that is currently offered by AHVM will be provided with the 

imolementation of the procedures described in this document; and 

e) No other event reviewable under the CON law or Rules will occur as a result of our 

implementation of the procedures described in this document. 

With the support of this document we request that the Alabama State Health Planning and 

Development Agency great a determination of non-reviewability to Ban.a Heart Doc, P.C. dba Alabama 

Heart and Vascular Medicine for the proposed procedures as described above. 

100 Rice Mine Road Loop, Suite 104 I Tuscaloosa, Alabama 35406 I Phone 205.561.2370 I Fax 205.345.4921 



Af.ABAMA HEART & VASCULAR MEDICINE 

No other healthcare facilities or groups have any financial interests in this reviewability determination 

request. 

An electronic payment for the filing fee in the amount of $1000.00 will be made today via the SHPDA 

online portal. Please see the attached financial breakdown. 

Please do not hesitate to contact us directly 205-561-5243 if you require any further information or have 

any questions. 

Affirmation of Requesting Party: 

The undersigned, being first duly sworn, hereby make oath or affirm that he is the Owner, has 

knowledge of the facts in this request, and to the best of his information, knowledge and belief. such 

facts are true and corrr,ct. 

~~.-~f~~···,.. APRIL BONDS 
.. ·r0y cti"m~iSsio~. exp_rres: --lli/.c.>;,:.·•=·~~-.;"'--.l"~Commission Expir~:;; 

\\~:~:xt~> Marct\ 2, 2021 

100 Rice Mine Road Loop, Suite 104 I Tuscaloosa, Alabama 35406 I Phone 205.561.2370 I Fax 205.345.4921 



ALABAMA HEART & VASCULAR MEDICINE 

Financial Breakdown 

1) Equipment: Total• $725,000.00 
a. Medical equipment including c-arm, patient monitoring equipment, defibrillator, and 

lVUS for arterial and venous procedures• $725,000 

b. All other necessary equipment is already owned 

2) Estimated annual operating costs: Total= $1,014,637.88 

a. Building Lease - $67,279.36 

b. Equipment Lease - $153,038.52 

c. Supplies - $600,000 

d. Wages - $221,320.00 

3) Capital costs: Total• $67,279.36 

a. Building Lease - $67, 279.36 

100 Rice Mine Road Loop, Suite 104 I Tuscaloosa, Alabama 35406 1 Phone 205.561.2370 I Fax 205.345,4921 
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May 16, 2018 
10:00 a.m. 

TENTATIVE AGENDA 
CERTIFICATE OF NEED 

REVIEW BOARD 

STATE CAPITOL AUDITORIUM 
UNION STREET ENTRANCE 
MONTGOMERY, ALABAMA 

PRESIDING: DR. SWAIDN. SWAID 
CHAIRMAN 

I. 

II. 

III. 

IV. 

V. 

VI. 

TENTATIVE AGENDA 

CALL TO ORDER 

ADOPTION OF AGENDA 

MINUTES OF April 18, 2018 

CHAIR'S REPORT 

SHPDA ADMINISTRA Tl VE REPORT 

CERTIFICATE OF NEED PROGRAM 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

ALY AM. LAMBERT 

ALY AM. LAMBERT 

A. AL 2018-013. Thrive at Gadsden, LLC, Rainbow City, AL: Proposes to 
Construct a thirty-five (35) bed specialty care assisted living facility as part of a fifty
seven (57) bed community. This is pursuant to a Plan Adjustment to the Alabama 
State Health Plan approved by Governor Ivey. Opposition: None 

B. This project was Tabled at the February 21, 2018 Certificate of Need Review 
Board meeting until the May 16, 2018 meeting 

AL2017-030. Doctors Surgery Center of East Alabama. LLC. Auburn. AL: 
Proposes to establish an Ambulatory Surgery Center consisting of four (4) operating 
rooms and two (2) procedure rooms. Opposition: East Alabama Medical Center 

For Informational Purposes Only: 

Reviewability Determinations: 

Rural, Vaughan Regional Medical Center, requests to establish a hospital
provider based Wound Care Center in Dallas County. Status: Non-Reviewable 

4:4 I PM 05/02/18 



RV2018-005, Southern Alabama Surgery Center d/b/a Surgery Center 
South, requests to add four (4) additional fully-constructed operating rooms. 
Status: Non-Rcviewablc 
Opposition: Southeast Alabama Medical Center 

RV2018-013, Barna Heart Doc, P.C. d/b/a Alabama Heart and Vascular 
Medicine, requests to provide low-risk cardiac procedures, such as left and right 
diagnostic catheterizations, low risk ICD and pacemaker implantation, 
implantable loop recorder insertion, direct current cardiovcrsion, thrombcctomy 
of dialysis grafts, and transcsophagcal cchocardiogram in a physician's office. 
Status: Non-Reviewable 
Opposition: DCH Health System 

Pending Rcvicwability Determinations: 

RV2016-030, Vascular Associates of South Alabama, LLC, requests to 
provide vascular surgery and related medical services located at 1551 Old Shell 
Road Mobile, AL, through a contract with vascular surgeons. Status: Pending 
Opposition: Mobile Infirmary and AV A Mobile Holdings, LLC 

RV2018-015, ARCH Therapy Services, LLC, an Alabama Corporation, 
requests to provide Comprehensive Outpatient Rehabilitation Facility (CORF) 
services, physical, occupational, speech therapy, social services and physician 
services, to the residents of Somcrby at Jones Farrn, d/b/a Brookdale Jones Farrn, 
an Assisted Living Retirement Community, in Huntsville, Alabama. 
Status: Pending 

RV2018-016, Forum Green, Inc. d/b/a Senior Rehab & Recovery at 
Limestone Health Facility, requests to provide outpatient physical therapy 
services in a building located on property contiguous to the existing skilled 
nursing facility. Status: Pending 

RV2018-017, LHCG XXII, LLC d/b/a Alabama Hospice Care of Tuscaloosa, 
requests to relocate the administrative offices of the hospice agency to another 
site also within Tuscaloosa County. Status: Pending 

Vil. OLD BUSINESS 

Vil!. NEW BUSINESS 

IX. ADJOURNMENT 

4:41 PM 05/02/ 18 

CHAIR.i\1AN 

CHAIRMAN 

CHAIRMAN 



September 25, 2017 

Hon. Alva M. Lambert 
Executive Director 

ALABAMA VASCULAR SOLUTIONS 

632 2"0 Street NE, Alabaster, AL 35007 
WWW.ALABAMAVASCULARSOLUTIONS.COM 

State Health Planning and Development Agency 
100 North Union Street 
RSA Union Building, Suite 870 
Montgomery, Alabama 36130-3025 

Re: Non-Reviewability Determination Request for Alabama Vascular Solutions. 

Dear Mr. Lambert: 

SnvrM. T\YLOR. ,\LO. 
\ · ,sct:L\R ,\ ~D Jt•m·Ot\·s·cuL~\f1i$t ~~ ~fR' 

·- ,, , :. , ·,~•c .. b,i .. 

c' ,,,,,I_Ll•;!·'U,1'.r-::; 
~f•/!J l)f.:VU ... _P;'v:a,n A.Off-it 

On behalf of Alabama Vascular Solutions(AVS), I am writing to submit a reviewability determination 
request in accordance with the Alabama State Health Planning and Development Agency's Certificate of 
Need (CON) program rules and regulations. We are planning to add office-based, minimally invasive 
catheterization suite to our practice. This document will give an overview of the scope of procedures 
involved. We will also show how the criteria of the Physician Office Exemption, and thus non-reviewability, 
will be met by our office-based performance of those procedures. 

Alabama Vascular Solutions is an Alabama LLC, founded in 2015, and is 100% owned by Dr Steve Taylor 
M.D. There are no investors and no hospital involvement with our practice. Dr. Taylor attended Undergrad 
school at the University of Alabama Birmingham from 1990-1992. He attended Medical school at the 
University of Alabama from 1992-1996. He did his General surgery residency from 1996 to 2001 at University 
of Alabama Birminghm and Vascular surgery fellowship at University of Alabama Birmingham from 2001 to 
2004. He is Board Certified in General and Vascular Surgery. He is a Registered Physician in Vascular 
Interpretation (RPVI) and is one of few physicians in the Birmingham area that is PEVAR (Percutaneous 
Endovascular Aneurysm Repair) certified. Hyperbaric Chamber Certified for wound care. 

Dr. Taylor has been published numerous times in various Vascular and Medical Journals. Prior to beginning his 
own practice in 2012, Dr. Taylor was an Associate Professor at UAB Hospital in the Dept of Vascular Surgery, 
training Surgical Residents, Vascular Fellows, as well as working with the Physican Assistants residents 
through the Surgical PA Program at UAB. 

Dr. Taylor has over 14 years of experience in the treatment of arterial and venous disorders. 
Our main office is located at 1004 1st street north suite 150 Alabaster Al, 35007. AVS wishes to construct a 

catheterization laboratory within this medical office to perform low risk Vascular procedures, such as left 
and right diagnostic peripheral catheterizations, upper and lower extremity revascularizations, upper and 

lower arterial and venous angiograms, 
AVS will not be performing any acute emergency cardiac interventions nor any coronary angioplasty 

in this Vascular catheterization laboratory. 

We wish to offer patients the ease and convenience of an outpatient lab for the low risk procedures. 
This lab will be fully staffed by licensed employees for low risk outpati.,nt procedures and it will n,,, br- 1_15pd 

for inpatient care. 



Page Two 
State Health Planning and Development Agency 
September 25, 2017 

The total cost of the construction renovation related to this project is $42,576. AVS is purchasing medical 
equipment including a GE9800 mobile c-arm, patient monitoring equipment, defibrillator, ultra sound, etc at 
a total cost of $226,465. We anticipate our first year annual operating costs to be a total of $655,109 which 
consists of the following: 

Equipment/ Construction Loan 
Supplies/ Consumables 
Additional Wages/ Benefits 
Additional Rent/ Lease 

$63,780 
$416,000 
$175,329 
-0-

The criteria as adopted by the Supreme Court for the Physician Office Exemption are as follows: 

1. The proposed services are to be provided, and related equipment used, exclusively by the physicians 
identified as owners or employees of the physicians· practice for the care of their patients. 

2. The proposed services are to be provided, and related equipment used, at offices of such physicians. 

3. All patient billings related to such services are through, or expressly on behalf of, the physicians' 
practice. 

4. The equipment shall not be used for inpatient care, nor by, through, or on behalf of a health-care 
facility. Alabama Vascular Solutions will, through the performance of the procedures previously 
reviewed, meet the above criteria respectively as follows: 

1. Procedures will be performed only by physician owners or physician employees of AVS. 

2. All procedures will be performed in the office of Alabama Vascular Solutions. 

3. All equipment necessary for the performance of the procedures will be used only in the offices of 
AVS. 

4. All patient billing for the procedures performed will be done on behalf of and by employees of AVS. 

5. At no time will the equipment used for the performance of our office-based procedures be used for 
inpatient care, nor by, thru, or on behalf of any other health-care facility. 

Based on the information given above, the proposed procedures in this matter should meet the criteria 
adopted by the Alabama Supreme Court for application of the Physician Office Exemption. Although the 
Physician Office Exemption serves as a bar to CON review, for your notice and information, we can also 
affirm that this venture will not exceed any of the certificate of need expenditure threshold nor will it 
constitute a "new institutional health service" under Alabama Code 22-21-263 and the Rules because: 

a) no new health care facility or health maintenance organization will be constructed, developed or 
acquired; 

b) no major medical equipment will be acquired by or on behalf of a health care facility that exceeds 
the statutory purchase price or operating expense thresholds; 

c) no new health care facility beds or stations will be added; 

d) no new health service that is currently offered by AVS will be provided with the implementation of 
the procedures described in this document; and 



Page Three 
State Health Planning and Development Agency 

September 25, 2017 

e.) no other even reviewable under the CON law or the Rules will occur as result of our 

implementation of the procedures described in this document. 

With the support of this document we respectfully request that the Alabama State Health Planning and 

Development Agency grant a determination of non-reviewability to Alabama Vascular Solutions, LLC for the 

proposed procedures as described above. Please do not hesitate to contact us (office: 205-664-2420) if you 

require any further information or have any questions. 

A check for the filing fee with respect to a request for a reviewability determination of $1000, made payable 

to the Alabama State Health Planning and Development Agency, is enclosed. Thank you so much for your time 

and consideration in this matter. 

Sincerely, 

Dr. Steve Taylor 

Alabama Vascular Solutions 

Affirmation of Requesting Party: 

The undersigned, being first duly sworn, hereby makes oath or affirms that he is a physician owner of Alabama 

Vascular Solutions, and to the best of his information, knowledge and belief, such facts are true and correct. 

r\ 
SUBSCRIBED AND SWOR to before me this------ day of G,lCvx 
f) 

Not~ Public / / / 
My commission expires: --~lf-, _J?_~J-_/~-----

SEAL 

, 2018 



ALABAMA VASCULAR SOLUTIONS 
1004 1st street north suite 150 Alabaster Al, 35007 

September 25, 2017 

Hon. Alva M. Lambert 
Executive Director 

WWW.ALABAMAVASCULARSOLUTIONS.COM 

State Health Planning and Development Agency 
100 North Union Street 
RSA Union Building, Suite 870 
Montgomery, Alabama 36130-3025 

Re: Non-Reviewability Determination Request for Alabama Vascular Solutions. 

Dear Mr. Lambert: 

RECEIVED 

Dec 19 2017 
s r_.,n:; H(',~l T"' f'\}'.t,.rmltt ·\lsD 

l'ltVSLO!'l,'G',f 1':JCttc·~ 

On behalf of Alabama Vascular Solutions(AVS), I am writing to submit a reviewability determination 
request in accordance with the Alabama State Health Planning and Development Agency's Certificate of 
Need (CON) program rules and regulations. We are planning to add office-based, minimally invasive 
catheterization suite to our practice. This document wili give an overview of the scope of procedures 
involved. We will also show how the criterta of the Physician Office Exemption, and thus non-reviewability, 
will be met by our office-based performance of those procedures. 

Alabama Vascular Solutions is an Alabama LLC, founded in 2015, and is 100% owned by Dr Steve Taylor 
M.D. There are no investors and no hospital involvement with our practice. Dr. Taylor attended Undergrad 
school at the University of Alabama Birmingham from 1990·1992. He attended Medical school at the 
University of Alabama from 1992-1996. He did his General surgery residency from 1996 to 2001 at University 
of Alabama Birminghm and Vascular surgery fellowship at University of Alabama Birmingham from 2001 to 
2004. He is Board Certified in General and Vascular Surgery. He is a Registered Physician in Vascular 
Interpretation (RPVI) and is one of few physicians in the Birmingham area that is PEVAR (Percutaneous 
Endovascular Aneurysm Repair) certified. Hyperbaric Chamber Certified for wound care. 

Dr. Taylor has been published numerous times in various Vascular and Medical Journals. Prior to beginning his 
own practice in 2012, Dr. Taylor was an Associate Professor at UAB Hospital in the Dept of Vascular Surgery, 
training Surgical Residents, Vascular Fellows, as well as working with the Physican Assistants residents 
through the Surgical PA Program at UAB. 

Dr. Taylor has over 14 years of experience in the treatment of arterial and venous disorders. 
Our main office is located at 1004 1st street north suite 150 Alabaster Al, 35007. AVS wishes to construct a 

catheterization laboratory within this medical office to perform low risk Vascular procedures, such as left 
and right diagnostic peripheral catheterizations, upper and lower extremity revascularizations, upper and 

lower arterial and venous angiograms, 
AV, will not be performing any acute emergency cardiac interventions nor any coronary angioplasty 

in this Vascular catheterization laboratory. 

We wish to offer patients the ease and convenience of an outpatient lab for the low risk procedures. 
This lab will be fully staffed by licensed employees for low risk outpatient procedures and it will no\ bP used 
for inpatient care. 



Page Two 
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The total cost of the construction renovation related to this project is $42,576. AVS is purchasing medical 
equipment including a GE9800 mobile c-arm, patient monitoring equipment, defibrillator, ultra sound, etc at 
a total cost of $226,465. We anticipate our first year annual operating costs to be a total of $655,109 which 
consists of the following: 

Equipment/Construction Loan 
Supplies/ Consumables 
Additional Wages/Benefits 
Additional Rent/Lease 

$63,780 
$416,000 
$175,329 
-0-

The criteria as adopted by the Supreme Court for the Physician Off1ce Exemption are as follows: 

1. The proposed services are to be provided, and related equipment used, exclusively by the physicians 
identiiied as owners or employees of the physicians· practice for the care of their patients. 

2. The proposed services are to be provided, and related equipment used, at offices of such physicians. 

3. All patient billings related to such services are through, or expressly on behalf of, the physicians' 
practice. 

4. The equipment shalt not be used for inpatient care, nor by, through, or on behalf of a health-care 
facility. Alabama Vascular Solutions will, through the performance of the procedures previously 
reviewed, meet the above criteria respectively as follows: 

1. Procedures will be performed only by physician owners or physician employees of AVS. 

2. All procedures will be performed in the office of Alabama Vascular Solutions. 

3. All equipment necessary for the performance of the procedures will be used only in the offices of 
AVS. 

4. All patient billing for the procedures performed will be done on behalf of and by employees of AVS. 

5. At no time will the equipment used for the performance of our office•based procedures be used for 
inpatient care, nor by, thru, or on behalf of any other health-care facility. 

Based on the information given above. the proposed procedures in this matter should meet the criteria 
adopted by the Alabama Supreme Court for application of the Physician Office Exemption. Although the 
Physician Office Exemption serves as a bar to CON review, for your notice and information, we can also 
affirm that this venture will not exceed any of the certificate of need expenditure threshold nor will it 
constitute a "new institutional health service" under Alabama Code 22-21-263 and the Rules because: 

a) no new health care facility or health maintenance organization wi\\ be constructed, developed or 
acquired; 

b) no major medical equipment will be acquired by or on behalf of a health care facility that exceeds 
the statutory purchase price or operating expense thresholds; 

c) no new health care facility beds or stations will be added; 

d) oo new health service that is currently offered by AVS will be provided with the implementation of 
the procedures described in this document; and 



Page Three 
State Health Planning and Development Agency 
September ZS, 2017 

e) no other event reviewable under the CON law or the Rules will occur as result of our implementation 
of the procedures described in this documenL 

With the support of this document we respectfully request that the Alabama State Health Planning and 
Development Agency grant a determination of non-reviewability to Birmingham Heart Clinic, P.C. for the 
proposed procedures as described above. Please do not hesitate to contact us (office; 205-664·2420) if you 
require any further information or have any questions. 

A check for the filing fee with respect to a request for a reviewability determination of $1300, made 
payable to the Alabama State Health Planning and Development Agency, is enclosed. Thank you so much for 
your time and consideration in this matter. 

Sincerely, 

~Gr 
Dr. Stev~ 

1 

...-v'.::) 

Alabama Vascular Solutions 

Aifirmation of Requesting Part;': 

The unde,sign<:d, being first duly swan,, hereby makes oath or affirms thar he is a physician owner of 
Alabama Vascular Solutions. and to the best of his information, knowledge and beiief, such facts are true 

and correct. S<-/ ~ 
Afflant ·-· ~' / V YV'l:"2 ___ _ 

I ' (SEA~i 

SUBSCRIBED AND SWORN to b<?fore me this _/l._~--~ day of .~.W,2017. 



■■■■ 
■■■■ 
■■■v 

TENTATIVE AGENDA 
CERTIFICATE OF NEED 

REVIEW BOARD 

March 21, 2018 
10:00 a.m. 
CAPITOL AUDITORIUM, 
UNION STREET ENTRANCE 
MONTGOMERY, ALABAMA 

PRESIDING: DR. SW AID N. SWAID 
CHAIRMAN 

I. 

II. 

111. 

IV. 

V. 

VI. 

TENTATIVE AGENDA 

CALL TO ORDER 

ADOPTION OF AGENDA 

MINUTES OF Febmary 21, 2018 

CHAIR'S REPORT 

SHPDA ADMINISTRATIVE REPORT 

CERTIFICATE OF NEED PROGRAM 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

CHAIRMAN 

ALY AM. LAMBERT 

ALVA M. LAMBERT 

This Project was postponed from the February 21, 2018 CONRB meeting for 
lack of a voting quorum. 

A. AL 2018-002, Gulf Health Hospitals, Inc. d/b/a North Baldwin Infirmary, Bay 
Minette, AL: Proposes to relocate eight (8) psychiatric beds from Mobile Infirmary 
Medical Center to the Senior Behavioral Health inpatient geropsychiatric unit at 
North Baldwin Infirmary for a total of twenty-three (23) psychiatric beds. 
Opposition: None 

B. AL2018-004, The East Alabama Health Care Authority d/b/a East Alabama 
Medical Center, Auburn, AL: Proposes to establish a Freestanding Emergency 
Department ("FED") to be located in the Auburn Research Park adjacent to Auburn 
University. Opposition: None 

C. AL2018-006, Anniston Health and Rehab Services, LLC, Anniston, AL: 
Proposes to relocate and construct a replacement skilled nursing facility, which will 
be a one-story building consisting of approximately 54,000 square feet. 
Opposition: None 
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D. AL2018-007, Gulf Health Hospitals, Inc. d/b/a Thomas Hospital, Fairhope, AL: 
Proposes to purchase and relocate twenty-five (25) inpatient rehabilitation beds that 
currently exist in the Alabama State Health Plan to expand its current twelve bed 
Inpatient Rehabilitation Facility. The twenty-five (25) beds will be purchased from 
Kindred Health Care. Opposition: None 

E. Contested Case 
AL20l 7-03 I, Physicians Choice Dialysis of Montgomery, LLC d/b/a 
Montgomery Community Dialvsis, Montgomery, AL: Proposes to establish a new 
End Stage Renal Dialysis Treatment Center consisting of ten ( 10) in-center 
hemodialysis stations. Administrative Law Judge filed an order granting Monarch's 
Motion to Dismiss the application and recommends the CON Review Board dismiss 
application, AL2017-031. Opposition: Renal Treatment Centers-Southeast, LP 
d/b/a Monarch Dialysis filed Intervention/Opposition and Request for a 
Contested Case Hearing. 

For Informational Purposes Only: 

Reviewability Determinations: 

RV2018-006, Alabama Vascular Solutions, requests to add an office-based, 
minimally invasive catheterization lab to perform low risk vascular procedures, 
such as left and right diagnostic peripheral catheterizations, upper and lower 
extremity revascularizations, upper and lower arterial and venous angiograms. 
Status: Non-Reviewable 

Pending Reviewability Determinations: 

RV2016-030, Vascular Associates of South Alabama, LLC, requests to 
provide vascular surgery and related medical services located at 1551 Old Shell 
Road Mobile, AL, through a contract with vascular surgeons. Status: Pending 
Opposition: Mobile Infirmary and AV A Mobile Holdings, LLC 

RV20l8-005, Southern Alabama Surgery Center d/b/a Surgery Center 
South, requests to add four (4) additional fully-constructed operating rooms. 
Status: Pending 

RV20l8-007, Aldridge Physical Therapy, LLC, requests to establish a single 
specialty rehab facility providing physical therapy in Montgomery County. 
Status: Pending 

RV2018-008, Aldridge Physical Therapy, LLC, requests to establish a single 
specialty rehab facility providing physical therapy in Lee County. 
Status: Pending 

RV2018-009, Aldridge Physical Therapy, LLC, requests to establish a single 
specialty rehab facility providing physical therapy in Autauga County. 
Status: Pending 
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RV2018-010, Aldridge Physical Therapy, LLC, requests to establish a single 
specialty rehab facility providing physical therapy in Butler County. 
Status: Pending 

RV2018-011, Aldridge Physical Therapy, LLC, requests to establish a single 
specialty rehab facility providing physical therapy in Elmore County. 
Status: Pending 

RV2018-012, Southeast Alabama HomeCare, LLC d/b/a Southeast Alabama 
HomeCarc, requests to relocate the administrative office to 1435 Ross Clark 
Circle, Suite 2, Dothan Alabama. Status: Pending 

RV2018-013, Barna Heart Doc, P.C. d/b/a Alabama Heart and Vascular 
Medicine, requests to provide low-risk cardiac procedures, such as left and right 
diagnostic catheterizations, low risk ICD and pacemaker implantation, 
implantable loop recorder insertion, direct current cardioversion, thrombectomy 
of dialysis grafts, and transesophageal echocardiogram in a physician's office. 
Status: Pending 

RV2018-014, Saad Enterprises, Inc. d/b/a Saad Healthcare Services, requests 
to relocate the current Branch Office from 1813 N. McKenzie Street, Foley, 
Alabama to 6510 Spanish Fort Boulevard, Spanish Fort, Alabama. Status: 
Pending 

Rural, Vaughan Regional Medical Center, requests to establish a hospital
provider based Wound Care Center in Dallas County. 

VII. OLD BUSINESS 

VIII. NEW BUSINESS 

IX. ADJOURNMENT 

5:06 PM 03/08/18 
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On behalf of East Alabama Medical Center (EAMC), the following response is provided in 
rebuttal to the letter to SHPDA from Michael K. Wright, dated January 14, 2021; and the letter to 
SHPDA from Dr. John Mitchell, also dated January l 4, 2021, both submitted in RV202 l-003 
involving the request for a letter of non-review ("LNR") by The Heart Center Cardiology and Dr. 
Mitchell (hereafter referred to as The Heart Center's request). 

The letters from Dr. Mitchell and Mr. Wright do not clarify the muddled and conflicting 
representations between this LNR request and the LNR request by Leg Health in RV2020-021. To 
the contrary, they further muddy the water and remove any doubt that The Heart Center's request 
cannot be granted, and should be submitted for CON review. Mr. Wright may argue that SHPDA 
docs not have the authority to require CON review, but his client initiated this process by requesting 
that SHPDA issue an LNR. The power to issue an LNR includes the power to declare that CON 
review is necessary. 

The CON process and SHPDA were created by the Alabama Legislature "to assure that only 
those health care services and facilities found to be in the public interest shall be offered or 
developed in the state." At.A. CODE § 22-21-261 (1975). Patient safety is a primary concern for 
determining whether the public interest is served. The Heart Center proposes to offer numerous 
services, traditionally performed in a hospital or ambulatory surgery center, in the private physician's 
office of Dr. Mitchell.' Dr. Mitchell contends the procedures are "low risk, minimally invasive and 

' Whether Dr. Mitchell's medical practice is acrually limited to The Heart Center is also unclear. The Heart 
Center has ilS own website. https:1/www.theheartcentcrcardiology.com!, but Dr. Mitchell also operates a separate clinic, 
known as "the Chest Pain Walk-In Clinic" at the same address. The Chest Pain Walk-In Clinic likewise has its own 
website. https-.//www.chestpainwalkinclinic.com/~ which contains a picture showing a separate, marked entrance for the 
clinic. The Chest Pain Walk-In Clinic describes itself as a means of bypassing the wait at the EAMC emergency room 
for persons experiencing a cardiac event. See https:/!www.c.hestpainwalkinclinic.com/ (''If you arc experiencing a cardiac 
event, transport will be urrange<l for immediate transport to EAMC1 bypassing the long wait in the emergency 
depariment."). The Heart Center's LNR requesl does not mention 1he Chest Pain Walk-In Clinic, bu1 since they are 
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general anesthesia is not required, nor will it be used in the office setting." (Correspondence from 
The Heart Center, Jan. 14, 2021, at p. 3). EAMC rejects Dr. Mitchell's statement as an 
oversimplification of complicated medical procedures, and as an opinion statement that is 
unsupported by statistical data or studies. 

Dr. Mitchell does not define "low risk" or "minimally invasive," but the procedures he plans 
to perform are definitely invasive and, undisputably, have a variety of risks including bruising; 
bleeding; risk of stroke; damage to or puncturing the artery, nerves, and veins requiring surgery or 
transfusion; blood clotting; swelling; pneumothorax; and death. In addition, people age 65 and older 
(Le., senior citizens) are the demographic group that suffers most from coronary heart disease, and 
are most in need of the procedures Dr. Mitchell plans to perform. This same demographic group also 
has the most co-morbidities. In representing that the procedures are low risk, Dr. Mitchell may be 
referring to the risk of death or serious bodily injury, but the seriousness of the risk is correlated to 
the environment in which the procedures are performed and the risk factors for each patient being 
treated. Consequently, Dr. Mitchell plans to perform complex, invasive vascular and coronary 
procedures on senior citizens with co-morbidities in his office, which is more then four miles away 
from EAMC, the closest medical facility. 

Unlike a private physician's office, hospitals are all regulated, licensed and accredited by 
various authorities, including the Alabama Department of Public Health, The Joint Commission, and 
others, and are subject to inspection and various reporting requirements. The licensing and/or 
accreditation requirements govern the types of!ife-saving and emergency equipment which must be 
available during a cardiovascular procedure; the medications that may be used and who may 
administer them; and the medical practitioners who must be present or accessible. However, no 
requirements are applicable to The Heart Center because, as the office of a private physician, it is 
not licensed or accredited.' 

An invasive cardiovascular procedure performed in a hospital is less risky because the 
equipment, medications, and professionals needed to address complications or technical failure are 
present or readily available. The same is not true in a private physician's office, and the risk of 
serious harm is therefor greater. In fact, the medical data supporting the risk assessment for invasive 
cardiovascular procedures was gathered in a health care facility setting. EAi\1C is unaware of any 
studies that have examined the proficiency, safety and risks of performing invasive cardiovascular 
procedures in the physician's office setting alone. Therefore, EAMC takes issue with Dr. Mitchell's 
representations that the invasive cardiovascular procedures he proposes to perform are "low risk and 
minimally invasive," 

located at the same address and Dr. Mitchell operates both, then !he project at issue here could be used for the Chest Pain 
Walk·[n Clinic, and would not qualify under the physician's office exemption. 

' With no licensing, accreditation or oversight, The Heart Center may apply its own subjective patient 
selection criteria that fails to ensure that only true "low risk" patients are treated in-office, and that certain proposed 
procedures are never or rarely performed on patients who have complex and/or severe cardiac disease. 
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EAMC also takes issue with Mr. Wright's representations regarding the use of general 
anesthesia at The Heart Center. Mr. Wright states: "Clearly, Dr. Mitchell will not be performing any 
of the proposed services utilizing 'general anesthesia' .... " (Correspondence from Michael K. 
Wright, Jan. 14, 2021, at p. 4). Dr. ~itchell states however: "Any anesthesia used ... will not 
exceed the level of moderate or deep sedation . ... " (Correspondence from The Heart Center, Jan. 
14, 2021, at p. 3). "Deep sedation is nearly the same as general anesthesia."' Dr. Mitchell also 
admits that he will be using midazolam or propofol. "Propofol is used as an ·induction agent' - the 
drug that causes loss of consciousness - for general anesthesia in major surgery."• Historically, 
propofol was used almost exclusively by anesthesiologists,' but its growing use by other health care 
providers, including its use in physician offices, led the Stale of Pennsylvania to issue the followin~ 
warning: 

[P]ractitioners may develop a false sense of security, allowing the perceived safety 
profile of propofol to influence their belief that the drug poses minimal risk. In 
untrained hands, propofol can be deadly. Administration to a non-ventilator-assisted 
patient by a practitioner who is not trained to administer drugs that cause deep 
sedation and general anesthesia is not safe, even if the drug is given under the 
supervision of a physician performing the procedure.6 

Midazolam is a benzodiazepine that is used to suppress the central nervous system. Due to 
its potential abuse, the FDA has also issued a warning that midazolam is associated with respiratory 
depression and respiratory arrest, especially when used for sedation in noncritical care settings.7 

The Heart Center has not identified and has not disclosed the identity or qualifications for 
any health care professionals who will participate in the administration of anesthesia or otherwise 
contribute to the procedures Dr. Mitchell plans to perform. The Heart Center's failure to disclose 
this information is all-the-more troubling because it underscores the potential risks to patient safety 
inherent in performing complex cardiovascular procedures in a physician's office. 

' Type, of Anesthesia, UCLA Anesthesiology & Perioperative Medicine• UCLA Health, Los Angeles, CA, 
htt;ps:/ / www .uclahealth.org/an esltypes-of-anesthesia#:-;text~There%20are%20four%20main%20categories, %22 }%2 
C%20and%201ocal%20anesthesia. (last visited Jan. 26, 2021 ). 

' Peter Wehrwein, Propofol: the drug that killed Michael Jackson. Harvard Health Publishing, Harvard 
Medical School (Nov. 7, 2011, 5:02 PM) https:i/www.health.harvard.edulblog/propofol-the·drug-that-killed-michael· 
jackson-20 I I 110 73772#. ~:text~Prosecutors%20built%20a%20strong%20case.gave%himsell%20the%201etal%20dose. 
(Last visited Jan. 26, 2021). 

1
' Who Administers Propofol in Your Organization? Patient Safety Advisory, Pennsylvania Patient Safety 

Reporting System, http://patientsafcty.pa.gov/ ADVISOR! ES1Pages/200603 O I b.aspx (last visiting Jan. 26, 2021 ). 

' Benzodiozeplnes Safety Alert September 2020, Midazolam: Drug Information · UpToDate, 
https :/ /w-.vw .uptodate.com/contents/midazolam-drug-infonnation?top icReF l 5664&sourc~""see link (last visiting Jan. 
26, 2021 ). 
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The Heart Center has also not identified the equipment it will purchase. To the extent Leg 
Health identified the equipment it planned to purchase, Dr. Mitchell has disavowed Leg Health's 
request, which he claims has no relevance whatsoever to his request. In fact, the letters from Dr. 
Mitchell and Mr. Wright share the same theme that Dr. Mitchell's request is "separate and distinct" 
and "stands-alone" from the request by Leg Health. Furthermore, both letters are devoted to 
clarifying or explaining away, or both, contradictions and admissions between Leg Health's request 
and The Heart Center's request, which should convince SHPDA that The Heart Center's request is 
not appropriate for, and does not satisfy, the purpose of giving an LNR. 

Despite Dr. Mitchell's and Mr. Wright's argument to the contrary, it is obvious that Leg 
Health's request and The Heart Center's request involve the exact same project. In foct, The Heart 
Center has still failed to addressed the eight (8) ways in which Leg Health's request and The Heart 
Center's request arc identical. As set forth in my letter on behalfofEAMC, dated December 16, 
2020: 

Specifically, Dr. Mitchell's request is identical to Leg Health's LNR request in the 
following ways: 

I. Both requests concern The Heart Center located at 23 75 Champions 
Boulevard; 

2. Both requests represent that they involve Dr. John Mitchell's medical 
practice; 

3. Both requests concern plans to perform the same procedures, i.e., peripheral 
angiography; left and right diagnostic heart catheterizations; coronary 
angiography; elective internal cardiac defibrillator (!CD) and planned 
pacemaker generator changes; low risk !CD and pacemaker implantation; 
implantable loop recorder insertion; direct current cardioversion; infusa port 
placement; transesophageal echocardiography; pulmonary artery pressure 
recording devices; and low risk atrial, ventricular and nodal ablation 
procedures; 

4. Both requests concern the development and operation of an "office-based 
lab;" 

5. Both requests represent that the procedures to be perfonned are commonly 
performed in inpatient and outpatient settings; 

6. Both requests state the procedures to be perfomied will not require general 
anesthesia; 

6. [sic.] Both requests assert that the projects satisfy the POE test set forth in Ex 
parte Sacred Heart llealth Systems. Inc., 155 So. 3d 980 (Ala. 2012); and 
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7. Both requests involve the exact same financial disclosures, consisting of the 
exact same amounts for major medical equipment; first year operating costs; 
first yearoperating lease; building lease; equipment lease; supplies; employee 
wages; land costs; and renovation/construction costs. 

Indeed, the last factor is the most telling in that, despite Dr. Mitchell's request being separate 
and distinct and standing-alone, both requests have the exact same dollar figures for major medical 
equipment; first year operating costs; building lease; equipment lease; supplies; employee wages; 
land costs; and renovation/construction costs. The conclusion from this and the other factors is 
obvious - - there is no difference whatsoever between the two requests except for the identity of the 
persons submitting them. 

This distinction regarding identity of parties leads us back to where EAMC's opposition 
began, as stated in my letter dated December 16, 2020: 

SHPDA has now received two competing LNR requests from separate entities, i.e., 
Leg Health Vascular Centers, Inc., and The Heart Center Cardiology, and both 
requests contain sworn statements proposing the exact same "office-based lab" to be 
located at the same address; the exact same medical procedures; and the exact same 
financial costs. However, key participants in the project identified in Leg Health's 
LNR request are omitted from The Heart Center Cardiology's request, despite the 
fact that Leg Health's request was filed on August 3, 2020, less than three months 
before The Heart Center Cardiology's request. 

Accordingly, to again quote from SHPDA's letter, dated October 26, 2020, 
with revisions applicable to The Heart Center Cardiology: 

Here, the Agency has received contradictory sworn statements 
regarding the operation of the project, which, among other things, 
raises doubt as to whether the new services and equipment are limited 
to Dr. Mitchell's office•based medical practice. The LNR process is 
not well suited to resolve tire competing factual and legal assertio11s 
of /The Heart Center Cardiology,/ Leg Health and EAMC. 
According, the Agency ir u,1able to determi11e tl,at //,is project 
qualifies for tire POE. 

Furthetmore, Leg Health's request for an LNR was denied before it was withdrawn, assuming 
it was withdrawn in that we never received notice ofa withdrawal. Given SHPDA's finding that the 
LNR process is ill suited for competing factual and legal assertions, such withdrawal, if any, is 
irrelevant. Leg Health's request was made on behalf of Dr. Mitchell, The Heart Center Cardiology, 
and others; and Dr. Mitchell admits such in his letter dated January 14, 2021, on page 2. ("In August, 
2020, I verbally agreed to allow Leg Health to assist in my practice's expansion of in-office based 
cardiac services."). Sworn factual and legal asserlions, once made in a legal process, remain 
binding. 13 A.L.R. 925 ("lt may be laid down as a general rule that a party will not be allowed in a 
subsequent judicial proceeding to take a position in conflict with a position taken by him in a former 
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judicial proceeding, where the later position is to the prejudice of the adverse party, and the parties 
and the questions involved are the same.") 

In addition, the fact that The Heart Center's LNR request contains the same or similar 
talisman language used by other cardiologists in their request for an LNR, does not change the 
conclusion that an LNR cannot be granted for The Heart Center. It does not appear from SHPDA' s 
records that any of the other LNR requests involved two separate parties seeking an LNR for the 
exact same project. Furthermore, each request stands on its own merit and there is no record that 
the other LNRrequests were opposed. The Heart Center's request, however, is strongly opposed by 
EAMC, the same as EAMC strongly opposed Leg Health's request. 

Therefore, EAMC respectfully requests that SHPDA decline to provide The Health Center 
Cardiology and Dr. John Mitchell with an LNR for the reasons stated herein, and for the reasons 
stated in EAMC's submissions to SHPDA on December 16, 2020; October 20, 2020; and 
September 1, 2020, regarding RV202 l-003 and RV2020-02 l. 

If you have any questions, please do not hesitate to contact me. With kindest personal 
regards, I am 

~-- James E. Williams 

JW/JFM/1 
cc: John Mitchell, M.D. 

Medical Director/Owner 
The Heart Center Cardiology 

Michael K. Wright, Esq. 
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shpda.online@shpda.alabama.gov 

February 5, 2021 

Ms. Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
I 00 North Union St., Suite 870 
Montgomery, AL 36104 

RE: RV202 l-0003, The Heart Center Cardiology 
Our File No.: 38685 

Dear Ms. Marsal: 

Michael K. Wright 
I 00 Brookwood Place, 7th Floor 

Birmingham, AL 35209 
Direct Dial: (205) 868-6062 

Facsimile: (205) 868-6099 
E-mail: mwright@stameslaw.com 

Please allow this letter to serve as a reply to Mr. Williams' response submitted on 
behalf of EAMC on January 28, 2021. Respectfully, EAMC's response is an effort to 
distract the Agency from the pertinent and dispositive questions before it in the non
reviewability determination process by confusing the issues and ignoring the objective 
criteria that are clearly set forth in Ex parte Sacred Heart Health System, Inc. for whether 
a proposal qualifies for the Physician's Ofiice Exemption. 

Tellingly, the hospital's January 28 letter contains no substantive reference or 
discussion regarding the objective test outlined by the Alabama Supreme Coutt in Ex parte 
Sacred Heart Health System, Inc. for whether the POE applies. See 155 So. 3d 980, 988. 1 

This is more than a tacit admission by the hospital that the RV2021-003 proposal satisfies 

1 Indeed, the only substantive reference to Ex parte Sacred Heart by EAMC at any point was in a letter 
dated September 21, 2020 regarding the separate, and now withdrawn, request of RV2020-02 I. There, the 
hospital attempted to distinguish Ex parte Sacred Heart by arguing: "the record reflects that the physicians 
are not actually practicing medicine as one group. Therefore, the physician's office exemption does not 
apply to Leg Health's project despite its representations." (EAMC RV2020-02 l Letter, p. 4-5) The basis of 
the argument was that Dr. Mitchell was not practicing as a physician with Leg Health. This attempted 
distinction from Ex parte Sacred Heart, even if it were deemed meritorious, does not and cannot apply to 
the present proposal RV2021-003. As outlined exhaustively, Dr. Mitchell was previously a party to the 
RV2020-02 l proposal, but that request has been withdrawn and the previous relationship between Dr. 
Mitchell and Leg Health has been terminated. 

{B3735137} 
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the "objective standard" for application of the POE. Id. While the Agency certainly knows 
the POE test, it is provided here, again, for completeness: 

(I) The proposed services are to be provided, and related equipment used, 
exclusively by the physicians identified as owners or employees of the 
physicians' practice for the care of their patients. 

(2) The proposed services are to be provided, and related equipment used, at 
any office of such physicians. 

(3) All patient billings related to such services are through, or expressly on 
behalf ot: the physicians' practice. 

( 4) The equipment shall not be used for inpatient care, nor by, through, or on 
behalf of a health-care facility. 

Ex parte Sacred Heart Health System, Inc., 150 So. 2d 980, 988 (Ala. 2012). EAMC and 
Mr. Williams offer no basis whatsoever to demonstrate or suggest that Dr. Mitchell and 
The Heart Center do not satisfy this criteria. It is EAMC and Mr. Williams who are trying 
to "muddy the water," to borrow his terminology, by making meaningless or otherwise 
baseless assertions. 

As set forth in RV2021-003 and the January 14, 2021 letters from Dr. Mitchell and 
from undersigned counsel on his behalf: the proposal before the Agency fits squarely 
within the POE as set forth by the Alabama Supreme Court. It is in this context-i.e. where 
a proposal fits squarely within the law-that the Agency "do[es] not have the authority to 
require CON review for entities or matters that are not expressly subject to CON review 
under the law as set out by the Legislature." See generally Prime Lithotripter Operations, 
Inc. v. LithoMedTech of Alabama, LLC, 855 So. 3d 1085, 1096 (Ala. Civ. App. 2001).2 

The January 14, 2021 submissions also answer the two questions posed by the 
Agency in its December 18, 2020 letter to Dr. Mitchell ( 1) to clarify / state the differences 
between the RV2021-003 request on behalf of The Heart Center and the RV2020-021 
request on behalf of Leg Health Vascular Centers; and (2) to clarify the current procedures 
and then the proposed new or additional procedures to be offered at The Heart Center 

2 The hospital misconstrues or misrepresents the statement in the January 14, 2021 letter relating to the 
circumstances under which the Agency lacks authority to require CON review. Clearly, SHPDA has the 
authority to defer a request for non-reviewability to the Certificate of Need process when appropriate. 
However, the Agency "does not have the authority to require CON review for ... matters that are not 
expressly subject to CON review under the law ... " See Prime Lithotripter Operations, 855 So. 3d at 1096 
(emphasis added) Here, RV2021-003 is due to be granted a LNR "under the law," as the POE criteria are 
satisfied. See Exparte Sacred Heart, 155 So. 2d 980 (Ala. 2012); Ala. Code§ 22-21-260(6) & (8). 

{Bl735137) 
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location. Of course, should the Agency have further questions in that or any other regard 
we are happy to provide any and all needed information. 

Respectfully, the state of the record remains the same even after EAMC's January 
28,202 l response. As previously outlined on January 14, 2021, RV202l-003: 

l. Was submitted properly and with the required information as outlined by 
the Agency in SHPDA Rule 410-1-7-.02; 

2. Is clearly within the requirements of the Physician Office Exemption as 
outlined in Ex parte Sacred Heart Health System, Inc., 155 So. 2d 980 
(Ala. 2012); 

3. Is separate and distinct from the RV2020-02 l request from Leg Health 
Vascular Centers which has been formally withdrawn; and 

4. Is substantially similar, if not essentially identical, to numerous other 
Reviewability Determination Requests that the Agency has deemed non
reviewable based on information we have obtained. 

The record demonstrates a denial of Dr. Mitchell's request in RV2021-003 would be 
without reasonable basis in consideration of Alabama law and previous non-reviewability 
determinations of the Agency. 

It is of no moment that EAMC objects here where other hospitals have not. 
Moreover, that EAMC stands alone in objecting where other hospitals have not serves to 
underscore how untenable the objections truly are when considered in light of the 
foregoing. 

While the above points are dispositive of the reviewability determination for 
RV2021-003, I will briefly address a few of the hospital's peripheral arguments below. In 
so doing, the Agency should bear in mind that the hospital cannot refute that RV202I-003 
satisfies the POE test under Alabama law, and the proposal should therefore be deemed 
non-reviewable. 

I. The proposed services are appropriate for in-office care, and Dr. Mitchell is a 
board-certified cardiologist who is qualified to perform the services. 

EAMC essentially argues that the proposed procedures should not be performed in 
the office-setting because they carry risk, and they should be performed in the hospital, not 
the office, because the hospital is subject to "licensing and/or accreditation requirements" 
that promote patient safety. While the practice of medicine is not devoid of risk in any 
setting, there is a clear recognition that certain invasive procedures or services can be 

{133735137} 
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appropriately performed in the office setting. As one example, the Alabama Board of 
Medical Examiners has devoted an entire Chapter to "Office-Based Surgery" that set forth 
guidance for the performance of office-based procedures. See Ala. Admin. R. Rule 540-X-
10-.02. 

Further to the point of patient safety, Dr. Mitchell is a board-certified cardiologist 
whom EAMC has certified as competent to perform these procedures on an outpatient 
basis. The hospital has indeed benefitted from his expertise in that regard over the years 
but now suggests that it has concerns as to whether he could perform those very procedures 
safely in the office-setting.3 It is within the purview of the physician, in the exercise of his 
or her education, training and experience and in conjunction with any and all applicable 
State and federal guidance/regulatory approvals,• to make clinical judgments with respect 
to the types of patients that may need certain procedures and the risks and benefits 
associated therewith. Such judgments would include whether a patient's risk stratification 
is such that he or she may need inpatient care. The hospital's suggestion that Dr. Mitchell 
is now somehow unable to make those clinical determinations or judgments because he 
would like to offer his patients the benefit of receiving certain outpatient services in his 
office is an illogical attempt to unilaterally restrict his practice to its facility. The reality is 
that EAMC is unqualified under Alabama law to speak to the standard of care to be 
exercised by a board-certified cardiologist who has practiced interventional cardiology for 
decades. 

While I am unaware of any specific requirement from SHPDA or under Ex parte 
Sacred Heart to provide this type information, RV202 l-003 specifically addresses some 
of the safety "concerns" posed in the hospital's objection: 

• "Dr. Mitchell has an established care plan including the identification of 
involved personnel and equipment, to deal with any issues related to 
unexpected changes in a patient's status. This includes oxygen and masks for 
ventilation, medications for arrhythmias and reversal of sedation, 

3 The Agency should take note of what is perhaps EAMC's greatest inconsistency in arguing against the 
office-based practice outlined in RV202 l-00J on the basis of patient safety by considering that EAMC 
actually leased space in the same building located at 2375 Champions Blvd, Auburn, AL and operated an 
off site catheterization lab during 2011. On information and in that very setting, certain cardiologists on staff 
with EAMC performed or were permitted to perform right and left heart catheterizations and other 
minimally invasive procedures. It is indeed a shallow/hollow argument to imply that the modern practice 
of cardiology, including patient selection and risk analysis, mandate that the procedures outlined in 
RV202 I-0OJ, which include a number of the very procedures performed at the same address by other 
EAMC staff cardiologists, must now be performed in a hospital setting. 

4 Dr. Mitchell attested in his responses to the that any services provided will at all times ti.mction within the 
current regulatory approvals at the federal and State level as such services are presently or may subsequently 
become approved. 

{83735137} 
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defibrillation and pacing as well as a pathway to transfer to a higher level of 
care as needed." 

• "Physicians have been able to perform nearly all electrical cardioversion 
procedures using moderate to deep sedation (a widely accepted practice,) if 
patient safety ever requires the use of general anesthesia, the procedure 
would be scheduled and performed in the hospital setting."5 

• "Dr. Mitchell will not perform any acute emergency cardiac interventions 
nor any coronary angioplasty in the private office setting. In addition, the 
private office will not be used for inpatient care. No other healthcare facilities 
have any financial interests in The Heart Center Cardiology." ( emphasis in 
original) 

The plan of care would also take into consideration applicable State and federal guidance 
regarding the performance of office-based procedures and any other patient-specific 
circumstances that may arise. 

The proposed services requested by Dr. Mitchell are appropriate for in-office care 
and, on information and as previously outlined, have been deemed non-reviewable by the 
Agency in other substantially similar ( or identical) Reviewability Determination Requests 
over the past several years. 6 Under the hospital's logic and if the true concern or dispositive 
issue was that the proposed services are unsafe, the Agency could never deem a proposal 
including these proposed services as non-reviewable, and the Agency's previous 
determinations of those substantially similar or identical requests would have been made 
in error. The hospital's argument is irrational in this sense. 

Based on Alabama law and the facts set forth in Dr. Mitchell's request, a denial of 
RV2021-003 would be considered an arbitrary and capricious action, not in keeping with 
the intended role and function of the Agency. 

2. The proposed services do not involve the provision of general anesthesia, and 
any anesthesia utilized will be in accordance with Alabama Rules. 

The hospital's response does not address the straightforward and applicable 
Alabama Administrative Rules and definitions for general anesthesia. Instead, it directs the 
Agency to unauthenticated secondary sources to manufacture various definitions of 
"anesthesia" and then improperly suggests that our representations regarding anesthesia 

5 See further discussion regarding anesthesia, below. 
6 See Wright January 14 Letter, Exhibit A. An essentially identical request, RV202 l-002, was on the agenda 
for Agency's January 2021 meeting. The "tentative agenda" documents "for information purposes only" 
that the ''status" of R Y202 l-002 is "non-reviewable." 
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are inaccurate. As previously stated, "Dr. Mitchell will not be performing any of the 
proposed services utilizing 'general anesthesia' as defined in Alabama Administrative 
Rule 540-X-10-.02(5)." (Wright January 14 Letter) (underline in original, bold added) The 
applicable definitions were quoted in the January l 4, 202 l letter. To remove any even 
potential confusion, the references to "general anesthesia" in R Y2021-003 were omitted 
through the January 14, 2021 letters. Yet, EAMC still attempts to mislead the Agency by 
implying R Y202 l-003 should be considered in light of some other anesthesia definition 
than that of the Alabama Administrative Rule. RY202 l-003 generally outlines that Dr. 
Mitchell will comply with Rule 540-X-10. 

It is also a matter of fact that the Alabama Administrative Code Rules for office
based anesthesia expressly extend to moderate and deep sedation. EAMC's argument that 
the Agency should consider this to be the equivalent of "general anesthesia" under the 
governing Rule is a fiction designed, again, to mislead the Agency or improperly influence 
the decision.7 ]bere is no dispute that the medications referenced in RY202 l-003 are 
commonly used to accomplish moderate or deep sedation in office settings, and there is no 
dispute that these levels of sedation are recognized as appropriate in the otlice-based 
setting.8 

Likely in recognition of the fact that these medications are accepted and commonly 
used to accomplish the appropriate level sedation in the office-based setting, the hospital 
attempts to challenge RY2021-003 on the basis that it does not outline the specific "identity 
or qualifications for any health care professionals who will participate in the administration 
of anesthesia or otherwise contribute to the procedures he perfom1s." There is no 
requirement that the proposal outline the specifics of "who will participate" in the 
administration of anesthesia, or otherwise, under SHPDA Rule 410-1-7-.02, the factual 
infom1ation required for disclosure that is identified on the SHPDA website, or in Ex parte 
Sacred Heart.9 Dr. Mitchell's citation to applicable State requirements and guidance 

7 See Wright January 14 Letter, FN 5. 

'See Ala. Admin. R. 540-X-10, ''Office Based Surgery"; Ala. Admin. R. 540-X-I0-.02(3) & (4), 
"Definitions - Levels of Anesthesia." 
9 "Any person may request for informational purposes only a determination as to the current 
reviewability of an anticipated project or detennination of exemption for replacement equipment. 
Such request shall be submitted pursuant to Rule 410-1-3-.09 disclosing full factual infonnation as 
may be more specifically identified on the SHPDA website, supplemented by any additional 
infomiation or documentation which the Executive Director may deem necessary." 

Rule 410-1-7-.02( l) 

* * • 
"I. Name of company seeking the reviewability determination. 
2. Address and contact infonnation for the authorized company representative seeking the 

detennination. 
1B3735137} 
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regarding the use of anesthetic agents was not required under the application criteria and 
was only offered to demonstrate that he will comply with any and all applicable guidance 
for using such agents~which of course includes the requirements within Chapter 540-X
l O that address personnel. Indeed, Dr. Mitchell will of course comply with any and all 
applicable guidance regarding office-based procedures in conjunction with his education, 
training, and experience in treating patients and performing procedures for which he is 
qualified and that are approved. 

3. RV2021-003 properly satisfies the disclosure requirements related to 
equipment and approximated costs. 

In the January 28, 2021 letter, the hospital states "The Heart Center has also not 
identified the equipment it will purchase." First, identifying what specific equipment will 
be purchased is not required under the Rules for these type proposals. (See FN. 9, above, 
quoting applicable Rules) The requirement is that the proposal outline "approximated 
costs" for the equipment. 10 RV202l-003 specifically outlines estimated costs and 
categories of equipment: 

Total Major Medical Equipment estimated cost for the office-based 
procedures = $350,000.00 

To include: Diagnostic X-Ray System, patient monitoring equipment, 
patient recovery equipment, defibrillator and IVUS for arterial and 

3. Service area for the proposed service/equipment. 
4. Any new/additional services to be provided under the proposed project. 
5. Approximated costs of the proposed project for: 

a. Equipment 
b. First year annual operating costs 
c. Capital costs, to include 

I. Leases 
2. Land/Building costs 
3. Construction costs 

6. Disclosure of financial interests in the entity requesting the reviewability determination 
held by any other healthcare facilities or groups. 

7. Attestation by an officer, partner or authorized agent of the company having knowledge 
of the facts disclosed .... " 

"Factual Information Required for Reviewability Determination Requests (SHPDA Rule 4 I0-1-7-.02)" 

• • • 
Ex parte Sacred Heart test cited above. 

'
0 See "Factual Information Required for Reviewability Determination Requests (SHPDA Rule 410-1-7-

.02) (emphasis added) 
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venous procedures and ancillary equipment required for the listed 
procedures. 

(RV2021-003, p. 3) 

The hospital's January 28, 2021 letter also suggests that RV202 l-003 should be denied 
because the proposal contains the same dollar figures related to approximated costs as 
RV2020-02 l. The hospital cites no authority for why this would, or could even, render 
RV202 l-003 as falling outside the POE as outlined in Alabama law. The estimated costs 
and financial disclosures within R V2021-003 satisfy the disclosure requirements outlined 
by the Agency. (See FN. 9, above, outlining "factual information required for reviewability 
determination requests") 

4. RV2021-003 is separate and distinct from the now withdrawn RV2020-021 
request, and Dr. Mitchell has terminated any previous relationship with Leg 
Health. 

EAMC's letter improperly and repeatedly continues to inject Leg Health into the 
consideration process for RV202 l-003. In fact, the basis of the hospital's objection appears 
to truly center around the previous relationship between Dr. Mitchell and Leg Health, and 
it argues that the "confusion" created by the RV2020-02 l request has not been resolved. 11 

This is simply a false assertion. The record is clear that there is no relationship between 
Dr. Mitchell and Leg Health, and there are no contradictions within RV202 l-003. 

The previously raised questions by EAMC and the Agency were centered around 
the relationship of Dr. Mitchell / The Heart Center and Leg Health as it related to the 
"operation of the project" and whether the new services were limited to Dr. Mitchell's 
office-based practice as opposed to a new medical practice"-i.e. Leg Health. To illustrate, 
on December 18, 2020, the Agency referenced a letter sent in connection with the (now 
withdrawn) RV2020-02 l request filed on behalf of Leg Health Vascular Centers that 
referenced statements "regarding the operation of the project, which, among other things, 
raised doubt as to whether the new services and equipment were limited to Dr. Mitchell's 
office-based medical practice ... " (emphasis added)12 The Agency's December 18, 2020 
letter requested that Dr. Mitchell state with specificity the differences between RV202 l-
003 (Dr. Mitchell's request) and RV2020-021, a Reviewability Detetmination Request 
from Leg Health Vascular Centers, Inc. 

11 "[The] distinction regarding identity of parties leads us back to where EAMC's opposition began .... " 
(EAMC January 28 Letter, p. 5) 
12 As previously stated, Dr. Mitchell was not represented by counsel in connection with RV2020-02 l and 
the proposal has been withdrawn. 

{B3735137} 
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As described in the previous submissions, Dr. Mitchell and/or The Heart Center 
Cardiology no longer have any relationship with Leg Health Vascular Centers. Further, 
RV2020-02 l has been formally withdrawn. There is nothing "contradictory" within the 
RV202 l-003 request, and there are no "competing factual and legal assertions of [The 
Heart Center Cardiology,] Leg Health and EAMC" as the hospital continues to argue. In 
fact, Leg Health is completely irrelevant to the Agency's determination of the reviewability 
issue posed by RV202 l-003-especially after the clarifications submitted since the 
hospital's objections. 

The simple issue presented for the Agency is whether RV2021-003, a standalone 
request made solely on behalf of The Heart Center Cardiology/Dr. Mitchell, satisfies the 
POE criteria under Alabama law. Indeed, the hospital has argued in the January 28 letter 
that "each request stands on its own merit," and there is presently no reason that RV202 l-
003 should not be evaluated as a standalone request on "its own merit." The hospital has 
provided no valid reason why RV202 l-003 fails to meet the Physician Office Exemption. 
In fact, EAMC does not, and cannot, demonstrate a single criteria that RV202 l-003 does 
not satisfy. 

The reality and, indeed, the driving force behind EAMC's objection is purely 
financial. EAMC is seeking to restrict Dr. Mitchell's private practice through a campaign 
of misleading and irrelevant argument; thereby attempting to lead this Agency into an 
unwarranted decision that would have no basis in law or fact. 

We, again, respectfully request that the Agency deem RV202 l-003 non-reviewable 
consistent with Alabama law and its past determinations of non-reviewability. Please do 
not hesitate to contact me if you have any further questions or need any further information 
regarding The Heart Center Cardiology's request in RV202 l-003. 

MKW/ 

cc: Dr. John W. Mitchell 
Catherine G. Kirkland, Esq. 
Allen C. King, Esq. 
James E. Williams, Esq. 

{837351371 
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STARNES DA VIS FLORIE LLP 
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'· 

Michael K. Wright 
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255 DEXTER AVENUE 
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February 12, 2021 

Via Electronic Fll/11g 

(l·hpd'1.m1li11e@)Jl,pda.alabama.gov) 

OAKLEY W. MEL TON, JR. 
(!'l17-201 l) 

lo!AILJNG "DDRE6S; 
?.O.DAAWER~1l0 

MONTGOMERY, Al J6\03-51JO 

TEl.EPHO"-E (ll4) 283-662' 
Fit,X (3J.4) :1611-11~15 

ALSO ADM!HED IN MISSISSIPPI 

Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
100 North Union St., Suite 870 
Montgomery AL 36104 

RE: RV2021-003, The Heart Center Cardiology 

Dear Ms. Marsal: 

On behalfofEast Alabama Medical Center (EAMC), I provide you with this response to Mr. 
Michael Wright's correspondence to SHPDA, dated February 5, 2021, on behalfofThc Heart Center 
Cardiology. 

The Heart Center apparently docs not understand that EAMC's opposition to its request for 
a letter of non-review specifically involves the application of the POE test established in Ex parte 
Sacred Heart, 155 So. 2d 980 (Ala. 2012). As Mr. Wright acknowledges in his correspondence, the 
POE test is as follows: 

(I) The proposed services are to be provided, and related equipment used, 
exclusively by tire physicians identified as owners or employees of the 
physicians' practice for the care of their patients. 

(2) The proposed services are to be provided, and related equipment used, at any 
office of such physicians. 

(3) All patient billings related to such services arc through, or expressly 011 
behalf of, the physicians' practice. 

(4) The equipment s/ra{{ 1101 be used for i11patie11t care, 11or by, tlrrouglr, or 011 
behalf of a health-care facility. 

(Emphasis added). 

As emphasized above, three of the four elements for applying the POE focus on the 
"physician's practice." It is, and has always been, the position of EAMC that conflicting and 
contradictory representations have been made to SHPDA regarding the operation of a cath-lab at the 
office of Dr. Mitchell. On December 15, 2021, EAMC submitted its initial response to The Hearl 

knobles
E-Sticker
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Center's request for letter of non-review; 

As you aware, The Heart Center Cardiology was the subject of a POE LNR 
submitted on August 3, 2020, by Leg Health Vascular Centers, Inc., which likewise 
proposed to establish and operate an "office based lab" at the same address and 
medical practice. Leg Health's LNR request was the subject of additional filings and 
information submissions by Leg Health and EAMC, on September 21, 2020; 
September 28, 2020; October 7, 2020; and concurrent submissions by Leg Health and 
EAMC on October 20, 2020. SHPDA subsequently refused to issue a LNR, and in 
so doing stated as follows; 

Ilerc, the Agency has received contradictory sworn statements 
regarding the operation of the project, which, among other things, 
raises doubt as to whether the new services and equipment are limited 
to Dr. Mitchell's office-based medical practice. The LNR process is 
not well suited to resolve the competing/actual and legal assertions 
of Leg Health and EAMC. According, the Agency is unable to 
determine that this project qualifies for the POE. 

Leg Health Vascular Centers, Inc., RV2020-02 l, October 26 2020 ( emphasis added). 

On October 29, 2020, just three days after SHPDA refused to issue a 
LNR, Dr. John Mitchell, by and through The Heart Center Cardiology, filed the 
immediate LNR request in which he makes factual and legal assertions that are, in 
most cases, identical to Leg Health's factual and legal assertions. Specifically, Dr. 
Mitchell's request is identical to Leg Health's LNR request in the following ways; 

1. Both requests concern The Heart Center located at 2375 Champions 
Boulevard; 

2. Both requests represent that they involve Dr. John Mitchell's medical 
practice; 

3. Both requests concern plans to perform the same procedures, i.e., peripheral 
angiography; left and right diagnostic heart catheterizations; coronary 
angiography; elective internal cardiac defibrillator (!CD) and planned 
pacemaker generator changes; low risk !CD and pacemaker implantation; 
implantable lop record insertion; direct current cardioversion; infusa port 
placement; transcsophageal cchocardiography; pulmonary artery pressure 
recording devices; and low risk atrial, ventricular and nodal ablation 
procedures; 

4. Both requests concern the development and operation of an "office-based 
lab;" 
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5. Both requests represent that the procedures to be perfonned are commonly 
pcrfonned in inpatient and outpatient settings; 

6. Both requests state the procedures to be performed will not require general 
anesthesia; 

6. [sic.] Both requests assert that the projects satisfy Lhe POE test st:t forth in Ex parte 
Sacred Heart Health Systems, Inc., 155 So. 3d 980 (Ala. 2012); and 

7. Both requests involve the exact same financial disclosures, consisting of the 
exact same amounts for major medical equipment; first year operating costs; 
first year operating lease; building lease; equipment lease; supplies; employee 
wages; land costs; and renovation/construction costs. 

In fact, the LNR requests submitted by Leg Health and by The lleart Center 
Cardiology are substantively identical in each and every way, except The Heart 
Center Cardiology's request omits any reference to Leg Health Vascular Centers, 
Inc.; Dr. Robert Yoe; and Dr. Jacob Townsend. 

(Correspondence from Jim Williams to SIIPDA, dated December 15, 2020, at pp. 1-2). 

Accordingly, The Heart Center's statement - - "EAMC and Mr. Williams offer no basis 
whatsoever to demonstrate or suggest that Dr. Mitchell and The Heart Center do not satisfy this 
criteria" - - is just wrong! 

lllft1ct, as twice pointed out by EAMC, Tl,e Heart Center /1as never explai11ed wiry or flow 
its project, a11d tire project proposed by Leg Health wllicft i11volved Doctors Mitcllell, Yoe, 
Townsend, and Leg Health, ca11 lrave tire exact samefi11a11cial disclosures, co11sisti11g oft/1e exact 
same amounts for major medical equipme11t;firstyear operati11g costs;firsl year operating lease; 
b11ildi11g lease; equip111e11t lease; supplies; employee wages; la11d co.~ts; and 
re11ovatio11/construction costs. 

Therefore, as SHPDA itself recognized: "The LNR process is not well suited to resolve the 
competing factual and legal assertions of Leg Health and EAMC." These factual and legal assertions 
go to the very heart of whether The Heart Center satisfies the POE. Therefore, The Heart Center's 
request for letter of non-review must be denied. 

The Heart Center is also mistaken in stating that SHPDA does not have the authority to 
require CON review. SHPDA certainly has the power to deny a request for letter of non-review, and 
ils must deny the request if there is a factual and legal dispute as to whether the elements for the POE 
are satisfied, as is this case with The Heart Center. Indeed, SJ-IPDA cannot conclude that a project 
is non-reviewable if there are factual and legal disputes involving the project raised by an "affected 
person" entitled to notice and the right to comment as provided by ALA. ADMIN. CODE r. 410-1-7-
.02(3). 
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It is short-sighted for The Hcaii Center to argue that patient safety has no place in a 
discussion as to whether a request for letter of non-review, that is opposed by a health care facility, 
should be granted. The CON laws exist to "assure that only those health care services and facilities 
found to be in the public interest shall be offered or developed in the state." ALA. CODE§ 22-21-261 
(1975). The Heart Center has voluntarily come hefore SHPDA, the agency that exists to enforce the 
CON laws, and requested a formal opinion from it. In responding to The Heart Center's request, 
SHPDA may certainly consider that statutory basis for its existence. 

In fact, as with its request for letter ofnon-review, The Heaii Center's recent comments omit 
substantive factual details and context, and its representations are misleading without them. In 
footnote 3 of Mr. Wright's letter, The Heaii Center states: 

The Agency should take note of what is perhaps EAMC's greatest inconsistency in 
arguing against the office-based practice outlined in RV202 l-003 on the basis of 
patient safety by considering that EAMC actually leased space in the same building 
located at 2375 Champions Blvd, Auburn, AL and operated anoffsite catheterization 
lab during 2011. On information and in that very setting, certain cardiologists on staff 
with EAMC performed or were permitted to perform right and left heaii 
catheterizations and other minimally invasive procedures. It is indeed a 
shallow/hollow argument to imply that the modem practice of cardiology, including 
patient selection and risk analysis, mandate that the procedures outlined in RV202 l-
003, which include a number of the very procedures performed at the same address 
by other EAMC staff cardiologists, must now be performed in a hospital setting. 

As provided in RV201 l-027, SHPDA issued a letter of non-review for EAMC to relocate 
back to EAMC its CON-authorized cardiac cath-lab at The Institute of Advanced Cardiovascular 
Care, 23 75 Champions Boulevard in Auburn, Alabama. (Exhibit A). The cath-lab had originally 
been at EAMC but was moved to The Institute of Advanced Cardiovascular Care as a result of a 
mediation agreement between EAMC and The Institute. (Exhibit B). EAMC returned the cath-lab 
to its former location at the hospital after receiving the letter of non-review from SHPDA in 

RV201 l-027. 

However, as a CON-authorized facility, the cath-lab operated by EAMC at The Institute was 
subject to all health planning laws and health care regulations applicable to health care facilities, 
including, but not limited to, § 410-2-3.03 of the State Health Plan concerning fixed-based cardiac 
catheterization laboratories. Among these regulations, EAMC had to comply with § 410-2-3-
.03( 1 )(b )2.d., which requires that at least two physicians, licensed in Alabama, with training and 
experience in cardiac catheterization shall provide coverage at the facility; and § 410-2-3-
.03( 1 )(b )5.a. - d., which require the existence of written transfer agreements, participation in national 
registries for cardiac catheterizations and PC procedures, a clearly defined patient consent and notice 
process, quaiicrly quality review, etc. 

The I Ieart Center will not be obligated to comply with any of th~sc requirements; yet, The 
Heaii Center claims that EAMC's is "shallow/hollow ... to imply that the modem practice of 
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cardiology ... must now be performed in a hospital setting." It is the position of EAMC that 
cardiology procedures performed in a physician"s office are not subject to the same high standards 
for quality care applicable to health care facilities, and that such procedures entail greater risks to 
patient safety when conducted in a physician's office. If The I kart Center disagrees, it is welcome 
to present empirical data accepted by the healthcare community to support its position. 

In summary, the merits of The Heart Center's representations to Sl-lPDA in its request for 
a letter of non-review are contested and disputed; because The Heart Center's representations are 
contested and disputed, SHPDA cannot give a letter of non-review stating that The Heart Center 
satisfies the POE; the operation ofa cath-lab in the physician's office setting is not subject to the 
same high-standards governing patient safety and health care quality applicable to healthcare 
facilities; and the operation ofa cath-lab in a physician's office carries with it more risks to patient 
safety, and greater risks, than in a health care facility. 

Accordingly, EAMC respectfully requests that SI IPDA deny The I !earl Center's request for 
a letter of non-review. 

With kindest personal regards, I am 

JW/FM/i 
Exhibits attached 
cc: John Mitchell, MD 

( thcheartcenterj m@gma i I. com) 
Michael K. Wright, Esq. 

(mwright<wstarneslaw.com) 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STI'IEET, SUITE 870 

Teny Andrus, President 
East Alabama Medical C.enter 
2000 Pepperell Parkway 
Opelika, Alabama JIIIOM422 

Dear Mr. Andnis: 

MONTGOMERY, Al.ABAMA 38104 

AU8\III II, 2011 

RI!: RV2011-027 
!!alt Alabuna Medical Cantor 

This Is wrlnen In rapon1e to your original letter received on June 10, 2011, In which you requested to 
relocate tile CON°aulhorlz.ed cardiac calhettrlzallon lab located 112375 Champions Boulevard In Auburn 
back to But Alabama Medical Cencer 112000 Pepperell Parkway In Opelika. Thia project would not 
onlall oft'wlna any now health aervlces, new 1Mual opan1dng -111, nor 01tabll1hln1 new hoallh wo 
fadlldoa. Bued an 1h11 Information, your requost II approved. 

Purauant IO Rulo 410-1-2-,05 of lho Alabama Ctrt/jlcalr of NHd Provatn /wlu and IIMp/01/om and 
IIOCOrdlna to the facts that have boen provided, 1 Certlnc■tt or Need would noc be required. Thi• 
approval i1 made wkh ■ olaar undm1111dln1 that 1h11 proposal will ROI rault In Iha atrerln1 or any new 
lnpallent heallh services or ■ny capital expenditure In ox .... , of tho Cenlnoate ofNoad capital 
expenditure thresholds, as they oumntly o>llst. 

Punuant IO Rulo 410-1 • 7 .01 of the Alabama Certlflcat, of N1#d Progrom Rwlu <Md /upla1/on1, this 
opinion Is for infonnatlonal plllJ)OIU Ollly and Is baled on cln;umsllncu, u they currently axlat. This 
1pproval Is also bll$0d on lbe 111un1ptlon U,at you have dlaolosed all pe1tinon1 Information relative to this 
request. Should there ba any deviation, t'rom tho fa..u and promlsu, which you p,ovldod IO hll Agency 
and should circumstancu prove to bo other than roprcsontod, thll lalter wlll beeomo null and void. 

AML:mda 

cc: Ra)' Shorer 

~cerat,><~ 
Alva M. Lambert 
Bxocutlvo Direotor 

MAILING ADDRESS: P.O. BOX 3030215, MONTGOMERY, ALABAMA 36130-3025 
PHONE: 13341242-4103 FAX: (3341 242-4113 

I 
1i 
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June 9, 2011 

Mr. Alva M. Lambert 

Executive Director 

State Health Planning and Development Agency 

P.O. Box303025 

Montgomery, Alabama 36130-3025 

RECEIVED 
JUN 1 0 2011 

STATE HEALTH PLANNING 
ANO DEVELOPMENT AGENCY 

Re: Revlewabillty Determination Request to Move Cardiac Catheterlzatlon Lab 

Dear Mr. Lambert: 

The Heart Center Cardiot 

East Alabama Medical Center currently provides cardiac catheterizatlon services to Its Inpatients and 

outpatients. These cardiac catheterlzatlOn servlcH are provided on one of East Alabama Medical 

Center's CON authorized cardiac catheterlzatlon labs. The majority of these labs are located In East 

Alabama Medical Center; however, one of the labs is located In Auburn, Alabama. The cardiac 

catheterizatlon lab located In Auburn was originally located In East Alabama Medical Center but was 

relocated to 2375 Champions Boulevard In Auburn at the Institute of Advanced Cardiovascular Care 

pursuant to equipment replacement, EQR2008·021. This original equipment replacement and 

relocation was a result of the mediation agreement between East Alabama Medical Center and the 

Institute for Advanced CardlovHcular Care. 

East Alabama Medical Center would like to relocate Its CON-authorized cardiac catheterlzatlon lab that 

Is located at 2375 Champion$ Boulevard in Auburn back to East Alabama Medical Center at 2000 

Pepperell Parkway In Opelika. The Institute for Advanced Cardiovascular Care Is in agreement with thl, 

relocation. Once the cardiac catheterlzatlon lab Is relocated to East Alabama Medical Center, all of East 

Alabama Medical Center's cardiac catheterhation labs will be located at the hospital. 

No new services would be provided as a result of this relocation. There will be no capital expenditures 

for majo1 medical equipment for this relocation, there will be no new annual operating costs, and the 

other capital expenditures to relocate this equipment are minimal and wlll be less than $500,000. This 

proposal does not Include the conversion of any new beds, and no bed capacity is Involved. 

Based on the above stated critetia, we respectfully request that you grant our request for 

nonrevi1.1wability and Issue the samP. at your earliest convenience. As required. we have enclosed a 

check for $SOD.OD for the filing fee in th,s matter Thank you for your cons•derat,on in this matter 1f 

you ne<•d any further information, please do not hesitate to contact me at (334) 528-1300 

sr-~'.ely, i, l ,} --------

Terry AnX:, 

Pres.1dent 
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STARNES DAVIS 
FLORIE cc, 

February 12, 2021 

VIA ELECTRONIC FILING: 
shpda.online@shpda.alabama.gov 
Ms. Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
100 North Union St., Suite 870 
Montgomery, AL 36104 

RE: RV202 l-0003, The Heart Center Cardiology 
Our File No.: 38685 

Dear Ms. Marsal: 

Michael K. Wright 
I 00 Brookwood Place, 7th Floor 

Binningham, AL 35209 
Direct Dial: (205) 868-6062 

Facsimile: (205) 868-6099 
E-mail: mwrightlalstameslaw.com 

In his continued quest to have the last word, Mr. Williams' most recent "reply" of 
today offers nothing new and nothing substantive for SHPDA's consideration. At the risk 
of being perceived as perhaps engaging in a "last word" campaign of my own, I am 
submitting this final commentary on behalf of Dr. Mitchell and The Heart Center ("THC"), 
though I acknowledge that this endeavor is or, at least should be, unnecessary. 

The question before SHPDA, in consideration ofRV2021-003 is: Will Dr. Mitchell 
and The Heart Center be given the same fair and unbiased consideration that has been 
applied to multiple other identical or near identical applications which SHPDA has 
determined to be non-reviewable? Surely, the answer to this question must be: yes. If that 
is indeed the case, RV2021-003 is due to be determined: allowed and non-reviewable. 

In these replies on behalfofEAMC, Mr. Williams repeatedly raises questions which 
are either irrelevant to SHPDA' s consideration of R V202 l-003 ( or which have been 
answered previously), on the pretense that the questions remain unaddressed, and otherwise 
offers no substantive information having any bearing on the issue of review. 

Mr. Williams states that the merits of the THC representations to SHPDA in 
RV202 l-003 are "contested and disputed." RV202 l-003 is simply opposed by EAMC, 
which seeks to restrain Dr. Mitchell's ability to practice his specialty in the exact manner 
which SHPDA has found to be appropriate and non-reviewable on multiple prior 
applications, and at the very location where EAMC previously operated a cath lab. The 
motivation here seems to be an effort to extinguish local competition in the performance 

{Bl745254} 

Birmingham Mobile 
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of these procedures. Consider that EAMC has offered ZERO evidence to refute the 
submission by Dr. Mitchell and THC which has clearly demonstrated that the POE test set 
out in Ex Parle Sacred Heart, 155 So. 2d 980 (2012) is satisfied. 

We have confirmed in previous correspondence and submissions that Leg Health 
has no relationship to THC, Dr. Mitchell nor to RV2021-003. There is no application 
pending on behalf of Leg Health. We understand that the Leg Health application has been 
withdrawn. There are no competing factual and legal assertions nor contradictory sworn 
statements relating to RV202 l-003. Any suggestion to the contrary, at this point, is 
inaccurate and misleading. RV2021-003 stands on its own, completely independent of Leg 
Health. This has been stated clearly in the past, yet Mr. Williams continues to insinuate 
otherwise, without basis. 

We have previously confirmed that RV202 l-003 is applicable only to Dr. Mitchell 
and his practice, THC. Likewise, we have previously confirmed that the equipment is not 
being used for inpatient care and is not being used in connection with or on behalf of any 
healthcare facility, as so defined. 

It is completely immaterial to the SHPDA consideration of RV 2021-003 that the 
withdrawn application of Leg Health had previously proposed a cath lab at 2375 
Champions Blvd. and that RV202 l-003 submitted solely by Dr. Mitchell and THC, having 
no affiliation with Leg Health, seeks to establish a physician based office practice 
exception for a cath lab at the same address (which happens to be a building owned by Dr. 
Mitchell). 

Mr. Williams• letter places emphasis on the financial disclosures submitted in 
RV2021-003 as being the same estimates that were submitted for the now withdrawn 
application of Leg Health. The Agency simply requires a statement of the "approximate 
cost of the proposed project.. ... " (See SHPDA Rule 410-1-7-0.2). Otherwise, Dr. Mitchell 
has attested that only he and THC will operate the lab. The cost estimate for the equipment 
and operations of the same cath lab at the same location being the same as that stated in the 
previous submission on behalf of Leg Health does not imply or contradict the separate 
factual disclosure of who would own and operate the lab. IfMr. Williams is implying that 
physicians other than Dr. Mitchell will be performing the procedures, that has been directly 
addressed, explained and eliminated from consideration by Dr. Mitchell. 

Inasmuch as the costs are estimated, it is logical that estimates would be the same 
for the same lab, location, etc. It is not incumbent on THC or Dr. Mitchell to itemize the 
basis for the estimate under the rule. It is simply an estimated figure. EAMC and Mr. 
Williams are grasping in making this misleading argument. The financial disclosures 
satisfy the Agency requirements and the factual disclosures are undisputed. 

{ B3745254} 



February 12, 2021 
Page -3-

Mr. Williams' letter completely misconstrues the position of Dr. Mitchell and the 
THC by declaring that we have argued that patient "safety has no place" in consideration 
of whether a letter of non-reviewability should be granted in any case, or in this one. 
Unfortunately, his assertion in that regard is inaccurate and misleading. No such statement 
has ever been made. Please refer to my letter dated February 5, 2021 at pages 4 and 5, 
which outlines our discussion on that issue. As stated Dr. Mitchell is a board certified 
cardiologist fully capable of exercising his clinical judgment in the best interests of his 
patients. Moreover, the standard of care recognizes, as does SHPDA, that office based cath 
labs are operated safely and efficiently. 

To the extent that EAMC and Mr. Williams continue to assert that the hospital is 
the only appropriate environment for performance of cath lab procedures ( as opposed to an 
office based practice), SHPDA has previously determined otherwise, having granted 
several non-reviewable determinations for other office based cath labs. Surely, in making 
those determinations, SHPDA has not failed in its duty under Ala. Code § 22-21-261, 
which Mr. Williams cites for the proposition that patient safety (risk stratification) is an 
important consideration. Again, that issue is directly addressed in our February 5, 2021 
correspondence. Mr. Williams has offered nothing to refute that discussion. 

That EAMC chose to relocate the cath lab that it had previously operated at 2375 
Champions Blvd in 2011 is likewise irrelevant. The 8/18/2011 SHPDA letter to Mr. Terry 
Andrus, who was then President ofEAMC, does not raise any issue for consideration as to 
RV202 l-003. It certainly does not imply that there is any basis for concern regarding the 
operation of an office based cath lab, at that location or at any other office location that has 
ever been approved by SHPDA. If anything, it underscores the inconsistency of the 
position that EAMC takes now in opposing RV202 l-003. It would certainly be 
inconsistent for SHPDA to deny RV202 l-003, having heretofore issued non-review 
determinations for many prior office based cath lab applications, based on the arguments 
that EAMC is now making and in consideration of the fact that EAMC previously operated 
its own cath lab at the same address. How it may have chosen to staff or operate its office 
based lab there does not in any way imply that anything set forth by Dr. Mitchell and THC 
in RV2021-003 (or as set out in any other application heretofore approved by SHPDA), is 
in any way deficient or below the standard of care. 

In conclusion, there is a distinction to be made under these circumstances between 
merely "opposing," on the one hand, and "contesting/disputing," on the other. It may 
sound like semantics, and in some way it probably is, but under these circumstances, the 
latter requires submission of some substantive evidence that would support the dispute. To 
oppose or disagree, with nothing more, is meaningless. Dr. Mitchell and THC have 
satisfied the POE criteria. EAMC has offered nothing substantive to dispute that. Instead, 
EAMC simply asserts an "opposition" without substance. 

{BJ7452541 
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Respectfully, RV202 l-003 is due to be determined allowed and non-reviewable. 

MKW/jm 

cc: Dr. John W. Mitchell 
James E. Williams, Esq. 

{H3745254} 

Yours very truly, 

STARNES DA VIS FLORIE LLP 
\ 

Michael K. Wright 
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be: Catherine G. Kirkland, Esq. 
Allen C. King, Esq. 
Dr. Yoe 
Dr. Townsend 
Jeff Welch 
MKC 
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JOSEPH C. ESPY, Ill 

JAMES E. WILLIAMS 

J. FLYNN MOZINGO 

C. MARK BAIN 

BENJAMIN J. ESPY" 

WILLIAM M. ESPY 

LAW OFFICES 

MELTON, ESPY & WILLIA.i\-1S, P.C. 
255 DEXTER AVENUE 

MONTGOMERY, AL 36104 

l'cbruary 17, 2021 
Via Electronic Filing 

( s hpd a. 011 /I II e@)_s It pc/a, a/abam a. gov) 

OAKLEY W. MELTON, JR. 
(1917-2013} 

li!AILINO ADDRESS 
P.O. 01-tAWEl'I 51JO 

~O,..TGOMER.Y. AL 36\0l-5130 
THEPHONE (3:M) 2i!:!-6S21 

FAX (3H) 2Qg.;515 

ALSO ADMITTED I~ "11SSISSIPPI 

Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
100 North Union St., Suite 870 
Montgomery AL 36104 

RE: RV2021-003, The Heart Center Cardiology 

Dear Ms. Marsal: 

On behalf of EAMC, this is hopefully my last response regarding The Heart Center 
Cardiology's request for a letter ofnon-reviewability from SIIPDA. 

Prior to this letter, I have never quoted Shakespeare in writing or otherwise. But there is a 
first time for everything, and Mr. Wright's correspondence to SHPDA, dated February 12,202 l, on 
behalf of The Heart Center, presents the opportunity because: "[Mr. Wright] doth protest too much, 
methinks." Hamlet, Act III, Scene II. 

To set the stage, recall that in Dr. John Mitchell's letter to SIIPDA, dated January 14, 2021, 
on behalf of The Heart Center, Dr. Mitchell made the following representations: 

The Heart Center and I no longer have any plans to affiliate with Leg Health 
in the Auburn/Opelika area, and the previously proposed relationship with Leg 
Health has been terminated. In speaking with a representative for Leg Health, we 
mutually agreed that the previous request, RV2020-02 l, should be formally 
withdrawn. Again, while there was never a written affiliation between The Heart 
Center or myself and Leg Health, The Heart Center and I have completely 
disassociated from Leg Health. As reflected in the R V2021-003 request, Leg Health 
will have no role in providing cardiac services at The Heart Center under the valid 
proposal set forth in RV2021-003. 

(Correspondence from J. Mitchell to SHPDA, p. 2, Jan. 14, 2021). 

As mentioned above, it is not identical. RV202 l-003 shows that Leg Health 
is not and will not be involved with the proposed services. 

knobles
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Emily T. Marsal, Executive Director 
State Health Planning & Development Agency 
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Again, The Heart Center and l are completely dissociated from Leg Health. 

As mentioned previously, Leg Health will play no role in regard to the 
proposed services sought in RV202l-003. RV2021-003 should be considered as a 
standalone reguest. 

I further attest to the Agency that Leg Health is not a party to RV202 !-003 
and Leg Health will not be involved in the provision of the proposed services in any 
way. I sincerely request the Agency review RV2021-003 as it was filcd-i.e. as a 
separate, standalone request. 

~at4). 

To give Dr. Mitchell's representations credibility, Mr. Wright, by separate letter to SHPDA 
also dated January 14, 2021, stated as follows: 

As described in further factual detail in Dr. Mitchell's response letter, Dr. Mitchell 
and/or The Heart Center Cardiology no longer have any relationship with Leg Health 
Vascular Centers. Further, Dr. Mitchell is of the understanding that Leg Health 
Vascular Centers has issued a letter to the Agency to fonnally withdraw RV2020-
021. 

It is clear based on the different parties, different facts, and even the tcnnination of 
the RV2020-02 l request from Leg Health and complete dissociation of any 
relationship between The Heart Center Cardiology and Leg Health that RV202 l-003 
is a standalone request offered solely on behalf of Dr. Mitchell's private practice, The 
Heart Center Cardiology. 

In fact, Leg Health is completely irrelevant to the Agency's dctennination of the 
reviewability issue posed by RV202 l-003--cspecially after the clarifications 
submitted since the hospital's objections. In view of the numerous clarifications 
provided, any injection or reference to a party (Leg Health) that has no interest in the 
request should not be considered by the Agency in connection with the standalone 
RV2021-003 request. 
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(jg_,_ at p. 6). 

To further dramatize the point, Mr. Wright wrote as follows in his letter to SHPDA, dated 
February 5, 2021, on pages 8 through 9: 

EAMC's letter improperly and repeatedly continues to inject Leg Health into 
the consideration process for RV2021-003. In fact, the basis of the hospital's 
objection appears to truly center around the previous relationship between Dr. 
Mitchell and Leg Health, and it argues that the "confusion" created by the RV2020-
021 request has not been resolved. This is simply a false assertion. The record is clear 
that there is no relationship between Dr. Mitchell and Leg Health, and there are no 
contradictions within RV202 l-003. 

As described in the previous submissions, Dr. Mitchell and/or The Heart 
Center Cardiology no longer have any relationship with Leg Health Vascular Centers. 
Further, RV2020-021 has been fonnally withdrawn. There is nothing "contradictory" 
within the RV2021-003 request, and there are no "competing factual and legal 
assertions of [The Heart Center Cardiology,] Leg Health and EAMC" as the hospital 
continues to argue. In fact, Leg Health is completely irrelevant to the Agency's 
determination of the reviewability issue posed by RV202 I-003--espccially after the 
clarifications submitted since the hospital's objections. 

The simple issue presented for the Agency is whether RV2021-003, a 
standalone request made solely on behalf of The Hearl Center Cardiology/Dr. 
Mitchell, satisfies the POE criteria under Alabama law. 

Finally, in his most recent letter to SHPDA, dated February 12, 2021, Mr. Wright attempts 
to address, for the first time, EAMC's argument repeatedly made in its rebuttal letters to SHPDA, 
that the costs for Dr. Mitchell's "stand-alone" project are identical to the project involving Leg 
Health and Ors. Yoe and Townsend, which is highly suspicious for two separate, independent 
requests. According to Mr. Wright: 

We have confirmed in previous correspondence and submissions that Leg 
Health has no relationship to THC, Dr. Mitchell nor to RV2021-003. There is no 
application pending on behalf of Leg Health. We understand that the Leg Health 
application has been withdrawn. There are no competing factual and legal assertions 
nor contradictory sworn statements relating to RV202 l-003. Any suggestion to the 
contrary, at this point, is inaccurate and misleading. RV2021-003 stands on its own, 
completely independent of Leg Health. This has been stated clearly in the past, yet 
Mr. Williams continues to insinuate otherwise, without basis. 



Emily T. Marsal, Executive Director 
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Mr. Williams' letter places emphasis on the financial disclosures submitted 
in RV2021-003 as being the same estimates that were submitted for the now 
withdrawn application of Leg Health. The Agency simply requires a statement of the 
"approximate cost of the proposed project.. ... " (See SHPDA Ruic 410-1-7-0.2)fsic ]. 
Otherwise, Dr. Mitchell has attested that only he and THC will operate the lab. The 
cost estimate for the equipment and operations of the same cath lab at the same 
location being the same as that stated in the previous submission on behalf of Leg 
Health does not imply or contradict the separate factual disclosure of who would own 
and operate the lab. If Mr. Williams is implying that physicians other than Dr. 
Mitchell will be perfonning the procedures, that has been directly addressed, 
explained and eliminated from consideration by Dr. Mitchell. 

Inasmuch as the costs are estimated, it is logical that estimates would be the 
same for the same lab, location, etc. II is not incumbent on THC or Dr. Mitchell to 
itemize the basis for the estimate under the rule. It is simply an estimated figure. 
EAMC and Mr. Williams are grasping in making this misleading argument. The 
financial disclosures satisfy the Agency requirements and the factual disclosures arc 
undisputed. 

(Correspondence from M. Wright to SHPDA, p. 2, Feb. 12, 2021). 

To my surprise and the surprise of EAM C, in protesting so much The Hearl Center has 
revealed whut it denied exists - - the continued involvement of Leg Health and Ors. Yoe and 
Townsend in The Hearl Center'srequcst. On page 5 of Mr. Wright's letter dated February 12, 2021, 
Mr. Wright publicly disclosed who is blind-copied on his letter, and the persons receiving a blind 
copy arc as follows: 

be: Catherine G. Kirkland, Esq. 
Allen C. King, Esq. 
Dr. Yoe 
Dr. Townsend 
Jeff Welch 
MKC 

(Emphasis added). 

As you may recall, Jeff Welch is a principal in L-:g Health and is the author and signorofLeg 
Health's request for a letter of non-reviewability dated August 3, 2020. Of course, now that The 
Heart Center has disclosed that Leg Health, Dr. Yoe, and Dr. Townsend, obviously have sufficient 
interest in The Heart Center's request to be blind-copied on letters submitted to SHPDA, it makes 
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perfect sense why the cost estimates for both projects are identical, and that's because it's the exact 
same project but with different lipstick. 

As you are aware ALA. CODE§ 22-21-265.2 (l 975), expressly provides that SHPDA may not 
"forgive, ratify, or confirm any illegal actions or presentation known to be false on the part of 
applicants , ... " Although the Heart Center is requesting a letter of non-reviewability, which is a 
11011-bi11ding opi11io11 from SHPDA and is not subject to the rules for review of an administrative 
agency per the Administrative Procedures Act, the same principal applies and ST-TPDA cannot 
forgive, ratify or confirm The Heart Center's misrepresentations. To the extent The Heart Center 
will once again claim that there has been a mistake or it has inadvertently caused confusion, like it 
has done in its prior letters, EAMC reminds SHPDA of its response to Leg Health's request for a 
letter of non-reviewability: 

Here, the Agency has received contradictory sworn statements regarding the 
operation of the project, which, among other things, raises doubt as to whether the 
new services and equipment arc limited to Dr. Mitchell's office-based medical 
practice, The LNR process is not we/1.mited to resolve the competing factual a11d 
legal assertio11s of Leg I/ea/th a11d EAMC. Accordingly, the Agency is unable to 
determine that this project qualifies for the POE. 

Leg Health Vascular Centers, Inc., RV2020-021, October 26, 2020 (emphasis added). 

Accordingly, EAMC respectfully requests that The Heart Center's request be denied. 

With kindest personal regards, I am 

s7 te1 

~-- ---· 

James E. Williams 

JW/FM/1 
cc: Michael K. Wright, Esq. 

(mwright@stameslaw.com) 
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From: 
To: 
Cc: 
Subject: 
Date: 

Mike Wright 
shoda .onli n e@sh oda. a la bama .gov 
Jim Williams; Flynn M91ingo 
Re: RV2021~003, The Heart Center Cardlology 
Wednesday, February 17, 2021 6:05:57 PM 

Dear Ms. Marsal, 

While the blind cc's for my letter were inadvertently disclosed on the submission, the purpose 
in blind copying Dr. Yoe, Dr. Townsend and Mr. Welch was, quite obviously I think, 
informational & simply to show that we confirmed for SHPDA: 

I. The absence of any relationship between Leg Health and The Heart Center; and 

2. That Drs. Yoe and Townsend were not performing procedures there, 

matters which we had previously confirmed directly with each of those individuals. If 
anything is to be taken from that revelation, it is just that. 

We certainly felt that it was necessary to inform them of exactly what we were reporting to 
SHPDA, being as precise as we could be, in view of the fact that the Leg Health issue was 
being constantly pressed by Mr. Williams/EAMC, despite our previous reporting of there 
being no existing relationship between LH and Dr. Mitchell/THC. 

If Mr. Williams is now insinuating that the clerical error that disclosed the bee's implies that 
there has been a misrepresentation, or that a false statement has been made, or anything other 
than confirmation with those very individuals of the accuracy of information provided to us 
and submitted to SHPDA, he is, again, flat wrong. 

Shakespeare also said: 'The first thing we do, let's kill all the lawyers, ... ". This was stated by 
the character Dick the Butcher in Henry VI, Part II, Act IV, Scene 11, Line 73 and, in context, 
was simply a reference to the corrupt, unethical lawyers. I certainly hope that Mr. Williams is 
not putting me in that category. (Incidentally, Shakespeare meant to compliment attorneys and 
judges who instill justice in society.) 

One should well observe that opposition, without substantive basis, and this continued 
innuendo ( of raising a question that has been answered directly and without dispute) in an 
effort to influence the SHPDA decision, does not serve a just purpose. 

The fact remains, there are no contradictory or competing factual or legal assertions. The 
questions initially raised by SHPDA have been answered directly. SHPDA has not been 
presented with any evidence from EAMC that would warrant denial of the application for the 
letter of non review. RV2021-003 is due to be granted. 

Sincerely, 

Michael K. Wright 
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This communication is made by way of voice to text transcription technology. Technology 
limitations may result in speech recognition/transcription errors in text. 

STARNES UAVIS 
FIJJRll 1 ! I' 

Michael Wright - Attorney 
I 00 Brookwood Place, 7th Floor, Birmingham, 35209 
(205) 868-6062 - Fax: (205) 868-6099 
www starneslaw com 

NOTICE: This e-mail message and all attachments transmitted with it may contain legally privileged and confidential information 
and'or protected health information (PHI) intended solely for the use of the recipients named above. If you arc the intended 
recipient, plca5e be aware that forwarding this message to others may result in a waiver of these privileges. If the reader of this 
message is not the intended recipient, you arc hereby notified that any reading, dissemination, distribution, copying, or other use of 
this message or its attachments is strictly prohibited If you have received this transmission in error, please notify the sender 
immediately hy telephone at (205) 868~6000 and permanently delete this email and any anachmcnts, including all copies and 
backups thereof. Thank you 

On Feb 17, 2021, at 4:26 PM, LaRita McGee <LMcGee@mewlegal.com> wrote: 

Dear Ms. Marsal: 

I have attached correspondence from Jim Williams to be filed 

regarding the referenced Letter of Non-Reviewability. By copy of 

this email, I am also providing this correspondence to Michael K. 

Wright. 

If you have any problems accessing the attachment, please let me 

know. 

Warmest regards, 

La Rita 

La Rita A. McGee 

Melton, Espy & Williams, P.C. 

Post Office Drawer 5130 

Montgomery, AL 36103-5130 



Office: (334) 263-6621 

Fax: (334) 269-9515 

Cell: (334) 399-8670 

lmcgee@mewlegal.com 

www.mewlegal.com 

Confidentiality Notice: This E-mail and any attached files are covered by the Electronic Communications 
Privacy Act, 18 U.S.C. §§ 2510-2521 and are legally privileged. This information is confidential 
information and is intended only for the use of the individual or entity named above. If the reader of this 
message is not the intended recipient, you are hereby notified that any dissemination, distribution or 
copying of this communication is strictly prohibited. 

<2021-02-21 EAMC Response to Wright letter.pd!> 
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STATE HEAL TH PLANNING AND DEVELOPMENT AGENCY 
100 NOR1H UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

February 19, 2021 

John Mitchell, M.D., Medical Director/Owner 
The Heart Center Cardiology 
2375 Champions Boulevard, Suite 100 
Auburn, Alabama 36830 

Dear Dr. Mitchell: 

RE: RV2021-003 
The Heart Center Cardiology 

This letter is in response to the above referenced Request for Reviewability Determination 
received on October 30, 2020, on behalf of The Heart Center Cardiology ("The Heart Center"), 
with additional information received on January 15, 2021, February 5, 2021 and February 18, 2021 
(collectively, the "Request"). East Alabama Medical Center ("EAMC") filed letters opposing the 
request on December 16, 2020, and January 28, 2021, February 12, 2021 and February 17, 2021. 
The Request was submitted following the Agency's October 26, 2020 denial of a reviewability 
request submitted by Leg Health Vascular Centers, Inc. (RV2020-02 l) related to the same location 
at 2375 Champions Boulevard, Suite JOO, Auburn, Alabama 36830. 

As described, The Heart Center seeks to perform low risk peripheral angiography and 
interventional procedures, left and right diagnostic heart catheterizations-coronary angiography, 
elective internal cardiac defibrillator (ICD) and planned pacemaker generator changes, low risk 
internal cardiac defibrillator (ICD) and pacemaker implantation, implantable lop recorder 
insertion, direct current cardioversion, infusaport placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation 
procedures to patients within the private medical practice located at the Champions Boulevard 
facility. You state that the procedures are low risk, minimally invasive, and general anesthesia will 
not be required nor administered, although "moderate and deep sedation" will be utilized. In 
response to objections raised by EAMC, you have not identified those personnel who will be 
involved in the administration of anesthesia, but assert that you will abide by the requirements of 
the Board of Medical Examiners, specifically ALA. ADMIN. CODE r. 540-X-10-.01, et seq. 

You assert that the proposal is exempt from Certificate of Need ("CON") review under the 
so-called Physician's Office Exemption ("POE") found in ALA. CODE§ 22-21-260(6) (1975 as 
amended). Alabama law requires the issuance of a CON as a prerequisite to the offering or 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 WWW.SHPDA.ALABAMA.GOV 
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RE: R V202 l-003 
February 19, 2021 
Page 2 of 4 

operation of any "new institutional health service." ALA. CODE§§ 22-21-263, -265(a) and -266 
( 1975 as amended). The CON statutes define "institutional health services" as "health services 
provided in or through health care facilities ... including the entities in or through which such 
services are provided." ALA. CODE§ 22-21-260(9) (emphasis added). The statute further specifies 
that "new institutional health services" subject to CON review encompass four distinct 
circumstances: (I) the construction or operation of a new health care facility; (2) any expenditure 
by or on behalf of a health care facility exceeding certain thresholds; (3) a change in bed capacity 
of a health care facility; and ( 4) health services proposed to be offered in or through a health care 
facility or health maintenance organization, and which were not offered on a regular basis in or 
through such health care facility or health maintenance organization within the twelve (12) month 
period prior to the time such services would be offered. 

A health care facility is defined in ALA. CODE§ 22-21-260(6) as including, among other 
things, "facilities for surgical treatment of patients not requiring hospitalization"; but excludes the 
"offices of private physicians or dentists, whether for individual or group practices and regardless 
of ownership ... " ALA. CODE § 22-21-260(8) similarly excludes from the definition of health 
services "the lawful practice of any profession or vocation conducted independently of a health 
care facility and in accordance with applicable licensing laws of this state." ALA. CODE § 22-21-
260(8). 

In 2012, the Alabama Supreme Court modified criteria used by SHPDA to determine 
whether a project qualifies for the POE, finding that a qualifying project must meet each of four 
criteria set out below. Ex parte Sacred Heart Health Sys., Inc., 155 So. 3d 980,988 (Ala. 2012). 
Your response to the Sacred Heart criteria is set forth in italics: 

I) The proposed services are to be provided, and related equipment used, exclusively 
by the physicians identified as owners or employees of the physicians' practice for 
the care of their patients; 

You state that Dr. Mitchell, the owner and sole physician at The Heart Center, will 
be exclusively providing all services and utilizing the related equipment at his 
practice for the care of his patients, and you have represented and affirmed that 
Dr. Robert Yoe, Dr. Jacob Townsend and Leg Health Vascular Centers, Inc., who 
were listed in RV2020-021, are not involved in this project. 

2) The proposed services are to be provided, and related equipment used, at an office 
of such physicians; 

You state that the proposed services will be provided, and related equipment used 
at Dr. Mitchell's office, The Heart Center, located at 2375 Champions Boulevard, 
Suite JOO, Auburn, Alabama. 

3) All patient billings related to such services are through, or expressly on behalf of, 
the physicians' practice; 



RE: RV2021•003 
February 19, 2021 
Page 3 of 4 

You state that all patient billings relating to services performed will be done 
through and on behalf of Dr. Mitchell's physician practice, The Heart Center. 

4) The equipment shall not be used for inpatient care, nor by, through, or on behalf of 
a health care facility. 

You state that the equipment used for the performance of office•based procedures 
shall not be used for inpatient care, nor by, through, or on behalf of any other 
health care facility. 

Based on the facts and representations identified above, the proposal as described in the 
Request is not subject to Certificate of Need (CON) review. 

In reaching this conclusion, we have taken into account your representations that you will 
not perform acute emergency cardiac interventions, nor invasive coronary artery angioplasty 
procedures. Such services, along with any related equipment and facilities, are beyond the scope 
of this letter. 

In the absence of a CON, physicians other than owners/employees are prohibited from 
using this facility, and this facility may not be used for any services or equipment billed by or on 
behalf of any entity other than the physicians' practice. This would include, without limitation, 
any outside personnel or other entities who are engaged to meet the requirements of ALA. ADMIN. 
CODE r. 540-X-10-.0l(d). In addition, this facility may not be used for inpatient care, which for 
purposes of this letter shall mean patients may not stay at this facility overnight or for more than 
twenty-four (24) hours under any circumstances. Services where such a stay might become 
necessary for patient safety should not be provided. 

This letter deals solely with the applicability of the POE as interpreted in Ex parte Sacred 
Heart Health Sys., Inc., and thus does not address the risks, responsibilities and best practices 
associated with perfonning these services in an office setting or elsewhere. The section of the 
Alabama State Health Plan pertaining to Fixed-Based Cardiac Catheterization, found at ALA. 
ADMIN. CODE r. 410-2-3-.03 (l)(a), contains numerous provisions related to patient safety and 
infonned consent. Based on the information provided, your office arrangement would appear not 
to meet the requirements of this section ifit was classified as a health care facility. While the State 
Health Plan is not applicable to entities that qualify for the POE, I wanted to bring this to your 
attention. 

Pursuant to ALA. ADMIN. CODE r. 410-1-7-.02, this opinion is for informational purposes 
only and is based on circumstances as they currently exist. This letter is also specifically 
conditioned upon the continuing accuracy of the representations contained in this request and 
assumes that all pertinent information relative to this request has been disclosed. Should there be 
any deviations from the facts and premises provided to this Agency, this letter shall become null 
and void. 



RE: RV2021-003 
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You may seek a declaratory order from the CON Review Board to obtain a more definitive 
ruling on this issue pursuant to ALA. ADMIN. CODE r. 410-1-9-.0l. Should you have any questions, 
please contact the Agency at (334) 242-4103. 

ETM:mst 

cc: Michael K. Wright, Esquire 
James E. Williams, Esquire 

Sincerely, 

- J:M~ 
~.Marsal 

Executive Director 
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U:G I--IEAI,Tl----1 VASCULAR CENTERS. INC. 
Admlnlslnltlve Offices: 2525 Bell Rd-Montgomery, AL 36117 

Ausust 3, 2020 

Hon. Emlly T Marsal 
Executive Director 
State Health Plannlns and Development Agency 
100 North Union Street 
RSA Union Bulldlns, Suite 870 
Montgomery, AL 36130-3025 

R1: Non - Revfewablllty Dltennlnatlon Request for Les Health Vascular Centlll"I Inc. 

Dear Ms. Marsal: 

RV2020-021 

RECEIVED 
Aug 06 2020 

On behalf of Les Health Vascular Centers, Inc., I am wrltlns puBuant to CON r. 410-1-7-.02 to submit a 
revlewabilltv detennlnation request in accordance with the Alabama State Health Planning and 
Development Agency's certificate of need prosram rules and resulation. Speclflcally, we respectfully 
request a detennlnatlon of non- revlewabllltv with respect to the addition of an office-based lab. Our 
physicians Intend to perfonn low risk peripheral angiography and interventlonal procedures, left and 
risht dlasnostlc heart catheterlzatlons- coronary anslosraphy ,elective Internal cardiac deflbrlllator (!CD) 
and planned pacemaker generator chanses, low risk ICD and pacemaker implantatlon, Implantable lop 
recorder Insertion, direct current cardloveBlon, lnfusa port placement, transesophaseal 
echocardiosraphy, pulmonary artery pressure recording devices and low risk atrial, ventricular and 
nodal ablation procedures within our private practice. No novel procedures wtll be performed, and all of 
the procedures requested are standard, commonly performed In both Inpatient and outpatient settinss. 
The procedures are low risk, mlnlmally Invasive and general anesthesia Is not required, nor wtll It be 
used in the office lab setting. Les Health Vascular CenteB has an established care plan includlns the 
Identification of Involved personnel and equipment, to deal wtth any Issues related to unexpected 
changes In a patient's status. This Includes OX'fBen and masks for ventilation, medications for 
arrhythmias and reversal of sedation, deflbrlllatlon and pacing as well as a pathway to transfer to a 
hlsher level of care as needed. Our physicians have pemnally verified that every procedure requested 
above has been pl'l!lllously approved for other office-based labs In our state. 

Our goal with this letter Is to demonstrate that our request falls within the criteria of the Physician 
Office Exemption and outside of the thresholds established for CON review. See Ala. Code 22-21-260(6) 
offices of private physicians are not "health care facllltles• and 22-21-2(8) "health services" do not 
Include • the lawful practice of any profession or vocation conducted Independently of a health care 
faclllty and In accordance with applicable licensing laws of this state"). The prlvatll practkle office 
loc:atlon for Les Health Vascular Centen; Dr, Robert Yoe, Dr, Jafln Mltdlall and Dr. JIIC>Ob Townsend Is 
2375 SUlte 100 Champions Blvd. Aubum, AL 368JO, The service area for this request Is Aubum 

Leg Health Vascular Centers Inc. 2375 Champions Blvd. Auburn, AL 36830 

knobles
E-Sticker



Alabama and su1TOUndlng countl-. The physician owners and or employees of lei Health Vascular 
Centers; Dr. Robert Yoe, Dr. John Mltchell, and Dr.Jacob Townsend, are each llcensed In the state of 
Alabama and certified to perform the procedures listed above. The phvslclans wlN not perform anv 
acute emeraenc;y cantlac Interventions nor any coronary angloplastv In the private practice settins. In 
addition, the private practice facility wlfl not be used for Inpatient care. 

The criteria as adaptad bV the Supntm11 Court for the Physldan Office Ellllmpt1an are Q follows: 

1. The proposed services are to be provided, and related equipment used, exclusively by the 
phvsicians Identified as owners or employees of the physician's practice fur the care of their 
patients. 

2. The proposed services are to be provided, and related equipment used, at any office of such 
physicians. 

3. All patients bllllngs related to such se,vlces are through, or expressly on behalf of, the 
physician's practice. 

4. The equipment shall not be used for Inpatient care, nor by, through or on behalf of a healthcare 
faclllty. 

Le11 Health Vacwar Cante 11, tnc. wlll meet the four requirements set forth bV the Alabama Supremtt 
Court, respectfully II follows: 

L Procedures wlll be performed only by phvslclan owners or Phvslclans employed by Leg Health 
Vascular Centers, Inc. and the related equipment shall be used exclusively by the physicians 
Identified as owners or employees. 

2. All procedures wlll be performed In the private physician office of lei Health Vascular Centers, 
Inc., currently located at the address provided tn the letter head of this document. All 
equipment necessary for the performance of the procedures wlU be used only In the offlce of 
Leg Health Vascular Centers, Inc. 

3, The patient bllllna related to wch services are through, or expressly on behalf of the private 
physician offices of Leg Health Vascular Centers, Inc. 

4. At no time wtU the equipment Identified for the performance of the office-based procedures 
provided In this letter be used for Inpatient care, nor by, through or on behalf of a health care 
facility. 

For the purpose afthls requut, wt would Hice to provide the followlna Plnanclal DlsdosuN: 

Total Major Medical Equipment estimated cost for the office-based procedures • $350,000.00 

a) To Include: Diagnostic X-Ray System, patient monitoring equipment, patient recovery 
equipment, deflbrlllator and IVUS for arterial and venous procedum. All other equipment is 
already owned by the private practice. 

Estimated annual first year operat1111 cost: Total = $618,000 

a) Bulldlng I.ease $48,000.00/annual 
b) Equipment Lnse $120,000.00/annual 
cl Supplies - $200,000.00 

Leg Health Vascular Centers Inc. 2375 Champions Blvd. Auburn, AL 36830 



d) Employee Wages - 250,000.00 
e) Land Cost - None 
f) Renovation/Construction Cost- None 

In light of the foregoing analysis, our request should meet the criteria adopted by the Alabama Supreme 
Court for application of the Private Office Exemption. As noted above, we can also affirm that this 
addition of services within our private physlcfan practice will not exceed any of the certificate of need 
expenditure thresholds, nor will it constitute a •new Institutional health service• under Alabama Code 
22-21-263 and the Rules due to the following: 

a) No new health care facillty or health maintenance organization will be constructed, developed 
or acquired; 

b) No major medical equipment will be acquired by or on behalf of a health care facility that 
exceeds the statutory purchase price or operating expense thresholds; 

c) No new health care facility beds or stations wlll be added; 
d) No new health service that Is currently offered by Leg Health Vascular Centers, Inc. will be 

provided with the implementation of the procedures described in the document; and 
e) No other event revlewable under the CON law or Rules will occur as a result of our 

Implementation of the procedures described in this document. 

With the support of this document we respectfully request that the Alabama State Health Planning and 
Development Agency grant a determination of non-revlewablllty to Leg Health Vascular Centers, Inc. for 
the proposed procedures as described above. 

No other healthcare facilities have any financial Interests In Leg Health Vascular Centers Inc. 

An electronic payment of $1,000.00 for the filing fee with respect to a request for a revlewablllty 
determination will be sent today via the SHPDA onllne payment port.II. 

Please do not hesitate to call or contact me; Jeff Welch (205) 563-5082 - Jeffwelch@myhealthscan.com 
with any questions. 

Leg Health Vascular Centers Inc. M1na1ament/Admlnlstratlve Ofllces for carrespondence-2525 Bell 
Rd, Montaomery, AL 36117 Attn: Jeff Welch 

We appreciate your time and consideration In this matter. 

Kind Regards, 

Jeff Welch 
.--_ _.,, .. :: -:_- __ ~._-.'.l,--;:_.-, r·g Member 

Leg Health Vascular Centers, Inc. 

Leg Health Vascular Centers Inc. 2375 Champions Blvd. Auburn, Al 36830 



Requett Summary: 

Name of Company/Private Practice applying: Leg Health Vascular Centers Inc. 

Manager/ Practice Admlni1trator - Jeff Welch 2525 Bell Rd Montgomery, AL 36117 

Phyalclan1: Dr. Robert Voe, Dr. John Mitchell and Dr. Jacob Townsend 

Private Practice addrea- 2375 Suite 100 Champions Blvd. Auburn, AL 36830 

Service Area• Auburn and surrounding counties 

Services Provided-low risk peripheral anglasraphy and lnterventional procedures, left and right 
diagnostic heart catheterizations- coronary angiography ,elective internal cardiac defibrillator (ICD) and 
planned pacemaker generator changes, low risk ICD and pacemaker Implantation, Implantable lop 
recorder Insertion, direct current cardfoverslon, fnfusa port placement, transesophageal 
echocardlography, pulmonary artery pressure recording devices and low risk atrial, ventricular and 
nodal ablation procedures 

•General anesthesia not needed or used for these services. 

"Established care plan, to Include a transfer to higher level of care, Is Included In the request 

•services provided are within the physicians scope of practice and all procedures have been approved 
in other private practice OBL's In the state of Alabama. 

flnandal breakdown: Total Major Medical Equipment estimated cost for the office-based procedures = 
$350,000.00 

b) To Include: Diagnostic X-Ray System, patient monitoring equipment, patient recovery 
equipment, deflbrlllator and IVUS for arterial and venous procedures. All other equipment Is 
already owned by the private practice. 

Estimated annual first year operating cost: Total • $618,000 

II) Bulldlng Lease $48,000.00/annual 
h) Equipment Lease $120,000.00/annual 
I) Supplies - $200,000.00 
J) Employee Wages - 250,000.00 
k) Land Cost - None 
I) Renovation/Construction Cost- None 

Flnanclal lnterut by other health care fadlltles or croups- NONE 

Check or Money Order: Paid via SHPDA onllne portal 8/5/2020 

Leg Health Vascular Centers Int. 2375 Champions Blvd. Auburn, AL 36830 



Affirmation of Requesting Party: 

The undersigm:d, Jeff Welch, being lint duly sworn, hereby make oath or a.ffinn that he, a Partner and 
Managing Member of, Leg Heatth Va1cular Ceoten Inc., has knowledge of the facts in the request, 
and to of information, knowledge aod belief, such facts are true and correct. 

Leg Health Vascular Centers Inc. 2375 Champlans Blvd. Auburn, AL 36830 
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DATE: 

TO: 

FROM: 

STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET. SUITE 870 

MONTGOMERY, ALABAMA 36104 

MEMORANDUM 

August 11, 2020 

All Interested Parties 

Emily T. Marsal ~ 
Executive Directo/T·· -

SUBJECT: Reviewability Determination Request (RV2020-021) 

The attached request for a reviewability determination has been received. Any affected person may 
file written comments regarding this request, per 410-1-7-.02 of the Alabama Certificate of Need 
Program Rules and Regulations, by September 22, 2020. 

Pursuant to ALA. ADMJN. CODE r 410-1-3-.09, all documents to be filed with the Agency must be 
submitted to shpda.online@shpda.alabama.gov in PDF, text searchable format. 

Enclosure: see attached 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 FAX: (334) 242-4113 

knobles
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LEG HEALTI-I VASCULAR CENTERS, INC. 
Admlnlsb ■tlw Ol'llcesl 2525 Bell Rd- Montgomery, AL 36117 

Aulust 3, 2020 

Han. Emlly T Marsal 
Eucutlve Dtrector 
State Health Planning and Development Aaency 
100 North Union Street 
RSA Union Bulldln& suite 870 
Momaomery, AL 36130-3025 

1111: Non- Revlew■blllty Datarmlnatlan Raquat far las Haith Vamdar Cenllln Inc. 

Dear Ms. Mars■ I: 

RV2020-021 

RECEIVED 
Aug 06 2020 
STAT'EHEALTHf'l>.NN~OA.'10 

OEVflOPIIEHT AG ENC'!' 

On behalf of Les Health Vascular Cantars, Inc., I am writing pursuant to CON r. 410-1-7-.02 to submit a 
l"IYlllwllblllty dewrmlnatlon request In acmrdance with the Alabama State Health Pllnnl111 and 
Dmllopment Aaency's certificate of Med proar■ffl rules and reaulatlon. Spedflcally, - resp■ctfully 
request a determination of non- revlewablllty with respect to the addition of an office-based lab. Our 
physldans Intend to perform low rfllk peripheral a1111C11raphy and lnterwntlonal pl'DCll!dures, left and 
rfallt dlqnostlc heart cathaterf:mtlons- coronary •l1IIOIJ'lphy ,elective Internal cardiac d■lb111ator (ICD) 
and planned pacemaker generator chanan, 1-risk ICD and pacemaker Implantation, Implantable lop 
reClDnler Insertion, direct current cardklwnlon, lnfus■ port placement, tnnsesoph■s■al 
echocardlopphy, pulmonary artery preuure recording devices and 1- rfsk 1trlal, ventrfcul1r and 
nodal ablation procedures within our private practice. No novel procedures wll be performed, and 111 of 
the procedures requested are standard, commonly performed In both Inpatient and outpatient settings.. 
The procedures are low rflk, mlnlmally Invasive and pneral 1nesthnl1 Is not required, nor wtU It be 
used In the office lab llttfrw, lq Health YIIIQllar C.ntars has an establllhed care plan lncludlng the 
Identification of Involved personnel and equipment, to deal with any Issues related to unexpected 
chanps In a patient's status. This Includes Oll'/ll!n and masks for ventnatlon, medications for 
arrhythmias and l"IYll'SII of sedition, deflbrfllatlon and padng as well as a pathway to transfer to 1 

higher level of care u needed. Our physicians have personally verified that every procedure requested 
■bow has been pl"IYlously approved for other office-based labs In our state. 

Our 1011 with this letter Is to demonstrate that our request falls within the atterla of the Phyllcfan 
Office Exemption and outside of the thresholds establlshad for CON r■vlew. See Ala. Code 22-21-260(6) 
offices of prtv1te physicians ■re not "h■alth c■ re facllltln" and 22-21-2(8) "health 1ervlc:el" do not 
Include • the lawful practice of 1ny profession or wc■tlon conducted independently of• health cara 
facfllty 1nd In accordance with 1ppllcable Dcensfng laws of this state"). The prfvat■ pr■cllr;e ofllc:e 
loc:etlon far LIii 11811th \laKuflll' Centerli Dr. Robart Yoe, Dr. John Mltdlefl ■ncl Dr. J■clllb Towl'llllld Is 
U7S Sulla IOII a.■mplons llvd. Aullurn, AL SIII0..111■ 1■rvla Ire■ far this r■quat la Aubum 

Lea Health Yucular Centers Inc. 2375 Champions Blvd. Auburn, AL 36830 



AIINIIIII ■nd IUffllUndl,W -.ill& The phylld■n owners and or employees of Leg He■lth Vascular 
Cente11: Dr. Robert Yoe, Dr. John Mltehell, and Dr. J■cob Townsend, ■re each licensed In the state of 
Al■bam■ and certllled to perfann the procedures listed ■bove. The physlcfens wlll not perform any 
acute emerpncy cardiac Interventions ror any coronary arwloplasty In the prlYlte practice settlrw. In 
lddltlon, the private practice facility wlll not be uled for Inpatient c■re. 

1M crttarla • ■dapt■d by the Suprama Court far the Phpcl■n Ol'llcll Ea.npllon are • fallawl: 

1. The proposed services are to be provided, and related equipment used, excluslvely by the 
physicians Identified u owne11 or employees of the physlcl1n'1 practice fur the c■re of their 
patients. 

2. The propoled services are to be pravkled, and related equipment used, It any office of such 
physicians. 

3. All patients' bllllnp related to such services are through, or expressJv on behalf of, the 
physician's practice. 

4. The equipment sh■II not be used fur Inpatient care, nor by, through or on behalf of I healthcare 
facility. 

Las Hulth V-lar Cenllln, Inc. wll - the four raq11lram■nt1 Mt farth by Iha Alalllm■ SupraM 
tolWt, respectfully• fallOWI: 

1. Procedures wlN be performed only by physician owners or physicians employlld by Leg Health 
Vascular Centers, Inc. and the related equipment shall be used exclusively by the physicians 
Identified as owne11 or employees. 

2. All procedures wlll be perfonned In the private physician office of Lea Health Vucular Centers, 
Inc., currently located at the address provided In the letter head of this document. All 
eq11lpment necessary for the perfonnance of the procedures wlU be used only In the office of 
I.el Health vascular Centers, Inc. 

3. The patient bllllns relatll!d to such services are thro111h, or expressJv on behalf of the private 
physician offices of Leg Health Vascular Centers, Inc. 

4. At no time wlll the equipment klenttflad for the perfonnance of the office-based procedures 
pnmdecl In this letter be used for Inpatient c■re, nor by, throlllh or on behalf of a health c■re 
faclllty. 

For the pur,-al thla raqllelt, we -.ikl Db to provide the fallowl111 Financial Dlldalura: 

Total Major Medical Equipment estimated cost for the office-based procedures = $350,000.00 

a) To Include: Dlalnostlc X-Ray System, patient monitoring equipment, patient recovery 
equipment, deflbrtllator and IVUS for arterial and venous procedures. All other equipment Is 
already owned by the private practice. 

Eitlmated annual first year operating cost: Total = $618,000 

1) Bulldlng Lll■se $48,000.00/annu■I 
b) Equipment Lease $U0,OOO.OO/annual 
c) Supplies - $200,000.00 

Leg Health Vascular Centers Inc. 237S Olamplons Blvd. Aubum, AL 36830 



- - - ------- -----

d) Employee Waps - 2S0,OOO.OO 
e) Land Cost- None 
f) RellCIYltlon/Constrvctlon Cost- None 

In llpt of the foreaolns an■lysls, our request should meet the criteria adopted by the Alabama Supreme 
Court for application of the Private Office Examptlon. As noted allow!, we can also affirm that this 
addition of services within our private physician practice wfll not exceed ■ny of the cenlflcate of need 
expenditure thresholds, nor wlll It constitute 1 •new Institution■ ! health service" under Alabama Code 
22-21-263 and the Rules due to the following: 

a) No new health care fadlltyor health maintenance orpnlzatlon wlll be constructed, developed 
or acquired; 

b) No major medlcll equipment wtH be acquired by or on behalf of a health care faclllty that 
exceeds the statutory purchase price or oper■tlns e,cpense thresholds; 

c) No new health care fadllty beds or stations wlU be added; 
d) No new health service that Is currently offered by Las Health Vascular Centers, Inc. wlll be 

provided with the Implementation of the procedures described In the document; and 
e) No other event n,vlewable under the CON law or Rules wlll occur u a result of our 

Implementation of the procedures described In this document. 

With the support of this document we respectfully request that the Alabama State Health Pllnnlns and 
DIM!lopment Aaencv arant ■ determination of nolHeYtewlblllty to 1..1!1 Health Vllscular Center,, Inc. for 
the proposed procedures as described allow!. 

No other healthcare fadlltles have any flnanclal Interests ln Lq Health V■scular Centers Inc. 

An electranlc payment of $1,000.00 for the flll,. fee with respect to a request for ■ revleweblllty 
detannlnatlon wlll be sent today via the SHPDA onllne payment portal. 

Please do not hesitate to call or contact me; Jeff Welch (205) 563-5082- JeffwelchGPmyhealthscan.com 
with any questions. 

Ltll Health VMallar Centan Inc, Manapn111nt/Admlnlllbadw 0111-far carrw11111ndence-25Z5 Bell 
Rd. Mom:aomery, Al.31117 Attn: JaffWtllch 

We 1ppreclate your time and consideration In this matter. 

Kind Reprds, 

ner Bins Member 
Le■ Health Vascular Centers, Inc. 

Leg Health Vascular Centers Inc. 2375 Champions Blvd. Aubum, AL 36830 



Requ11t !ilnmm■ry: 

Name ofCompuy/Prlv■te Pnctlc:e appl:,lnr- Leg Health Vucular Cl:ll!ln Inc. 

Manager/ Pnctlce Admhdltrator - Jeff"Walg,h 2525 Bell Rd Montgomary, AL 36117 

Phylfdam: Dr. Robert Voe, Dr. John Mltdlell and Dr. Jacob Townsend 

Prtnte Practice ■cl~ 2375 SUfte 100 Champions llvd. Aubum, AL 36830 

5erwlm Ara-Auburn and surrounding counties 

S.. vi Prawlded- low rtsk peripheral •nclopaphy and lnterventlon■ I pnxedurn, left and rtatrt 
dll11nastlc heart cathetertzatlons- coranary angl01raphy ,electlYe Internal cardiac dellbrlllatar (ICO) and 
planned pacemaker aeneratar changes, low risk ICD and pacemaker lmplanwtlon, Implantable lop 
recorder Insertion, direct current cardlavenlan, lnfusa part placement, tnlnsesaphqe■I 

echocardlapaphy, pulmonary artery pressure racordlnl devices and low risk atrtal, ventrtcular and 
nodal a blltlon proced urea 

"General anesthesia not needed or used for these se,vfces. 
"Estebltshed care plan, ta lnciude a tranmr ta hflher level of care, Is Included In the request 

"Services pn,vlded are within the physicians scope of practice ■nd all procedures h■v■ been approved 
In other prtv■te practice OBL's In the state of Alabama. 

Rn■nclal breud-: Tot■ I M■Jor Medlc:■ I Equipment estimated cost for the afflce.based procedures• 
$350,000.00 

b) To Include: Dlqnostlc X-Ray Svstem, patient monltortn1 equipment, patient recovery 
equipment, dl!flbrlllator and IVUS for ■rterfll ■nd venous procedures. All other equipment Is 
already owned by the private practice. 

Estimated annual first year operating cost: Total • $618,000 

Ill Bull ding Lease $43,000.00/annua I 
h) Equipment Lease $120,000.00/annu■J 
I) Supplles - $200,000.00 
JI Employee W11es-2so,ooo.oo 
k) Lend Cost- None 
I) Renovation/Construction Cost- None 

Fln■nclal lnt■ r■lt br oth■r '-Ith C11111 f■dllll■I or IJ'OUPI- NONE 

Ol■ck or Mon■y Order. Paid via SHPDA onllne portal B/5/2020 

Les Health Vascular Centers Inc. 2375 Champions Blvd. Auburn, AL 36830 



Afllrmadon of Requeatlng Party: 

'Jbc lllldcnigmd, Jeff Wc:lch, hems fim duly swam, bmeby make oath or affinn that he, a Parmer ud 
M1111&glng Member of, Lea llelltb. Vucolar Caden Int., bu knowledge oftm, w:11 in the requeat, 
aod to the beat of 's.infonnation, knowledge aod belie( flUl)h facta are true and oonect. 

Su bed om to me befon: tbla 3" day of AlJ8UII 2020. 

-~~----
My oommi11i"'I. expiles /0 / ,-C / ~::12. 

Leg Health Vascular Centers Inc. 2375 Champions Blvd. Auburn, AL 36830 
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LAW OFFICES 

MELTON, ESPY & WILLIAMS, P.C. 

JOSEPH C. ESPY, Ill 

JAMES E. WILLIAMS 

J Fl YNN MOZINGO 

C f/A.RK BAIN 

BENJAMIN J. ESPY" 

WILLIAM M. ESPY 

-'1.90 ADMITTED lh'W&SIS&IPPI 

Emily T. Marsal, Esq. 
Executive Director 

255 DEXTER AVENUE 

MONTGOMERY, Al 38104 

September 21, 2020 

Alabama State Health Planning & Development Agency 
I 00 North Union Street 
RSA Union Building· Suite 870 
Montgomery, Alabama 36104 
Email: Emi lv.Marsal@shpda.alabama.gov 

Re: Reviewability Determination Request (RV2020-021) 
Leg Health Vascular Centers, Inc. 

Dear Ms. Marsal, 

RV2020-02l 

RECEIVED 

Sep 21 2020 

OAKLEYW. MELTON, JR 
(1917-2013) 

MAILING AOCRE&S: 
P.O. OAAWER 5130 

MC»ITOOMERY,AL 36103-5130 
1'R.EPHONI! (.\.H) 2e3-8ll1 

f'AX(l),1)2N-ISl5 

I represent East Alabama Medical Center ("EAMC") in Opelika. EAMC is the only full
service acute care provider in Lee County and, with 340 licensed beds, is the leading tertiary referral 
center for the six-county area comprising east-central Alabama. EAMC is presently developing at 
Auburn Research Park the first free-standing ambulatory surgery center and free-standing emergency 
department in Lee County. EAMC is the primary cardiovascular care provider in cast-central 
Alabama, and provides the full spectrum of inpatient and outpatient cardiovascular services 
including cardiovascular and thoracic surgery, cardiac rehabilitation, and cardiac catheterization 
laboratory. 

EAMC has received and reviewed the reviewability determination request by Leg Health 
Vascular Centers. Leg Health's request is governed by ALA. ADMtN. CODE r. 410-1-7-.02, which 
has been promulgated by SHPDA in the Alabama Certificate of Need Program Rules and 
Regulations. The duty to administer the Rules and Regulations is vested in the CON Review Board. 
As CON Review Board Chairman, Dr. Swaid Swaid, stated in Project AL2020-021: 

The CON Board is charged with administering the CON program in a manner 
that is consistent with the State Health Plan and to assure that "that only those 
healthcare services and facilities found to be in the public interest shall be offered or 
developed in the state." ALA. CODE§ 22-21-261 (1975) .... 

Paramount among these criteria is patient safety. Our rules require us to 
determine "the ability of the person, directly or indirectly, to render adequate service 

knobles
E-Sticker
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to the public ... " and the "[pjrofessional capability of the facility". Ala. Admin. Code 
410-1-6-.09 ... . 

Leg Health's reviewability determination request in which it asks SHPDA to apply the 
physician's office exemption to its project that will involve the development ofan "office-based 
lab" for Ors. John Mitchell, Jacob Townsend, and Robert Yoe, must be denied. For the reasons 
discussed herein, (I) Leg Health's project involves the development of a healthcare facility; (2) 
the physician's office exemption does not apply to Leg Health's request for the same reasons 
expressed by the CON Review Board in denying the application of the physician's office 
exemption in DR! 10 and DR! 12; (3) Leg Health does not have standing to request the 
physician's office exemption for Ors. Mitchell, Townsend, and Yoe; and (4) Leg Health has not 
fully disclosed all factual information for its project required by r. 410-1-7-.02, especially all 
probing factual information involving procedural risks and patient safety, which will be 
compromised by its project. Accordingly, EAMC respectfully states as follows in response and 
opposition to Leg Health reviewability determination request. 

(1) The "Orficc-Ilased Lab" Described in Leg Health's Request is a 
Health Care Facility and Will Provide New Institutional Health 
Services, 

Leg Health's reviewability determination request proposes the development of a project 
in Auburn, Alabama that is very much like the project proposed in ORI 10 and ORI 12, which 
concerned the construction of multi-story facility in Auburn, Alabama, to be equipped with a CT 
scan and heart catheterization laboratory, and to be operated by The Institute for Advanced 
Cardiovascular Care. The CON Review Board held in DR! IO and DR 112 that the project 
involved the development of a healthcare facility, that Advanced Cardiovascular Care was not a 
physician's office, and the project was not exempt from CON review. Coincidently, the multi
story building where Leg Health will be located is the exact same building involved in DR 110 
and DR I 12; the proposed cardiovascular services are also similar; and Dr. John Mitchell, who 
will practice at Leg Health, was also going to practice at Advanced Cardiovascular Care. 

In considering whether the physician's office exemption applied to The Institute for 
Advanced Cardiovascular Care, the CON Review Board stated as follows: 

A determination regarding the reviewability of a project thus requires a two-fold 
analysis: first, does the project fit the general definition of a "health care facility" 
offering a "new institutional health service", and, if so, is it otherwise exempt 
under the Physicians' Office Exemption? 

Using the same analysis here, Leg Health's proposed office-based laboratory is a 
healthcare facility and will provide new institutional health services like the project involving the 
Institute for Advanced Cardiovascular Care. Leg Health states that it will develop an office
based laboratory at 2375 Champions Boulevard in Auburn, Alabama, that will provide the 
following services: 
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peripheral angiography and interventional procedures, left and right diagnostic 
heart catheterizations - coronary angiography, elective internal cardiac 
defibrillator (!CD) and planned pacemaker generator changes, low risk !CD and 
pacemaker implantation, implantable lop recorder insertion, direct current 
cardioversion, infusa port placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and 
nodal ablation procedures 

Leg Health does not use the words "catheterization laboratory" in describing its project, 
but all of the services Leg Health plans to provide are already provided by EAMC in its hospital
based catheterization laboratory. Accordingly, Leg Health is proposing to develop a 
catheterization laboratory that is similar or identical to the project in DRl 10 and ORI 12 in which 
the CON Review Board held the laboratory was a health care facility. 

As observed by the CON Review Board in DR! 10, the definition of"health care facility" 
in ALA. CODE§ 22-21-260(6) ( 1975) includes hospitals and related facilities such as laboratories 
and outpatient clinics. Leg Health's project involves the development of a catheterization 
laboratory which will provide out patient clinical services. Therefore, Leg Health is proposing to 
develop a "health care facility" as defined by ALA. CODE§ 22-21-260(6). 

(2) The "Office-Based Lab" Does Not Meet the Physician's Office 
Exemption. 

Leg Health's "office-based lab" fails to satisfy the physician's office exemption for many 
of the same reasons The Institute for Advanced Cardiovascular Care failed to satisfy the 
physician's office exemption. Leg Health represents that it will be the "private practice office" 
of Ors. John Mitchell, Jacob Townsend, and Robert Yoe. However, Ors. Yoe and Townsend 
presently do not practice medicine with Dr. Mitchell; they do not practice medicine in Lee 
County (neither has staff privileges at EAMC); and they do not live in Lee County. 

Ors. Yoe and Townsend both practice medicine as interventional cardiologist with 
Birmingham Heart Clinic localed at 100 Pilot Medical Drive, Suite 300, Birmingham, Alabama. 
See https://www.birminghamheart.com/index.php/physicians/ (last accessed September 21, 
2020). Birmingham Heart Clinic is 120 miles (or more than a two hour drive) from Champions 
Boulevard in Auburn. Dr. Yoe resides at 1003 Euclid Avenue, Mountain Brook, Alabama. Dr. 
Townsend resides at 13 Spring Street, Mountain Brook, Alabama. There are no public records 
showing either doctor owns property in Lee County, and there is no record of either doctor 
having a connection to Lee County - - Dr. Yoe attended Birmingham Southern College and Dr. 
Townsend attended the University of Georgia. 

In addition, Birmingham Heart Clinic's other office locations are limited to Birmingham 
and its metropolitan area, in Pell City, Gardendale, and Oneonta. Birmingham Heart Clinic does 
not have an office or presence in Lee County or in the six county area served by EAMC. 
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Dr. John Mitchell practices medicine separately from Drs. Yoe and Townsend, at The 
Heart Center located at 2375 Champions Boulevard. According to The Heart Center's website, 
Dr. Mitchell is a solo-practitioner. See https://www.thehea11centercardiology.com/about-us.html. 
(last accessed September 21, 2020). Unlike Drs. Yoe and Townsend, Dr. Mitchell resides in Lee 
County at 2700 Mimms Trail, Auburn. 

There is no evidence - - only Leg Health's unsubstantiated representations - - that Leg 
Health is an existing medical practice or that Drs. Yoe, Townsend and Mitchell practice medicine 
in the same physicians' group. In fact, Leg Health's representations are undeniably false because 
Leg Health was not incorporated until July 14, 2020, just two weeks before it submitted its 
reviewability determination request, and Leg Health did not obtain a national provider identifier 
("NP!") from the Centers for Medicare and Medicaid until August 25, 2020, three weeks after it 
submitted its reviewability determination request.' In contrast, Drs. Townsend and Yoe have 
practiced medicine with Birmingham Heart Clinic since 2012 and 2015 respectively, and Dr. 
Mitchell has been practicing medicine in the Auburn-Opelika area for 30 years. 

The physician's office exemption is broader today than when applied in DR! 10 and 
DR! 12 due to the Alabama Supreme Court's holding in Ex parte Sacred Heart Health System, 
Inc., 155 So. 3d 90 (Ala. 2012). However, the basis for the CON Review Board's ruling in 
DR! IO and DRI 12 was not effected by Ex parte Sacred Heart, and therefore DR! 10 and DR! 12 
still apply. initially, in DR 110 the CON Review Board determined that there was no actual 
physician's practice to which the physician's office exemption could apply, stating: 

[l]t is the "current intention" of Dr. Davis and his practice, Cardiovascular 
Associates, and Dr. Mitchell and his current practice, HCC, to move to the POB 
and to "lease certain medical office space and equipment from CMD." They also 
state that they anticipate that Cardiovascular Associates and HCC "will merge and 
form a single professional corporation known as the Institute for Advanced 
Cardiovascular Care", and that thereafter Dr. Davis, Dr. Mitchell and other 
physician members of the two merged entities will practice medicine through the 
Institute .... However, the Respondents failed, despite ample opportunity, to 
provide documentary evidence to support their claims regarding the changes to the 
cardiology practice's organization structure and the manner in which the 
equipment will be owned and operated. 

(DRl 10 at 2). Likewise, in reconsidering the same project in DRI 12, the CON Review Board 
held: "The record also reflects that the physicians are not actually practicing medicine as one 
group," and "the Application of the Physician's Office Exemption to such a large facility 
operated by a group of loosely connected physicians providing a multitude of services ordinarily 

1 Given !he recent issuance of Leg Health's NIP, it is possible that Leg Health does not 
have a provider billing number with 13lue Cross 13lue Shield Alabama, Medicare or Medicaid. 

----------------~ ~------~------ -- -- -----
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provided in a health care facility would create an exception that swallows the rule." (DRl 12 at 3-4). 

In this review as well, the record reflects that the physicians are not actually practicing 
medicine as one group. Therefore, the physician's office exemption does not apply to Leg 
Health's project despite its representations. Leg Health represents that "The proposed services 
are to be provided, and related equipment used, exclusively by the physicians identified as 
owners or employees of the physician's practice for the case of their patients." (Emphasis 
added). Ors. Yoe and Townsend practice with Birmingham Heart Clinic, and Dr. Mitchell 
practices with The Heart Center. Therefore, any billing by Leg Health on their behalf will be 
outside of their physician's practice. 

Leg Health represents that "No new health service that is currently offered by Leg Health 
Vascular Centers, Inc., will be provided with the implementation of the procedures described in 
the document[.]" Leg Health is a newly formed entity, however, and it has never provided any 
medical services. Therefore, this representation cannot be true. 

Leg Health represents that "All patients' billings related to such service are through, or 
expressly on behalf of, the physician's practice." However, Leg Health cannot bill for services 
provided by Ors. Yoe and Townsend with Birmingham Heart Clinic or by Dr. Mitchell with The 
Heart Center. Therefore, any billing by Vascular Health for procedures performed by Ors. Yoe, 
Townsend and Mitchell will be as a healthcare facility, and not a physician's office. 

Leg Health represents "The equipment shall not be used for inpatient care, nor by, 
through or on behalf of a healthcare facility." However, Leg Health is a health care facility and is 
not a physician's office. Therefore, all billing by Leg Health will be by, through, and on behalf 
of a healthcare facility. 

Accordingly, SHPDA should deny Leg Health's request for a determination that its 
project is exempt from CON review under the physician's office exemption. SHPDA should 
respond that the project involves the development of a healthcare facility for which a CON is 
required. 

(3) Leg Health Docs Not Have Standing to Request a Rcvicwability 
Determination Involving Drs. Yoe, Townsend, and Mitchell. 

A reviewability determination request must "be attested by an officer, partner or 
authorized agent of the company having knowledge of the facts contained therein." ALA. ADMIN. 
CODE r. 4 I 0-1-7-.02(1 ). The individual who signed the rcviewability determination request is 
Jeffery Welch. Jeffrey Welch identifies himself as Leg Health's "Partner, Managing Member." 
However, as discussed above, there is no evidence that Leg Health is an actual physician's office. 
There is no representation that Jeffrey Welch is an employee or agent of Birmingham Heart 
Clinic or The Heart Center. There is no evidence that Jeffrey Welch is a physician with 
knowledge of the procedures Leg Health will perform and there is no attestation, or even an 
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acknowledgment, from Ors. Yoe, Townsend, and Mitchell, the physicians who allegedly will 
comprise the physician's office. 

Jeffrey Welch does not have standing to make a reviewability determination request for 
Ors. Yoe, Townsend, and Mitchell. As a layperson, Jeffrey Welch obviously cannot represent 
the types of procedures the doctors will perform nor can he represent whether the procedures are 
low risk, non-novel, minimally invasive, etc. Jeffrey Welch also cannot represent that Leg 
Health has a care plan for dealing with unexpected changes in a patient's status. Jeffrey Welch 
states the Leg Health has a "pathway to transfer to a higher level of care as needed." (Request at 
I). However, EAMC is the only higher level of care located in Lee County and it has no pathway 
to receive transfers from Leg Health. 

In fact, Jeffrey Welch is co-CEO of HealthScan Imaging, LLC, located at 2525 Bell Road 
in Montgomery - the same address given for Leg Health's managerial/administrative office. The 
CFO for HealthScan is Fred Johnson, who also is the incorporator for Leg Health. HcalthScan 
Imaging's website, http://myhealthscan.com/ (last accessed September 21, 2020), represents that 
it provides echocardiography, ultrasound, and nuclear cardiology services, but it does not identify 
any employed or associated physicians. Furthermore, upon information and belief, the office of 
HealthScan Imaging at 2525 Bell Road is not a physician's office or clinical office, and the 
website does not identify other practice locations. 

In a company marketing video, Jeffrey Welch describes Healthscan Imaging offerings -
"At Healthscan, we're not just a service provider. We're truly partnering with that practice to 
come in and make sure from the schedule to the billing and collections, to the reporting is all 
done for the best of the patient and the practice. We're partnering physicians and helping them 
save lives, helping them identify disease and conditions they could not have otherwise done in 
their practices." Jeffrey Welch's brother, Brian, who is the co-CEO ofHealthScan Imaging, adds 
- "There is no upfront cost for 1-IeallhScan services. After our team does its analysis, we come in 
and work with your office manager, your administrator, and your billing company to help to 
provide these services in a way that you have plenty of time to perform the test, bill for the test, 
collect the money before anything is due to Healthscan. It's a program that offers patient 
convenience, physician control, practice profitability, with no risk to you." 

A 1-lealthScan Imaging advertisement on Facebook states that the company provides 
"solutions for all your cardiac nuclear imaging and ultrasound needs," and lists the following 
benefits available with HealthScan Imaging: complimentary nuclear laboratory analysis; 
guaranteed lowest price for isotopes and Lexiscan; all staffing needs, cardiac nuclear testing & 
ultrasounds for satellite locations; etc. According to Jeffrey Welch's Linkedln profile, the 
company is "actively seeking cardiologists who are expanding in new markets, opening new 
clinics or wanting to evaluate their current imaging program." 

Leg Health is apparently a marketing, office management, or cardiac services program, or 
a combination thereof, for HealthScan Imaging. Whatever Leg Health may actually be, it is not a 
physician's office and it is not the "physician's practice" for Ors. Yoe, Townsend, and Mitchell. 
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Therefore, Jeffrey Welch does not have standing to request a reviewability determination that the 
physician's office exemption applies to Leg Health's proposed clinic in Auburn. 

(4) Leg Health Has Not Disclosed the Required Full Factual Information 
For its "Office-Based Lab," And SIIPDA Therefore Cannot Issue a 
Letter of Non-Rcvicwability, 

Rule 410-1-7-.02( I) provides that a party making a reviewability determination request 
"shall ... disclos[e] full factual information." As discussed above, Leg Health's request is 
unsubstantiated and en-oneous in light of publicly available information, and EAMC's own 
familiarity with the physician practices in Lee County. Furthermore, Leg Health does not 
provide meaningful factual information regarding patient safety and project costs which must be 
carefully considered when applying the physician's office exemption. 

Most of the procedures Leg Health will perform are traditionally performed in a 
catheterization laboratory.' A catheterization laboratory is an examination room that contains 
diagnostic imaging equipment useful in visualizing the arteries oflhe heart and heart chambers, 
and to treat arterial stenosis or abnormalities. A catheterization laboratory is staffed by a 
multidisciplinary team, or a multidisciplinary team is readily accessible. Some of the procedures 
Leg llealth says it will perform are, contrary to Leg Health's representation, not "minimally 
invasive." Attached hereto as Exhibit A is a chart which identifies the nature of each procedure 
Leg Health represents it will perform; the level of anesthesia involved; and the equipment 
needed. Nearly all of the procedures involve conscious sedation up to general anesthesia; nearly 
all require a multidisciplinary team; and all involve risks ranging from bleeding, allergic reaction, 
and infection; to blood clots, perforation, blood vessel damage, collapsed lung, and pulmonary 
artery rupture. Many of the procedures have the potential of requiring immediate intervention 
and surgery. 

In fact, cardiac patients are by definition a higher risk group due to age, prevalence of 
comorbidities, and baseline reduced cardiac reserve. Any procedure on a high-risk population 
becomes high-risk itself. 

A catheterization laboratory is equipped with a defibrillator, medications, other 
equipment, and trained staff to respond to such risks. In addition, a hospital-based 
catheterization laboratory, like the one at EAMC, has all the resources and professionals 
associated with a tertiary care facility immediately available. Leg Health's reviewability 
determination request does not disclose any of the complexities and risks associated with the 
procedures it will perform, and it fails to give any factual information regarding how the risks 
will be contained or addressed; what healthcare professionals will be involved; whether a 
multidisciplinary team will be used; and what equipment and staff will available in the event of 

2 A transesophageal echocardiogram ("TEE") is usually performed in a echocardiography 
laboratory instead of a catheterization laboratory. 
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morbidity or mortality. In summary, Leg Health fails to provide any factual information that 
assures SHPDA that patient safety is a priority and will be assured in its physician's office. 

Leg Health's reviewability determination request does not disclose the equipment that 
will be available for the procedures it will perform. Leg Health represents that its equipment 
costs will be $350,000, and its annual operating cost will be $618,000. However, a cath lab by 
itself costs $950,000, and it costs approximately $1.8 million to construct and fully equip a cath 
lab, broken down as follows: 

Cath Lab 
Construction 
Echo Machine 
TEE Probe 
Defibrillator - Cardioversion 
EP Mapping System 
Nuclear Medicine Camera 

$950,000 
$250,000 
$204,000 
$32,553 
$16,670 
$150,000 
$200,000 

In summary, Leg Health has failed to provide full factual information required by r. 410-
1-7-.02( I). For this reason, and the other reasons previously discussed, SHPDA must deny Leg 
Health's reviewability determination request. 

In addition, SHPDA should not allow Leg Health to supplement its reviewability 
determination request. In the alternative, no supplemental information should be accepted or 
considered by SHPDA unless Leg Health makes the required disclosure discussed above and, in 
addition, makes a full factual disclosure responsive to the following questions. 

I. What is the ownership structure of Leg Health, who all has an ownership interest, 
and what is the nature and extent of each interest? 

2. Will Ors. Yoe and Townsend continue to practice medicine with Birmingham 
Heart Clinic and/or in the Birmingham area? 

3. Will Or. Mitchell continue to practice medicine as The Heart Center? 

4. Will Ors. Mitchell, Yoe, and Townsend cease to use the provider numbers they 
cun-ently use with their existing physician practices for any future medical 
services they provide? 

5. Will Ors. Mitchell, Yoe, and Townsend, all together, exclusively use the Provider 
Number obtained for Leg Health going forward for any and all medical services 
they provide regardless of the location and in which the services arc provided? 

6. Do Ors. Yoe and Townsend intend to relocate their homes and families from 
Birmingham to Lee County? 
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7. Will Ors. Yoe and Townsend seek to obtain staff privileges at EAMC? 

8. What is Leg Health's pathway to transfer patients needing a higher level of care? 

9. Concerning Leg Health's representation in the "Financial breakdown" in its 
rcvicwability request, what equipment is already owned by the practice, and who 
in fact is the owner of the equipment? 

10 Whal equipment will Leg Health purchase or lease, and what equipment is each 
physician contributing? 

11. What is the square footage of the area in the building that will be leased by Leg 
Health? 

12. How many employees with Leg Health have, what is or will be their 
qualifications, and what expertise will they provide? 

13. What involvement will Health Scan Imaging have with Leg Health, what persons 
employed by or associated with HealthScan Imaging will be involved, and what 
will be the nature and exlenl of their involvement? 

14. What involvement will Fred Johnson have with Leg Health? 

15. What management and administrative services will be provided by Jeffery Welch 
and/or from the office localed at 2525 Bell Road, Montgomery, AL 36117? 

16. What equipment, medications, and staff will be available to handle any and all 
risks to the patients associated with the procedures Leg Health will perform? 

17. What procedures will Leg Health perform outside of those represented in its 
reviewability determination request? 

18. Will Leg Health perform procedures that are move invasive than those represented 
in its request and, if so, what are the procedures? 

19. Does Leg Health have a clear and defined robust QA and Pl protocol to insure 
quality and, if so, what is the protocol? 

On behalf of EAMC, we appreciate the opportunity to respond to Leg Health's request for 
a reviewability determination. 
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JW/JFM/1 
cc: Jeff Welch, Partner, Managing Member 

Leg Health Vascular Centers, Inc. 
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•Note: Cardiac patients are inherently at higher risk due to age, high prevalence of comorbidities and baseline 

reduced cardiac reserve. Any procedure on a high·risk population becomes high•risk. These procedures, when 

performed In an office setting vs. a hospital further increase the risk and compromise safety of the patient, with 

no obvious patient benefit. All procedures should have a clear and defined robust QA and Pl protocol in place 

to insure quality. 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

Mr, Jeff Welch, Managing Member 
Leg Health Vascular Centers, Inc. 
2525 Bell Road 
Montgomery, Alabama 36117 

Dear Mr, Welch: 

September 23, 2020 

RE: RV2020-021 
Leg Health Vascular Centers, Inc. 

This is written in response to the Reviewability Determination Request received August 6, 2020 regarding 
a proposal by Leg Health Vascular Centers, Inc. for the addition of an office-based lab to provide low risk 
peripheral angiography and interventional procedures, left and right diagnostic heart catheterizations
coronary angiography, elective internal cardiac defibrillator {ICD) and planned pacemaker generator 
changes, low risk internal cardiac defibrillator (!CD) and pacemaker implantation, implantable lop 
recorder insertion, direct current cardioversion, infusa port placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation procedures 
within the private practice to patients through the Physician Office Exemption. 

On September 21, 2020, the Agency received comments in opposition to this request filed by East 
Alabama Medical Center (EAMC). A copy of the comments is enclosed. Please provide responses to the 
concerns outlined by EAMC as you deem appropriate, 

ALA. ADMIN. CODE r, 410-1-7-,02(4) allows the Executive Director additional time to evaluate all 
comments received on behalf of a request prior to rendering a response, In an effort to provide Leg Health 
Vascular Centers, Inc. an opportunity to respond to these comments and concerns, the Agency is 
executing its authority to extend the response time. 

By October 7, 2020, it is requested that the Agency be provided with the following information: 

I, Please clarify the relationship between HealthScan Imaging, LLC, located at 2525 Bell Road, 
Montgomery, Alabama and Leg Health Vascular Centers, Inc,, located at 2375 Champions 
Boulevard, Suite 100, Auburn, Alabama. 

2, On page two of the Reviewability Determination Request, it states all procedures will be 
performed in the private physician office of Leg Health Vascular Centers, Inc., "currently located 
at the address provided in the letterhead of this document," However, the address referenced on 
the letterhead is for Leg Health Vascular Centers, Inc., Administrative Offices, 2525 Bell Road, 
Montgomery, Alabama, The request also reports the service area as Auburn, Alabama. 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4 t 03 FAX: (334) 242-4113 
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RE: RV2020-02 l 
September 23, 2020 
Page Two 

Please confirm the correct address for the proposal as well as the applicable service area for this 
application. 

3. Provide clarification regarding whether patients are cWTently being served at Leg Health Vascular 
Centers, Inc., located at 2375 Champions Boulevard, Suite JOO, Auburn, Alabama. 

4. Please advise of the primary practice locations of Ors. Robert Yoe, Jacob Townsend, and John 
Mitchell, as well as locations of all satellite practices of each physician. 

5. Provide the current billing structures, i.e. the name and provider nwnber, of each physician for 
all practice locations, and provide the proposed billing structure of this request on behalf of Leg 
Health Vascular Centers, Inc. 

Upon receipt of verifications, due consideration will be given to all comments, and a finding issued in 
accordance with Statute and the Alabama Certificate of Need Program Rules and Regulations. 

Pursuant to ALA. ADMIN. CODE r. 410-1-3-.09, all docwnents to be filed must be submitted 
electronically to shpda.online@shpda.alabama.gov in text searchable, PDF format. 

Should you have any questions, please contact the Agency at (3 34) 242-4 I 03. 

Sincerely, 

~~ 
Executive Director 

ETM:mst 

cc: James E. Williams, Esquire 
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Administrative Offices: 2525 Bell Rd - Montgomery, Al 36117 
Practice Location: 2375 Champions Blvd. Auburn, Al 36830 

Emily T. Marsal, Esq. 

Executive Director 

September 28, 2020 

Alabama State Health Planning & Development Agency 

100 North Union Street 

RSA Union Building -Suite 870 

Montgomery, Alabama 36104 

RE: RV2020-021 

RV2020-021 

RECEIVED 
Sep 30 2020 

Leg Health Vascular Centers, Inc 
Dear Ms. Marsal, 

This letter is in response to yours dated September 23, 2020 seeking comment in response to questions 

raised by East Alabama Medical Center (EAMC) regarding our Reviewability Determination Request. We 
appreciate the opportunity to provide answers to your questions: 

1. Please clarify the relationship between HealthScan Imaging, LLC, located at 2525 Bell Road, 
Montgomery, Alabama and Leg Health Vascular Centers, Inc, located at 2375 Champions 
Boulevard, Suite 100, Auburn, Alabama. 

HealthScan imaging is an employee staffing and diagnostic equipment financing/leasing 

company developed and managed by Jeff and Brian Welch, helping physicians provide 

diagnostic imaging for their patients within their private offices for more than 14 years. Leg 

Health Vascular Centers, Inc, is a private physician medical practice. This practice was formed 

for the sole purpose of managing Dr. John Mitchell's office based procedural lab, allowing the 

clinical and in-office procedural portions of his practice to have individual attention as separate 

business entities under the same private practice umbrella. From a patient perspective, Leg 

Health Vascular Centers, Inc, is an invisible entity, completely encompassed within Dr. Mitchell's 

practice, The Heart Center Cardiology, located on Champions Drive. The only links between 

HealthScan and Leg Health are the involvement of Jeff and Brian Welch, using their knowledge 

of in-office imaging and staffing resources to help Dr. Mitchell's office-based surgery lab achieve 

success. Using Leg Health's administrative office of 2525 Bell Rd, Jeff Welch and Brian Welch will 

provide Dr. Mitchell with administrative duties such as, but not limited to, HR, staffing, medical 

billing, collections, equipment, maintenance, compliance, and accreditation support. 

knobles
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2. On page two of the Reviewability Determination Request, it states all procedures will be 

performed in the private physician office of leg Health Vascular Centers, Inc., 'cu"ently 
located at the address provided in the letterhead of this document'. However, the address 

referenced on the letterhead is for leg Health Vascular Centers, Inc., Administrative Offices, 

2525 Bell Road, Montgomery, Alabama. The request also reports the service are as Auburn, 

Alabama. Please confirm the correct address for the proposal as well as the applicable service 
area for the application. 

Our apologies for any confusion created with the response. All procedures will be performed in 

the private physician office of leg Health Vascular Centers, Inc, at 2375 Champions Boulevard, 

Auburn, Al, which is also the physical location of Dr Mitchell's private practice, The Heart Center 

Cardiology. This allows for individual focus on the management and business aspects of his 

clinical practice (The Heart Center Cardiology), and the in-office procedural side of his practice 

(Leg Health Vascular Centers). The service area is Auburn, AL. Dr Mitchell is the only physician 

credentialled in Leg Health Vascular Centers to provide office-based surgery, and the office

based lab is solely an extension of his private practice. 

3. Provide clarification regarding whether patients are currently being served at leg Health 
Vascular Centers, Inc., located at 2375 Champions Boulevard, Suite 100, Auburn, Alabama. 

Dr Mitchell's patients are currently being served at the above-mentioned address, but not by 

Leg Health Vascular Centers Inc. Leg Health, like the Heart Center Cardiology, is Dr Mitchell's 

private practice, and the office-based lab is therefore an extension of his practice - however 

because Leg Health was created to house the procedural side of his practice, it will not function 

to serve patients until the Reviewability Determination has been approved. 

4. Please advise of the primary practice locations of Drs. Robert Yoe, Jacob Townsend, and John 
Mitchell, as well as locations of all satellite practices of each physician. 

Drs. Robert Yoe and Jacob Townsend maintain a primary practice with the Birmingham Heart 

Clinic at 100 Pilot Medical Drive Suite 300, Birmingham, Alabama. Dr Yoe also has a satellite 

practice at 150 Gilbreath Drive, Oneonta, Alabama. Dr Townsend has a satellite practice at 74 

Plaza Medical Drive, Suite 2B, Pell City, Alabama. Neither Drs. Yoe or Townsend will be 

practicing in the Auburn area, nor are they credentialed with any insurers outside of their work 

with the Birmingham Heart Clinic. Their involvement in Leg Health Vascular Centers, Inc., is in 

an advisory role, leveraging prior experience in office-based surgery to assist Dr. Mitchell in 

providing the highest quality care and best patient outcomes. 

Dr Mitchell's primary practice is The Heart Center Cardiology, located at 2375 Champions 

Boulevard, Suite 100, Auburn, Alabama. In addition, Dr. Mitchell proposed to practice in the 

private practice of Leg Health Vascular Centers, Inc located at the same address as The Heart 

Center Cardiology, 2375 Champions Boulevard, Suite 100, Auburn, Alabama. 

5. Provide the current billing structures, i.e. the name and provider number, of each physician 

for all practice locations, and provide the proposed billing structure of this request on behalf 
of leg Health Vascular Centers, Inc. 



Using the physician office exemption, Dr. John Mitchell is the only physician being credentialled 

to bill for procedures in the private office location of Leg Health Vascular Centers, Inc. As 

mentioned, Leg Health is the practice entity developed with the sole purpose of operating Dr. 

Mitchell's in-office surgery lab, serving as the extension of his clinical practice. Leg Health was 

formed exclusively for Dr. Mitchell's private practice and the patients he serves. Dr. Mitchell's 

NPI #1417975186, Leg Health NPI # 1518570068. 

Dr. Mitchell will continue to offer clinical services within the private medical practice of The 

Heart Center Cardiology. 

In considering whether the Physician's Office Exemption applies to Leg Health's request, and for the 

committee's benefit in granting leg Health a letter of non-reviewability, we would like to offer the 

summary of facts outlined below. 

As stated in our initial request, the proposed services are to be provided, and related equipment 

used, exclusively by the physician(s) identified as owners or employees of the physician's 

practice, for the case of their patients. 

With guidance from the Alabama State Board of Medical Examiners, Dr. Mitchell successfully 

completed the ADPH survey and is approved to perform Office Based Surgery at 237S 

Champions Blvd Auburn, AL. This information is documented on his 2020 Alabama Medical 

License. Dr. Mitchell will continue providing clinical services to his patients within his private 

practice, The Heart Center Cardiology, located at 2375 Champions Blvd. Auburn, AL, however, 

he is requesting The Board's approval to utilize the newly formed private practice of leg Health 

Vascular Centers, Inc as his secondary private medical practice, existing within his current 

private practice, (The Heart Center Cardiology). Leg Health was formed for the sole purpose of 

managing Dr. John Mitchell's office based procedural lab, allowing the clinical and in-office 

procedural portions of his practice to have individual attention as separate business entities 

under the same private practice umbrella. From Leg Health's administrative offices at 252S Bell 

Rd, Jeff Welch, Leg Health's Authorized Official, and Brian Welch will provide Dr. Mitchell 

support functions such as, but not limited to, HR, staffing, payroll, medical billing, collections, 

equipment, maintenance, compliance and accreditation support. Neither Dr. Yoe nor Dr. 

Townsend will be practicing in the Auburn area, nor are they credentialed with any insurers 

outside of their work with the Birmingham Heart Clinic. Their involvement in Leg Health 

Vascular Centers, Inc., is solely an advisory role, leveraging prior experience in office-based 

surgery to assist Dr. Mitchell in providing the highest quality care and best patient outcomes. To 

ensure the safety of each patient receiving OBS and to achieve compliance with Alabama 

guidelines, Leg health and Dr. Mitchell have adopted Alabama's Board of Medical Examiner's 

Administrative Code S40-x-10 as well as other best practices for Office Based Surgery. The 

existing layout of Dr. Mitchell/leg Health office currently meets or exceeds the required 

specifications to perform each of the procedures requested. Therefore, no construction will be 

needed. 

Legal authority for determining what types of facilities and services are subject to review is 
found in the CON statute, Ala. Code§ 22-21-260, et seq., and under the regulations 



promulgated by SHPDA, Ala. Adm in. Code§ 410-1-1, et seq. Under the statute and regulations, 
four types of "new institutional health services" are subject to CON review: 

1. The construction, development, acquisition or other establishment of a new 
healthcare facility or health maintenance organization (HMO); 

2. A capital expenditure by a healthcare facility for major medical equipment, 
new annual operating costs, or "other expenditures" which exceed certain 
monetary thresholds; 

3. A change in the existing bed capacity of a healthcare facility or HMO; or 
4. The offering of a "new health service" by a healthcare facility not previously 

offered within the prior 12 month period. 

Leg Health Vascular Canters Inc. is a private physicians office. Dr. Mitchell and the private 

medical practice of Leg Health is not proposing to develop a healthcare facility. It's our 

understanding that healthcare facilities include hospitals, rehabilitation centers, nursing homes, 

ambulatory surgery centers, kidney disease treatment centers, home health agencies, alcohol 

and drug abuse facilities and other statutorily defined types of facilities. The term "healthcare 
facility" does not include "the offices of private physicians or dentists, whether for individual 
or group practices and regardless of ownership." In addition, Dr. Mitchell does not propose to 

build or construct a new building, nor is there a need for construction within the private office of 

Leg Health/The Heart Center Cardiology. The offices of Leg Health and The Heart Center 

Cardiology are both private physician practice locations, used exclusively by Dr. Mitchell, located 

at the above-mentioned address of 2375 Champion Blvd. 

The capital expenditure thresholds over which a CON is needed are much higher than the 
estimated budget provided below. 

Total Major Medical Equipment estimated cost for the office-based procedures= $350,000.00 

To include: Diagnostic X-Ray System, patient monitoring equipment, patient recovery 
equipment, defibrillator and IVUS for arterial and venous procedures. All other equipment is 
already owned by the private practice. 

Estimated annual first year operating cost: Total = $618,000 

• Building Lease $48,000.00/annual 
• Equipment Lease $120,000.00/annual 

• Supplies - $200,000.00 
• Employee Wages - $250,000.00 

• Land Cost - None 
• Renovation/Construction Cost- None 



On behalf of Dr. Mitchell and the patients he serves in his private medical practice, located at 2375 

Champions Blvd. Auburn, AL, we respectfully request your approval of Leg Health Vascular Centers 

request for a letter of non-reviewability determinization. 

Thank you again for the opportunity to address your questions. We look forward to your response. 

Sincerely, 

946-11/e/,ei, Electronic Signature 9/28/2020 

Jeff Welch, Authorized Official/Managing Member 

Leg Health Vascular Centers, Inc. 

~ "3(/, 1KiteJe/t 11(, Z,. Electronic Signature 9/28/2020 

John Mitchell M.D., Medical Director/Owner 

Leg Health Vascular Centers, Inc. 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

Mr. Jeff Welch, Managing Member 
Leg Healtb Vascular Centers, Inc. 
2525 Bell Road 
Montgomery, Alabama 36117 

Dear Mr. Welch: 

October 6, 2020 

RE: RV2020-02 l 
Leg Health Vascular Centers, Inc 

This is wrinen in response to your lener dated September 28, 2020, providing the additional information 
requested by this Agency on September 23, 2020, regarding the Reviewability Determination Request 
filed on behalf of Leg Health Vascular Centers, Inc. for the addition of an office-based lab to provide low 
risk peripheral angiography and interventional procedures, left and right diagnostic heart catheterizations
coronary angiography, elective internal cardiac defibrillator (!CD) and planned pacemaker generator 
changes, low risk internal cardiac defibrillator (!CD) and pacemaker implantation, implantable lop 
recorder insertion, direct current cardioversion, infusa port placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation procedures 
to patients within a private pbysician medical practice located in Auburn, Alabama through the Physician 
Office Exemption. 

Based on the facts presented to date, the Agency is unable to conclude that the proposed project meets the 
requirements for the Physician Office Exemption or any other Certificate of Need exemption. It is 
requested that the following additional information be provided in support of your request: 

Supplemental information was provided to the Agency regarding the relationship between HealthScan 
Imaging, LLC, Leg Health Vascular Centers, Inc., and The Heart Center Cardiology. In your letter you 
stated "This practice was formed for the sole purpose of managing Dr. John Mitchell's office based 
procedural lab, allowing the clinical and in-office procedural portions of his practice to have individual 
attention as separate business entities under the same private practice umbrella. From a patient 
perspective, Leg Health Vascular Centers, Inc. is an invisible entity, completely encompassed within Dr. 
Mitchell's practice, The Heart Center Cardiology, located on Champions Drive." Please provide 
clarification and any relevant documentation as to whether Leg Health Vascular Centers, Inc. is a sub part 
of a global entity or an entirely separate entity. 

In the original Reviewability Determination Request received August 6, 2020, you stated "The private 
practice office location/or Leg Health Vrucular Centers: Dr. Robert Yoe, Dr. John Mitchell, and Dr. 
Jacob Townsend is 2375 Suite JOO Champions Blvd Auburn, AL 36830 ... The physician owners 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 FAX: (334) 242-4113 
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RE: RV2020-02 l 
October 6, 2020 
Page Two 

and or employees of Leg Health Vascular Centers; Dr. Robert Yoe, Dr. John Milche/1, and Dr. Jacob 
Townsend, are each licensed in the slate of Alabama and certified to perform the procedures /isled above. 
The physicians will not perform any acute emergency cardiac inlerventions nor any coronary angioplasty 
in the private practice selling." However, in correspondence dated September 28, 2020, it stated "Dr. 
Mitchell is !he only physician credentialed in leg Health Vascular Centers to provide office-based 
surgery, and the office-based lab is solely an extension of his private practice." It also stated that "neither 
Drs. Yoe or Townsend will be practicing in the Auburn area, nor are they credentialed wilh any insurers 
outside of their work with the Birmingham Heart Clinic. Their involvement in Leg Health Vascular 
Centers, Inc. is in an advisory role." Please provide the Agency with a detailed explanation regarding the 
relationship of the three referenced doctors, and the roles of Dr. Robert Yoe and Dr. Jacob Townsend at 
Leg Health Vascular Centers, Inc., to include their reimbursement for services provided, and specifics as 
to the financial involvement of Drs. Yoe or Townsend in the proposed project. Please also provide the 
names of all physicians identified as owners or employees of the practice who will be providing the 
proposed services and utilizing the related equipment. 

Upon receipt of verifications, due consideration will be given to all comments, and a finding issued in 
accordance with Statute and the Alabama Certificate of Need Program Rules and Regulations. 

Pursuant to ALA. ADMIN. CODE r. 410-1-3-.09. all documents to be filed must be submitted 
electronically to shpda.onHne@shpda.alabama.gov in text searchable, PDF format. 

Should you have any questions, please contact the Agency at (334) 242-4103. 

~1.AMA~ - -~mW ~:,,:l ___ ,-
Executive Director 

ETM:mst 
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LEG HE TE . 1 
Administrative Offices: 2525 Bell Rd - Montgomery, AL 36117 

Practice location: 2375 Champions Blvd. Auburn, AL 36830 

Emily T. Marsal, Esq. 

Executive Director 

October 07, 2020 

Alabama State Health Planning & Development Agency 

100 North Union Street 

RSA Union Building - Suite 870 

Montgomery, Alabama 36104 

( 

RE: RV2020-021 

RV2020-021 
RECEIVED 
Oct 09 2020 

Leg Health Vascular Centers, Inc 

Dear Ms. Marsal, 

This letter is in response to yours dated October 6, 2020 seeking comment in response to questions 

raised regarding our Reviewability Determination Request pursuant to the exemption from Certificate of 

Need ("CON") review provided to the "offices of private physicians" under Ala. Code 22-21-260(6) (1975 

as amended) (the "Physician's Office Exemption" or "POE"). Ex porte Sacred Heart Health Sys., 155 So. 

3d 980, 988 (Alo. 2012} 

Please provide darificatlon and anv relevant documentation as to whether Leg Health 

Vascular Centers Inc. is part of a global entitv or an entirely separate entitv. 

Leg Health Vascular Centers Inc. is a standalone entitv and is not part of, nor affiliated with any other 

entity. leg Health Vascular Centers, Inc. ls organized and officially recognized as a private medical 

practice in the state of Alabama and is not part of a Healthcare facility or HMO. Dr. John Mitchell is the 

only physician provider credentialed to perform the approved office-based procedures. The NPI # is 

1518570068. 

Please provide the agency with a detailed explanation regarding the relationship of the three 

referenced doctors, and the roles of Dr. Robert Voe and Or. Jacob Townsend at Leg Health 

Vascular Centers, Inc. to include their reimbursement for services provided, and specifics as to 

the financial involvement of Ors. Yoe or Townsend in the proposed project. Plea5e also 

provide the names of all the physicians identified as owners or employees of the practice who 

will be providing the proposed services and utlli1ing the related equipment. 

knobles
E-Sticker



Ors. Yoe and Townsend are acting in an advisory and business consulting role for the benefit of Dr. 

Mitchell's private practice patients. Or. Mitchell is the sole provider for office based procedures utilizing 

the private practice of leg Health. The owner or employee of leg health providing the proposed services 

and utilizing the related equipment will be Dr. John Mitchell. Dr. Mitchell will perform approved office· 

based procedures exclusively for and on behalf of his private practice patients. Dr. Mitchell, Dr. 

Townsend, Dr. Yoe, Jeff Welch and Brian Welch organized the formation of leg Health Vascular Centers, 

Inc. as a private physician office for the purpose of separately managing administrative and billing 

functions for Dr. Mitchell (i.e. Providing best practices, compliance with SHPDA OBS guidelines, revenue 

cycle management, equipment financing, accreditation) as well as other back office responsibilities for 

the approved office-based procedures. We felt separating the clinical and procedural functions into 

separate private medical practices would reduce the administrative impact on The Heart Center 

Cardiology. Drs. Yoe and Townsend are not credentialed with any insurance providers outside of their 

affiliation with Birmingham Heart and their involvement with Dr. Mitchell and leg Health Vascular 

Centers is in an advisory role. Ors. Yoe and Townsend will not practice medicine or perform clinical 

services for Leg Health, nor will they be reimbursed for any clinical procedures performed at Leg Health 

or The Heart Center Cardiology. Any financial involvement regarding Ors. Yoe and Townsend will be 

entirely related to their role as an advisor and oversight to the office lab and staff. 

Summary of request: 

The POE provides an exemption from CON review process under Alabama Code 221-21-260(6) far the 
"offices of private physicians ... , whether far Individual or group practices and regardless of 
ownership." We feel strongly that our request meets the four-part test adopted by the Alabama 
Supreme Court and used to determine whether a proposed project qualifies for the POE: 

Dr. Mitchell ls the only physician performing office-based surgery for leg Health Vascular 
Centers and, in effect, on behalf of the patients within his private practice, The Heart Center 
Cardiology. Dr. Mitchell will only offer low risk procedures, such as peripheral angiography 
and Interventions, where chances of having complications is exceedingly low. All procedures 
will be performed in the private physician office of leg Health Vascular Centers, Inc, at 2375 
Champions Boulevard, Auburn, Al, which is also the physical location of Dr Mitchell's private 
practice, The Heart Center Cardiology. The separation of private practices allows for 
individual focus on the management and business aspects of his clinical practice (The Heart 
Center Cardiology), and the In-office procedural side of his practice (leg Health Vascular 
Centers). The service area Is Auburn, AL Or Mitchell ls the only physician credentialled in leg 

Health Vascular Centers to provide office-based surgery, and the office-based lab is solely 
intended as an e><tension of his private practice. The related equipment will be used 
exclusively by the physicians identified as owners or employees of Leg Health, which in this 
case, will be Dr. John Mitchell. Dr. Mitchell successfully completed the ADPH survey and is 
approved to perform Office Based Surgery at 2375 Champions Blvd Auburn, Al. Leg Health 
and Dr. Mitchell have adopted Alabama's Board of Medical Examiner's Administrative Code 
540-x-10 as well as other local best practices for Office Based Surgery. The existing layout of 



Dr. Mitchell/Leg Health currently meets or exceeds the required specifications to perform 
each of the procedures requested. Therefore, no construction will be needed. Total Major 
Medlcal Equipment estimated cost for the office-based procedures = $350,000.00. 

Dr. Mitchell i! !!21 proposing to develop a healthcare facility or HMO. It's our understanding 
that healthcare facilities include hospitals, rehabilitation centers, nursing homes, ambulatory 
surgery centers, kidney disease treatment centers, home health agencies, alcohol and drug 
abuse facilities and other statutorily defined types of facilities. The term "healthcare facility" 
does not include "the offices of private physicians or dentists, whether for individual or group 
practices and regardless of ownership." In addition, Dr. Mitchell does not propose to build or 
construct a new building, nor is there a need for construction within the private office of Leg 
Health/The Heart Center Cardiology. The offices of Leg Health and The Heart Center 
Cardiology are both established private practice locations, used by Dr. Mitchell, located at the 
above-mentioned address of 2375 Champion Blvd. 

Dr. Mitchell and Leg Health Vascular Centers Inc. will abide by the foregoing criteria and will 
not exceed any of the CON expenditure thresholds or constitute "new institutional health 
services" under ALA. Code 221-21-263(al(ll-(4) (1975 as amended). 

On behalf of Leg Health and Dr. Mitchell, we respectfully request for the agency to grant the 
LNR by applying the "physician's office exemption". 

Thanks again for the opportunity to address your questions. We look forward to your response. 

Sincerely, 

9e{I 1fJdei Electrorlc Signature l0/6/2020 

Jeff Welch, Authorized OfficiaVManaging Member 

Leg Health Vascular Centers, Inc 
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255 DEXTER AVENUE 

PvONTGOMERY. AL 36104 

October 20, 2020 

Via E-mail to shpda.011/i1w<iishvdt1.t1lt1ht1111t1.gm· 

Emily T. Marsa ~ Esq. 
Executive Director 
Alabama State Heahh Planning & Development Agency 
I 00 North Union Street 
RSA Uram Building - Suite 870 
Montgmrery, Alabama 36104 
Email: Emily.Marsal@shpda.alabama.gov 

Re: Review.ibility Detennination Request (RV2020-021) 
Leg Health Vascular Centers, Inc. 

Dear Ms. Marsa~ 

RV2020-021 
RECEIVED 
Oct 20 2020 
S',\': .,c_· _:,, 'L,-<,,',,', 

:c.c_ ·.:o•;[•,c cr.r.•1r · 

OAKLEY W f.ELTON, JR 
(1927-2013) 

lilAIUIG NIJESS: 
PO IPAWE.1'1.5tll 

MONTGOl.9f, "'- JIIIICD.51JJ 
TlliFH:»E (:n-) ms, 

FAX(:Dll).S.9515 

On behalf of East Alabama Medical Center ("EAMC'), which previously submitted its 
response in oppositim to Leg Heahh Vascular Center's reviewability detennination request, I'm 
writing to address Leg Heahh's correspondences to SHPDA dated Septerrber 28, 2020, and 
October 7, 2020, in which Leg Heahh gives suppleirental information regarding its project. EAMC 
would have responded sooner, but Leg Heahh did not copy EAMC or me with its corresponderx:es; 
and we only recently obtained copies after directly requesting them from SHPDA 

Given the newly-disclosed infonmtion, Leg Heahh crumot obtain a reviewability 
determination pursuant to ALA. ADMIN. CooEr. 410-1-7-.02 because it has railed to comply with the 
rule's swom-fuil-fuctual-disclosure requirement. As stated in EAMC's initial response, the duty to 
administer the Rules and Regulations is vested in the CON Review Board; and, as CON Review 
Board Chairman, Dr. Swaid Swaid, stated in Project AL2020-02 l: 

The CON Board is charged with administering the CON program in a manner that is 
consistent with the State Health Plan and to assure that "only those heahhcare 
services and facilities found to be in the public interest shall be offered or developed 
in the state." ALA. CODE§ 22-21-261 (1975) .... 

SHPDA and the CON Review Board cannot fulfill their statutory obligations uruess they 
receive full and truthful disclosure regarding a CON application or reviewability determination 
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Emily T. Marsa~ Esq. 
Executive Director 
Alabama State Heahh Planning & Developrrern Agency 
October 20, 2020 
Page 2 

request. The duty to provide honest and truthful information in seeking a reviewability 
determination is expressly imposed by r. 410-1-7-.02, which states in part: 

Such request shall be submitted pursuarn to RU£ 410-1-3-.09 disclosing full 
factual information as may be more specifically identified on the SHPDA 
website, supplerrcrned by any additional information or docum!rttation which the 
Executive Director IIllY deem necessary. Such request shall be attested by an 
officer, partner or authorized agent of the company having knowledge of the 
facts contained therein, utili-zing the following form: 

(a) Affinmtion of Requesting Party: The undersigned, being first duly sworn, 
hereby make oath or affirm that he/she i<; [include position with ernity requesting 
the determination], has knowledge of the facts in this request, and to the best of 
his/her/their information, knowledge and belie( such facts are true and correct. 

Affurn ____________ . (SEAL) 
SUBSCRIBED AND SWORN to before rre this __ day of ___ _ 
Notary Public 
My commission expires: 

(ell1)hasi<; added). A CON licensed healthcare facility can even have its license revoked for 
committing fraud in obtaining, or exceeding the scope o~ its CON license. See ALA. ADMIN. 

CODEr. 410-1-1-.04(4). 

Leg Heahh has undeniably failed to provide truthful factual information and fully disclose 
the project underlying its initial reviewability determination request. Therefore, Leg Heahh's 
request is deceptive, at least, or deliberately fra..:IU£rtt. 

On the first page of the Reviewability Determination Request dated August 3, 2020, Leg 
Heahh represerns that it is the private practice office for Dr. Robert Yoe, Dr. John Mitchell, and 
Dr. Jacob Townsend: 

Our goal with this letter i<; to demonstrate the our request fulls within the criteria 
of the Physician Office Exell1)tion and outside of the threshokls estabmhed for 
CON review .... The private practice office location for Leg Heahh Vascular 
Centers; Dr. Robert Yoe, Dr. John Mitchell and Dr. Jacob Townsend is 2375 
Suite I 00 C~ions Blvd. Auburn, Alabama 36830. 
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Executive Director 
Alabama State Health Plarming & Developirent Agency 
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In 1act, all representatims by Leg Health in its reviewability determinaoon request are in 
the plural form For example, Leg Health states: 

• "Our physicians intend to perform low risk peripheral angi,graphy intervenoonal 
procedures," etc. Id. 

• "Our physicians have personally verified that every procedure requested above 
has been previously approved ror other oflx:e-based labs in our state." Id. 

• "Our goal with this letter is to derrnnstrate that our request fulls within the 
criteria of the Physicians Oflx:e Exempoon .... " Id. 

• "The physician owners and/or ellllloyees of Leg Health Vascum Centers, Dr. 
Robert Yoe. Dr. John Mitchell, and Dr. Jacob Townsend, are all licensed in the 
state of Alabama and certified to perronn the procedures listed above." Id. at 2. 

• ''Procedures will be perfortred only by physician owners or physicians employed 
by Leg Health Vascum Centers, Inc ..... " Id. 

• "/O/ur request shoukl rreet the criteria adopted by the Alabama Suprerre Court 
ror applicaoon of the Private Oflx:e Exempoon" Id. at 3. 

• "We can aim affirm that this addioon of services within our private physician 
practice will not exceed any of the Certifkate of Need expenditure threshokls .. 
.. "Id. 

• 'With the support of this document, we respectfully request that the Alabama 
State Health Planoing and Developrrent Agency grant a Determinaoon ofN on
Reviewability to Leg Health Vascular Centers, Inc ..... " Id. 

Furtherrrnre, Leg Health's "Request Summary" identifies the tredical practice and the 
physicians involved in the practice as follows: 

Name of Company/Private Practice Applying: Leg Health Vascular Centers, Inc. 

Manager/Practice Administrator- Jeff Welch 2525 Bell Rd Montgorrery, AL 36117 

Physicians: Dr. Robert Yoe, Dr. John Mitchell and Dr. Jacob Townsend 

Private Practice address - 2375 Suite 100 Champnns Blvd. Auburn, AL 36830 
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Leg Health's request also contains the obligatory sworn staterrent that the information 
contained in the request is ''true and correct": 

The undersigned, JeffWek:h, being first duly sworn, hereby make oath or affirm 
that he, a Partner and Managing Member o~ Leg Health Vascular Centers, Inc., 
has knowledge of the Jacts in the request, and to the best ofhis infunnation, 
knowledge, and belie~ such Jacts are true and correct. 

Affiant: Isl Jeff Welch (SEAL) 

Subscnbed and sworn to me this 3'' day of August, 2020. 

Notary Public: Isl Fred Johnson 

However, in response to SHPDA's request for additional infunnation, Leg Health now 
represents that it ''was funred fur the sole purposes of managing Dr. John Mitchell's oflice-based 
procedural lab." (Leg Health letter to SHPDA, Sept. 28, 2020, p. I). The letter also contradicts 
Leg Health's earlier representations to SHPDA, as fullows: 

"Dr. Mitchell is the only physician credentialled in Leg Health Vascular Centers 
to provide office-based surgery, and the oflice-based lab is solely an extension of 
his private practice." Id. at 2; 

"Neither Doctors Yoe or Townsend will be practicing in the Auburn area, nor are 
they credentialed with any insurers outside of their work with the Birmingham 
Heart Clinic. Their involvement in Leg Health Vascular Centers, Inc., is in an 
advisory role ..... " Id. at 2; 

• "Dr. Mitchell will continue providing clinical services to his patients within his 
private practice, The Heart Center Cardiology, located at 2375 Champions Blvd. 
[sic.] Auburn, Alabama, however, he is requesting The Board's approval to utilize 
the newly funred private practice of Leg Health Vascular Centers, Inc as his 
secondary private rredical practice, existing within his current private practice 
(Heart Center Cardiology)." Id. at 3; 

"Leg Health was funred for the sole purpose of managing Dr. Mitchell's office 
based procedural lab .... " Id. 



Emily T. Marsa~ Esq. 
Executive Director 
Alabama State Health P1arming & Developirent Agency 
October 20, 2020 
Page 5 

In fuel, Leg Health's suppleirental connnmicatbns are themselves self.contradictory. In 
its correspondence dated September 28, 2020, Leg Health states: "Leg Health Vascubr Centers, 
Inc., is an invisible entity, completely encompassed within Dr. Mitchell's practice, the Heart 
Center Cardblogy, located on Champbns Drive." Id. at I. However, approximately a week 
later, in its correspondence dated October 7, 2020, it states: "Leg Heahh Vascubr Centers, Inc., 
is a standalone entity, and is not part of nor affiliated with any other entity." (Leg Health letter to 
SHPDA, Oct. 7, 2020, p. I). Obrously, Leg Health cannot be encompassed within The Heart 
Center, a separate entity, and simillaneously unaffiliated with any other entity. 

In swnmary, the differences between the project described in Leg Health's reviewability 
determina!Kln request and that descnbed in Leg Health's suppleirental connnmicatbns to 
SHPDA, which were only rmde in response to probing ques!Klns posed by SHPDA, are 
signili:ant and rmteria~ and describe two very diffi:rent health care fitcilities. Therefore, Leg 
Health's certificatbn under ALA. ADM IN. CooE r. 410- I -7- .02 is raise and deceptive; and the 
project described in the reviewability determina!Kln request is not the project Leg Health intends 
to develop. Accordingly, Leg Health's reviewability determina!Kln request cannot be approved 
by SHPDA and must be rejected. 

With kindest personal regards, I am 

/ "~jD 
C---- J~s E~ / 

JW/JFM/1 
cc: Jeff Welch, Partner, Managing Member 

Leg Health Vascubr Centers, Inc. 
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Administrative Offices: 2525 Bell Rd - Montgomery, AL 36117 
Practice Location: 2375 Champions Blvd. Auburn, AL 36830 

Emily T. Marsal, Esq. 

Executive Director 

October 20, 2020 

Alabama State Health Planning & Development Agency 

100 North Union Street 

RSA Union Building -Suite 870 
Montgomery, Alabama 36104 

RE: RV2020-021 

RV2020-021 

RECEIVED 
Oct 21 2020 

Leg Health Vascular Centers, Inc 

Dear Ms. Marsal, 

This letter is in response to East Alabama Medical Center "EAMC" and Mr. James Williams latest 
objection to Leg Health Vascular Centers reviewability determination. In their attempts to dissect the 
reviewability request submitted by Leg health Vascular Centers, is appears that Mr. Williams and EAMC 
have unfortunately conclude that Leg Health's request was not accurately portrayed to the agency. We 
strongly disagree and would like to offer the following response to the agency, Mr. Williams and to our 
friends at EAMC. 

In a letter dated October 20, 2020, Mr. Williams describes Leg Health's reviewabi/ity determination 
request os "deceptive, al lea.st, or deliberately fraudulent" and he goes on to a/lack leg Health's 
use of the plural form used in describing the collaborative nature of Drs. Yoe, Townsend and 
Mitchel's relationship. 

As a representative of Leg Health Vascular Centers, I would like to say that we take Mr. Williams 

and EAMC's comments very seriously. Everyone involved in this process was taken aback by the 

accusations expressed by Mr. Williams and we hope our response today will relieve any 

confusion regarding Leg Health's reviewability request. 

When drafting the initial request, we offered a full and truthful depiction of our intent to 

perform office-based surgery in the private offices of Leg Health Vascular Centers, located at 

2375 Champions Blvd. Auburn, AL 36830. We believed it was important to list all parties involved in 

Leg Health, Dr. Yoe, Dr. Townsend and Dr Mitchell. After reviewing the request, we felt 

strongly that our description met the guidelines set forth by SHPDA and the CON Board. In 

subsequent responses to the Agency, we further described the nature of Dr. Yoe and Dr. 

Townsend's involvement as advisors and administrators for Leg Health and clarified the fact 
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that Dr. Mitchell would be the physician providing office-based surgery on his private practice 
patients. We clarified that Drs. Yoe and Townsend would not perform clinical services or 
perform office-based surgery in Auburn. Every effort has been made to meet the SHPDA 
requirements to perform office-based surgery as outlined in our initial request, including Dr. 
Mitchell amending his Alabama Medical License to reflect his intent of performing "office-based 
surgery". 

We hope the above clarification helps the Agency and our friends at EAMC have a better 
understanding of our request, as a private physician's office. 

Leg Health Vascular Canters Inc. is a private physicians office. Dr. Mitchell and the private 

medical practice of Leg Health is not proposing to develop a healthcare facility. It's our 

understanding that healthcare facilities include hospitals, rehabilitation centers, nursing homes, 

ambulatory surgery centers, kidney disease treatment centers, home health agencies, alcohol 

and drug abuse facilities and other statutorily defined types of facilities. The term "healthcare 
facility" does not include "the offices of private physicians or dentists, whether for individual 
or group practices and regardless of ownership." In addition, Dr. Mitchell does not propose to 

build or construct a new building, nor is there a need for construction within the private office 

of Leg Health/The Heart Center Cardiology. The offices of Leg Health and The Heart Center 

Cardiology are both private physician practice locations, used exclusively by Dr. Mitchell, 

located at the above-mentioned address of 2375 Champion Blvd. The involvement, 

management and advisory roles of Dr. Yoe, Dr Townsend, Jeff Welch and Brian Welch allows Dr. 

Mitchell to provide exceptional office based surgery care to his patients. 

The capital expenditure thresholds over which a CON is needed are much higher 
than the estimated budget provided below. 

Total Major Medical Equipment estimated cost for the office-based procedures= 
$350,000.00 

To include: Diagnostic X-Ray System, patient monitoring equipment, patient recovery 

equipment, defibrillator and IVUS for arterial and venous procedures. All other 

equipment is already owned by the private practice. 

Estimated annual first year operating cost: Total = $618,000 

• Building Lease $48,000.00/annual 

• Equipment Lease $120,000.00/annual 

• Supplies - $200,000.00 

• Employee Wages - $250,000.00 

• Land Cost - None 

• Renovation/Construction Cost- None 



The undersigned, Jeff Welch, being first duly sworn, hereby make oath or affirm 
that he, a Partner and Managing Member of, Leg Health Vascular Centers, Inc., 
has knowledge of the facts in the request, and to the best of his information, 
knowledge, and belief, such facts are true and correct. 
Affiant: /s/ Jeff Welch (SEAL) 
Subscribed and sworn to me this 3rd day of August 2020. 
Notary Public: /s/ Fred Johnson 

On behalf of Leg Health and Dr. Mitchell, we respectfully request for the agency to grant the 

LNR by applying the "physician's office exemption". 

We look forward to your response. 

Sincerely, 

94' ?1/ekA, Electronic Signature 10/20/2020 

Jeff Welch, Authorized Official/Managing Member 

Leg Health Vascular Centers, Inc 
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STATE HEALTH PLANNING AND DEVELOPMENT AGENCY 
100 NORTH UNION STREET, SUITE 870 

MONTGOMERY, ALABAMA 36104 

October 26, 2020 

Leg Health Vascular Centers, Inc. 
Jeff Welch, Authorized Partner, Managing Member 
2525 Bell Road 
Montgomery, Alabama 36117 

Dear Mr. Welch: 

RE: Leg Health Vascular Centers, Inc. 
RV2020-021 

This is in response to your request for a reviewability determination dated August 3, 2020 
on behalf of Leg Health Vascular Centers, Inc. ("Leg Health"), and additional information dated 
September 28, 2020, October 7, 2020, and October 20, 2020, regarding Leg Health's proposal to 
establish and operate an "office based lab". East Alabama Medical Center ("EAMC") filed letters 
opposing the request on September 21, 2020 and October 20, 2020. 

As described in your correspondence, Leg Health is proposing to perform peripheral 
angiography and interventional procedures, to include left and right diagnostic heart 
catheteri.rations - coronary angiography, elective internal cardiac defibrillator ("!CD"), planned 
pacemaker generator changes, low risk !CD, pacemaker implantation, implantable lop recorder 
insertion, direct current cardioversion, infusa port placement, transesophageal echocardiography, 
pulmonary artery pressure recording devices and low risk atrial, ventricular and nodal ablation 
procedures, in Auburn, Alabama. You assert that the proposal is exempt from Certificate of Need 
("CON") review under the so-called Physician's Office Exemption ("POE") found in ALA. CODE 
§ 22-21-260(6) (1975 as amended). 

ALA. CODE § 22-21-263(a)(l) (1975 as amended) includes in the definition of new 
institutional health services subject to CON review: "the construction, development, acquisition 
through lease or purchase, or other establishment of a new health care facility or health 
maintenance organization." Under ALA. CODE§ 22-21-260(6) (1975 as amended), the definition 
of a health care facility includes among other things, "facilities for surgical treatment of patients 
not requiring hospitalization", "laboratories" and "out-patient clinics". Specifically excluded from 
this definition are "the offices of private physicians or dentists, whether for individual or group 
practices and regardless of ownership ... " Id. 

MAILING ADDRESS: P.O. BOX 303025, MONTGOMERY, ALABAMA 36130-3025 
PHONE: (334) 242-4103 FAX: (334) 242-4113 
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The definition of new institutional health services also includes any new health services 
offered through a health care facility. ALA. CODE§ 22-21-263(a)(4) (1975 as amended). However, 
a "the lawful practice of any profession or vocation conducted independently of a health care 
facility and in accordance with applicable licensing laws of this state" is excluded from the health 
services definition. ALA. CODE § 22-21-260(8) (I 975 as amended). 

The Alabama Supreme Court most recently interpreted the POE in Ex parte Sacred Hearl 
Health Sys., Inc., 155 So. 3d 980,988 (Ala. 2012), when it found a facility is exempt from CON 
review if: 

(I) The proposed services are to be provided, and related equipment used, exclusively 
by the physicians identified as owners or employees of the physicians' practice for 
the care of their patients. 

(2) The proposed services are to be provided, and related equipment used, at any office 
of such physicians. 

(3) All patient billings related to such services are through, or expressly on behalf of, 
the physicians' practice. 

(4) The equipment shall not be used for inpatient care, nor by, through, or on behalf of 
a health-care facility. 

In your August 3, 2020 letter, you represented that Leg Health meets each of the 
requirements of the POE and that the private office location for Leg Health, Dr. Robert Yoe, Dr. 
John Mitchell and Dr. Jacob Townsend is 2375 Suite 100 Champions Blvd. Auburn, AL 36830. 
Leg Health further represented that "[t]he physician owners and/or employees of Leg Health 
Vascular Centers, Dr. Robert Yoe, Dr. John Mitchell, and Dr. Jacob Townsend, are all licensed in 
the state of Alabama and certified to perform the procedures listed above" and the "proposed 
services are to be provided, and related equipment used, exclusively by the physicians identified 
as owners or employees of the physician's practice for the care of their patients." 

In EAMC's September 21, 2020 response, it alleged that, contrary to the above 
representations, Drs. Yoe and Townsend are interventionalist cardiologists that practice in 
Birmingham and "presently do not practice medicine with Dr. Mitchell; they do not practice medicine 
in Lee County (neither has staff privileges at EAMC); and they do not live in Lee County.'' 

In your September 28, 2020 letter, you represented that Dr. Mitchell is the only physician 
credentialled in Leg Health to provide office-based surgery, and the office-based lab is solely an 
extension of his private practice, and that Drs. Yoe and Townsend will be involved in an "advisory" 
role in the project. Further, you state, "Leg Health Vascular Centers, Inc., is an invisible entity, 
completely encompassed within Dr. Mitchell's practice, the Heart Center Cardiology, located on 
Champions Drive." 
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Finally, in your October 7, 2020 supplemental letter, you state "Leg Health Vascular 
Centers, Inc., is a standalone entity, and is not part of nor affiliated with any other entity." You 
reiterate that Dr. Mitchell will be the sole provider for office-based procedures for Leg Health. 

Rule 410-1-9-.01 was amended in 2016 to require that a responsible official of the 
requesting entity attest to the accuracy of the infonnation contained in the reviewability request. 
Here, the Agency has received contradictory sworn statements regarding the operation of the 
project, which, among other things, raises doubt as to whether the new services and equipment are 
limited to Dr. Mitchell's office-based medical practice. The LNR process is not well suited to 
resolve the competing factual and legal assertions of Leg Health and EAMC. Accordingly, the 
Agency is unable to detennine that this project qualifies for the POE. 

If desired, you may file a petition to seek a declaratory order from the CON Review Board 
to obtain a definitive ruling on this issue pursuant to ALA. ADMIN. CODE r. 410-1-9-.01 (2007). 

Should you have any questions regarding this letter, please do not hesitate to contact the 
Agency at (334) 242-4103. 

~i;~ 
Emily T. Marsal 
Executive Director 
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Ruling or the Ccrllncl\lc of Ncod Review Board 
ICR5t Alabama Health Core Authority d/b/u East Alabll!Dn Medico! Ce11tcr's Petition 

for Declurntory Ruling Regarding The b1stlt11tc for Advanced Cudiovqscular Care and 
Community Medic•! Development, LLC 

DRUO 

By petition !iled 011 Januruy 9, 2007, East Alabama Henllh Care Aud10rit)• dib/a East Alabam.D 

Medical Centel' ("Et\MC"), seeks n declaratory 1uling that the project it describes as "The Institute 

for Advanced Cnrdiovnsculnr Care" in Auburn, Alubruna (the "lnSlitute") is ii '11enlth cEl!e facility" 

under Alabama's Ce11ificate of Need ("CON'') statuCes. F.AMC's petition is opposed by the 

dcvelopel' of the project, Community Medical Development, LLC ("CMD") and the following 

entilies: F.llSt Alabama Catdiovnsculor Associates, P.C. ("Cardiovoscuhu· Associates"), CalhLab 

Portners, LLC ("CathLnb"), 1be Heart Center Cardiology, l'.C. ("HCC"), Advanced 

Cnrdiovasculru Development, LLC, ("ACD"), as well as Dr. Ross Dtivis, the !'resident of 

Cardiovascular Associutc.q, and Joha Mitchell, M.D., the President of HCC (collectively, the 

"R.,.poruknts"). 

A hearing was held 011 February 21, 2007, ill which rcprcscnMivru; of EAMC and the 

Respondent participated. With consent of the pmics, the Doard curried the matter over to the 

April 18, 2007 CON Board meeting to allow the Respomlonts to provide additional information 

regarding the nutun: of the pl'oject At the April 18, 2007 meeting, each party was given an 

opportunity Lo present additional testimony and evidence and to respond to questions from Board 

rncmber.s, 

FACTS 

CMD is constructing a $9.S million, threOaStory, 58,000 sq,mre foot facility in Auburn, 

Alobnmo, which is projected to be completed by August of 2007. Located in the building will be o 

CT scnn nnd hcrut cnthet,,rization lnboratory, among other equipme11t, as well as available tenant 
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space for "allied medical practices" other than the primary cru:diovascular group, or groups, that 

will occupy the site. 1 CMD is owned by CathLab and Cardiovascular Associates. 

Cardiovascular Associates' sole membi!r is Ross Davis, M.D. CathLab's members include John 

Mitchell, M.D., and Kevin Ryan, M.D. Dr. W:itchell is also a member of HCC. 

According to CMD, no fom1al legal documents. have been executed regurding the use of 

the POB and the be.uit cathel'iz.alion lab; however, it is the "cu11·ent intention" of Dr. Davis nnd 

his p,actice, Cardiovascular Associate.1, and Dr. Mitchell and his current practice, HCC, to move 

to the POB aud to "leru<e certain medical office space and equipment from CMD." They also 

state that they anticipate that Cardiovascular Associates and HCC "will merge and form a single 

profossional corporation known as the Institute for Advanced Curdiovascular Care", and that 

thereafter Dr. l.)avis, D1·. Mitchell and other physicillll members of the two merged entities will 

practice medicine through the Institute.' According to the Respondents, tho Institute will lease 

from CMD the spucc ond equipment necessary for its physicians to perform outpatient cardiac 

cathetcrization services for their patients. CMD disputes EAMC's allegations that CatbLab will 

separately own 1IDd operate the catl1eterization lab and testified that only members of its practice 

will use the h,.;.m cathcterization and CT equipment and that the Institute will constitute the 

"primary" office of 1he pb.ysician.s using such equipn1ent and providing such services. However, 

the Respondents failed, despite mnple opportunity, to provide documentary evidence to s-upport 

their claims regarding the changes to the cardiology practice's organizational structure and the 

mmmer in which the equipment will be owned and operated. 

1ALA, CODG § 22"2l 0 263(d) (1975 as mrnmded) renl(lvcd e)(.trncorporc11I shock wtivu llthotripters, magnetic 
resommce imaging ancl posilron emission tomogrnpJ1y from !he <l'!finitlon of (•w:w lmaltutlonal health service1

' 

subject to review, lndudlng tfai dcfinllion!'ll provisions of AtA. CODE§ 22~21 ~263(b) (2) ( 1915 flS amended) dea11:ig 
with expenditme ~hresholds. Sec Auhum Medical Cent~ , .. Ect.'if Afabqma Hea/111 CaJ<e Audwrily, 908 So. 2d 243 
(Ala. Clv. App. 21103). 

2 See Correspomfo:ue:e to Alva M, Lambe1t from David M. Hunt do~ed Febrnnry 7, 20071 Re: Dedaralcry Ruling 
Request I 10 Hl 3, 
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DISCUSSION 

A "hea1U1 c.rc facility" is staMoril)' defined, iti pertinent part, as: 

Generul and specialized hospitals, including ... psychiatric, long-term care, and 
other types of hospitals, and related facilities st1ch as, laboratories, out-patient 
clinic.1, ... facilities for surgical t1'Ctltme11t of patients Mt requhfog 
hospitaliz.ation.... 1~~c te1m health care facility shall 1101 include the offices of 
private physicians or dentists, wl1ether for individual or group practices and 
regardless of ownership ... 

A1..,1;.. CODE§ 22-21-260(9) (1975 as amended). The CON statute requires the issUllllce of a 

CON as a pre-requisite to th~ offoring or operation of any "aew institutional health service", 

which is defined MS "health services provided in or through health care facilities ... including tl,e 

entities in or through which such services nre provided." ALA. Coo~ § 22·21-260(6) (1975 as 

am.ended). The sta:-.ite furtlier defines new institutional hcaltb. services to encompass four 

distinct circumstances: 

(I) the constrnction, developme11t, acquisition through lease or 
purchase, or other establishment ofa new health care facility ... ; 

(2) a capital expenditure by or on behalf of a defined health cnre 
facility for m~jor medical equipment, new annual operating costs, or "other 
expenditures" which exceed certain monetary thresholds; 

(3) a change in tlie existing bed capacity of a balth care facility or 
hculth maintenance orgfilliuition through the addition of new beds, the relocation 
of one \1r more beds from one physical facility to another, a change in the bed 
capacity of a health ca1'e facility ... ; or 

(4) L'1c offeringofheaith servie-0s "in or through a health care facility," 
not previou~ly offered within the prior twelve month period. 

ALA. CoDe §§ 22-21-263(a) (l)-(4) (1975 as amended). 

A determination regarding the reviewability of a project thus ,cquires a two-fold analysis: 

first, does the project fit the general definitio11 of a "health care fodiity" offering a "new 

institutional heulth service", and, if so, is it otherwise exemp: under the Physicians' Office 
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Exemplion? 

DEFINITION OF HEALTH CARE FACILITY 

In Hearl-Lung As.wcicl/es qf Ame.-ica, P.C., Order on Petition for a Declaratory Ruling 

DR-100 (August 15, 2001) at 3-4 ("Heart-Lung"), the CON Board stated the following in regard 

to the definition of a health care facility: 

12. The record also supports a finding that the proposed operation fo.lls under 
the definition of ii "health care facility" under ALA_. Com,§ 22-21-260(6) (1975 
as amenclcd).(footnote omitted). This statute defines a "health care facility," in 
pa11, as "general and specialized hospitals, including tuberculosis, psychiatric, 
long-tenu care, aud other types of hospitals, and related facilities such as, 
laboratories, out-patient clinics, n11d central sel'vice facilities operated in 
connection with hospitals .... " The statute does not limit this definition of a 
health care facility to inpatient facilities, indeed, it clearly contemplates that 
other out-patient facilities can constitute a "health care facility". The Board 
finds that the proposed Heart-Lung facility shares the essential characteristics of 
both a "hospital" and a "related facility" as defined in the statute. 

13. The term "hospital" is not defined in the CON statute or its regulations. 
Black's Law Dictionary defines a "hospital" as "an institution for the treatment 
and care of Hick, wo1mded, infirm, or aged persons." Black's Law Dictionary, 
page 737 (6'11 Ed. 1991 ). Stedman's Medical Dictionary defines a "hospital" as 
"an institution that provides medical, surgical or psychiatric care and treatment for 
the sick or injured." Stedman's Medical Dictionary, page 379 (1995). Webster's 
Dictionary defines a "hospital" as "an institution providing medical or surgical 
care au<l treatment for the sick and injured." Webster's II New College 
Dictionary, page 534 (1995). The Board finds that the proposed facility fulls 
within plain, ordinury, und commonly undel'stood definitions found above, The 
Board notes that such a definition is also consistent with the clefinition used by the 
Alabama Legislature in regard to a statute upplicoblc to health core institutions 
subject lo Ii censure requirements, which defines a "hospitul" as including: 

HOSPITALS. General and specialized hospitals, h1cluding ancillary 
services; independent clinical laboratories; rehabilitation centers; 
amb11latory surgical treatment facilities for patients not requiring 
hospitalization; end stage renal disease treatrncnt and tnmsplant 
centers, including fre<Mtonding hemotlialysis units; abortion or 
reproductive health centers; hospices; health maintenance 
orgoni%ations; und other related health care institutions when such 
institution is primarily engaged in offering to the public generally, 
facilities and services for the diagnosis and/or treatment of injury, 
deformity, disease, surgical or obstetrical care .... 
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ALA. CODE § 22-21-20 (1975 as amended) . 

. 14. In conclusion, Heart-Lung's pmposuL which calls for multiple, otherwise 
unuftilialcd r,hysicians to utiliie Heart-!Amg's facillty, equipment and support 
services, on u fractional basis, in order to treat a variety of patients and ailments 
constitutes a "hospital" or "rel"ted facility" as deflned in the under ALA. CODE § 
22-21-260(6) (1975 as amended). 

In the present ca.se, tl,c Respondents ~ssert that the heait catheterization and er 

equipment will be used solely by those employees of the !r.stitute and that there will be no 

fonnal relationship between the Institute and the mher physician prn~tices in the building. 

EAMC asserts ru,d pre~entcd evidence that the design and plans for the facillty rcDect a different 

intent. one where multiple physicians use the facility and ,he on-site equipment for medical 

procedures i.tt a fashion that is functionally indistinguishable from the services performed it:, a 

hospital. 

As wns the case v.1th Hearl-Lung, the record here suppo1·L~ a finding that the project 

would nomially constitute a "hospital" or "related facility", as defined under ALA. CoD!l § 22-

21-260(6) (l975 as amended), and its construction would thus constitute a "new institutional 

health service" Ullder AI..A. Coor.§ 22-2!-263(a) (1975 as amended), unless otherwise qualifying 

for the Physicians' Office Exemption. 

PHYSICIANS' OFFICR EXEMPTION 

As show!l above, the defil1ition of a health care facility excludes the "offices of private 

physicians ... whether for individual or group practices and regardless of ownership". The stotutc 

does not otherwise define the term "offices of private physicians." However, in Hearr-Lun.g, the 

CON Board focused on the inapplicability of the Physici.a11s' Office Exemption in certain 

situa1io11s involving mulup!e practices in the same building. JJeart-J,ung Associates of America, 

P.C., Order on Petition for a Declaratory Ruling DR-100 (August JS, 2001). l.n Hea,-1-Lrmg, the 
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Board applied u common sense definition to what constit,1tes a "physician's office" through the 

application of four basic requirements. According to the Board, • project would qualify for the 

exception if: 

1. 11rnt the proposed services arc to be provided, and related equipment used, 
exclusively by the physicians identified as owners or employees of the 
physicians' practice for the care of their patients. 

2. That the proposed services are to be provided, and rnlated equipment used, at 
the primary office of such physicians. 

3. That all patient billings related to such services ai-c through, or expressly on 
behalf of, the physicians' prnctice, and not on behalf of a tbird party. 

4. Thal the equipment shall no! be used for inpatient care, nor by, tlu·ough or on 
behalf of a health care facility. 

See Heart-Lung at 3, ~ 11 n.3. The Board also stated the following: 

9. The Physicians' Office Exemption provides ai1 exemption from the CON 
review process for the "offices of private physicians ... whether for individual or 
group practices and regm·dless of ownership", the statute provides no further 
definition of the phrase "offices of privntc. physiciuns. 1

' Words in a. statute 
should be given their plain, ordinary, and co111monly understood memtlng unless 
there is a specific statutory definition." State Dept. of Revenue v. Sonat, lnc., 
690 So. 2d 412,417 (Ala. Civ. App. 1997). Among the definitions of"office" 
found in Webster's Dictionary is the following: "A place. in which business, 
prot"essional, or clerical activities are conducted." WebsteI"'s II New College 
Dictionary, page 760 (1995). This definition is difficult to apply to the health 
care industry, because physicians who maintain an office often also regularly 
treat patients in a variety of otl1er iettit1gs, including hospitnls and ambulatory 
surgical centers owned, operated and/or controlled by third parties. These 
facilities typically purchase expensive diagnostic and other equipment whose 
cost would not be justified in a typical private physician office.(footnote 
omitted). While in one sense a physician may be temporarily "conducting 
busincssn at such location by engaging in patient care, it is not a rewionable 
construction of the statute to consider all such locations the physician's "office" 
and, therefore, exempt from the CON review process. 

10. There arc several reasons why the Physicians' Office Exception should 
not be inteqJrcted to apply to a physician's fractional use (by lease or other third 
parly agreement) of an independent facility (not otherwise associated the 
physician's practice) that is built, equipped and/or staffed to provide services, 
such us MRI service, that are otherwise subject to the CON statutes. Such an 
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application would eviscerate the CON statutes, by allowing health care facilities 
to purchase expensive diagnostic equipment and to avoid application of the CON 
statute by simply "leasing" a portion of a treatment facility to a physician for the 
limited period ofome such facility is used by a treating physicim1. 

11. In a written submission, the petitionern offered to obtain a,surances from 
tbe leasing physicians tlmt its facility would constitute the "primary" office of 
such physicians, 111 prior nan-reviewability dcterininations, one of several 
factors the Agency has examined is whether the proposed location of a facility 
claiming the Physicians' Office Exception will be the primary "office" of the 
physician seeking the exemption. Such infonnation is relevant to a 
determination of whelhcr the location is, in fact, the physicim,s' acmal "office" 
or just a location, such us a hospital, where a physiciao occasionally provides 
medical treatment. In the present case, however, the proposed atrnngements, 
providing for a "lease" of the facility containing expensive diagnostic equipment, 
by 11umcrot1s t1nall1liated individual physicians for as little as a few hours a 
week, requiJes a finding that the proposed facility, as a whole, is not m1 "office" 
of a privELtc physician as contemplated by the Physicians' Office Exception. The 
provision of suppott services by Hea1t-Lung, when combined with the other 
factors, also supports a finding that the proposal is SE1bject to CON Review. 
(Footnote omhted). 

Id. at2-3. 

In the prcseut case, aflcr considerable revit-:w of the evidence and examination by Board 

members, the Board bas concluded that the design and sn·uctc1re of this large tnulti-floor facility 

reflects an intent to share and use facilities and equipment for the treatment of patients other than 

just those of the treating physicians whose primary o.l'lices arc located at the facility. The Board 

further concludes thm, based on the available evidence, the project involves the provision of a 

new institi,tional health sctYice, does not qualify for the Physicians' Office Exemption, and is 

thus reviewable. 

CONCLUSION 

For the reasons stated above, the Board finds that EAMC's Petition for declaratory relief 

is due to be granted. This finding does not foreclose a different conclusion in the future based on 
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a .-csu·ucluring of the 1,rojcct designed to clearly fall within the Physicians' Office Exemption, Lill 

historically interp,·ctcd and applied by the Agency. 

Swaid N. Swaid, M.D., Chainnan 
Ce11ilicate of Need Review Board 
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4/1/2021 Cardiologist in Auburn, AL The Heart Center Cardiology (334) 321-3700 

(334) 321-3700 

A!~ 
'flter 

HOW ABOUT US 

TREATING YOUR HEART. TREATING YOU LIKE FAMILY. 

Auburn Cardiologist, Dr. John Mitchell, and The Heart Center Cardiology are widely 

recognized for providing high quality, state-of-the-art heart disease diagnosis and 

treatmen t. We invest in the latest technology that only two percent of patients 

nationwide receive. We also use a team approach and compassionate care to give 

you the right options for the best possible outcomes. 

Our commitment is preventing and treating the #1 killer of men and women 

in America-heart disease. 

In the rapidly changing field of medicine, The Heart Center Cardiology stands out as 

a group committed to providing the very best in personal and individualized ca re 

SERVICES 

Search 

PATIENTS CONTACT US 

while incorporating the very latest 1n technology and innovation. As one of the most recognized cardiologists in Auburn, AL, Dr. M itchell 

and his team also serve patients 1n the Valley, Alabama and Wedowee, Alabama areas with com passionate treatment and prevention of 

heart disease. 

https://www.theheartcentercardiology.com 1/2 
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4/1/2021 

https://www.theheartcentercardiology.com 

Cardiologist in Auburn. AL The Heart Center Cardiology (334) 321-3700 

The Heart Center Cardiology 
2375 Champions Blvd 

Auburn, AL 36830 

Phone: (334) 321-3700 Fax: (334) 887-7475 
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4/1/2021 Cardiologist in Auburn. AL - Dr. John W. Mitchell (334) 321-3700 

(334) 321-3700 Search 

A!~ 
~er 

HOME ABOUT US SERVICES 

TECHNOLOGY SETS OUR CLINIC APART. OUR PEOPLE MAKE THE DIFFERENCE. 

PATIENTS CONTACT US 

Our technology sets our clinic apart from most, but it's our people that really make the di fference for our patients. Our caring staff 

always puts the patient's needs first. Compass ionate care 1s our top priority. So when you are deciding where to turn for your cardiac 

care, consider Dr. John Mitchell and the Heart Center Cardiology. 

Dr.John W. Mitchell, MD 

Dr. John Mitchell has been pract1C1ng cardiology 1n the Auburn-Opelika area for 30 years. He sta r ted the 

cardiac care progn1m in the area in 1985. Ever since, his highest priority has been to provide the best 

medical care possible to his pallents. 

He graduated sum ma cum laude and was inducted into Phi Beta Kappa at Birmingham-Southern 

College, where he earned a degree in chemistry 1n 1976. 

Dr. Mitchell graduated from the University of Alab,1ma School of M edicine in 1976, wl1 ere he r ece ived 

the Drennan Scholarship. 

He perforn1ed an internship in Internal Medicine a1 the Univermy of South Florida from 1980-1981 and served his residency in Internal 

Medicine at the University of South Florida from 1981-1983, wl1e re he was chief resident cind recipient o f t he prestigious Ma rcus 

ht1ps://www.theheartcentercardiology.com/ about-us .html 1/3 



411/2021 Cardiologist in Auburn, AL - Dr. John W. Mitchell (334) 321-3700 

Award. He then served his Fellowship in Card iovascular Medicine from 1983-1985, after whicl1 time he staned the Card iac Program at 

EAMC. 

Licenses and Associations 

Alabama State Medical License #11981 

Diplomate, American Board of {nternal Medicine 

Diplomate, American Board of Cardiology 

Associate, American College of Physicians 

Associate, American College of Cardiology 

Member; American Board of Internal f.ledicine 

Instructor, University of South Florida School of Nursing (Pharmacology!, I 980-1985 

Instructor, Physical diagnosis. Umversity of South Florida College of Medicine, 7 982-1985 

Certified. Advanced Cardiac Life Support 

lnstructor, Basic Cardiac Life Support 

David Pate, CRNP 

David Pate has been a Certified Registered Nurse Practitioner at The Heart Center Cardiology since 2000. 

He ea1·ned his Associates Degree in Nursing fro1n Wallace State Community College (Cum Laude) in 1983, 

his Bachelor of Science in Nursing from Auburn University School of Nursing in 1998 and his Masters of 

Science in Nursing from UAB School of Nursing in 2000. 

Licensure & Certifications 

Family Nt,rse Practitioner. Americ::in Academy of Nurse Pr::ictitioners, Certified 

Family Nurse Practitioner, Amencan Nurses Credentialing Center, Certified 

Certified Registered Nurse Practitioner, Alabama 

Registered Nurse, Alabama 

Registered Nurse, Georgia 

Advanced Life Support Provider 

Basic Trauma Life Support Provider 

Certified Autotransfusionist 

Sigma Theta Tau {nternational Nursing Honor Sooety 

American ,4ssociatwn of Critical Care Nurses 

Alabama Nurse Practitioner Council 

OUR MISSION. 

Our mission at the The Heart Center Cardiology, P.C. is to provide th€ highest-quality cardiac care availabl~. We work to achieve 

excel lence and exceed expectat10ns at every level while treating all of our pat ients li~e farnily, 

https :/ lwww. the he a rt ce nte rcard iology. com/ a bout-us. html 213 



4/1/2021 Cardiology Seivices Including EKG, Stress Test, Heart Screenings 

(334) 321-3700 Search 

HOME ABOUT US SERV CES PATIENTS CONTACT US 

SERVICES AVAILABLE AT THE HEART CENTER CARDIOLOGY 

Nationally recognized Auburn Cardiologist, Dr. John W. Mitchell, and The Heart Center Cardiology offer state-of-the-art testing and a full 

range of technologically advanced cardiac seiv1ces for patients in Auburn, Opelika, Valley, Wedowee and the surrounding areas. 

Services offered include: 

EKG 

Exercise Stress Tests 

Cardiac catherization & angioplasty 

Echocardiography 

Holter & event monitoring 

Carotid ultrasound 

Venous and Arterial Leg Studies 

Healthy Heart Screenings 

Pacemaker implantation/therapy 

https://www.theheartcentercardiology.com/seivices.html 112 



4/1/2021 Patient Information for Cardiologists in Auburn, Alabama (334) 321-3700 

[334) 321-3700 

J!~ 
~ter 

HOME ABOUT US 

The caring and compassionate staff at The Heart Center Cardiology strives to make every 

patient as comfortable as possible on every visit to our office. 11'/e work hard to ensure a 

smooth visit, insurance processing and paperwork. 

To make each v1s1t more efficient, new patients should print and fill out our new patient 

forms shown to the right. Simply click the form to view 1t, print and complete each 

section . Bring these with you when you arrive for your first visit. 

The Heart Center Cardiology Office Hours: 

Monday - Thursday 8:30am - 4:30pm 

Friday 8:30am-3:00pm 

Lab Test Hours (effective September 1, 2014) 

Monday, Thursday, Friday 8:30am - 10:30am 

By appointment only 

Patients requiring as sistance with appointments, medicat ions, insurance or 

https://www.theheartcentercardiology.com/patients.html 

Se,1rch 

SERVICES CONTACT US 

NEW PATIENT FORMS 

Click to view and print. 

D 
Pat ient Information Form 

D 
Financial Policy 
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4/1/2021 Patient Information for Cardiologists in Auburn. Alabama (334) 321-3700 

other needs please call: 

(334) 321-3700 

Directions from the north (Atlanta): 

-Take 1-85 South to Exit S 7 

-Go left at the light at the top of the ramp and back over the interstate 

-Go through the next light 

-Take the next right onto Champions Blvd. 

-The Heart Center Cardiology is I /2 mile on the right 

Directions from the south (Montgomery): 

-Take 1-85 North to Exit 57 

-Go right at the light at the top of the ramp 

-Take the first right onto Champions Blvd. 

-The Heart Center Cardiology is 1/2 mile on the right 

https://www.theheartcentercardiology.com/patients.html 

The Heart Center CMdiology 
2]7S C [l ,3rrp10.!1.S gl1_1r! 

4uburrL ..\L )GB.30 

IJ 
Receipt of Privacy Notice 

IJ 
Privacy Notice 

IJ 
Disclosure of Health Information 

IJ 
Medical Records Release Form 
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4/1/2021 Contact Your Cardiologist in Auburn, AL (334) 321-3700 

(334) 321-3700 

The Heart Center Cardiology 

2375 Champions Blvd. 

Auburn, AL 36830 

{334) 321-3700 

Valley Clinic Wedowee Clinic 

(Tuesdays Only} 

209 Main Street 

Wedowee, AL 36278 

(Tuesday & Every Other Thursday Only) 

7 Medica l Park N 

rm 

@ID 

m 
Google 

Valley, AL 36854 

@ 

EW Shell Fisheries Center Q 
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Woodland 
Hills 

Auburn 

Auburn 0 
University Y 

iji 

Woodfield Woodland 
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iji 

Search 

HOME ABOUT US SERVICES PATIENTS 

CURRENT PATIENTS 

Please use the patient porta l to communicate with our office 

about your treatme nt, prescriptions, and other questions. 

CLICK Ht!U 10R PATIHH PORTAl 

® 
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The Heart Center Cardiology is located JUSt off of [-85 at Bent Creek Road (Exit 57) in Auburn, Alabama. 
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Services Offered 

• EKG 
• Exercise S1ress Tests 
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• Caro1id Ultrasound 
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Index 
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Leg Health Brief description Typically Safe in Level of Equipment lmmedlote higher 

"Office Lab" performed office Anesthesia needed level of care for 
(ofllco/hospltal) setting complications 

Perlpherar Invasive imaging (uses Hospitiil Cath Lab No Conscious •Cath Lab Yes, 
anglography and catheters tnreaded sedation up to •Documentation 
lnter<Jentlonal through arterial system, (not Infrequently deep sedation system These procedures carry 

procedures usually throulilh a groin requires overnight or genNal •Image an:hival a re.al and finite risk of 
(angioplasty, or radlal site) to find admission) anesthesia 5'\'Stem iPACS) vessel or organ 

atherectom'i} arterlal blockages in b:ased on ASA -card!o!ogy damage and perforation 
artcde5 other than .classification monitoring system w,.,!,h often require 
coronary artl!ri cs, -Patient monitoring urgent Qp.en surelcal 
Angioplasty is equip repair.Also, risk of 
performed to open the -02 monimring anaphylaxis reactions to 
block~ drterles. -defibrillator Cllntrast agents. 

L&R diagnostic Invasive imaging Hospital Cath Lab No Conscious -G>th Lab Yes. 
heart cath (catheter inserted Into sedatlon upt1;1 •Documentation 

blood vessel arid passed {not infrequently deep sedation system These procedures carry 
through to the coron21ry mqu!res O'w'ernlght or general -Image archival a r.eml and finite risk of 
arteries) to e<Ju I uate admission) anesthesia. system jPACS) VL'.'.$Se! or organ 
presence of corona rv based on MA -CarcUology damage and perforation 
artery1 valve or a ortlc classification monil.Or!ng system which often requife 
disease, -Patient monitoring urgent open surs!cal 

equip repair. Al:;o,riskof 
-02 mol'litoring anaphvla:id~ reactlons to 
-balloon pump contrast agents. 
-defibrillator 

Coronary Same as peripheral Hospital C..th Lab No Conscious •Cath Lab Yes, 
an11iosnph.,- procedure, but detects sedation llD to -Documentation 

b!ackage$ in coranarv {not infrequent! y deep sedation system Th~e procedures carry 
arteries. requires- o<;ernight or Beneral -Image archi\lal a real and finite risk of 

admission) anesthesia system (PACS) vessel or organ 
based on /lSA -cardiology damase arid perforation 
classification monllori ng sys tern which often requite 

-Patient ~nltodng urgent open s1.1rgkal 
C!QLPlp repair. Nsc, risk of 
•□ l monitoring anaphylaxis reactions to 
-balloon pump contrast a gents, 
•defibrillator 

ICD I mpl anta ble dl!v'lce that Hospltal Cath Lab No Conscious Fl uoroscopv gantry Yes. 
monitors h~;Htfhythm s.edatian up to 
for patients at hish ri s.k (not infrequently deep sedation -Patient monit:cring Bleeding, infection, 
of having lethal tie11rt requires overnisht or general .equ! p allergic reaction, 
arrythmia (Vtach, Vfib}, admission) anesthesi1;1 -02 monitoring damage to blood \less el, 

based on ASA -deflbr!llator or collapsed lung. 
Srna.!l lndsions are classification 
made in the chest •All patients who 
\lffl.erethe lead(s) and reqi.Me. def! brl! I a tor 
dl!Vice are inserted. The !mplantat!on of any 
lead is inserted through kind are at hl1:1her risk 
the incision and ir1to a and should ha\le their 
11ein, then guided to tile procedure performed 
heart with the aid of the under the safest 
fluoroscapv machine, conditions available, 
The tip of the lead 1s 
attached to the heart 
muscle, while the other 
end is attached to the 
pulse generator. The 
generator is plated in a 
pocket created under 
the skin in the upper 
chest 

knobles
E-Sticker



Leg Health Brief description Typically Safe in Level of Equipment Immediate higher 

"Office Lab" performed office Anesthesia needed level of care for 
{office/hospital) setting complications 

PM generator Same as ICO and Hospital Cath Lab No Local or Fluotoscopy gantry Yes, 
changes pacemaker- conscious 

1mplant8tlon- Just (not I nfrequentlv sedation •Patient monltorl ng bleeding, infer;tton, 
changes the battery. requires overnight l'QUip allergic reaction, 

admission) -02 monitoring damJge to blood vessel, 
•defl bri 11 a tor orcollap.s..d lung 

pacemaker A local a nesthetlc is Hospital Cath Lab No LOca! or Fluoroscopy ganuv Ye,, 
Implantation given to numb the area. r;ansclous 

An incision is made in {not infrequently sedation ~Patient monltor!ng bleeding, Infection, 
the chest where the requires overnight equip al!erg!c reaction, or 
leads and pacemaker admission) -02 monitoring collapsed h,mg 
are insia'!'tecl, Theleadjs.J -d efi bri I! a tor 
is inserted through the Al! patients who require 
incision and into a vein, pael"maker insertfon'li or 
then guided to the battc-ry changes of any 
heart with the: aid of th.e kirtd are at higher risk 
n uoroscopy machine. and .should have their 
The I ead lip a tta chc-s to procedure petformed 
the heart muscle, while under the safest 
the other end of the conditions available. 
lead {attached to the These patients art' 
pulse generator) is almost.ilways elderlv 
placed in a poc_k1rt with multiple co~ 
crNted under the skin morbidities. 
ln the upper chest 

tmplantable loop device implanted just Hospital Cath Lab No local or •Patient monitoring Ye;, 
recordR"r in,utlon under the skin ofa conscious equlp 

patient's chest to sedation --02 monitoring 
record the heart's (not infrequenUy bleeding, infection, 
e!e.ctrical acti'o'it\'. reqtJi res overnight •deiibrll!aLor allerelc reaction 

admission) 

Cardloverslon elettric;al shocks are Hospital Cath Lab No o:.insi;ious -Patient monltorlng Yes. 
delivered to the. heart sedation up to equip 

Stroke, blood clots, llfe-
to convert an lrr~gula r deep sedation -02 monitoring threatening arrvthmia, 
or fast heart rhythm (not infrequen!Jy or ,!l.eneral 
(arrhythmia) to a require overnight anesthesia -defibrillator Requires deep .sedation 
normal heart rhythm, admission) based onPSA and exposes the patient 

d.asslHcatlon to the nefd for 
emergent airway 
supi:iort In additlon to 
requiring significant 
nursing and physician 
oversight that should be 
documented and 
approved by 
credentialed 
anes:theslo!oglsts. 

lnfusaport a small device which Is Hospital No Conscious -Performed in OR Yes, 
placement utlHzed to de!i,.,er 

(noti nfrequ.ently sedation upt.o -Patient monitoring V1cnous ma!positionlng medications directly 
requl(e overnl sht 

deep sedation 
equ!p of tilthete:r and lnto the patient's or general 

bloodstream. 
adrrds:.sion} 

anesthesia -02 monitoring 
perforatlon. with arterial 

based on ASA 
injury, pneumothorax, 

classification 
-deflbrillator hemothorax, thoracic 

a small catheter -Instrumentation 
duct injury, cardiac 

att;n:hed to a reSet'o'olr tamponade. 

is placed under the skin ·StcrillzinB 

with che.s oft catheter equipment 

placed inside one ofthe -appropriate air 
c_hest 'o'e!ns. This all ow<: exchanges 
the administration of 

medications or 
withdrawal of blood for 



Leg Health Brief description Typically Safe in Level of Equipment Immediate higher 

"Office Lab" performed office Anesthesia needed level of care for 
(office/hospital) setting complications 

testing without 
repeatedlv having to 
stid:thearmvelns. This 
procedure lJ done in 
th~ operating roam, 
,.mder-sedation or u 
general anesthetic. 

TEE A tronsesophi'18€fll Hospital- Echo lab No Conscious -echo machine Yes. 
echoc.ardlogram (TEE) is , sedc1tion up to 

•TEE probe 
type of ultra sou"d test. deep sedation 
lrwol'le<.i placing a tube (not Infrequently Possible or general -l nstrumentatl on Bleeding or tear1ng of 
dQwn your ~ophaRus requl re QVern! gilt flsks of anesthesia the esophagus, allergic 
with an 11ltrasound admission) transesop based on MA 

-TEE scope 
reaction. 

devlcethattakes a series hagea! dassiOcation -steri!izins 
of moving 11lctures of ec.hoc.ardi equipment 
vour heart lt can show If osrams Requires deep sedation 
lt makes clots when It include and exl)oses the patient 
pumps blood. bh,edlng, to the neC!d for 

breathina emergent a!rway 
issues, or supp-art in additlon to 
he.a rt requlri ns s I gnlfi c.a nt 
rhythm nursing and physldM 
problems oversight that should be 

do1;umentecl and 
approved by 
c.redentialed 
anc:stheslologists. In 
21dditlnn, acute 
methemag.lobuli ne.mla 
1s a known complication 
of aerosolized numbing 
agenbi for TEE and 
requires ursent 
administratlon of 
therai;iyto avoid llfe-
threatening is.sues, 

Pulmonarv artery A sensor is Implanted Hospital Cath Lab No Conscious Cath Lab Yes. 
pressure into pu!moMry artQf)' sedation up to 

CardioMems or rewrdlng devli:@$ through right f-ieart d12ep sedation 
similar devlce 

Abnorma I or ! ife-
catheriz.ation (not infrequently or general threatening heart 

require overnight anesthesia Documentation arrythmla s, rigtit bundle 
admlsslon) based on ASA system hranc.h block, {the heart 

classification 
-tmagearchival is unable to conduct 

e/ectrlt::al s!gna!s), 
svstem {PAC5) knotting of the 
-CardlolO!N catheter, rupture of tile 
monltori ns system pulmonary artery, 

•Patient monitoring 
Severely reduced blood 
flow to partQftheluns, 

equip 
blood dobi causing a 

•02 mon!to,i ns stroke, endocarditis 

•deflbtlllator 
(infection of tile he.art 
valv~), Infections of 
the catheter, bleeding 
attheimertion site 

Attia!, ventrio.J!ar Treatrnent far cardiac. Hospltal. Cath Lab No Deep sedation -Fluoroscopv gantry Yes. 
and nodal arrvthmias (AVNRT, or general 

-lntracardiac ablation Afib, Afluttef, Vlach) anes.thesia 
ultrasQ1.md 4 hr procedure based on ASA Damaseto the blood 

A ca thaer is. lns erted classlfi1;ation -Mal)ping S)'Stem vessel, bleedinit 
intlJ the hean. A special 

-Patient monitoring 
formation of a 

machine dellvers enerir,; Majority :»tl;ly blcmcl clot or 
through thecathetE!' to overnight equip-

blood a1llectlon 
tin)' areas of the. heart --02 monitoring (hematom.:1) 
muscle that cause the. 

•defibrillator Dislodging of the 
abnormal heartrhy1hm, pacemaker lead, 



Leg Health Brief description Typically Sole In Level of E:qulpment Immediate higher 

"Office Lab" performed offi"' Anesthesia needed level of care for 
(office/hospital) sening complications 

This energy disconnects puncture in the 

the pathway of the tie.irtwa!I. 
abnormal rhythm 

EP ablation procedure1 

often requl r~ trans-
Ablation c21n also be septa I p1,incture far 
used to disconnect the completeness. Thlt fact 
e!eclr!cal pai:hwav may not be known until 
between the upper the procedure is 
chambers (atria} and underwav, Slgnrncant 
lower chambers operator and imaging 
jventricles~ of the heart skill ls required for 
The type of ablation successful completlon 
performed depends and complications can 
upon the type of be Quickly life-
arrhythmia. threater'ling. 

Involves insertion of VT ablation almost 
several catheters e){dus!vely im1olves 
through a small incision patients with severely 
into a large blood reduced cardiac 
veuel, and It may be function and are atflsk 
necei.saryto usebotll for severl" compromise 
an artery and a vein, A during the procedure, 
trr:1nsducer is inserted 
througti one nf the 
catheters so an 
intra cardiac (insldeyour 
heart) ultrasound can 
be performed durfng 
the procedure, The 
ultrasound alloM the 
doctor to view the 
structures of the heart 

•Note: Cardiac patients are inherently at higher risk due to age, high prevalence of co morbidities and baseline 

reduced cardiac reserve. Any procedure on a high-risk population becomes high-risk. These procedures, when 

performed in an office setting vs. a hospital further increase the risk and compromise safety of the patient, with 

no obvious patient benefit. All procedures should have a clear and defined robust QA and Pl protocol in place 

to insure qua lily. 
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