HEALTH CARE REGULATORY MODERNIZATION INITIATIVE
Background Paper: Cardiac Surgery and PCI Services

Issue:

The Department of Health (“Department”) regulates cardiac services through a Certificate of
Need (CON}) process that evaluates the public need for these services under the general
premise that a minimum volume of procedures per facility per year is required to ensure an
acceptable level of quality. However, with medical advances reducing the risks associated with
certain cardiac procedures, and the migration from facility-specific care delivery models to
regionally integrated delivery system models, the Department believes that it is appropriate to
consider factors other than facility-specific volume requirements in approving or disapproving a
cardiac services CON. While the existing cardiac need methodologies have arguably helped to
ensure quality without limiting patient access to cardiac services, New York State health care
systemns seeking to provide patient care more locally at their affiliated hospital facilities have
been precluded from doing so in certain areas of the State when utilization data for an area
indicates that new providers would be unable to meet the minimum regulatory volume
requirements without existing providers falling below those requirements.

Background:

Coronary heart disease (CHD) is the leading cause of death in New York State, and the most
common form of CHD is atherosclerotic coronary artery disease. The State's Prevention
Agenda 2013-2018 targets Cardiovascular Disease as one of the top five priority chronic
disease areas.

Changes in lifestyle, such as dietary changes, not smoking and regular exercise, are often
recommended to patients with CHD. In other cases, medication prescribed for high blood
pressure or other conditions can make a significant difference. For patients with CHD not
controlled by lifestyle changes or medication, the two most common procedures are
percutaneous coronary intervention (PCI} or coronary angioplasty, a non-surgical procedure
used to treat narrowed coronary arteries, and coronary artery bypass graft surgery (CABG), a
type of cardiac surgery. ST-segment elevation myocardial infarction or STEMI is the name
cardiclogists use to describe a myocardial infarction or classic heart attack. In patients with
acute or severe blockages, such as STEMI, PCI can be critical to survival as it reduces deaths,
myocardial infarctions and angina compared with oral medication. PCI guidelines and best
practices are constantly evolving; however, the standard is for door to balloon time of 90
minutes, with a median time nationally of 59 minutes according to a 2016 Report in the Journal
of the American College of Cardiologists (Masoudi, Ponirakis, Lemos, Jollis, et al, 2016). The
2013 ACCF/AHA Guidelines for the management of ST-Elevation Myocardial Infarction
recommends a regional approach to STEMI care and reperfusion therapy, recognizing the
importance of timely pre-hospital care and early identification of STEMI as key to reducing
overall total ischemic time and thus improving outcomes. This approach shifts the focus from
door-to-balloon time to first-medical-contact-to-device-time and establishes a goal of 90 minutes
or less for patients transported directly by EMS to a PCl-capable hospital.

Working cooperatively with hospitals since 1989, the Department collects clinical data for every
patient in the state undergoing PCIl and cardiac surgery and compiles them in two databases:
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the Percutaneous Coronary Interventions Reporting System (PCIRS) and the Cardidc Surgery
Reporting System {CSRS). These databases undergo careful auditing and rigorous statistical
analyses after which risk-adjusted mortality rates for hospitals and physicians are made
available to both providers and the public. Beginning in 2014, the Department also began
publishing data on 30 day readmissions rates for these procedures.

There are 36 licensed cardiac surgery centers in NYS. The volume of cardiac surgery in NYS
has fluctuated between 2003 and 2016, with a 21% declining trend exhibited from 2003 to 2011
(23,740 cases in 2003 to 18,841 cases in 2011). Cardiac surgery volume has increased since
2011, in part due to the initiation of Transcatheter Aortic Valve Replacement (TAVR) which is
included in tota! cardiac surgery volume.- Of note, CABG volume declined steadily until 2012
and has remained relatively stable since that time.

There are 63 licensed PCl-capable cardiac catherization laboratory centers in NYS (2 more
approved, but not yet operational). The volume of PCI cases in NYS has fluctuated between
2003 and 2016 with the peak at 60,148 cases in 2006. PCI volume decreased 19% from 2006
to a low of 48,653 cases in 2012, and this downward trend may be associated with many factors
including efforts to address the risk factors for heart disease, the advent of medical therapies as
well as a focus on appropriateness of care. Between 2012 and 2016 there has been a modest
8% increase in PCI volume with the most recent data showing 52,915 cases performed in 2016.

The Cardiac Advisory Committee (CAC) advises the Commissioner of Health on a wide range of
cardiac issues including quality, appropriateness and effectiveness of care, access, resources,
prevention and treatment. The CAC assists the Department of Health in the development of
cardiac initiatives, policies and guidelines. Membership includes both in-and-out-of-state
cardiac surgeons, cardiologists and specialists from other pertinent disciplines as determined by
the Commissioner of Health. Membership may include up to 25 members. Discipline,
geographic distribution, gender and racial diversity are taken into consideration when making
appointments.

Review of the existing statue and regulfations

Public Health Law 2802(2) requires the Commissioner prior review and approval of construction
projects as defined in regulation including determination of public need, applicant financial
capability and feasibility, and current compliance with existing codes, rules and regulations. With
respect to CON applications for cardiac surgery and PCI services, the Public Health and Health
Planning Council's role is to make a recommendation to the Commissioner (PHHC's decision is
not determinative).

Cardiac Surgery Centers. Section 709.14 of Title 10 of the NYCRR provides standards to
evaluate public need for cardiac surgery center services and cardiac catheterization laboratory
services. Section 709.14(b) defines the planning area for cardiac surgery services as the
Health Systems Agency (HSA) region and the use area of the facility is further defined as a 100-
mile radius of the applicant facility. Eighty percent of the population in each HSA must reside
within 100 miles of a facility providing cardiac services and all facilities are supposed to meet
threshold volume values. These threshold volume values require an applicant to document
referral cases to ultimately support a projected annual volume of 500 cases and require the
applicant to perform 300 annual cases at or within the first two-year mark. Also, all cardiac

9/28/2017 2



surgery centers in the area must be performing a minimum of 500 cardiac surgery cases
annually and the addition of a new site cannot jeopardize this minimum volume requirement.

The volume requirements for pediatric cardiac surgery centers are slightly lower. These centers
are expected to perform a minimum of 200 pediatric cardiac surgical procedures per year by the
end of the second full calendar year of operation or demonstrate the ability to perform a
minimum of 50 cases a year on-site and operate as part of a coordinated program based on a
fully executed written agreement, approved by the Commissioner, with another pediatric cardiac
surgery program in accordance with standards in 405.29(d)(5)(ii). For hospitals seeking
approval as part of a coordinated program, the agreement must be submitted with the certificate
of need application and must be approved by the Department prior to initiation of the service.

Per 405.29, physicians performing cardiac surgery need to perform a minimum of 50 cardiac
surgeries per year. Physicians falling below this level will be reviewed by the credentials
committee to determine what actions are necessary.

Pediatric Cardiac Surgery Centers. Pediatric facilities must maintain a 75 case per year
volume and Adult Surgery Centers must maintain 100 annual procedures threshold to be
deemed viable. 405.29(d)(6) allows for the commissioner to issue a waiver for these minimum
volumes if there is an extenuating circumstance or documentation that there would be unmet
need in the geographic area if the program closed.

All hospitals approved as Adult and/or Pediatric Cardiac Surgery Centers shall be approved as
PCI Capable Cardiac Catheterization l.ab Centers and must meet minimum standards in part
405.29.

PCI Centers. PCI distance and volume requirements at hospitals with no cardiac surgery on
site align with cardiac surgery guidelines but differ slightly. The planning area for a new PCi

center at a hospital with no cardiac surgery on site is a one hour average surface travel time

from the applicant facility which can be adjusted for traffic patterns and weather conditions.

The threshold volume requirements for a new applicant state they must perform a minimum of
36 emergency PCI and 200 total PC! procedures within the first year of operation. To approve a
new PCI center, all facilities within a one hour surface travel time must maintain a minimum of
300 procedures per year after the addition of a new program. The regulations presume that an
existing PCI facility must perform a minimum of 150 cases per year to remain viable from a
quality standpoint.

A PCI capable Cardiac Catheterization Laboratory Center with a volume between 150 and 300
PCI cases a year must procure the services of an independent physician consultant, acceptable
to the Department, who shall conduct an annual review of the appropriateness and quality of
PCI cases performed at the facility.

A PCI capable Cardiac Catheterization Laboratory Center with an annual volume below 150 PCI
cases a year for two consecutive calendar years, or a volume below 36 emergency PCl cases a
year for two consecutive calendar years, shall surrender approval to perform percutaneous
coronary interventions or have approval to perform the procedure revoked.
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PCI Volume-Outcome Research and Guidelines

The American College of Cardiology Foundation (ACCF), American Heart Association (AHA),
and Society for Cardiovascular Angiography and Interventions (SCAI) published consensus
guidelines in 2013 which were updated in 2014 to ensure quality in PCI facilities.

Institutional / Facility Volume. The guidelines indicate that while there is sufficient evidence to
support that an institutional volume below 200 PCI procedures annually appears to be
consistently associated with worse outcomes, there is less evidence to support a threshold for
an individual operator volume for both emergency and elective PCi.

Operator / Physician volume. The consensus guidelines also recommend that interventional
cardiologists perform a minimum of 50 PCl procedures per year (averaged over a two-year
period) including no less than 11 emergency PCls to maintain competency. Furiher, the
guidelines recognize that volume is but one of several factors thal should be considered in
assessing operator competence, which includes lifetime experience, institutional volume (could
be across specific facilities in a2 health system), other cardiovascular interventions of the
operator, and quality assessment of the operator’'s ongoing performance outcomes.

Facilities without On-site Surgery. Several strategies have been suggested to ensure optimal
quality and outcomes at low-volume facilities without onsite surgery, including: a) having both
operators and support personnel rotate at a high-volume facility to enhance experience and b)
rigorous quality monitoring program with oversight from a high-volume facility or formal
evaluation by an external accreditation organization.

PCI Regulations in Other States. The 2014 PCl Update assessed the current use of PCl without
on-site surgery from a survey of ACC Governors for each state, data from industry sources and
direct contact with physicians in various states. PCI without on-site surgery backup is regulated
in State Departments of Health in 34 states but is unregulated in the remaining 16 states. 45
states allow both emergency and elective PCI without on-site surgery. Four states allow only
emergency PCI without on-site surgery.

Current Status:

The existing cardiac services regulations have resulted in situations where the Department has
commenced a competitive review of CON applications for PCI services targeted at the same
population within a planning area, where the regulations support the need for only one PCI
program based on the threshold volumes (i.e., one additional PCI program would not endanger
existing PCI programs from meeting volume thresholds, but two or more CON applications exist
for the same planning region targeting the same population).

This situation occurred most recently in 2016 with competing applications submitted for a new
PCI program to serve the eastern end of Long Island targeted population from Peconic Bay
Medical Center in Riverhead, NY (an affiliate of Northwell Health System) and Southampton
Hospital in Southampton NY (a SUNY Stonybrook University Hospital affiliate). Following
consultation with the CAC and based on the limitations imposed by the current need
methodology, the Depariment advanced to the Public Health and Health Planning Council
{(PHHPC) a recommendation to approve the Peconic Bay Medical Center CON and disapprove
Southampton. However, the CAC and the Department determined that both applications were
approvable on their own merit. The primary factor which weighed in favor of Peconic was
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geographic location, as Riverhead is centrally located between the North and South forks while
Southampton is on the South Fork. PHHPC recommended that the Commissioner approve both
applications after being provided with information that surface travel time from South Fork
communities to Riverhead could be significant due to traffic, particularly during the summer
months.

The Commissioner approved both applications, but imposed contingencies related to quality
and safety, to mitigate the outcome that projected procedure volumes may fall below the
regulatory minimums. A number of these contingencies were designed to ensure that the PCI
programs at Peconic and Southampton operated as part of a larger system and not isolated
practice sites. The contingencies included: accurate and timely reporting of Cardiac Reporting
System data to the Department and submission of other reports or information necessary to
facilitate the monitoring of volume and patient outcomes; compliance with ongoing monitoring
and oversight by its Cardiac Surgery Affiliate (i.e., Northwell and Stony Brook University
Hospital, respectively}, maintaining sufficient on-site physician and non-physician clinical staff to
ensure “24/7/365" coverage; providing training and rotational opportunities at higher volume
practice sites within their respective parent system’s hospitals to maintain the competency of its
PCI/EP physician, nursing and technical staff; and that the applicant would participate in all
quality assurance, peer review and patient safety programs sponsored by the parent system as
part of its oversight responsibilities.

In addition, the Department has had situations where the current volume at all PCI programs in
a planning region was not at the threshold volume level specified in the regulations and there
was an application for a new PCI program in the region which was therefore not initially
considered approvable based on a narrow consideration of only these volume thresholds. This
occurred in 2016, where the Department ultimately approved an application for PCI services at
The Brooklyn Hospital Center (TBHC, with Mount Sinai Hospital as its cardiac surgery affiliate),
on the basis that there was a demonstrated access issue to this service among minority and
indigent residents in the TBHC targeted service area as evidenced by data submitted in the
application showing cardiac health status indicators for this population at levels below that of
Kings County and statewide averages

The Department currently has nine CON applications to certify new cardiac services that have
been pending from three to over 36 months because they are not approvabie under existing
regulations due to the volume-related threshold requirements, but are all community hospital
affiliates of large regional health care systems with established cardiac services programs.
While establishment of these new programs is broadly consistent with Department's goal of
fostering the creation of integrated regional systems of care, the conditions which enabled
approval of the Peconic, Southampton and TBHC programs (i.e., documentable access issues)
are not present.

In the instances of Peconic, Southampton and TBHC, in making the final determination, the
Commissioner relied on the limited language in the regulations which says, “...it is intended that
the methodology provide sufficient flexibility to consider additional circumstances that reflect on
the need for cardiac services.” However, this language was intended to address exceptional
circumstances, and the Department now finds itself confronted with an increasing number of
CON applications for cardiac services that do not meet the regulatory facility-specific volume
thresholds intended to promote quality and safety, but where the services are organized in a
manner that calls into question the correlation of these thresholds with that goal. The weaker
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that correlation, the weaker the justification for the current thresholds, as the public purpose
served by them would no longer outweigh anti-competitive concerns.

Possible Solutions to Discuss:

This workgroup will explore the statutory, regulatory and policy provisions governing the CON
process for cardiac surgery and PCI services in New York State with the goal to promote access
to high quality cardiac programs.

The primary discussion questions for the Cardiac Surgery and PCI Regulatory Modernization
Initiative Workgroup are:

1.

Given medical advances and regularity with which cardiac surgery and PCI procedures
are now performed, are minimum volume thresholds utilized as part of a CON public
need methodology still a valid and preferred regulatory tool to effect quality outcomes?

o If yes, are the volume thresholds currently in regulation appropriate and to whom
or what entity should they be applied (e.g., facility, surgeon/cardiologist,
surgical/medical cardiac team, and/or health system)?

If no, what alternative tools and/or processes can the Department utilize to
maintain or improve quality?

o

If projected utilization of cardiac surgery and/or PCI services in a planning area can be
accommodated by existing providers and additional providers are authorized to provide
these services, would this put upward pressure on health insurance costs or would the
resulting increased competition temper or reduce costs?

If expansion of specialty services is permitted in a planning area where projected
utilization can be accommodated by existing providers (i.e., there will be winners and
losers), what are measures we could take to help ensure preservation/expansion of
essential services for economically disadvantaged or geographically isolated
populations?
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Additional Sources:

Statutes:

PHL 2802(2) hitp:/public.leginfo.state.ny.us/lawssrch.cqiZNVLWO

Regulations:

Section 405.29 Cardiac Services program regulations-
https.//regs.health.ny.gov/content/section-40529-cardiac-services

Section 709.14 Cardiac Services, Determination of Public Need
htips://regs.health.ny.govicontent/section-70914-cardiac-services

NYS Cardiovascular Disease Data and Statistics
hitps://www.health.ny.gov/statistics/diseases/cardiovascular

Cardiac Surgery Volumes in NYS, 2003-2016- (Attachment 1)
Cardiac Surgery by Type of Case and Year 2011-2016 (Attachment 2)
PCI Volumes in NYS, 2003-2016 - (Attachment 3)

PCI Volumes by Facility, 2008-2017 (Attachment 4)

Cardiac Surgery by Facility, 2005-2017 (Attachment 5)

Policy Guidance / Standards / National Research and Resources:

Dehmer GJ, Blankenship JC, Cilingiroglu M, Dwyer JG, Feldman DN, Gardner TJ, Grines CL, Singh
M. SCAIACC/AHA expert consensus document: 2014 update on percutaneous coronary
intervention without on-site surgical backup. J Am Coll Cardiol 2014; 63:2624—

41. hitp://'www.onlingjacc.org/content/63/23/2624

ACCF/AHA/SCAI 2013 Update of the Clinical Competence Statement on Coronary Artery
Interventional Procedures http://circ.ahajournals.org/content/128/4/436

Trends in U.S. Cardiovascular Care: 2016 Report from 4 ACC National Cardiovascular Data
Registries, JACC. Masoudi, F.A., Ponirakis, A., de Lemaos, J.A., Jollis, J.G., et al. Published

online Dec. 23, 2016. DOI: https://doi.org/10.1016/j.jacc.2016.12.005
Changes in Percutaneous Coronary Interventions Deemed “Inappropriate” by Appropriate Use

Criteria. Journal of the American College of Cardiology, Vol. 69, No.10, 2017, 2017 by the
American Coliege of Cardiology Foundation. Published by Elsevier:

https://doi.org/10.1016/j.jacc.2016.12.025
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Attachment 1

Cardiac Surgery Volume in NYS, 2003 - 2016

Source: CSRS
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Attachment 2
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Attachment 3

PCl Volume in NYS, 2003-2016

Source: PCIRS
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Attachement 4
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