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Cardiovascular Surgery — Cardiology
Teams (The Heart Team)
WHY??

More Procedures require both skill sets (TAVI and
TMVI example but there are more)

Conflicting and Evolving Data regarding Heart Valve
Treatment and Outcomes: Heart team and COI
therefore patient comes first

Better Results, Better Decisions, (??), Better
perspective

More resources/power: Financial and Infrastructure
within the Hospital/Health System Domain
— HVC Concept getting stronger

Academic productivity/Resident Education/




So, at our Penn CV Surgery
Faculty Meeting 8 years ago, when
I said we ought to “Strategically”

prepare to with

for both Trans-
Apical and Transfemoral TAVI







What Happened and How do we
do It at Penn?




Cardiovascular Surgery — Cardiology
(The Heart Team)
Founding Concepts

Financial: All money would be shared equally

— Clinic, Procedural, create a “New” entity different from Depts
Surgery/Medicine Norm. Direct, independent link to CFO

All cases done in Hybrid OR with equivalent scheduling priority
and ownership

Shared Inpatient care. (Evolved very positively)

No case could be done without going through Monday morning 90
minute multi-disciplinary conference (protocols for emergencies)
— Resources for efficient presentations

No trial would ever be done without total team involvement

All data would be shared. Protocol development would be shared




Cardiovascular Surgery — Cardiology
Teams (The Heart Team)
Initially 2007

 Started with Two Surgeons

» Two Interventional Cardiologists
» Echo/lmage Cardiologist

* Nurse

» Research Coordinators

* Neurology (... dotted line)




The OR and Cath Lab Joined Together:
A Show of Solidarity
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Multi-Disciplinary TEAM Approach
=% Hybrid OR and The PARTNER Trial
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Early Monday Morning Team
Meetings: 2010-2011



National, International, and
Governmental Committment to
the Heart VValve Team




The Heart Team - Collaboration

SPECOIAL REPORT FREOM THE S0:OETY OF THORACIC SURCBONS

Transcatheter Valve Therapy: A Professional
Society Overview from the American College
of E’lrdmlug}f Foundation and The Society

of Thoracic Surgeons

Writing Committee Members: David K. Holmes, Ju, MDD, FACC, ACCF President,
Michael J. Mack, MD, FACC, 5TS President

Preamble

Th @volubion of Fanscatheior valve thorapy raises im-
poraTE questons foe precitionors, padenis, and govem-
menit agencies on the approprlabs Easmont sEaE gy for
paticres who oould b eligihle for this procedure. The
Amiefcan College of Cardiology Foundation {A0CF) and
Tha Socicty for Thoraos Surgeons (STS) joined mogoiher
i wrsr this paper &0 ot dhe slage for 3 sords of
dorumenis, i b joined by oither peofessional sodetios,
i addross Bhe isues oriscal 80 aecopssiul imeearation of
this niw proosdure into medical pracscs in the Unded
Siates. Final review and approval of the dooumens was
providsed by the ACCF Board of Trusisss and the 5TS
Bozrd of [Mreciors. The ACCF and 5T5 beliewe this
document will be helpdul &0 freme the discussion of key
issues and Quistors foF considermion a3 ghis new &sch-
nology unfolds, Owr organbosions emain commibded o
providing guidance on key clinical isswes.

L Introduction

NaJues in SuFgary. vaodnes o cure polio, penidllin and
sl drugd BoF infoctioes discases, and oordsons. Thess
therapies have each been developed in comoen by pdry-
siclans, scianiisis, and industry parnom
Catheter-bassd therapies present new and possnsially
eranséormmational technology for valvulr and siruckural
haar disease (1) The assodaied issuss are ompdss, with
miliple sakecholders: fmst and OFemosl, e pEicnE
rocedving this therapy, bt also induding cEniclames, in-
VETHDrE, indusiry, Fesullbofy dgenoes, government and
privase payers, and professiomal socicties. The purposs of
this dorurment is b capeie all ehe e demenss propor-
somally with e overarching goal of aligning tho Sniee-
ests of 2l expert physicams indwding cardiokogsts: pro-
ceduralists; heart valve, heart fail ure,. amd Im.::.;ln;.-
spedalisis; and Imaging scpens with other relevarm
sakehiokders (myulatons, payems, professional sodcbo)
in dzlivering the best possible pasent-conbered care. Tha
role of socictdios B8 0 mealbe this gl dheough ongng
davrlopment of CEpsErt CONSEMSUE SEHOMan s, pisdeEn,
r'n'.l'*-uu.:l.lm: mm-I:. .1r|. uz'uln:.- p.1r1-:| gms, therehy




“the Heart Team has become an integral part
of the practice of modern cardiovascular
care”

Foundation

STATE-OF-THE-ART PAPER

The Heart Team of Cardiovascular Care

David R. Holmes, Jr, MD,* Jeffrey B. Rich, MD, William A. Zoghbi, MD 3 Michael J. Mack, MD,§
Rochester, Minnesota; Norfolk, Virginia; and Houston and Dallas, Te

The management of complex cardiovascular disease has changed markedly with the development of new strate-
gies of care, an increasing amount of scientific evidence-based data and appropriate use criteria. Applying this
plethora of information and synthesizing it for presentation and recommendations to the patient and family
have assumed central importance. To facilitate this process of patient centric evidence-based care multidisci-
plinary Heart Teams have become identified as cornerstones. While specific strategies for implementation of
these teams will vary, this broad approach will become the standard of cardiovascular care. (J Am Coll Cardiol
2013;61:903-7) © 2013 by the American College of Cardiology Foundation

The concept of a Heart Team has become the subject of  hierarchical endpoint composed of various components
i - interest in treating car cular disease. While such as death, myocardial infarction, stroke (either n
d approach has been part of the practice in other  or minor), need for repeated procedur
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TAVI - Recommendations

Transcatheter valve implantation for patients
with aortic stenosis: a position statement from
the |

no randomized Studies (yet),
no long term results

Indication in high risk patients

Team approach

Vahanian A Eur Heart J 2008



The Society of Thoracic Surgeons
B33 M. Saint Clair Sureal

Floar 23

Chicago, 1L 60611

American College of Cardiology
Heart House

2400 N Street NW

Washinglon DC, 237

September 22, 2011 Valve Centers
Louis Jacques, M.D., Director Tral nin glcred entl a'l In g
Coverage & tnalysis Growp. 050 | Mulltidisciplinary Heart Team

Centers for Medicare and Medicaid Servic

7500 Security Boulevard, C1-14-15 National TVT Reg istry

Baltimore, Maryland 21244

FORMAL REQUEST FOR A MEDICARE NATIONAL COVERAGE DETERMINATION [NCD)
Transcatheter Aortic Valve Replacement [TAVR) Procedures

Singerely,
f{t cL J EM Daid (A {-Mi»tmﬁ

:'rr]ch ael |. Mack, M.D. David K. Holmes, Jr., M.D., FAC.C.
esident President
The Society of Thoracic Surgeons American College of Cardiclogy
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== Back to Mational Coverage Analyses (NCA) Details for Transcathster Aortic Valve Replacement (TAVR)

Proposed Decision Memo for Transcatheter Aortic Valve Replacement (TAVR) (CAG-00430N)

Yane/

 TAVR approved under “coverage with evidence development”
« Approved for treatment of severe symptomatic aortic stenosis
 FDA approved indication and with an FDA approved device
 Two cardiac surgeons approve
« Performed in facility with
« >50surgical AVR’/year (~400)
« >1000 caths/400PCl/year
« >20TAVR/year
* Mortality<15%
« 1 year running survival of >60%
« Stroke <15%
- Multidisciplinary Heart Team v
« Mandatory National TVT Registry participation 6‘5




Primary Role of “THE HEART TEAM”

Heart, Lung and Circulation (2015) 24, 219-223
1443-9506 /04 /$36.00
http:/ /dx.doi.org,/10.1016/j.hlc.2014.09.009

Position Statement for the Operator and
Institutional Requirements for a

Transcatheter Aortic Valve Implantation
(TAVI) Program

Darren L. Walters®, Mark Webster ”, Sanjeevan Pasupati S,

Antony Walton ¢, David Muller®, Jim Stewart”, Michael Williams /,
Andrew Maclsaac®, Greg Scalia® " Michael W1lson Adam El Gamel*,
Andrew Clarke’, Jayme Bennetts 1‘ Paul Bannon'

CrossMark

“Department of Cardiology, Prince Charles Hospital, Queensland 4032, Australia

PGreen Lane Cardiovascular Service, Auckland City Hospital, Auckland, New Zealand

“‘Waikato Hospital, Hamilton, New Zealand

YVictorian Cardiovascular Services Epworth Hospital, Victoria 3121, Australia

“St Vincent's Hospital, New South Wales 2010, Australia

‘Dunedin Hospital, Dunedin, New Zealand

55t Vincent's Hospital, Victoria 3065, Australia

"Heart Care Partners, Queensland, Australia

'Cardiothoracic Surgery, RPAH Medical Centre and The Heart Care Centre, Svdney, New South Wales, Australia

“A Heart Team is defined as a multi-disciplinary team of professionals who are charged with the L

governance of, and accountability for, the decision making and outcomes of the TAVI program within an
institution.




Heart Team to National Registry

STS/ACC TVT Registry

STWACC TVT Megaetry / Mome

Participation in a National Registry

Complies with relevant regulations relating to protecting human research
subjects, including 45 CFR Part 46 and 21 CFR Parts 50 & 56

Consecutively enrolls TAVR patients
Registry must be auditable

All manufactured devices

Follows the patients for 1 year

Follows:
— KCCQ, 30 day and 1 year follow up, MACE AEs

TN




Cardiovascular Surgery — Cardiology
(The Heart Team)
Present Structure and Reality

Financial: Our own Cost/Revenue center
— CFO: 7 FTE full time

All cases done in Hybrid OR with equivalent scheduling priority
and ownership (N=350/year)

TAVI (Structural Heart) Service. Joint

Monday Morning Conference has twice the participants and is
video-conferenced (two sites)
— Four combined operational teams

Shared Clinic Space for entire team (Two days a week/ Pairs)
— Referral logistics

All data shared. Multiple Protocols developed
— Fast Track, Conscious Sedation,

Mitral on the way ..... A Navy SEALS approach to life




TAVI Team Nurses and Coordinators

S—




Team In 2014:




Future Challenges for the Heart
Team?




A Look Back Over the Beginning of TAVR at UPHS
How to Deal with Growth???? Heart Team Challengeg

TAVR November 2007 to November 2015

CoreValve
SurTAVI

Sapien Commercial
Approved 2011 Sapien XT

Partner |l

, Al e /
TA9/2008 1172009 PPIVIC %\ . /ﬁ

N

Partner |

Volume

NOV 2007

2015: 350/ year



http://www.edwards.com/eu/Products/TranscatheterValves/Pages/sapien3.aspx
http://www.edwards.com/eu/Products/TranscatheterValves/Pages/ascendraplus.aspx

Future Challenges for the Heart
Team?

Referral ownership
Mitral
Growth (too big)
Allocation and Efficient use of
Time
Departmental Silos
Resources




CEO in the Hybrid OR watching TAVI TA!!




Cardiovascular Surgery — Cardiology

(The Heart Team)
The Glue

The ONLY time all are together is the 90 Minute Heart Team
Monday morning meeting

CaseReview and decision

Inpatient Review

Case and Outcome Discussion

Protocol Development and discussion

Trial Policy and Administrative discussion
Quarterly review of program

Absract and Paper review (Scholarship/Academics)

Rotate Procedural Teams (up to a point)
The Clinic







Penn Heart VValve Team
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f} Proposed Decision Memo for Transcatheter Aortic Valve Replacement (TAVR) (CAG-00430N)

« TAVR Program Quality Parameters
« 30 day All-Cause mortality < 15%

« 30 day All-Cause Neuro events (including TIA) < 15%

« 30 day Major Vascular Complication Rate < 15%

e > 909% Institutional follow-up in database

* 60% 1 year survival rate for Non-op (cohort B/Extreme Risk)

» After program up for 2 years .... Running 2-yr average

« Maintain EITHER 20 TAVR procedures per year OR 40 over 2
years

« National TVT database

TN




Weekly Penn Aortic Valve and TAVI Conference:
Choosing the RIGHT and Proper Therapy for the
Patient

Syntax .... No different



