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No Review

Record #: 2377

Facility Name: Rex Hospital d/b/a UNC REX
FID #: 953429

Business Name: Rex Hospital, Inc.

Business #: 1554

Project Description: Performance of structural heart procedures on vascular (non-cardiac)
catheterization equipment
County: Wake

Dear Mr. Qualls:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency) received your letter of September 1, 2017 regarding the above referenced proposal.
Based on the CON law in effect on the date of this response to your request, the proposal
described in your correspondence is not governed by, and therefore, does not currently require a
certificate of need. However, please note that if the CON law is subsequently amended such that
the above referenced proposal would require a certificate of need, this determination does not
authorize you to proceed to develop the above referenced proposal when the new law becomes
effective.

However, you need to contact the Agency’s Acute and Home Care Licensure and Certification
Section to determine if they have any requirements for development of the proposed project.

It should be noted that this determination is binding only for the facts represented in your
correspondence. Consequently, if changes are made in the project or in the facts provided in
your correspondence referenced above, a new determination as to whether a certificate of need is
required would need to be made by this office. Changes in a project include, but are not limited
to: (1) increases in the capital cost; (2) acquisition of medical equipment not included in the
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original cost estimate; (3) modifications in the design of the project; (4) change in location; and
(5) any increase in the number of square feet to be constructed.

Please contact this office if you have any questions. Also, in all future correspondence you
should reference the Facility ID # (FID) if the facility is licensed.

Sincerely,
Aod W«k}fﬂ )
Michael J. McKillip Martha I Frlsone hlef
Project Analyst Healthcare Planning and Certificate of Need Section
ce: Acute and Home Care Licensure and Certification Section, DHSR

Paige Bennett, Assistant Chief, Healthcare Planning, DHSR
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September 1, 2017 Gary Qualls

gary.qualls@klgates.com

T+1919 466 1182
F +1 919 831 7040

Via Hand Delivery

Martha Frisone

Chief

Department of Health and Human Services
Division of Health Service Regulation

Health Planning and Certificate of Need Section
809 Ruggles Drive

Raleigh, North Carolina 27603

Re: No Review Request for Rex Hospital, Inc. d/b/a UNC REX regarding Structural Heart
Procedures

Dear Martha:

We are writing on behalf of our client Rex Hospital, Inc., d/b/a UNC REX (“UNC
REX™). UNC REX would like a determination that it can perform Structural Heart Procedures
(as defined below) on non-cardiac catheterization (“cath”) equipment as defined in N.C. Gen.
Stat. §131E-176(2f). Based on the reasoning articulated below, we request confirmation from
the Department of Health and Human Services, Division of Health Service Regulation,
Healthcare Planning and Certificate of Need Section (the “Agency”) that this proposal is not
subject to certificate of need review.

The CON statute defines cardiac cath services as follows:

“Cardiac catheterization services” means those procedures, excluding pulmonary
angiography procedures, in which a catheter is introduced into a vein or artery and
threaded through the circulatory system into the heart specifically to diagnose
abnormalities in the motion, contraction, and blood flow of the moving heart or to
perform surgical therapeutic interventions to restore, repair, or reconstruct the
coronary blood vessels of the heart.

N.C. Gen. Stat. § 131E-176(2g) (emphasis added).
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Together with its cardiologists, UNC REX performs a number of procedures referred to
as Structural Heart Procedures. Such procedures are referred to using terminology such as
Transcatheter Aortic Valve Replacement (“TAVR”) and other terms. The current CPT codes for
these Structural Heart Procedures are as follows:

TAVR Primary Procedures

33363 - TAVR Open Axillary Art
33362 - TAVR Open Femoral

33364 - TAVR Open Iliac Art

33361 - TAVR Percutaneous Fem Art
33365 - TAVR - Trans-Aortic

33366 - TAVR Transapical

TAVR Add Ons

33369 - TAVR w/ Central A&V Cannulation
33368 - TAVR w/ Open Periph A&V Pump Bypass
33367 - TAVR w/ Perc A&V Pummp Bypass

Mitral Clip procedures
33418 - Initial Clip
33419 - Add'1 Clip

Watchman procedures
33340 - Percutaneous Transcatheter Closure Left Atrial Appendage

ASD/PFO
93580 - Closure ASD/PFO W/ Implant

UNC REX believes that Structural Heart Procedures do not meet the definition of
“cardiac catheterization services” under Section 131E-176(2¢) of the CON statute because they:
(1) are not diagnostic; and (2) do not involve interventions pertaining to the coronary blood
vessels of the heart. Rather, physicians who perform these procedures describe Structural Heart
Procedures as therapeutic interventions to restore, repair or reconstruct the heart muscle or heart
valves, not coronary blood vessels. See Affidavits of Dr. James Zidar (Exhibit A) and Dr. Willis
M. Wu (Exhibit B).

300970543 v1
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UNC REX has historically performed these structural heart procedures on cardiac cath
equipment as defined in Section 131E-176(2f). However, UNC REX believes that it is permitted
to perform such procedures on non-cardiac cath equipment under the CON Law, because the
procedures do not meet the Section 131E-176(2g) definition. Moreover, Structural Heart
Procedures are perfectly safe to perform on non-cardiac cath equipment (i.e., equipment often
referred to as vascular cath equipment, which is cath equipment, but not cardiac cath equipment
as defined in Section 131E-176(2f)).

Based on the foregoing, please confirm that the performance of Structural Heart
Procedures on non-cardiac cath equipment is non-reviewable because such activities do not
trigger any new institutional health service categories under the CON Law.

If you require additional information, please do not hesitate to contact me at the above
number. Thank you in advance for your review of this request.

Sincerely,

Gary Qualls

300970543 v1
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Exhibits
A. Affidavit of Dr. James Zidar

B. Affidavit of Dr. Willis M. Wu

300970543 v1



EXHIBIT

i

AFFIDAVIT OF DR. JAMES ZIDAR

1, Dr. James Zidar, being first duly sworn, states as follows:

2, I am over the age of eighteen (18) years and am a resident of Wake County,
North Carolina. I do not suffer from any mental disability or infirmity that prevents me from
making this Affidavit. This Affidavit is based on my own personal knowledge.

3. I have practiced cardiology for decades and have extensive training and
experience in interventional cardiology procedures. My CV is attached to this Affidavit as
Exhibit 1.

4, As a cardiologist at UNC REX, I routinely perform a number of procedures
referred to as “Structural Heart Procedures.”  Such procedures are referred to using terminology
such as Transcatheter Aortic Valve Replacement (“TAVR™) and other terms described below. I
have confirmed that the current CPT codes for these Structural Heart Procedures are as follows:

TAVR Primary Procedures

33363 - TAVR Open Axillary Art
33362 - TAVR Open Femoral

33364 - TAVR Open Iliac Art

33361 - TAVR Percutancous Fem Art
33365 - TAVR - Trans-Aortic

33366 - TAVR Transapical

TAVR Add Ons

33369 - TAVR w/ Central A&V Cannulation
33368 - TAVR w/ Open Periph A&V Pump Bypass
33367 - TAVR w/ Perc A&V Pummp Bypass

Mitral Clip procedures
33418 - Initial Clip
33419 - Add'l Clip

Watchman procedures
33340 - Percutaneous Transcatheter Closure Left Atrial Appendage

ASD/PFO
93580 - Closure ASD/PFO W/ Implant

300970637 v1



5. Structural Heart Procedures: (1) are not diagnostic; and (2) do not involve
interventions pertaining to the coronary blood vessels of the heart. Rather, Structural Heart
Procedures are therapeutic interventions to restore, repair or reconstruct the heart muscle or heart
valves, not coronary blood vessels.

6. At UNC REX, we have historically performed these Structural Heart Procedures
on UNC REX medical equipment designated as cardiac cath equipment for certificate of need
(“CON™) regulatory purposes. However, Structural Heart Procedures are perfecily safe to
perform on non-cardiac cath equipment.

Further affiant sayeth not.

(er Gt/ 177

faméy Zidaréyf.D.
STATE OF NORTH CAROLINA /
COUNTY OF WAKE
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Exhibit

1. Curriculum Vitae of James Zidar, M.D.
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EXHIBIT

% A-1

CURRICULUM VITAE

James Patrick Zidar, M.D., F.A.C.C., F.S.CA.L
Clinical Professor of Medicine

Birth: Detroit, Michigan
Marital Status: Married, 3 Children
Address: Rex Heart & Vascular Specialists

4414 Lake Boone Trail, Suite 402
Raleigh, North Carolina 27607
Ph. (919) 784-5600

Fax (919) 784-5601

Education: University of Notre Dame, B.S. 1980 Notre Dame, IN
Loyola University Stritch School of Medicine, M.D. 1985
Maywood, Illinois

Training:
Internship / Internal Medicine, 1985 — 1989
Residency / University of Michigan Medical Center
Chief Resident: Ann Arbor, Michigan
Fellowship: Cardiology, 1989 — 1992

Interventional Cardiology, 1992 — 1993
Duke University Medical Center
Durham, North Carolina

Prior Academic Appointments:
Associate, Medicine, Cardiovascular Division, 1992 — 1993
Assistant Professor of Medicine, 1993 — 1998
Associate Professor of Medicine, 1998 — 2002
Associate Professor of Medicine with Tenure, 2002 — 2009

Professor of Medicine with Tenure, 2010
Duke University Medical Center
Durham, North Carolina

Director, Peripheral Vascular Medicine Program
Duke University Medical Center, 1999 — 2004

Dircctor, Cardiovascular Services,
Duke Raleigh Hosp., 2002 — 2010

Medical Director, Duke Cardiology of Ralelgh group practice,
7 person group, 2002 - 2010



Current Appointment:
Clinical Professor of Medicine
University of North Carolina Health Systems, 2010 — present

Corporate Chief, Department of Cardiology,
Rex Healthcare, 2010 — present

President, Rex Heart and Vascular Specialists, 2010 — present

Consultant in Cardiology, Rex Hospital, 2002 — present
Consultant in Cardiology, Duke Raleigh Hospital, 2002 — 2011

Licensure: Michigan, 1986 — inactive
North Carolina, 1989 — active #38717
Virginia, 2001 — inactive #0101230671

Certification:
National Board of Medical Examiners, 1986
American Board of Internal Medicine, 1989
ABIM, Cardiovascular Disease, 1991, recertified 2001
ABIM, Interventional Cardiology 2003

Honors: Michigan Competitive Scholar

University of Michigan Regents — Alumni Scholar

Alpha Sigma Nu Jesuit Honor Society

Alpha Omega Alpha Honor Medical Society

Scientific Advisory Board, International Academy of Cardiology
Best Doctors in America, 2003 — present

Professional Societies:
American College of Physicians: Member
American College of Cardiology: Fellow
Society of Coronary Angiography and Intervention: Fellow
Alpha Omega Alpha Honor Medical Society
Andreas Greuntzig Honorary Society: Member

Committees: Duke University Medical Center
Cardiology Fellowship Selection Committee, 1992 — 1997
ODI /PTCA Care Map Committee, 1992 — 1998
Computer Advisory Committee, Department of Medicine
Clinical Practice Group, 1993 — 1999 ’
Duke Clinical Research Institute , Executive Comm, 1995 — 2010
Duke Univ. Cardiology Clinical Site, Exec Comm., 1997 — present
ACC Scientific Program Committee member, 2000 — 2003
ACC Interventional Spotlight Planning Comm. member, 2001 — 2003
ACC Interventional Spotlight Committee, chairman, 2003
ACC I2 Planning Committee, 2005 — 2007
Duke Raleigh Hospital Cardiovascular Service Line, 2002 - 2010
Rex Invasive Cardiology QA committee, 2004 — present



Editorial Boards / Manuscript Review:
J Interventional Cardiology, J Invasive Cardiology, Circulation, JACC, American
Journal of Cardiology, American Heart Journal, Catheterization & Cardiac
Interventions: 1996 — present

Scientific Advisory Boards:
Abbott Vascular, 2001 — present
Aventis Pharmaceuticals, 1998 — 2004
Cordis Corporation, 1995 — present
Cryovascular Systems, Inc., 2000 — 2004
Eli Lilly, 1997 — 2003
Guidant Corporation, 1996 — 2006
Medtronic Vascular, 2002 — present
Millenium Pharmaceuticals, 2001 — 2005
North Point Domain, 2000 — 20056

Invited Lectures / Grand Rounds: '
Duke, U of North Carolina, Carolinas Medical Center, East Carolina University,
UNC/Moses Cone Hospitals, UNC/Wake Medical Center, Medical University of
South Carolina, Medical College of Virgima, UAB, Emory University, Univ of
Mississippi, Baylor University, U of South Florida, U of Michigan, Northwestern
University, Loyola University, U of Chicago, U of Pennsylvania, Cornell
University, Georgetown, Washington Hospital Center, U of Nebraska, U of
Arkansas, Texas Heart Institute, Medical College of Georgia

National / International Course Director / Presenter:
ACC Scientific Sessions: 1993 — present
AHA Scientific Sessions: 1994 — 2005
TCT Annual meeting: 1994 — present
TCT Interventional Board Review presenter: 2000 — 2001
SCAI Annual meeting: 2001 — present
SCAI Carotid Course, presenter, 2006, 2007
ACE Scientific Sessions: 2006, 2007
Duke / Beaumont Beaver Creek meeting: 1996 — present,

co-director, 2004 — present

Scripps Interventional Course, 1995 — 2000, presenter
Duke Vail Interventional mtg, 1995 — 2004, director
Duke Pinehurst Interventional mtg, 1996 — 2005, director
Pebble Beach Interventional mtg, 1995 — 2003, director
SOLACI mtg presenter: 1995 — 1997
ESC mtg presenter: 1996 — 1997
Asia World Congress / Singapore presenter: 1997 — 1998
Interventions 2000 — 2004 — Atlanta, co-director
SIS Annual mtg, presenter 2004 — 2009
Emory Practical Interventional Conf (EPIQ): presenter 2002 — 2011
Hot Topics in Cardiology: presenter 2005 - 2009
Cardiovascular Innovations 2010, Bethesda, MD, 2010
CRT mtg, presenter, Washington, DC. 2010 — present
VIVA mtg, Las Vegas, NV, October 2011



Research Experience:
Principle Investigator: :
CHOICE: Carotid Stenting For High Surgical-Risk Patients; Evaluating
Outecomes Through The Collectlon Of Clinical Evidence, Rex Hospital — Heart
& Vascular Research

SAPPHIRE: Stenting and Angioplasty with Protection in Patients at
High-Risk for Endarterectomy, Rex Hospital — Heart & Vascular
Research

MOMENTUM: A prospective, multi-center, non-randomized, single-arm
clinical trial to evaluate the safety and effectiveness of the Absolute Pro®
peripheral self-expanding stent systeM and the Absoulte PrO® LL peripheral
self-expanding stent system in the treatMENT of subjects with
atherosclerotic de novo or restenotic lesions in the native sUperficial feMoral
artery and/or native proximal popliteal artery, Rex Hospital — Heart &
Vascular Research

CANOPY: Carotid Artery SteNting Outcomes in the Standard Risk
Population for Carotid EndarterectomY, Rex Hospital — Heart & Vascular
Research

EVOLVE II: A Prospective Multicenter Trial to Assess the Safety and
Effectiveness of the SynergyTM Everolimus-Eluting Platinum Chromium

Coronary Stent System (SynergyrFM Stent System) for the Treatment of
Atherosclerotic Lesion(s), Rex Hospital — Heart & Vascular Research

TRANSLATE: TReatment with ADP receptor iNhibitorS: Longitudinal
Assessment of Treatment Patterns and Events after Acute Coronary
Syndrome, Rex Hospital — Heart & Vascular Research

IN.PACT: Randomized Trial of IN.PACT (Paclitaxel) Admiral Drug-Eluting
Balloon (DEB) vs Standard PTA for the Treatment of Atherosclerotic Lesions
in the Superficial Femoral Artery (SFA) and/or Proximal Popliteal Artery
(PPA) (“SFA II"), Rex Hospital — Heart & Vascular Research

Sub-Investigator: :
ALERTS: AngeLimed for Early Recognition and Treatment of STEMI
Study, Rex Hospital — Heart & Vascular Research

CLARITY I: Complete Lesion Assessment with fiR and IVUS
TechnologY, Rex Hospital — Heart & Vascular Research

ePAD: A randomized, open-label, parallel-group, multi-center study of
adding edoxaban or clopidogrel to aspirin to maintain patency in
subjects with peripheral arterial disease following femoropopliteal
endovascular intervention-edoxaban in Peripheral Arterial Disease,
Rex Hospital — Heart & Vascular Research

CHOCOLATE BAR: The Chocolate Balloon Angioplasty Registry, Rex
Hospital — Heart & Vascular Research

CloSys: CloSys™ Closure System US Multi-Center Clinical
Investigation, Rex Hospital — Heart & Vascular Research



Cook Tibiopedal: Tibiopedal Access for Crossing of Peripheral Artery
Occlusion, Rex Hospital — Heart & Vascular Research

FSS OPEN Trial: Evaluation of Safety and Efficacy of the FlexStent®
Femoropopliteal Self-Expanding Stent System, Rex Hospital — Heart &
Vascular Research

SuperNOVA: Stenting of the Superficial Femoral and Proximal
Popliteal Arteries with the Boston Scientific INNOQVA™ Self-
Expanding Bare Metal Stent System, Rex Hospital — Heart & Vascular
Research

GUIDE SFA Registry: Gaining an Understanding of IVUS Impact on
Procedural Time and Decisions in the Superficial Femoral Artery, Rex
Hospital~ Heart & Vascular Research
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AFFIDAVIT OF DR. WILLIS M. WU

1« Dr. Willis Wu, being first duly sworn, states as follows:

2. I am over the age of cighteen (18) years and am a resident of Wake County,
North Carolina. | do not suffer from any mental disability or infirmity that prevents me from
making this Affidavit. This Affidavit is based on my own personal knowledge.

%3 I have practiced cardiology for years and have extensive training and experience
in interventional cardiology procedures. My CV is attached to this Affidavit as Exhibit 1.

4. As a cardiologist with special interest in structural heart disease at UNC REX, I
routinely perform a number of procedures referred to as “Structural Heart Procedures.” Such
procedures are referred to using terminology such as Transcatheter Aortic Valve Replacement
(“TAVR™) and other terms described below. I have confirmed that the current CPT codes for
these Structural Heart Procedures are as follows:

TAVR Primary Procedures

33363 - TAVR Open Axillary Art
33362 - TAVR Open Femoral

33364 - TAVR Open Iliac Art

33361 - TAVR Percutaneous Fem Art
33365 - TAVR - Trans-Aortic

33366 - TAVR Transapical

TAVR Add Ons

33369 - TAVR w/ Central A&V Cannulation
33368 - TAVR w/ Open Periph A&V Pump Bypass
33367 - TAVR w/ Perc A&V Pummp Bypass

Mitral Clip procedures
33418 - Initial Clip
33419 - Add'l Clip

Watchman procedures
33340 - Percutaneous Transcatheter Closure Left Atrial Appendage

ASD/PFO
93580 - Closure ASD/PFO W/ Implant
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5. Structural Heart Procedures: (1) are not diagnostic; and (2) do not involve
interventions pertaining to the coronary blood vessels of the heart. Rather, Structural Heart
Procedures are therapeutic interventions to restore, repair or reconstruct the heart muscle or heart
valves, not coronary blood vessels.

6. At UNC REX, we have historically performed these Structural Heart Procedures
on UNC REX medical equipment designated as cardiac cath equipment for certificate of need
(“CON™) regulatory purposes. However, Structural Heart Procedures are perfectly safe to
perform on non-cardiac cath equipment. o
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Interventional Cardiologist
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Chief Fellow, Department of Cardiovascular Medicine
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Cancer Society Hope Lodge and Ronald McDonald House
University of Maryland School of Medicine
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