STATE OF NEW YORK
PUBLIC HEALTH AND HEALTH PLANNING COUNCIL

AGENDA

August 8, 2019

Immediately following the Committee on Codes, Regulations and Legislation meeting
(Codes scheduled to begin at 9:15 a.m.)

90 Church Street 4" Floor, Room 4A & 4B, New York City
I. INTRODUCTION OF OBSERVERS

Jeffrey Kraut, Chair

II. APPROVAL OF MINUTES

June 6, 2019 Meeting Minutes
III. REPORT OF DEPARTMENT OF HEALTH ACTIVITIES

A. Report of the Department of Health

Sally Dreslin, Executive Deputy Commissioner of Health

B. Report of the Office of Primary Care and Health Systems Management Activities

Daniel Sheppard, Deputy Commissioner, Office of Primary Care and Health Systems
Management

C. Report of the Office of Public Health Activities

Brad Hutton, Deputy Commissioner, Office of Public Health

IV.  REGULATION

Report of the Committee on Codes, Regulations and Legislation

Angel Gutiérrez, Chair of the Committee on Codes, Regulations
and Legislation

For Adoption
18-24 Amendment of Sections 415.2 and 415.3 of Title 10 NYCRR (Residents’ Rights)
For Information

19-07 Amendment of Sections 405.7 and 751.9 of Title 10 NYCRR
(Patients’ Bill of Rights)

19-18 Amendment of Sections 405.5 and 405.19 of Title 10 NYCRR (Registered Nurses in the
Emergency Department)

19-04 Amendment of Subpart 5-1 of Title 10 NYCRR
(Maximum Contaminant Levels (MCLs))
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VI

HEALTH POLICY

Report on the Activities of the Health Planning Committee

John Rugge, M.D., Chair of the Health Planning Committee

PROJECT REVIEW RECOMMENDATIONS AND ESTABLISHMENT ACTIONS

Report of the Committee on Establishment and Project Review

Gary Kalkut, M.D., Vice Chair of Establishment and Project Review Committee

A. APPLICATIONS FOR CONSTRUCTION OF HEALTH CARE FACILITIES

CATEGORY 1: Applications Recommended for Approval — No Issues or Recusals,
Abstentions/Interests

CON Applications

Residential Health Care Facilities - Construction

Number Applicant/Facility E.P.R.C. Recommendation
1. 191132 C Canterbury Woods Contingent Approval
(Erie County)
CATEGORY 2: Applications Recommended for Approval with the Following:

+ PHHPC Member Recusals
+ Without Dissent by HSA
¢ Without Dissent by Establishment and Project Review Committee

CON Applications

Acute Care Services - Construction

Number Applicant/Facility E.P.R.C. Recommendation
1. 191174 C Memorial Hospital for Cancer and  Contingent Approval
Allied Diseases
(Westchester County)

Mr. Kraut - Interest

Ambulatory Surgery Centers - Construction

Number Applicant/Facility E.P.R.C. Recommendation
1. 191215 C Syracuse Surgery Center Contingent Approval
(Onondaga County)

Mr. Kraut - Interest



Diagnostic and Treatment Centers - Construction

Number Applicant/Facility E.P.R.C. Recommendation

1. 191147 C New York Hotel Trades Council Contingent Approval
and Hotel Association
of New York City Health Center
(Kings County)
Mr. Kraut - Interest

CATEGORY 3: Applications Recommended for Approval with the Following:

+* No PHHPC Member Recusals

X/

«» Establishment and Project Review Committee Dissent, or
% Contrary Recommendations by HSA

NO APPLICATIONS

CATEGORY 4: Applications Recommended for Approval with the Following:

% PHHPC Member Recusals
¢ Establishment and Project Review Committee Dissent, or
K/

% Contrary Recommendation by HSA
NO APPLICATIONS

CATEGORY 5: Applications Recommended for Disapproval by OHSM or
Establishment and Project Review Committee - with or without
Recusals

NO APPLICATIONS
CATEGORY 6: Applications for Individual Consideration/Discussion

NO APPLICATIONS

B. APPLICATIONS FOR ESTABLISHMENT AND
CONSTRUCTION OF HEALTH CARE FACILITIES

CATEGORY 1: Applications Recommended for Approval — No Issues or Recusals,
Abstentions/Interests

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility E.P.R.C. Recommendation
1. 182236 B Precision SC, LLC d/b/a Contingent Approval
PrecisionCare Surgery Center
(Suffolk County)



2. 191095 B Hauppauge SC, LLC d/b/a The
Center for Advanced
Spine and Joint Surgery
(Suffolk County)

3. 191237 E PBGS, LLC
(Kings County)

Diagnostic and Treatment Centers — Establish/Construct

Number Applicant/Facility
1. 191196 B Shakespeare Operating, LLC
d/b/a Bronx Treatment Center
(Bronx County)
2. 191245 E Planned Parenthood of New York

City Inc. t/b/k/a

Planned Parenthood

of Greater New York, Inc.
(New York County)

Dialysis Services — Establish/Construct

Number Applicant/Facility
1. 182296 B Novo Dialysis Flatlands, LLC
(Kings County)
2. 191077 B Cobble Hill Dialysis
(Kings County)
Certificates

Certificate of Dissolution
Applicant
Jewish Care Services of Long Island, Inc.

Certificate of Amendment of the Certificate of Incorporation
Applicant
The Eastern Long Island Hospital Association
Rochester Primary Care Network, Inc.
Columbia-Greene Hospital Foundation

Restated Certificate of Incorporation

Applicant
Carthage Area Hospital, Inc.

Contingent Approval

Contingent Approval

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

E.P.R.C. Recommendation

Approval

E.P.R.C. Recommendation

Approval
Approval
Approval

E.P.R.C. Recommendation

Approval



Amended and Restated Certificate of Incorporation

Applicant E.P.R.C. Recommendation
HealthCare Choices NY, Inc. Approval
CATEGORY 2: Applications Recommended for Approval with the Following:

s PHHPC Member Recusals
% Without Dissent by HSA
¢ Without Dissent by Establishment and Project Review Committee

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility E.P.R.C. Recommendation
1. 191189 B UWS ASC, LLC Contingent Approval
(New York County)

Dr. Martin - Recusal

CATEGORY 3: Applications Recommended for Approval with the Following:

++ No PHHPC Member Recusals

X/

« Establishment and Project Review Committee Dissent, or
% Contrary Recommendations by or HSA

NO APPLICATIONS

CATEGORY 4: Applications Recommended for Approval with the Following:

% PHHPC Member Recusals
+»+ Establishment and Project Review Committee Dissent, or
% Contrary Recommendation by HSA

CON Applications

Dialysis Services — Establish/Construct

Number Applicant/Facility E.P.R.C. Recommendation
1. 191136 E Cowley Dialysis, LLC d/b/a Contingent Approval
Hutchinson River Dialysis
(Bronx County)

Mr. Kraut — Interest
Dr. Gutiérrez - Opposed at EPRC



VIIL

VIII.

CATEGORY 5: Applications Recommended for Disapproval by OHSM or
Establishment and Project Review Committee - with or without
Recusals

NO APPLICATIONS

CATEGORY 6: Applications for Individual Consideration/Discussion

HOME HEALTH AGENCY LICENSURES

Affiliated with Assisted Living Program (ALPs)

Number

1. 182301 E

2. 191097 E

Applicant/Facility

Brookhaven Home Care, LLC
(Suffolk County)

Oyster Bay Manor Home
Care, Inc.
(Nassau County)

Changes in Ownership with Consolidation

Number
1. 191210 E
NEXT MEETING

September 26, 2019 — NYC
October 10, 2019 - NYC

ADJOURNMENT

Applicant/Facility

Supportive Home Care, LLC d/b/a
Care365 Homecare
(Kings County)

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

E.P.R.C. Recommendation

Approval



State of New York
Public Health and Health Planning Council

Minutes
June 6, 2019

The meeting of the Public Health and Health Planning Council was held on Thursday,
June 6, 2019 at the New York State Department of Health Offices, 90 Church Street, 4" Floor
CR 4 A/B, NYC. Vice Chair Dr. Jo Ivey Boufford presided.

COUNCIL MEMBERS PRESENT

Dr. John Bennett Dr. Glenn Martin

Dr. Howard Berliner Ms. Ellen Rautenberg

Dr. Jo Ivey Boufford Mr. Peter Robinson

Dr. Lawrence Brown Ms. Nilda Soto

Ms. Carver-Cheney Mr. Hugh Thomas

Mr. Thomas Holt Dr. Kevin Watkins

Dr. Gary Kalkut Dr. Patsy Yang

Mr. Scott La Rue Ms. Sally Dreslin — Ex-officio
Mr. Harvey Lawrence

DEPARTMENT OF HEALTH STAFF PRESENT

Mr. Alex Damiani — via video Albany Ms. Marthe Ngwashi

Ms. Barbara DelCogliano — via video Albany Mr. Mark Noe — via video Albany

Ms. Alejandra Diaz Ms. Laura Palmer — via video Albany

Ms. Shelly Glock Ms. Tracy Raleigh

Mr. Mark Furnish Ms. Gilda Riccardi

Mr. Mark Hennessey — via video Albany Ms. Laura Santilli

Mr. Brad Hutton — via video Albany Mr. Daniel Sheppard

Ms. Colleen Leonard Ms. Lisa Thomson

Mr. George Macko — via video Albany Mr. Richard Zahnleuter
INTRODUCTION

Dr. Boufford called the meeting to order and welcomed Council members, Ms. Dreslin,
meeting participants and observers.

APPROVAL OF THE MINUTES OF APRIL 11, 2019

Dr. Boufford asked for a motion to approve the April 11, 2019 Minutes of the Public
Health and Health Planning Council meeting. Ms. Rautenberg motioned for approval which was
seconded by Mr. Holt. The minutes were unanimously adopted. Please refer to page 3 of the
attached transcript.
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ADOPTION OF THE 2020 PHHPC MEETING DATES

Dr. Boufford asked for a motion to adopt the 2020 PHHPC Meeting Dates.
Ms. Carver-Cheney motioned for adoption which was seconded by Dr. Kalkut. The meeting dates
were unanimously adopted. Please refer to page 3 of the attached transcript

REPORT OF DEPARTMENT OF HEALTH ACTIVITIES

Dr. Boufford introduced Ms. Dreslin to give a report on the Department of Health report

Anniversary of D Day

Ms. Dreslin recognized the courage and valor of WWII veterans and as state commemorate
the 75" anniversary of D-day and the allied landings in Normandy. Over 43,000 New Yorkers died
in service to our State and nation over the course of WWII, and some of these heroes lost their
lives on this day 75 years ago. Events would be occurring to honor WWII veterans and their
families at all five of New York State’s veterans’ homes. Four of which are operated by the
Department of Health.

Measles Outbreak

Ms. Dreslin stated that throughout April and May the measles outbreak in Rockland County
has remained a primary focus. The CDC announced that reported cases of measles nationally had
reached their highest level in 25 years. As of June 3, 2019, the Department confirmed the following
number of measles cases from the outbreak outside of New York City. 256 in Rockland County;
38 in Orange County; 17 in Westchester County; and 5 in Sullivan County. The Department
continues to work closely with health officials in the affected counties. Increasing vaccination rates
and limiting the spread of measles remain our frontline strategies. Since the beginning of the
outbreak last fall, local providers have administered 22,468 doses of MMR vaccine in Rockland
County; 14,354 doses in Westchester County; 10,091 in Orange County. The Department has been
very focused on summer camp. Given this outbreak and given that measles is still common in
many parts of the world and can be spread by international travel. The Department has been
providing local health departments with guidance and informational flyers and posters that camps
and localities to ensure that they know about these vaccine preventable diseases. Vaccination
recommendations for camp settings, and medical details about measles. The Department has also
provided measles response playbooks and immunization record templates to local health
departments and conducted emergency preparedness exercise for the Department, for the counties,
and the CDC observed this exercise. The Department will also be providing statewide webinar for
camp operators and camp health directors on June 12, 2019.

Spring Tick Surveillance

Ms. Dreslin noted that Spring tick surveillance is in full swing. By the end of July, the
Department will have collected ticks at over 150 sites statewide. Since 2002 the Department has
collected and tested over 100,000 ticks; more than any other state in the nation and we recently

2



posted tick collection testing results dating back to 2008 on our health data New York website. In
May 2019, the 2018 tick collection data went live, and anything you want to know about ticks is
on the Department’s website. Promoting awareness and prevention behaviors is critical to
controlling tick-borne diseases. The Department established a working group that met twice to
discuss issues and gather feedback on a tick-borne disease response plan. The Department also
published a tick-borne disease collaborative action plan. In addition, the Department has surveyed
over 4,000 school nurses and school-based health clinics to evaluate their approach to ticks, and
the Department was consulted when the CDC created a new nationwide tick surveillance
handbook. The Department recently secured over $1.3 million in new and continued federal
funding from the CDC and NIH for tick surveillance research and testing. Ms. Dreslin also noted
that the Department has very excellent resources on the Department’s website. There is a helpful
video that shows how to properly remove a tick. With all of the Department’s research, they have
identified the Asian longhorn tick for the first time in New York State and has started an aggressive
research and testing program on this tick.

Harmful Algae Blooms

Ms. Dreslin spoke on the topic of harmful algae blooms, also known as HABs pose another
summertime threat in parts of the state. HABs occur when algae grow out of control in bodies of
water and produce toxic or harmful effects on people, pets, and wildlife. The Department
continues to work with the State Department of Environmental conservation on controlling HABs
in our lakes and ponds, and to prevent potential impacts on public drinking water systems,
encouraging New Yorkers to “know it, avoid it, and report it.” Local eyes are critical in a timely
response to HABs. The Department along with the Department of Environmental Conservation
has been working to offer regulated beach operators’ guidance on responding to HABs. This
consultation has been very successful. Even with HABs occurring more frequently at New York
beaches, the number of HAB related illnesses remains very low, partly because of the
responsiveness of the beach operators. The Department will continue to sample for the HAB
related toxin microcystin at public drinking water systems and working with water system
operators to help them develop and implement a HAB response plan.

Congenital Cytomegalovirus and Candida Auris Infection

Ms. Dreslin stated that in May, the Department held two very well-attended day-long
events in Manhattan, specifically designed for expert clinicians. The Department convened an
expert panel meeting on congenital cytomegalovirus known as CMV to explore more effective
ways to prevent, screen, evaluate, and manage this common virus that can, nonetheless, have very
serious consequences during pregnancy. Congenital CMV can cause chronic health issues and
even death in newborns. This virus is often a-symptomatic, it can seem like something that is
come out of the blue and many people just do not know enough about it. The panel focused
especially on how we can better educate New Yorkers on the dangers, if a woman contracts CMV
for the first time during pregnancy or has a recurrent infection after previous exposure.



Ms. Dreslin stated the second event, the Department partnered with the healthcare
association of New York State and with Greater New York Hospital Association to bring together
hospital leaders and expert personnel for an important conversation about how to prevent and
manage candida auris infections. Particularly in regard to targeted admission screening. Most
attendees have been working diligently over the past several years to collect data on the infection
so that we can learn better methods to prevent and control this drug resistant disease. The
Department is using input from this meeting to refine our screening recommendations. As of May
31, 2019, New York has confirmed 334 clinical cases, 481 surveillance cases, and four probable
cases of C-auris. The Wadsworth Center has developed a rapid molecular test PCR test that can be
performed directly from a swab which allows for rapid screening of people who are at higher risk
for infection.

Suicide Prevention Taskforce

Ms. Dreslin explained that the Department has been closely involved in the work of the
New York State Suicide Prevention Taskforce, a diverse group of experts that Governor Cuomo
assembled following his 2017 announcement of the initiative. The Taskforce reviewed current
services and policies focusing on higher risk cohorts of Latina youth, LGBTQ individuals, and
veterans, and made recommendations for more effective suicide prevention activities. The
Taskforce’s report has just been released with recommendations that include the launch of the
“Communities United for a Suicide-Free New York; A Statewide Initiative to Unify Activities and
Jumpstart Progress to Reduce Suicides.” An important goal of the Taskforce is the strengthen the
capacity of local communities to address local needs and populations at risk. This includes
supporting families and individuals experiencing specific economic adversities. With state
guidance, New York communities can provide effective suicide prevention practices and build a
more connected resilient community.

2019 Public Health Innovation Award

Lastly, Ms. Dreslin proudly announced that in May, the Department was honored to receive
the 2019 Public Health Innovation Award from the National Network of Public Health Institutes
for our Health Across All Policies, Age Friendly New York initiative. Last fall Governor Cuomo
signed an executive order that directs all state agencies to adopt and implement the principles of
age-friendly livable communities and preventative public health into all relevant programs,
policies, and funding. At the Department of Health, the Department updated and expanded our
2019-24 prevention agenda, a blueprint for insuring health equity across populations who
experience disparities and health outcomes to incorporate the Governor’s vision for Health Aging.
The Department made a commitment to ensure that all New Yorkers are able to age in place
healthfully in communities of their own choosing. New York State’s Health Across all Policies
Age Friendly New York is a groundbreaking initiative because it relies on collaborative
entrepreneurial and interdisciplinary governance. Public-Private partnerships, sustainable holistic
community development and engaged relations with local governments.

Ms. Dreslin concluded her report. To read the complete report and questions from the
Members, please see pages 4 through 19 of the attached transcript.
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Office of Primary Care and Health Systems Management Activities

Dr. Boufford introduced Mr. Sheppard to give the Office of Primary Care and Health
Systems Management Activities report.

Mr. Sheppard began his report and spoke on the noted that we are heading into hurricane
season. The Department developed and operates the health evacuation center (HEC) which
coordinates the preparation and execution of the evacuation of hospitals, nursing homes, and adult
care facilities in the New York City region in the event of a hurricane, serious coastal storm or any
other major event that might require the mass transfer of patients from hospitals and residents of
long term care facilities. The HEC is a great example of proactive emergency preparedness and
collaboration between state, local governments, and industry stakeholders. On May 15, 2019 CMS
awarded New York a national quality, safety and oversight achievement award for our emergency
preparedness resident protection systems. This includes not just the HEC, but also the Evacuation
of Facilities in Disaster Systems, which is a way of identifying patients and residents, residents
particularly long term care facilities by affixing to them and identifying wristband that this was
grown out of our experience with Sandy where there were a couple of unfortunate instances where
in the evacuation of residents, particularly residents who had cognitive difficulties trying to
identify where they came from, their medical histories, medication. New York won four of these
awards, previous awards were for improving the hospital survey process, reducing the use of
antipsychotic drugs in nursing homes, and improving nursing home complaint handling process.

Mr. Sheppard further stated that as indicated by the award just mentioned, improving the
nursing home complaint process had been a major area focus for OPCHSM. One aspect of this is
making sure that healthcare workers know the best way to share information with the Department
about alleged regulatory violations. In collaboration with SEIU 1199 the Department has been
conducting training sessions regarding how to go about filing a complaint. Mr. Hennessey has
given presentations in Buffalo, Rochester, and Syracuse. The added benefit of these sessions is
that the Department staff learns a great deal in these somewhat informal training sessions or
meetings about hospitals and some of the challenges and good things about working in these
facilities and helps us in our overall work. This helps improve the quality of the complaints that
the Department receives and that is a benefit to the Department, to people complaining and some
benefit to the facilities as well.

Mr. Sheppard noted that on May 3, 2019, CMS released draft guidance for hospital co-
location with other hospitals or healthcare facilities. Healthcare is becoming more of a team sport
than ever with value-based delivery models, integration of behavioral medical care, need for
facilities to providers to work together to create efficiencies. The Department has been working
hard through regulatory modernization and other efforts to make it easier on the State side for
providers to collaborate. With the draft guidance that CMS came out with, it makes it easier for
licensed providers to share the same physical space and deliver better patient centered care. New
York other states have been talking to CMS about this for some time, and the Department really
welcome this draft guidance as an important step forward. Comments on the guidance are due July
2, 2019 and the Department has been working with our sister agencies as well as industry
stakeholders on the responses.



Mr. Sheppard lastly advised that the Department continues its efforts to streamline the
CON process. The recent work of the Department’s ureau of Architecture and Engineering Review
(BAER). The BAER and the Department has rolled out electronic reviews of architectural
drawings. All plan submissions are now sent electronically through the Department and all the
information including the Department staff comments is stored electronically in one project folder
that everybody can access, everybody involved in the CON approval process. This has reduced
the design plan review times by 30 to 40 percent. Reason why review times going down is it
reduces the turning from telephone calls back and forth, teleconferences, all the requests for
information that typically were handled in an ad-hoc way are now handled electronically through
this system. It also provides a linkage for all the whole chain of documentation to the regional
office staff that have to do pre-opening surveys on the facilities when they open. Also in the
streamlining mode, BAER has rolled out guidance and training on completion of the CON
architectural schedules and these include both narrative and checklists for the FGI standards and
life safety code requirements, as well as the varying programmatic requirements between hospitals
and long term care facilities and outpatient facilities that often can, that providers or their design
consultants can sometimes not know what we’re looking for in each situation, the checklists
organize all of that. This process change has improved the quality of the design submissions that
the Department receives and as a result reduce the amount of back and forth and reduce review
times.

Mr. Sheppard also stated that there is now a new module of NYSECON for review of adult
care facility applications. This is expected to reduce review times for these applications as well.

Mr. Sheppard concluded his report. Please see pages 19 through 30 of the attached
transcript.

Office of Public Health Activities

Dr. Boufford introduced Mr. Hutton to give the Office of Public Health report.

Mr. Hutton began his report by stating that the Department convened a stakeholder process
to get input from different perspectives on ways that the Department can change and update the
regional perinatal center program.

Mr. Hutton gave a brief update on maternal mortality. There are several items that have
come out of the work of the listening sessions and the Taskforce including progress with respect
to implementation of maternal mortality review board, a data center to begin to look more at some
of the outcomes, and then also some training for hospital industry professionals in particular.

Dr. Boufford mentioned that Public Health Committee met on June 5, 2019 to take stock
of what progress had been made in the maternal mortality area, and the Committee members were
very pleased to get a very comprehensive report from Ms. Tobias about a number of these issues
and the committee members had some questions. Dr. Boufford also noted that the Committee
continues to have oversight of the Prevention Agenda and heard a really good initial presentation
by colleagues from the Center for Environmental Health and the Department on violence.

6



Mr. Hutton concluded his report. To review the complete report, see pages 30 through 34
of the attached transcript.

REGULATION

Dr. Boufford introduced Mr. Holt to give his Report of the Committee on Codes,
Regulations and Legislation.

Report of the Committee on Codes, Regulation and Legislation

For Adoption

19-02 Addition of Section 16.70 and Amendment of Part 89 of Title 10 NYCRR (Body
Scanners in Local Correctional Facilities)

Mr. Holt described for adoption the proposed Addition of Section 16.70 and Amendment of
Part 89 of Title 10 NYCRR (Body Scanners in Local Correctional Facilities). Dr. Yang urged the
Department in its preoperational survey to also look at local jail capabilities to track multiple
exposures, due to multiple infractions or multiple detentions. Dr. Yang also recommended that it
consider excluding females. Mr. Holt motioned to adopt, Dr. Berliner seconded the motion. The
motion carried. Please see pages 34 and 35 of the transcript.

19-01 Amendment of Sections 709.14 and 405.29 of Title 10 NYCRR
(Cardiac Catheterization Laboratory Centers)

Mr. Holt described for adoption the proposed Amendment of Sections 709.14 and 405.29 of
Title 10 NYCRR (Cardiac Catheterization Laboratory Centers). Dr. Bennett had questions relating
to the proposed amendment. Mr. Holt motioned to adopt, Dr. Yang seconded the motion. The
motion carried. Please see pages 35 through 39 of the transcript to view the comments and vote.

18-19 Amendment of Parts 69, 400 & 405 and Addition of Part 795 to Title 10 NYCRR
(Midwifery Birth Center Services)

Mr. Holt described the proposed Amendment of Parts 69, 400 and 405 and Addition of
Part 795 to Title 10 NYCRR (Midwifery Birth Center Services). Mr. Holt motioned to adopt.
Dr. Watkins seconded the motion. Dr. Bennett had questions pertaining to the proposed
amendments. Dr. Boufford suspended the discussion and vote on the motion until further
Department staff could answer Dr. Bennett’s questions.

For Information

18-24 Amendment of Sections 415.2 and 415.3 of Title 10 NYCRR
(Residents’ Rights)

Mr. Holt presented For Information Amendment of Sections 415.2 and 415.3 of
Title 10 NYCRR (Residents’ Rights). Please see pages 43 and 44 of the attached transcript.
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HEALTH POLICY

Dr. Boufford then moved to the next item on the agenda and introduced Dr. Rugge to give the
activities Report of the Committee on Health Planning.

Dr. Rugge began his report and advised that they held a joint committee meeting of the
Health Planning Committee and the Establishment and Project Review Committee to consider
ambulatory surgery centers and the goal is to improve access for patients to care, both by making
it more efficient and also making those surgical services more affordable. The Committee’s
recognize that if those new ambulatory surgical centers jeopardize the viability of hospitals and
their community, they are not improving access, but limiting or sacrificing it. There is a balancing
act that comes before us again and the need to be aware of and alert to.

Dr. Rugge stated that in 2001 Section 709.5 of Title 10 was adopted for Council to be able
to indeed certify and by extension regulate ambulatory surgical centers and just four years ago,
this Council provided guidance for the establishment of five-year limited life for ambulatory
surgical centers and with that the Council’s ability to monitor the availability of charity care and
meeting Medicaid requirements for those organizations.

Dr. Rugge also noted that financial feasibility also has a new meaning at a time when we
have so many hospitals, depending on direct financial assistance to even stay alive. Financial
feasibility ties them both to the ambulatory surgical center and it is financial feasibility and the
impact on the hospitals in this community. A complicated set of parameters to understand and to
deal with. It is in that context that the joint committee meeting was held to try to understand how
best to address applications from ambulatory surgical centers in communities where their hospitals
may be at risk. Those hospitals being defined as critical access hospitals or as sole community
hospitals or as hospitals on the dole. Getting direct assistance to stay viable. That led to both
discussion among committee members and also on behalf of the public with key points including
the need for validation of data from both the ambulatory surgical centers and from the affected
hospitals and patient migration, patient selection becomes very difficult and complicated item. Dr.
Rugge stated that the Department is now hard at work taking these conversations, mobilizing and
formalizing these into a new set of policy guidelines for the Council to follow.

Dr. Rugge concluded his report. To review the complete report, see pages 44 through 57
of the attached transcript.

REGULATION

Dr. Boufford returned to the motion for adoption of the Amendment of Parts 69, 400 and
405 and Addition of Part 795 to Title 10 NYCRR (Midwifery Birth Center Services).

The original motion was by Mr. Holt to adopt the amendment and seconded Dr. Watkins.
After members questions and discussion, the members voted on the motion to adopt. The motion
to adopt failed. Please see pages 39 through 43 and 57 through 78 of the attached transcript for
the complete discussion.



Dr. Boufford then moved to the next item on the agenda and introduced Dr. Kalkut to give the
Report of the Committee on Establishment and Project Review.

PROJECT REVIEW RECOMMENDATIONS AND ESTABLISHMENT ACTIONS

Report of the Committee on Establishment and Project Review

Dr. Gary Kalkut, Vice Chair, Establishment and Project Review Committee

A. APPLICATIONS FOR CONSTRUCTION OF HEALTH CARE FACILITIES

CATEGORY 1: Applications Recommended for Approval — No Issues or Recusals,
Abstentions/Interests

CON Applications

Ambulatory Surgery Centers - Construction

Number Applicant/Facility Council Action
191120 C The Northway Surgery and Contingent Approval
Pain Center
(Saratoga County)

Dr. Kalkut called application 191120 and motioned for approval. Mr. Robinson seconds
the motion. The motion to approve carries. Please see pages 78 and 79 of the transcript.

CATEGORY 2: Applications Recommended for Approval with the Following:

« PHHPC Member Recusals
% Without Dissent by HSA
++ Without Dissent by Establishment and Project Review Committee

CON Applications

Acute Care Services - Construction

Number Applicant/Facility Council Action
191083 C Staten Island University Hospital ~ Contingent Approval
(Richmond County)

Mr. Kraut — Recusal (not present
at meeting)

Dr. Strange — Recusal (not present
at meeting)
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Residential Health Care Facilities - Construction

Number Applicant/Facility Council Action
172351 C Bronx Center for Rehabilitation & Contingent Approval
Health Care
(Bronx County)

Dr. Kalkut - Interest

Dr. Kalkut calls applications 191083 and notes for the record that Mr. Kraut and
Dr. Strange have declared conflicts but are not present at the meeting. Dr. Kalkut then calls
application 172351 and notes for the record that he is declaring an interest. Dr. Kalkut motions
for approval. Mr. Robinson seconds the motion. The motion to approve carries. Please see pages
79 and 80 of the transcript.

CATEGORY 3: Applications Recommended for Approval with the Following:

+ No PHHPC Member Recusals
% Establishment and Project Review Committee Dissent, or
+» Contrary Recommendations by HSA

NO APPLICATIONS

CATEGORY 4: Applications Recommended for Approval with the Following:

% PHHPC Member Recusals
+» Establishment and Project Review Committee Dissent, or
% Contrary Recommendation by HSA

NO APPLICATIONS

CATEGORY 5: Applications Recommended for Disapproval by OHSM or
Establishment and Project Review Committee - with or without
Recusals
NO APPLICATIONS

CATEGORY 6: Applications for Individual Consideration/Discussion

NO APPLICATIONS
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B. APPLICATIONS FOR ESTABLISHMENT AND CONSTRUCTION OF
HEALTH CARE FACILITIES

CATEGORY 1: Applications Recommended for Approval — No Issues or Recusals,
Abstentions/Interests

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility Council Action

182326 B Triborough ASC, LLC d/b/a Contingent Approval
Triborough Ambulatory
Surgery Center
(Bronx County)

191060 E Long Island Ambulatory Surgery = Approval
Center
(Suffolk County)

Diagnostic and Treatment Centers — Establish/Construct

Number Applicant/Facility Council Action
191107 E City Wide Health Facility Inc. Contingent Approval
(Kings County)

Dr. Kalkut called applications 182326, 191060 and 191107 and motions for approval,
Mr. Robinson seconds the motion. Dr. Berliner requests that application 191060 be removed from
the batch. Dr. Kalkut motions to approve applications 182326 and 191107, Mr. Robinson seconds
the motion. The motion carries. Please see pages 80 and 81 of the transcript.

Dr. Kalkut then called application 191060 and motions for approval, Mr. Robinson seconds
the motion. Dr. Berliner expressed his concern with the applicant’s low charity care. After a
lengthy discussion among members and staff the application was called to a vote. The application
to approve carried with Dr. Berliner opposing the application. Please see pages 81 through 102 of
the attached transcript.

Dialysis Services — Establish/Construct

Number Applicant/Facility Council Action

182068 B Freedom Dialysis of Contingent Approval
Riverdale, LLC (Bronx County)

182140 E DSI Newburgh, LLC (Orange Contingent Approval
County)
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Dr. Kalkut called application 182068 and 182140 and motioned for approval.
Mr. Robinson seconds the motion. The motion carries. Please see pages 102 and 103 of the
transcript.

Certified Home Health Agencies — Establish/Construct

Number Applicant/Facility Council Action
181319 E Tri-Borough Certified Health Contingent Approval
Systems of the Hudson
Valley LLC
(Westchester County)

Dr. Kalkut introduced application 181319 and motioned for approval. Mr. Robinson
seconds the motion. The motion to approve carries. Please see pages 103 and 104 of the attached
transcript.

Certificates

Certificate of Dissolution

Applicant Council Action
F.E.G.S. ProCare Health Services, Inc. Approval
F.E.G.S. Home Care Services, Inc. Approval
M.J.G.N.H.C., Inc. Approval
Mount Sinai Diagnostic & Treatment Center Approval

Dr. Kalkut calls F.E.G.S. ProCare Health Services, Inc., F.E.G.S. Home Care Services, Inc.,
M.J.G.N.H.C., Inc. and Mount Sinai Diagnostic & Treatment Center for consent for Dissolution.
Dr. Kalkut motions for approval, Mr. Robinson seconds the motion. The motion carries. Please
see pages 104 and 105 of the transcript.

Certificate of Amendment of the Certificate of Incorporation

Applicant Council Action
HQ-WCHN Health System, Inc. Approval

Dr. Kalkut calls the Certificate of Amendment of the Certificate of Incorporation of HQ-
WCHN Health System, Inc. and motions for approval. Mr. Robinson seconds the motion. The
motion carries. Please see page 106 of the transcript.
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CATEGORY 2: Applications Recommended for Approval with the Following:

« PHHPC Member Recusals
% Without Dissent by HSA
++ Without Dissent by Establishment and Project Review Committee

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility Council Action

191019 E Bronx SC, LLC d/b/a Empire State Contingent Approval
Ambulatory Surgery Center
(Bronx County)
Dr. Martin — Recusal

191027 E North Queens Surgical Center Contingent Approval
(Queens County)
Dr. Martin - Recusal

Dr. Kalkut calls applications 191019 and 191027 and notes for the record that Dr. Martin
has a conflict and has exited the meeting room. Dr. Kalkut motions for approval, Mr. Robinson
seconds the motion. The motion to approve carries with Dr. Martin’s recusal. Dr Martin returns
to the meeting room. Please see pages 106 through 108 of the transcript.

CATEGORY 3: Applications Recommended for Approval with the Following:

% No PHHPC Member Recusals
+»+ Establishment and Project Review Committee Dissent, or
% Contrary Recommendations by HSA

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility Council Action
181259 E Mohawk Valley Eye Contingent Approval
Surgery Center
(Montgomery County)

Dr. Kalkut introduced application 181259 and motioned for approval. Mr. Robinson
motioned for approval. The motion to approve carried. Please see pages 108 through 110 of the
attached transcript.
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CATEGORY 4: Applications Recommended for Approval with the Following:

« PHHPC Member Recusals
% Establishment and Project Review Committee Dissent, or
+»+ Contrary Recommendation by HSA

NO APPLICATIONS

CATEGORY §: Applications Recommended for Disapproval by OHSM or Establishment
and Project Review Committee - with or without Recusals

NO APPLICATIONS
CATEGORY 6: Applications for Individual Consideration/Discussion

CON Applications

HOME HEALTH AGENCY LICENSURES

Changes in Ownership with Consolidation

191080 E Always Compassionate Home Contingent Approval
Care, Inc.
(Suffolk County)

Serious Concern/Access

182247 E Aides at Home, Inc. Contingent Approval
(Nassau County)

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number Applicant/Facility Council Action
191117 B Saratoga Partners North Contingent Approval
(Saratoga County)

Lastly, Dr. Kalkut called applications 191080, 182247, and 191117 and motioned for
approval. Mr. Robinson seconds the motion. The motion to approve carries. Please see pages
110 and 111 of the transcript.

ADJOURNMENT:

Dr. Boufford announced the upcoming PHHPC meetings and adjourned the public portion of
the meeting and moved to executive session to hear the Report on the Health Personnel and
Interprofessional Relations.
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NEW YORK STATE DEPARTMENT OF HEALTH

PUBLIC HEALTH AND HEALTH PLANNING COUNCIL

FULL COUNCIL MEETING

TRANSCRIPT

JUNE 6, 2019

90 CHURCH STREET, NY, NY 10001

JO BOUFFORD: Good morning. I'm Jo Boufford, the Vice
Chair of the Council, and I have the privilege to call to order
the meeting of the Public Health and Health Planning Council.
Welcome members. Welcome deputy commissioner Sally Dreslin,
participants, and observers. Let me go through the mechanics of
the meeting which should be reasonably familiar but it’s
important to review them each time. Let me remind everyone that
this meeting is subject to the open meetings law and is being
broadcast over the internet. The webcast are accessed at the
Department of Health’s website and the on-demand webcast will be
available no later than 7 days after the meeting for a minimum
of 30 days and then a copy will be retained by the Department
for four months. Some suggestions and ground rules, because
there is synchronized captioning, please, we ask everyone not to
talk over each other. The first time you speak, if you’d please
identify yourself and as a council member or as DOH Staff. And

also remember that the microphones are hot; they will pick up
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every sound and side conversation otherwise as well as rustling
papers, and as a reminder for the audience, there’s a form that
needs to be filled out before you enter the meeting room on the
tables outside the door. It’s required by the Joint Commission
on Public Ethics in accordance with executive law section 166,
and it’s posted on the Department of Health’s website for the
next time, and you can find it outside. But please do fill it
out and make sure you leave it after the meeting is over and you
are able to fill the form out in the future before you come. So
I thank you for your cooperation in addressing these duties.

So let me review the agenda for today. We have Department
of Health reports and we will hear from deputy commissioner
Dreslin providing a report on the overall department activities.
Mr. Sheppard will given an update on the activities of the
Office of Primary Care and Health Systems management. Mr. Hutton
in Albany will give an update on the Office of Public Health
Activities. Mr. Holt presenting regulations for adoption and
information. Under health policy, Dr. Rugge will give an update
on the activities of the Health Planning Committee. Under the
Project Review Recommendations and Establishment Actions,
category project review recommendations, Dr. Robinson, Dr.
Kalkut will be reporting on a number of CON applications that
were reviewed at the committee. On professional affairs, the

council will move into executive session immediately following
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the completion of our business to consider one case arising
under public health law section 2801B. And members of the
council and most of our guests who regularly attend meetings are
familiar with the decision made some time ago to reorganize the
agenda by topics or categories which captures the roles and
responsibilities of the council. So CON applications are
batched. So we always pause at this point to ask if any members
would like to pull an application out for individual
consideration in the vote. Seeing no such indication, we’ll stay
with the batching arrangement, and I think with that we will
begin the formal agenda. So thank you all for coming.

First of all we need to adopt the minutes from the last
meeting. They have been made available. Do I have a motion to do
so? OK. Ms. Rautenberg. Second? Mr. Holt? All in favor? Opposed?
Minutes are adopted. And we’ll begin with.. I'm sorry? Oh, I'm
sorry, thank you. Good thing Peter is here. Otherwise I wouldn’t
know what to do at these meetings. OK. Adoption of the 2020
PHHPC meeting days which were provided in the package here
listed. Could I hear a motion to adopt? All in favor? Ms.
Carver-Cheney and Dr. Kalkut. He’s the closest one. Kevin. All
in favor? Opposed? Meeting times are adopted. OK. And now we’ll

hear from deputy commissioner Dreslin.
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SALLY DRESLIN: Thank you very much. How about now? OK..
Thanks.

Good morning. Welcome. I have to begin today on a somber
note. With the sad news that Commissioner Zucker’s father passed
away on Sunday at the age of 99. Dr. Saul Zucker was much loved
and respected pediatrician and an anesthesiologist practicing
medicine until he was 90 years old. Dr. Zucker was very proud of
his father and shared with us many wonderful stories about him
and I know that the Council joins the Department in extending
our deepest sympathy to Dr. Zucker and his family.

I also want to mention that New York is recognizing the
courage and valor of WWII veterans today. As we as a state
commemorate the 75th anniversary of D-day and the allied landings
in Normandy. Over 43,000 New Yorkers died in service to our
State and nation over the course of WWII, and some of these
heroes lost their lives on this day 75 years ago. Today’s events
honor WWII veterans and their families at all five of New York
State’s veterans’ homes. Four of which are operated by the
Department of Health.

Throughout April and May the measles outbreak in Rockland
County has remained a primary focus. Last week the CDC announced
that reported cases of measles nationally had reached their
highest level in 25 years. As of June 3, 2019, the Department
confirmed the following number of measles cases from the

4
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outbreak outside of New York City. 256 in Rockland County; 38 in
Orange County; 17 in Westchester County; and 5 in Sullivan
County. We continue to work closely with health officials in the
affected counties. Increasing vaccination rates and limiting the
spread of measles remain our frontline strategies. Since the
beginning of the outbreak last fall, local providers have
administered 22,468 doses of MMR vaccine in Rockland County;
14,354 doses in Westchester County; 10,091 in Orange County. And
as you can imagine with the season coming, we’ve been very
focused on summer camp. Given this outbreak and given that
measles is still common in many parts of the world and can be
spread by international travel. We’ve been providing local
health departments with guidance and informational flyers and
posters that camps and localities to ensure that they know about
these vaccine preventable diseases. Vaccination recommendations
for camp settings, and medical details about measles. We’ve
provided measles response playbooks and immunization record
templates to local health departments and conducted emergency
preparedness exercise for the Department, for the Counties, and
the CDC observed this exercise. We’ll also be providing
statewide webinar for camp operators and camp health directors
on June 12.

Spring Tick surveillance is in full swing this spring -

that’s unfortunate. By the end of July we’ll have collected
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ticks at over 150 sites statewide. Since 2002 the Department has
collected and tested over 100,000 ticks; more than any other
state in the nation and we recently posted tick collection
testing results dating back to 2008 on our health data New York
website. Last month the 2018 tick collection data went live, so
anything you want to know about Ticks we have up on the website.
Promoting awareness and prevention behaviors is critical to
controlling tick-borne diseases. We established a working group
that met twice to discuss issues and gather feedback on a tick-
borne disease response plan. And we also published a tick-borne
disease collaborative action plan. We surveyed over 4000 school
nurses and school-based health clinics to evaluate their
approach to ticks, and we were consulted when the CDC created a
new nationwide tick surveillance handbook. And we recently
secured over $1.3 million in new and continued federal funding
from the CDC and NIH for tick surveillance research and testing.
And we have some very excellent resources on our website. We
have a very helpful video that shows how to properly remove a
tick. It’s very good viewing for those who need it, when they
need it. And we’ve also of note, with the research that we’re
doing have identified the Asian longhorn tick for the first time
in New York State - this was last year - and we started an
aggressive research and testing program on this tick in

particular.
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Harmful algae blooms, also known as HABs pose another
summertime threat in parts of the state. They occur when algae
grow out of control in bodies of water and produce toxic or
harmful effects on people, pets, and wildlife. The Department
continues to work with the State Department of Environmental
conservation on controlling HABs in our lakes and ponds, and to
prevent potential impacts on public drinking water systems,
encouraging New Yorkers to “know it, avoid it, and report it.”
Local eyes are critical in a timely response to HABs. With DEC,
we’ve been working to offer regulated beach operators guidance
on responding to HABs. This consultation has been very
successful. Even with HABs occurring more frequently at New York
beaches, the number of HAB related illnesses remains very low,
partly because of the responsiveness of the beach operators.
We’ll continue to sample for the HAB related toxin microcystin
at public drinking water systems and working with water system
operators to help them develop and implement a HAB response
plan.

In May we held two very well-attended day-long events here
in Manhattan, specifically designed for expert clinicians. We
convened an expert panel meeting on congenital cytomegalovirus
known as CMV to explore more effective ways to prevent, screen,
evaluate, and manage this common virus that can, nonetheless,

have very serious consequences during pregnancy. Congenital CMV
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can cause chronic health issues and even death in newborns.
Because this virus is often a-symptomatic, it can seem like
something that’s come out of the blue and many people just don’t
know enough about it. The panel focused especially on how we can
better educate New Yorkers on the dangers, if a woman contracts
CMV for the first time during pregnancy or has a recurrent
infection after previous exposure. For the second event, we
partnered with the healthcare association of New York State and
with Greater New York Hospital Association to bring together
hospital leaders and expert personnel for an important
conversation about how to prevent and manage candida auris
infections. Particularly in regard to targeted admission
screening. Most attendees have been working diligently over the
past several years to collect data on the infection so that we
can learn better methods to prevent and control this drug
resistant disease. We’re using input from this meeting to refine
our screening recommendations. As of May 31, New York has
confirmed 334 clinical cases, 481 surveillance cases, and four
probable cases of C-auris. And as I discussed at last month’s
meeting, Wadsworth Center has developed a rapid molecular test
PCR test that can be performed directly from a swab which allows
for rapid screening of people who are at higher risk for
infection. The DOH has been closely involved in the work of the
New York State suicide prevention taskforce, a diverse group of
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experts that Governor Cuomo assembled following his 2017
announcement of the initiative. The taskforce reviewed current
services and policies focusing on higher risk cohorts of Latina
youth, LGBTQ individuals, and veterans, and made recommendations
for more effective suicide prevention activities. The
taskforce’s report has just been released with recommendations
that include the launch of the “Communities United for a
Suicide-Free New York; A statewide initiative to unify
activities and jumpstart progress to reduce suicides.” An
important goal of the taskforce is the strengthen the capacity
of local communities to address local needs and populations at
risk. This includes supporting families and individuals
experiencing specific economic adversities. With state guidance,
New York communities can provide effective suicide prevention
practices and build a more connected resilient community.
Finally, last month the Department was honored to receive
the 2019 public health innovation award from the National
Network of Public Health Institutes for our Health Across All
Policies, Age Friendly New York initiative. Last fall Governor
Cuomo signed an executive order that directs all state agencies
to adopt and implement the principles of age-friendly livable
communities and preventative public health into all relevant
programs, policies, and funding. At the Department of Health, we
updated and expanded our 2019-24 prevention agenda, a blueprint

9
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for insuring health equity across populations who experience
disparities and health outcomes to incorporate the Governor’s
vision for Health Aging. We made a commitment to ensure that all
New Yorkers are able to age in place healthfully in communities
of their own choosing. New York State’s Health Across all
Policies Age Friendly New York is a groundbreaking initiative
because it relies on collaborative entrepreneurial and
interdisciplinary governance. Public-Private partnerships,
sustainable holistic community development and engaged relations
with local governments.

So, these are some of the higher profile activities that
we'’ve been engaged in over the last several months, and will

continue to be in the months ahead. Thank you.

JO BOUFFORD: OK, we have time for questions for deputy

commissioner. Comments? Dr. Soto.

NILDA SOTO: Nilda Soto, Council member. You mentioned
how many measles vaccinations have already been administered.
Does the Department have any sense of how many children are

still not vaccinated, percentage?

SALLY DRESLIN: We do have statistics that are up on the
website for the schools that indicate what the percentages are

10
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for religious exemptions and for medical exemptions, and 1it’s
county by county data. So, it’s available. I don’t have it off

the top of my head, but it is available.

NILDA SOTO: I just meant like, overall. I mean, I’'ve
seen and heard the messages, so the campaigns have been out

there.

SALLY DRESLIN: And overall New York State has very high
rates of childhood wvaccination. We are, I believe, close to 96
percent on a statewide average, but what you have are pockets of
areas where there’s undervaccination, and unfortunately that
becomes the method of transmission. We so have been very, and
I'm very happy to hear that you’ve seen the message because I
think the numbers show that our message is getting out on the
importance and the safety and the effectiveness of vaccination,
and in cooperation with the local health departments we’ve been
making available points of dispense pods to help people get
vaccinated, working with local healthcare providers to encourage
them as we can see they’re listening to push vaccination amongst
their patients. So we’ll continue to push vaccination as well as

to work to control spread.

JO BOUFFORD: Other gquestions? Comments? Howard.
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HOWARD BERLINER: Commissioner, just wondering, with the
epidemic seemingly winding down of measles, at least in terms of
numbers of new cases, 1s the Department preparing any special
plans to deal with the potential epidemic next year? The

Commissioner PSA aside?

SALLY DRESLIN: Did you see it? It was excellent.

HOWARD BERLINER: I was surprised - I'm sorry about his

father, I was hoping he’d be here to take kudos for that.

SALLY DRESLIN: For those of you who haven’t seen it, Dr.
Zucker recorded a public service announcement on vaccination and
how he vaccinates his children. It’s a wonderful PSA, so
hopefully you’ll see that in the next several weeks.

No.

Not helpful.

JO BOUFFORD: Getting too relaxed.

SALLY DRESLIN: So I would say that the.. we still continue
to see new cases of measles so it is not where we want it to be.
It used to be that we did not see these types of numbers. So we

12
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are working incredibly aggressively through the summer as we
move into another environment where people are closely quartered
and transmission is, the situation is amenable to transmission.
So we’re working very hard. We are not standing down at all, and
I think the increased awareness is great, 1s really important,
but we’re going to continue pushing forward aggressively on
maintaining the message that vaccines are safe and effective and

that this is really important for people to be vaccinated.

GLENN MARTIN: Couple of things. One, now that it looks
like recreational cannabis will not go through the legislature
and people may calm down a little bit and we can look at facts,
would it be possible to get some sort of report or summary of
our experiences with medical marijuana to date in New York
State? I don’t think we’ve seen that and I know there’s a
website to keep things up to date, but if it hasn’t been maybe

for our next meeting we could work it into an agenda.

SALLY DRESLIN: So we do the two year reports. We have the
second two year report that came out about nine months ago.
There are statistics on the website that talk about the numbers
of certified patients and the numbers of enrolled practitioners.

And there’s regs that are up to date on there. But I’d be happy

13
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to talk offline if there’s additional information that you’re

looking for.

GLENN MARTIN: That’d be great. That’d be very helpful.
Thank you. The other thing is, and it’s just sort of a personal
pet peeve and politically incorrect so I’11 say it, you talk
about suicide-free or zero suicide which I know is sort of the
buzz word, personally I think that is a bad mistake.
Unfortunately, psychiatric illnesses have fatal outcomes in a
non-insignificant in number cases. I’d love it to get it down to
zero, but it’s a little bit like asking physicians who treat
fatal illnesses to get it down to zero. You can try. But it’s
not probably going to be an obtainable goal, I'm afraid to say,
and I know I can get yelled at by my colleagues but it’s one of
those things where I think we set ourselves up for something
that may not be completely feasible or ever appropriate, so I

will just say that and then move on.

SALLY DRESLIN: No, I appreciate that feedback.

JO BOUFFORD: Ms. Rautenberg and then Mr. Robinson.

ELLEN RAUTENBERG: Hi, I’ve been approached by a couple of

women’s advocates around potential changes to the birth
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certificate around surrogacy. Is that something that we are

going to be seeing soon, or..

SALLY DRESLIN: So, there is the bill that would legalize
surrogacy that is still in the legislature. So until there’s a
determination on the outcome of that bill which is a priority of
the Governor’s but it still have not been passed by the

legislature yet. It would be premature really to discuss.

ELLEN RAUTENBERG: Particularly around having a birth

certificate change..

SALLY DRESLIN: Oh, if it’s not necessarily New York State-

based. Sorry.

ELLEN RAUTENBERG: Oh.

SALLY DRESLIN: Is that what you’re asking? If someone..

ELLEN RAUTENBERG: I’m not quite sure what I’'m asking.

They said I should be listening for it here, because they would

like to speak on it.
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SALLY DRESLIN: So we can talk afterwards about what you’re

hearing and we can sort through what you’re looking for.

ELLEN RAUTENBERG: Sure.

PETER ROBINSON: So just back to the measles issue
again, and I know that there has been at least some discussions
about the notion of eliminating the religious exemption for
vaccination. Where does the Department and the State stand on
that at the moment? Where do we think we’re going? Do you think
we’re going to be advocating for that? Or do we believe that
this educational strategy that we have underway is how we want
to address this continued gap in undervaccinations in certain

populous.

SALLY DRESLIN: Right. There is the bills that are in the
state legislature, which if you read the papers this morning and
previous days we know that they’re struggling to gain enough
support to make it through passage. So, we continue to work with
the education and to push vaccination and counties on their own
are taking actions which is in their legal authority to do in
the areas where there are outbreaks. So I think we still
continue to look at what all the actions are. We feel that our
message is being heard with these high numbers of MMR vaccine
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rates and the real responsiveness we’re getting around preparing
for camp season, so I think we’ll just have to see how things

continue to play out.

KEVIN WATKINS: Good morning. It appears that anti-vaxxers
have really been able to take a hold on social media to talk
about how the impact or not to actually vaccinate children. What
are we going to do on.. I'm happy to see Dr. Zucker on his PSA
campaign, but what are we going to do to attack social medial

and to tap down on some of those anti-vaxxers?

SALLY DRESLIN: So we don’t unfortunately control all of
social media. But we are making a tremendous effort from the
Department of Health with our social media accounts, with the
PSAs. We have information at travel sites like Thruway rest
areas in targeted press literature in the communities where
we’ re seeing the outbreak happen. I know that in the news
there’s been discussion about some of that messaging on things
like facebook and twitter and I don’t have insight into how
those companies are looking at combatting that sort of
information but I think we continue to redirect marketing funds
towards a pro-vaccine approach and towards the importance of it.

So within our resources, we are shifting and encouraging folks
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to get vaccinated and trying to get that message out in the most

creative ways that we have at our disposal.

BRAD HUTTON: Sally, can I add to that?

SALLY DRESLIN: Yes, please.

BRAD HUTTON: It’s Brad. I think Dr. Watkins, we’re also
increasingly trying to focus on vaccine hesitant parents, where
I think we can have a great deal of impact on influencing them
to priorities getting vaccination. We hear increasingly as part
of outbreak response about families who aren’t absolutely
opposed to vaccination, they just have heard conflicting
information and they’ve chosen to delay getting that first or
second dose of MMR. So I think that’s where we’re having a fair
amount of success in Rockland and other parts of the outbreak

are influencing those parents decisions.

GARY KALKUT: Thanks very much for the report and all the
discussion about measles. I think the emphasis does need to be
on vaccines. There have been some recent public meetings where
measles was discussed as sort of an innocuous disease and not
something that requires if there is any risk in vaccine, and
certainly that’s been promoted. And I’'m not sure how to message
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that, but measles is not innocuous, obviously. Certainly
worldwide in the United States and somehow that needs to be
blended into a message without overdoing it or scaring anybody.
It is a childhood disease. Most people do well, but there’s
clearly measurable morbidity and mortality related to measles in

children. Also pregnant women and immunocompromised.

SALLY DRESLIN: Absolutely agree. And we see, we're seeing
high mortality rates in other countries where there are measles
outbreaks. We’re not seeing them as much in the United States.
We have good nutrition, we have good hygiene and we have a
robust medical system, but I hear you and completely agree with

you.

JO BOUFFORD: Any other comments? Questions? Just want to
add on the award sort of congratulations to the Department but I
think just to remind the council that we are in fact the sort of
regulatory.. we’re sort of by, what do you call it, statute
direction, overseeing this work that got the award. So this
group should be congratulated as well. It’s not sort of over
here in the Governor’s office. We have been asked by the
Governor to really oversee the health across all policies, the

age-friendly, and obviously the prevention agenda. So I just
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wanted to remind you of the contribution all of you have made by
being as involved as you have. And thank you for that.

OK, so we’re ready to move on. Thank you very much,
Commissioner Dreslin. Mr. Sheppard will now give an update on
the activities of the Office of Primary Care and Health Systems

Management.

DAN SHEPPARD: Good morning. So, couple of topics here. So
as we’re heading into hurricane season, this year we wanted to
share some good news related to our efforts on preparedness. So
as many of you know, the Department developed and operates the
health evacuation center, we call it the HEC, with no K, which
coordinates the preparation and execution of the evacuation of
hospitals, nursing homes, and adult care facilities in the New
York City region in the event of a hurricane, serious coastal
storm or any other major event that might require the mass
transfer of patients from hospitals and residents of long term
care facilities. The HEC is a great example of proactive
emergency preparedness and collaboration between state, local
governments, and industry stakeholders. CMS seems to think so
too. On May 15, 2019 they awarded New York a national quality,
safety and oversight achievement award for our emergency
preparedness resident protection systems. This includes not just
the HEC, but also our EFIDS application which is an awkward
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acronym but it’s Evacuation of Facilities in Disaster Systems,
and basically what is it is a way of identifying patients and
residents, residents particularly long term care facilities by
affixing to them and identifying wristband that this was grown
out of our experience with Sandy where there were a couple of
unfortunate instances where in the evacuation of residents,
particularly residents who had cognitive difficulties trying to
identify where they came from, their medical histories,
medication needs, etc. It’s a very innovative McGuyver-like
solution to that. And again, in recognition that both were I
think the quote from the award is they were products of
“outstanding leadership in crafting creative solutions, both HEC
and EFIDS.” So New York is now actually won four of these
awards, these CMS awards in a row, and previous awards were for
improving the hospital survey process, reducing the use of
antipsychotic drugs in nursing homes, and improving nursing home
complaint handling process. So, kudos to lots of staff in the
Department and OPCHSM as well as other areas who have all
contributed to those efforts. On other fronts, as indicated by
the award just mentioned, improving the nursing home complaint
process had been a major area focus for OPCHSM. One aspect of
this is making sure that healthcare workers know the best way to
share information with the Department about alleged regulatory
violations. In collaboration with SEIU 1199 the Department’s
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been conducting training sessions regarding how to go about
filing a complaint. Mark Hennessy the Director of our Center for
Healthcare Provider Services and oversight has given
presentations in Buffalo, Rochester, and Syracuse. And an added
benefit of these sessions is that the Department staff learns a
great deal in these somewhat informal training sessions or
meetings about hospitals and some of the challenges and good
things about working in these facilities and helps us in our
overall work. And also very much helps improve the quality of
the complaints that we get, and that’s a benefit to the
Department’s benefit to people complaining and some benefit to
the facilities too, because it, a lot of training is really
about making sure that things are being reported are actionable,
how to characterize them, and very much tying them closer to
regulations rather than sort of random concerns and complaints.
So on another topic, on May 3, CMS released draft guidance for
hospital co-location with other hospitals or healthcare
facilities. As I think I reported to the council in the past,
healthcare is becoming more of a team sport than ever. Value-
based delivery models, integration of behavioral medical care,
need for facilities to providers to work together to create
efficiencies. We’ve been working hard through our regulatory
modernization and other efforts to make it easier on the State
side for providers to collaborate. But what we’ve run into time
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and time again is some relatively rigid federal guidelines that
were posing barriers. So the guidance at CMS, the draft guidance
at CMS came out with, makes it easier for licensed providers to
share the same physical space and deliver better patient
centered care. We and other states have been talking to CMS
about this for some time, and we really welcome this draft
guidance as an important step forward. Comments on the guidance
are due July 2, and we’re working with our sister agencies as
well as industry stakeholders on the responses.

Finally, in our continued efforts to streamline the CON
process, I wanted to highlight the recent work of our Bureau of
Architecture and Engineering Review, or BAER. The first item I
wanted to highlight is the rollout of electronic reviews of
architectural drawings. All plan submissions are now sent
electronically through the Department of Health and all the
information including the DOH staff comments is stored
electronically in one project folder that everybody can access,
everybody involved in the CON approval process. This has
reduced the design plan review times by 30 to 40 percent. Reason
why review times going down is it reduces the turning from
telephone calls back and forth, teleconferences, all the
requests for information that typically were handled in an ad-
hoc way are now handled electronically through this system.
we’ re not experiencing lost drawings, and also it provides a
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linkage for all the whole chain of documentation to the regional
office staff that have to do pre-opening surveys on the
facilities when they open. So, I think it’s saved a lot of time
and money on both the state and provider point of view. Also in
the streamlining mode, VAR has rolled out guidance and training
on completion of the CON architectural schedules and these
include both narrative and checklists for the FGI standards and
life safety code requirements, as well as the varying
programmatic requirements between hospitals and long term care
facilities and outpatient facilities that often can, that
providers or their design consultants can sometimes not know
what we’re looking for in each situation, the checklists
organize all of that. Again, this process change has improved
the quality of the design submissions that we’re getting and as
a result reduce the amount of back and forth and reduce review
times.

One last CON item I want to mention is the recent rollout
of our NYSECO, our electronic CON process, new module of NYSECON
for review of adult care facility applications. And this is
expected to reduce review times for these applications as well.
Now big sexy stuff but a lot of the small stuff happening behind
the scenes that really makes a huge difference and builds on the
work of this council and streamlining CON process. So thank you
very much.
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JO BOUFFORD: Thank you. Let me ask, may I start with a
question while others think of their questions. You used the
term “shared space” in a kind of euphemistic way. Does this deal
with the issue of primary care and behavioral health that had

been a concern previously?

DAN SHEPPARD: It can. The shared, this all centers around
how do two separately licensed providers deliver services as
themselves, not in a contractual way where one provider is
actually doing the billing but where they’re both functioning in
a single space. So yes, it would allow that. At this point, and
this is part of how we fit in to some of the comments, the
guidance seems to be focused on hospitals and hospitals working
with each other and other providers. One of the areas that we
want to explore and comment on and their folks were far more
expert than I am were doing the deep digging in this is
clarifying and it does the guidance apply to non-hospitals that
are working together and if that’s not the case it will

certainly be on our priority list.

JO BOUFFORD: It should certainly be a priority for us. We
talked about this a good bit in the public health planning
committee.
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Other questions for Mr. Sheppard? Dr. Berliner.

HOWARD BERLINER: Dan, in the last couple of days a list
of low quality nursing homes that CMS has kept circulated,
several of them are in New York. Is the Department doing
anything proactive to kind of keep a watch on them in

particular?

DAN SHEPPARD: So that list actually, it’s always
interesting when you’re on one side of the process to see how
the other side of the process looks at things. Our understanding
is that 1list is a list provided by federal staff at CMS to a
senate committee. Some of that information is actually public
information already. The special focus facilities are already on
the website. As some of you may know, there are CMS authorizes
each state to have a certain number of special focus facilities.
In our case it’s three. And there are actually some on that list
that have since graduated and have been replaced by others. That
list also had a number of pending facilities and those are
facilities because we have special focus facilities, you
graduate or you close and they come off the list. That are
essentially the ones that are to be considered for the next
round. And so that’s, I guess, a glimpse of that list is sort of
a glimpse of the daily interaction between us as the state
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survey agency, the Department of Health as the state survey
agency and CMS in and reflects just as you’re asking, the
rigorous and ongoing oversight that the Department on behalf of
under our state hat as well as our federal hat does every day on

these facilities.

LAWRENCE BROWN: Thank you. Lawrence Brown. Member of
the council. Dan, I was wondering if you could remind us about
the progress of the Department with respect to how we are
advising persons who submit applications pertaining to their
embracing of the prevention agenda. To what extent. Where are we
with respect to that. Sure, I can tag-team with Tracy, but I
think as Tracy has mentioned and I’1ll tee it off, it’s now
incorporated in the staff reports that the council gets. But

Tracy.

TRACY RALEIGH: Thank you. Tracy Raleigh. Dr. Brown, just to
elaborate on what Dan said, we have and you will see in the
exhibits for hospitals that come before you with projects
whether they be establishment or construction, an analysis of
the applicant’s response to a series of questions that we ask
and have incorporated into the CON review process, with respect
to the prevention agenda. So we’re asking for them to tell us if
the project relates directly to the prevention agenda topic. If
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it doesn’t we want to know broadly what are the focus areas of
the prevention agenda that they’re working on. We want to have
them tell us about the collaboration with the local health

departments, in particular our public health staff, are looking
at the amount of money expended. Generally, and reported to the

Department on the prevention agenda initiatives.

LAWRENCE BROWN: I just want to be clear because
sometimes I find that I don’t hear well enough, so if you can
help me out with respect to that. I think I heard you focus on
hospitals. So, are we planning on embracing other areas of

healthcare such as in terms of the prevention agenda.

TRACY RALEIGH: Yes, so we started with the hospital roll
out. And absolutely correct; we’re planning to roll it out to
the long-term care arena. That’s a little bit more challenging
in terms of what questions we’re asking, but it’ll be in line

with the age-friendliness initiatives. And then again, we will

roll it out where appropriate to primary, D&TC clinics, not sure

if it’s relevant to certain provider categories such as renal

dialysis, but we do plan to roll it out to other institutions.
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LAWRENCE BROWN: If you could keep us informed about the
stages of the roll out, if it’s 2020, 2021, when do we expect t

have it with certain other components of the healthcare system.

TRACY RALEIGH: Sure, and this is a joint initiative with
our Office of Public Health so we’ll certainly try to come back

to you with a timeline on that.

JO BOUFFORD: Yeah, I think a lot of this movement dates
from the retreat that we had almost three years ago coming up
this September, and so I think now that the acute care facility
application process is sort of embedded and moving along, it was
very clear from the beginning that we would begin with the free
standing ambulatory care, including all the specialties. I think
people were interested in looking at all of the types, dialysis
surge, etc., you’re correct, there would be different reasons
for that, but I don’t think anyone was shying away from it. And
I think Mark Kissinger was going to provide something for us on
this CON for the long-term care facilities around age-friendly
as well as the prevention agenda. So, we’re still watching. So I
think that would be really nice to get a sense of timetable so
it’s back on the calendar, we can track it in the committee

activities. Because I think you had all mentioned we would need
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to have a consultation process to move it forward. Thanks. Mr.

Lawrence.

HARVEY LAWRENCE: Harvey Lawrence, council. Is there sort
of an update on the telehealth and participation of MCOs in the

program and whether their participation is mandated?

DAN SHEPPARD: I think, Mr. Lawrence, I’1l1l have to get back
to you on that. I'm not tracking the question entirely, but it
sounds like it’s a combination of reimbursement question as well
as operational programmatic regulations. There is a workgroup
that is an interagency workgroup with OMH and OASAS, OPWDD
involved actually, and some aspects of it that is looking at
both on the reimbursement side and the program guideline side.
And sort of come back to you with an update from those efforts

and a timeline.

JO BOUFFORD: any other questions or comments for Mr.
Sheppard? OK, fine. So we’ll move to - thank you very much -
we’ll move to Mr. Hutton in Albany for the report of the office

of public health.

BRAD HUTTON: Good morning. In the interest of time, Sally
covered a fair number of high profile activities in the Office
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of Public Health. I'm going to yield the balance of my time for

the good of the order here this morning.

JO BOUFFORD: So you’re endorsing everything. Any
questions for Mr. Hutton? There may be something people have
interacted with him about they’d like to ask him specifically?
No? One of the issues that came up yesterday, I don’t want to
let you off completely, was the, we talked about the progress of
the sort of recertification process for the perinatal, regional
perinatal center process was started a couple of years ago and I
know it’s probably complicated. Maybe in the context of the
public health committee’s discussion yesterday of where we are
on maternal mortality as we began to take up our next issue on
violence prevention. So I wonder if maybe you can comment on

that.

BRAD HUTTON: Sure, with respect to the first item, we
have convened a stakeholder process to get input from lots of
different perspectives on ways that we can change and update our
regional perinatal center program that the work of that group
has really concluded and we’re at the point where we’re working
on proposed revisions to the regulations that would be
introduced into public comment here in the near future. So
that’s something to look forward to, and also we’ve made a lot
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of progress over the last year on that second item, Jo, related
to maternal mortality and there are several items that have come
out of the work of the listening sessions and the taskforce
including progress with respect to implementation of maternal
mortality review board, a data center to begin to look more at
some of the outcomes, and then also some bias training for
hospital industry professionals in particular, but not
exclusively. So, I think we have a lot of good work that you’ll
be seeing in the next year with respect to improving our

outcomes for maternal mortality and morbidity.

JO BOUFFORD: If I may just, since Brad didn’t take the
time to just very quickly, yesterday the public health committee
did have a meeting to take stock of what progress had been made
in the maternal mortality area, and I think we were very pleased
to get a very comprehensive report from Lauren Tobias about a
number of these issues and the committee members had some
questions about others naturally, so, I think the sense from
that discussion was because of the Governor’s commission there’s
a set of agenda items that have priority at this point in time,
some things, some unfinished business and the group would like
to keep working with the Department to sort of take a look, keep
tracking progress there. Everything that’s happening for the
commission report isn’t everything, and there’s a lot of work
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that the Department’s doing that’s going on. And then just to
finish, we did have our first conversation about the decision
that was made by the committee before Christmas actually, to
start working as, we’d like to have one issue that we’re trying
to move the needle on in addition to the oversight of the
prevention agenda. This one’s going to be violence prevention in
the context of the prevention agenda. So it’s really really good
initial presentations by colleagues from the Center for
Environmental Health and the Department, and I think the fact
that we have the Health Across All initiative going now, I mean,
there were at least five or six other departments that were
mentioned that are already in contact with the Department
working on this issue and a lot of other opportunities. So I
think we’re very enthusiastic and where Laura Santilli is, we’re
going to write up a sort of summary of the issues, the data that
people wanted to see more of, and who is kind of managing
certain kinds of programs. A suicide report was mentioned as
well, and we’ll be coming back to you, to the council over the
next while to give you an update on what we think the key issues
are there and how the council could be involved. So the
perinatal center issue is important because in the revise it was
really also including attention to the mothers as well as the

babies, the historical regulatory structure had been largely
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focused on high risk neonates and now an increase of a balance..

I see you leaning forward..

SALLY DRESLIN: I just wanted to add one add-on to what Brad
mentioned in addition to the morbidity dashboard and the
implicit bias training and the taskforce, there’s also an
investment in community health workers and other evidence-based
approach that really sort of is effective in preventing and
reducing maternal mortality and morbidity. So it’s a high
priority, particularly for Dr. Zucker and he participated in a
lot of the listening sessions and I think was very profoundly

impacted.

JO BOUFFORD: And that report is available to everyone. It
was sent out to the committee and I think it’s put on the
website for everyone to take a look at if you’d like, on the
commission report and recommendations as well as our historical
document.

Any other comments from any other colleagues that were
there yesterday? Or any other issues for Mr. Hutton? 0k, we’ll
move on then. And Mr. Holt will give us a report on the

committee on codes, regulations, and legislation.
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THOMAS HOLT: Thank you and good morning. At today’s
meeting the committee on codes, regulation and legislation the
committee reviewed four proposals; three of which were up for
adoption and one was for information. First being for adoption,
body scanners and local correctional facilities. This proposal
would amend part 16 of Title 10 pertaining to ionizing radiation
and updates and requirements regarding the use of body imaging
scanning equipment. The committee voted to recommend adoption to
the full council and I so move. Do I have a second? Thank you.
Alex Damiani from the Department is available to answer any

questions that the council members may have.

JO BOUFFORD: Do I have a motion to approve? Dr. Yang, you

have a question?

PATSY YANG: Just want to briefly repeat a comment, which
is that I would urge the Department in it’s preoperational
survey to also look at local jail capabilities to track multiple
exposures, due to multiple infractions or multiple detentions.
And I would also recommend that it consider excluding females.

Thanks.

JO BOUFFORD: Any other comments. Questions? All in favor?
[aye]
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Opposed? Abstentions? Motion is passed.

THOMAS HOLT: Second being for adoption, cardiac
catheterization in laboratory centers. This proposal would
update the current certificate of need regulations for cardiac
percutaneous coronary intervention of PCI consistent with the
recommendations of the Department’s regulatory modernization
initiative. Committee voted to recommend adoption to the full

council, and I so move.

JO BOUFFORD: Second, Dr. Yang. Any comments? Questions?

On this item? Dr. Bennett.

JOHN BENNETT: So, first of all I think this has been great

work. As someone whose spent 20 years in the cardiac cath lab,
think we’re ensuring that the regulations are keeping up with
the current practice and the technology, so I want to commend
the work on that. I do have one question; as I got through the
materials and reviewed it again, there’s a statement as of the
effective date of the regulations there will be no additional
diagnostic cardiac cath labs shall be approved. So the way I'm
understanding that is that because we’re obviously not closing
all future PCI facilities, right? But so what we’re doing is
saying that if you apply to have a purely diagnostic lab, we
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won’t even consider it? I need that as a .. and if so, I'm just
interested in what the rationale for that was? Or am I reading

it wrong? But it does say it here.

DAN SHEPPARD: I don’t think we’re going to be able to

answer.. I don’t think there was an intent to no longer have..

TRACY RALEIGH: Preclude diagnostic caths.

DAN SHEPPARD: You’'re looking at the narrative. Not the

regs...

JOHN BENNETT : It says, well, on the documents that we were
given, I’'ve got page 28. So it kind of surprised me. It says,
“paragraph three subdivision E of section 405.29 is amended to
read as follows: Diagnostic cardiac catheterization services. As
of the effective date of these regulations, no additional

diagnostic cardiac cath services shall be..”

DAN SHEPPARD: I think that’s old. I think that’s existing

language.

[I think that’s existing regulation that’s already in
place, and we’re not adding anything to that.]
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JOHN BENNETT: So there is a moratorium then on.. so you

can’t even apply to have a new diagnostic cath lab?

[Yeah, based on that reg. but that’s, like I said, that’s

not something we’re adding today.]

So we’re not adding that today. So I was reading that a

little bit out of context.

JO BOUFFORD: So i1t has been the regulation.

JOHN BENNETT: But it has been the regulation. So you can’t

apply for a new purely diagnostic cath lab? But you can apply

for a new PCI center, obviously.

[Correct]

Because we have approved them.

DAN SHEPPARD: And now that you mention it I’'m not I guess,

in my five years we’ve never seen an application for a

diagnostic.
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JOHN BENNETT: Clinically, it kind of makes sense to me,
but so I'm not necessarily opposed to it, it’s just that I
thought it was an interesting exclusion. But it’s not new. OK.

SO 1it’s a moot point.

JO BOUFFORD: Any other questions or comments on this
item? All in favor?
[Aye]

Opposed? Any abstentions? The motion passes.

THOMAS HOLT: Third item for adoption relates to midwifery
birth centers. The proposal would create a new part 795 of Title
10 establishing regulations for midwifery birth centers, NBCs.
The committee voted to recommend adoption to the full council,

and I so move.

JO BOUFFORD: Second? Dr. Watkins. Open for discussion.

Questions? Yes, Dr. Bennett.

JOHN BENNETT: So I have two questions, topics of somewhat
concern. One is, and again I hope I'm reading the right thing.
There was a lot to get through here and I was rereading it on
the train. It says that.. it seems as though a lot of the intent
here is to hopefully rightful expand birthing centers to rural
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areas. That’s, as I read, the intent of the public policy. And
we see that in one part it talked about the surface travel time
to reach a perinatal center. And it lists.. it says that for
current, under the current rule for physician-led birth centers
it’s 20 minutes. And under this rule for a midwifery birth
center it’s going to be two hours. So I guess I have a couple of
questions there. And I’11l kind of list them. One is, how was the
two hours determined? What is it based on? Is it based on, to
do an analogy as a cardiologist, we have time to cath lab things
that are based on clinical data as to how quickly you need to
get to services. So, what is the two hours based on? And two, I
was a little struck by the fact that the way I think this is
written, the way I understand this if you’re a physician-owned
birth center and you wanted to be in a rural area, you would
have a 20-minute standard. But if you’re a midwifery birth
center and you wanted to be in a rural area - the way I read
this and I may be wrong - you have a two-hour standard. And so I
would argue they should be the same because the item here is the
rural location, not whether it’s owned by a physician or owned
by a midwife. And then I’'11 go to another topic, and I know this
is a lot so forgive me, concern was there’s another comment
that, and I didn’t gquite understand it because of my admitted
not too much knowledge in this area, but the regulations utilize
the approach of allowing accreditation instead of traditional

40



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

NYSDOH20190606- Establishment/PHHPC
2hr 40 min

surveillance. So I need to understand a little bit about what
that means and here’s my concern and my question to the
Department; are we lowering our standards? Is this a side or a
possibility to lower our standards for these centers as to other

standards. So questions on two different areas.

JO BOUFFORD: Some staff person from the office?...

Find the person who might have answers.

DAN SHEPPARD: We’re trying to track down the subject
matter person who presented it at committee on this. I think
just generally I would answer, we’re not lowering standards. I
think we’re recognizing that with proper patient selection
children, babies can be delivered under different kinds of
settings under different supervision or under different types of
clinicians. And so I think on the risk side or on the standard
side, no, we’re absolutely not lowering standards. We’re just
making an option available in instances where clearly laid out
in the reg where there is a standard for patient selection as
well as planning for transfer and other, in the event that

something unexpected happens.

JOHN BENNETT: So, in the follow up and to be fair and to
be frank, I'm not kind of satisfied with that answer about the
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standards. Because I don’t really know what it means when you
say we’re not going to use surveillance any more. Does that mean

you’ re not going to watch what they do? What does that mean?

DAN SHEPPARD: Just as i1s the case with many types of
facilities there would be an accrediting body that would provide
the oversight and both preop surveys as well as investigation of

complaints.

SALLY DRESLIN: I think it’s a similar model that we use in
our office-based surgeries where there’s an accrediting
organization that does routine surveys of the facility. We get
that information, and as the State we reserve the right to go in

at any time if we wish to do an inspection of our own.

JOHN BENNETT: So I’1l say it again; why is it different in
the midwife centers compared to - the way I'm reading it - the
physician-owned centers? Why is it different? Why are there

different standards?

SALLY DRESLIN: And I think we will certainly follow up with
you because it doesn’t look like Mark is in the room, but I know
that these topics came up and were, the subject of robust
discussion in the stakeholder meetings which included both
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midwives and representatives from ACOG and other sort of
entities that could speak to the perspective that you’re voicing
those concerns from. So I apologize that we don’t have the right

person in the room.

JO BOUFFORD: Might we if we waited and came back to this
item? Check and let us know? Why don’t we put this item aside
for the moment and then keep moving on? Is that alright with
you? Come back to important questions. And then Mr. Holt, you

have one other item for consideration? Information.

THOMAS HOLT: I’ve just been advised that Mark’s available

in 15 minutes.

JO BOUFFORD: OK, fine. We’ll come back to that again.

THOMAS HOLT: Thank you. So for information, we had a
matter regarding resident rights and this proposal would amend
part 415 of Title 10, nursing home minimum standards, to specify
upon admission information regarding discharge rights including
information on home and community-based services in community
transition programs, and since this proposal was presented for

information, there was no vote. And Laura Palmer from the
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Department is available if there are any questions from the full

council.

JO BOUFFORD: Anyone have questions about this item? Thank
you very much then. We’ll move on then have Dr. Rugge move into
report on the Health Planning Committee, and right after you

finish perhaps we’ll be ready to go back to the other item.

JOHN RUGGE: I'11l try the 15 minutes.
JO BOUFFORD: 15 minutes John.
JOHN RUGGE: The joint committee meetings of the

staffing committee and planning committee did meet to consider
ASCs and I find it irresistible to set up the context a little
bit which means going back to time almost to D-day 73 years ago
with the passage of the Hill-Burton Act. For the first time
government making a substantial investment in healthcare; $4
billion. A billion dollars was really a lot of money for a
meeting the top priority healthcare which was the construction
of hospitals. Because there was some really new technologies
that could only be given in hospitals. Cardiac caths for
example. Total hip replacement be another recent invention. And
with so many communities clamoring for hospitals there had to be
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a way of distributing the money or designating the money that
the feds delegated that to the states through complicated ever
changing mechanisms, and to get a Hill-Burton ward meant having
a certificate of need. That’s how we did it. 25 years later, by
the early 70s, there were shocks to the system. One is
healthcare costs had dramatically increased to almost five
percent of the GDP. Almost five percent. In addition, the
discovery of Roamers Law which entailed that in this case in
health care, supply creates demand instead of meeting demand,
creating a bed means you’re going to fill that bed and sustain
the cost. At that point, was the mid-70s, was reversed.
Instead of being a way to designate the construction of new
hospital, it became the road block to hospitals either creating
new institutions or even expanding services or building
additions. And at the same time CON was expanded from just
meeting need and defining need to including character and
competence, and also financial feasibility because financial
feasibility now had a direct impact on government. If one were
certified as services needed, about half the revenue would come
from government, and therefore was a high concern that financial
feasibility be defined. So, the related regulatory tool for
controlling costs was, cost control. Reimbursement. The
establishment of reimbursement during the 80s through (NIFRAM)
down to the last dollar of what hospitals were allowed to charge
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or be reimbursed. That flipped a decade later. So in the 90s we
relied on market forces. And so it was to be determined by the
market and the context of CON that the system should be shaped
and if you will, cost controlled. We’ve of course, together,
done a wonderful job instead of now being almost at five percent
of GDP we’re almost at 20 percent of GDP for healthcare.
Remarkable evolution for which we can take some of the credit I
suppose. So, now we have a new set of circumstances with so many
services that required a hospital stay, now going to ambulatory
settings or going to the home setting. Think cardiac cath. Now
being delivered certainly in ambulatory settings. Think total
hip replacement which we’re on the verge of doing as day surgery
in ambulatory settings. Think IVs and oxygen monitoring now done
in the home setting. No longer requiring hospital visits or
certainly not stays. And so we have stresses on hospitals that I
see as very new. A movement of key services out of the hospital
setting all together, but also for not only rural, but smaller
city hospitals, recognition that so much care in hospitals need
to be given by subspecialists which require a big population.
And so hospitals that once were considered major and
indispensable are now extraordinarily wvulnerable because of
services moving in two directions; to the larger hospital
systems and into the community of home settings. Its our role in
this context to both apply CON, but also to help continually
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redesign CON, probably not reverse it. It had to be done 50
years ago, but to adapt and update and keep up with the changing
medical world. Which brings us to the ambulatory surgical
centers, whose goal is obviously to improve access for patients
to care, both by making it more efficient and also making those
surgical services more affordable. And yet we come to recognize
that if those new ambulatory surgical centers Jjeopardize the
viability of hospitals and their community, we are not improving
access, but limiting or sacrificing it. So there’s a balancing
act that comes before us again, and again, and again. We need to
be aware of and alert to.

In 2001 section 709.5 of Title 10 was adopted for us to be
able to indeed certify and by extension regulate ambulatory
surgical centers and just four years ago, this council provided
guidance for the establishment of five-year limited life for
ambulatory surgical centers. And with that and our ability to
monitor the availability of charity care and meeting Medicaid
requirements for those organizations.

Where am I? And financial feasibility also has a new
meaning at a time when we have so many hospitals, depending on
direct financial assistance to even stay alive. So financial
feasibility ties them both to the ambulatory surgical center and
it’s financial feasibility and the impact on the hospitals in
this community. A complicated set of parameters to understand
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and to deal with. It is in that context that the joint committee
meeting was held to try to understand how best to address
applications from ambulatory surgical centers in communities
where their hospitals may be at risk. Those hospitals being
defined as critical access hospitals or as sole community
hospitals or as hospitals on the dole. Getting direct assistance
to stay viable. That led to both discussion among committee
members and also on behalf of the public with key points
including the need for validation of data from both the
ambulatory surgical centers and from the affected hospitals. And
patient migration, patient selection becomes very difficult and
complicated item. We’ve reviewed it again, and again. What is
the Medicaid percentage? What is the rate of uninsured of these
centers? And part of this is simply the availability and the
knowledge. We’ve talked about marketing to FQHCs for example.
But also I think offline there is another conundrum and that is
ambulatory surgical centers, at least in some cases, select
which cases they feel are appropriate for their setting and
which may require a higher level of clinical need and
vulnerability and therefore need to be in a more secure
inpatient setting. And strange to tell it can be that the
Medicaid and the uninsured just have the higher level of
vulnerability and need to go into the hospital setting in a way
that can be really perverse and undermine the intention of
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everything we’re trying to do. How to read the tea leaves as no
small part of our challenge. There’s also in that discussion
consideration of whether we should be defining a red zone
whereby in a certain service area served by one or another of
these vulnerable hospitals we would simply not entertain an
application for an ASC. Open question. Some of the endorsement
and discussion of the benefit of pursuing joint ventures and
seen that already this morning and in turns of one way to help
bring services together and to bring systems together, great
systems that we really haven’t known yet, and now in this world
I would contend, there’s no longer hospital centered, certainly
not in the way it used to be, but it requires a variety of
services in a time where we’re actually redefining what a
hospital is. Complicated environment. There’s also another
consideration that we all need to be addressing and do address
and that is business of mission creep. That services given in
the office setting then become certified to give in the
ambulatory article 28 surgical setting. And what we’ve seen in
increase in volume. Projections of volumes are very conservative
and they increase and then have an impact that we could not have
anticipated or factored into our equation in terms of hospitals.
And the other creep is from single service surgical sites
mobilizing into multispecialty suites. All of which somehow I
think the sense of the committee is we need to get a grip on. We
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need to be very conscious of, and we need to be aware that
whatever we do by way of policy formation and implementation
need to be sensitive to further changes in time because one
thing is sure, this change will continue and probably
accelerate. So with that, our understanding is this Department
is now hard at work taking these conversations, mobilizing and
formalizing these into a new set of policy guidelines for the
council to follow, and then in the future to investigate and
revise again and again. So, this is I hope, under the aspect of
the work this council can do by way of thinking and reviewing
and trying to now only keep up with the times, but shape the
time to make sure that care really is available and accessible

and affordable to all of us in New York. Thank you.

JO BOUFFORD: Thank you. Very thoughtful. I think you put
an issue in context which we don’t often do so it’s very, very

helpful. Comments or questions for Dr. Rugge? Yes, Dr. Bennett?

JOHN BENNETT: So, thank you John, for taking us through
that history too. It’s important to remember where we’ve been so
we don’t make mistakes in the future, make the mistakes of the
past.

I will say, there’s one thing that scares me that you said,
and I think along with my theme of remembering the consumer
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which I think this process has, this entire CON process although
well-meaning has without meaning to it has ignored the consumer
for all too long. Because it has not considered the effect on
cost. And the thing that you scared me, and I know this isn’t
THE proposal, but when you talked about red zones, you’re
effectively giving an institution a monopoly in a service in an
area, and we know what that leads to. That will lead to higher
costs and it will not decrease utilization. Let me say that
again; that will lead to higher cost and it will not decrease
utilization. So I mean, I don’t expect to debate that now, but I
just think that as the Department looks at this stuff, this is
something I’ve been saying for two years now, you must consider
the effects on the cost to the consumer, and that is something
that this process, this CON process in my humble opinion, has
not been - with all good intentions, has not been successful in
doing, and that is proven by your opening statements of what has
happened to the cost of healthcare as we continue to do what
we’ve been doing. So I just raise that caution to the

Department.

JOHN RUGGE: Just to be clear, certainly I wasn’t
suggesting there should be a red zone, but simply mentioning
this was a bullet point brought up by members of the public.
Elaborating on that, that’s a nice introduction to say in the
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same way public need was reversed as a consideration of CON. We
need to think about what financial feasibility means. Why in the
world are we looking at making sure that a new service is going
to be profitable. That’s not a matter of us in public. We can’t
do a better job than entrepreneurs are doing in terms of
developing their service. Our concern should be the financial
feasibility for the public. And indeed, that was the initial
concern. It was the insurance in the context of NIFRAM and CON
was making an approval and meant the state was going to be
obliged to pay for that service, and we needed to make sure that
it was cost effective. Now we’re, I think, in a very archaic way
going through these numbers, oh, financial approval, make a nice
profit. That’s not our business. We should be reconsidering

that.

HARVEY LAWRENCE: I guess it sort of gets at the question
of what healthcare is? Is it a commodity like any other
commodity? Or is it more of a public good? And I think the
question of a red zone was not necessarily to protect the
dominant players in the market but to in some way mitigate the
potential demise of a safety net institution in a community
where once that safety net institution is gone, the ASC or
private provider is unlikely to increase the number of Medicaid
patients that it would see. And that to realize that there are
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two different markets at work in these communities. The market
with the commercial payers, and then a market where the
uninsured and the Medicaid payers. So I think the nature, the
conversation around red zone is essentially to say, well, how do
we protect safety net institutions from being dissolved or
destroyed in the process? And that’s not to say that there
shouldn’t be competition, but at some level, I don’t see a lot
of competition for the uninsured and for the people that do not

have the ability to pay for services.

JOHN RUGGE: I think that’s important commentary Harvey,
and that what we’re trying to do is protect the provision of
services rather than protect individual providers. And what
we’re knowing is providers are morphing in very significant
ways, and we’re not, as a council, I don’t think it’s our
business to block the morphing but to observe it, to watch it,
to encourage the right kind of change to assure that all New

Yorkers do have those services available.

JO BOUFFORD: Other comments, questions? Dr. Martin.

GLENN MARTIN: Yes, I know we’re not going to get into a
long argument today, but I have concerns a little bit like Mr.
Lawrence has in that I don’t think we can just simply -- and I
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know I’11 simplify it, I know that’s not what you’re saying -
that we can’t simply ignore the profitability of something or
the entrepreneurial aspect of it if it has the potential for
being extraordinarily disruptive. I mean, clearly we know in
other industries, it’s not this one, people are perfectly
capable of building something that’s unprofitable simply to
disrupt the market there for other purposes that benefit them.
They didn’t really care whether or not it was going to succeed
but it accomplished what they needed to do. Such shenanigans can
certainly occur in healthcare also, so I think we still have an
obligation to keep an eye on those sorts of things, whether or
not Northwell makes money or Sinai or anyone else is not a
direct concern. However, the economic things can’t be totally
split off in these discussions. And I know it’s not what you’re

suggesting but it’s not as clear.

JO BOUFFORD: Any other questions, comments, on this item?

OK, fine, thank you.

JOHN RUGGE: I can only hope that we’ve through these
conversations given immense help to you, Tracy, and DOH staff in
coming back with modulated form that we can change it 10 years

from now again.
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TRACY RALEIGH: I will say that we are, and I appreciate the
comments and the discussion. It was a very — we were attempting
to try to take a very narrow question, but it often expands into

the balancing act between preservation of central services in a
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community with the desire to promote cost effective modes of
care, such as ambulatory surgery. We are looking at our
financial review process for the questions that were raised.

It’s statutorily required to look at financial feasibility. I

believe and share the opinion that we should be at least looking

at whether a proposed service is sustainable and able to
continue. But we are looing at ways to streamline that in
addition to ways, and we’ve heard it from the payer community

directly, ways to incorporate consumer lens.

JOHN RUGGE: I think this is so pertinent to our early
discussion about marrying services by two organizations in the
same setting. And I think (Sue Ann) can be and the council can
be directed to how do we encourage the marriage of various
providers to provide care more efficiently? That’s a landmark
and important development. So that we as a council are leaders
of the change and monitors of change rather than simply holding

things back.
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JO BOUFFORD: We’ll wrap this up. Any other concerns,
questions? Important conversation. I’'m sure we’ll take it up
again as the specifics get in front of us. I think we have our
subject matter expert on midwifery births in Albany. We had two
questions. Do you want to sort of quickly refrain the two
questions you had about, so they come directly from you about

this proposal?

JOHN BENNETT: So, I have two questions. One relates to the
transportation distances, and I notice that the distances in the
rural areas was set, the time to transportation for approval was
set at two hours. So I have a general question; is that based on
geography? Is that based on any science? I made the analogy that
for cardiac surgery centers to be back up for PCI we know how
time and heart muscle correlate pretty well. So we have some
science around it. So I wanted to know what that two hours was
based on. So that’s number one. Number two, the other question
was I noticed that while it seems like the intent is to improve
rural access to birthing centers which is noble and proper, it
seems like the travel thing, the two hours versus 20 minutes,
the way it’s written it seems like, if a physician-owned center
wanted to do a rural area it would need a 20 minute connection,
whereas a midwifery - that’s the way the language reads to me -
the midwifery center would have a two hour distance limit, and
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that obviously doesn’t make any sense. And then a third question

is I'm concerned about this issue, and I don’t really know what
it means says that they will move from surveillance to
accreditation for the quality checks. And my question was, to
me, unless you can convince me otherwise, that sounds like we
have different quality standards for these midwife centers
versus the physician centers. And I need to be very clear that

we don’t.

JO BOUFFORD: OK, let me invite you to comment. This is

Peter who? I'm sorry, I didn’t get his last name.

MARK HENNESSY: I just want to make sure you can hear me?
OK, great. Thanks for the gquestions. So, could I kind of answer

your questions in a sort of one single answer? Because I think

it’s actually helpful I think for an active discussion about how

this all played out. So we had a series of meetings that we
undertook with a variety of different organizations. We talked
with operators of current birth centers which are doctor led
birth centers as you point out. We talked with representatives
of the hospital associations. We talked with midwives and also
national association for midwife birth centers as well as the
New York State Association for Midwife Birth Centers. If I'm
butchering the names of the organizations I apologize. But, we
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had very active discussion. Really the issue of the two hour,
the 20 minute, 20 mile, 20 minute standard versus the two hour
standard came up in a variety of different discussions that we
had. The consensus among the group that we were consulting with
was that they’d rather move to a different standard than the one
that exists right now. I know your question kind of encounters
that the physician led birth centers have a standard that’s set
in regulation right now. There was discussion at the table by
organizations that represent the doctor led birth centers that
they also are interested in taking a look at that different
standard for the types of birth centers that they operate. I
think you are absolutely accurately capturing that one of the
issues that was broadly discussed was the idea of providing for
rural access. We have a variety of settings across New York
where there was some indication by all parties that they’d like
to see enhanced rural access for midwifery birth centers in
areas of the state where they think this would certainly help to
solve a need that exists. So that was definitely part of the
discussion that took place. In relation to your question about
why the two hour standard, it’s a standard that we have utilized
in other settings that we have in regulatory standards, and just
to sort of encounter your point though, I think it is something
that we could look at in terms of looking at in the doctor led
birth centers as well. Although I will say obviously the topic
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of discussion today are the midwifery birth centers. Does that
help on the first two questions that you had? And then I will
definitely discuss the accreditation one afterwards. I think
they’re so sort of related but separate that I want to make sure

to address your guestions.

JOHN BENNETT: I mean, it sort of does. It sounds obvious
to me that there’s obviously no science between the two-hours.
It sounds like, I don’t know how the two hours came about. I
still don’t understand why you would have a different standard
for time transport based on who owns it. It doesn’t make any

sense to me.

MARK HENNESSY: Well, in terms of trying to determine
whether two hours is the appropriate standard, we did actually
overlay a map of all of the existing hospitals within New York
State and take a look at whether it was within the area that
would allow for these birth centers to open up, to make sure
that there was allowance for the hospitals to be located within
a relative geographic distance. So there was an analysis that
was undertaken to take a look and make sure that there would be

availability of those services.
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JOHN BENNETT: So the way I interpret that answer is the
two hours was a geographic determination, not based on looking
at the clinical scenarios that might occur and what the time to

effective management would be.

MARK HENNESSY: And you know, that..

JOHN BENNETT: I might argue that two hours is a long time
if you have a pregnancy gone bad and a delivery. That’s an awful
long time. And I will tell you that I’'m not comfortable with
that. But I'm a cardiologist, but as a father and a grandfather

I'm not comfortable with that. You can answer my next question.

MARK HENNESSY: So on the accreditation side, we worked
again with the commission on accreditation of birth centers as
well as the American Association of Birth Centers. There was
consensus among all of the organizations that we worked with
that they were good groups to be working for and working with in
terms of looking at standards that are out there. The
strongpoint of working with these national accrediting
organizations is they have specialized individuals and a broad
areas of expertise that they can bring to the table in terms of
what the standard should be. We have also again, just to touch
on a question you didn’t ask, but I will bring up, we have also
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had interest posed on the idea of looking at that for other
birth centers as well. Having said that, we do believe that the
standards that are put in place by the national group, the
American association birth centers are very strong standards.
They have standards that look at physical plant, standards that
look at requirements for what happens in case of an emergency,
and a variety of other protective elements that really focused
on the idea of making sure that these are safe environments for
moms, families, babies, people that are involved in birth as
it’s taking place. So, I will say we also use accreditation as a
method for carrying out surveillance activities in a variety of
other settings right now. We utilize that specifically. One that
comes to mind is actually in hospitals that do have accrediting
organizations that go in and perform reviews in lieu of
surveillance activities undertaken by Department officials and
we work very closely with those accrediting organizations. We
would do the same in this case. We would be exchanging
information back and forth. As you can see with in the
regulations there’s a requirement that when they do see issues
that those things are being reported to us, and it would be the
same sort of relationship we have with all the other accrediting

organizations that we work with today.
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JO BOUFFORD: Can I just ask, there’s a sort of theme that
I think I heard, I'm not sure. You have a set of regulations for
physician-owned birthing centers now which involve a 30 minute
transport time and surveillance approach to regulatory
oversight. And you’re accrediting a new set of birthing centers
which are midwifery birthing centers and you’re suggesting new,
two-hour transport and accreditation with follow up surveillance
for those new centers. I heard you, what it sounded like was
that the doctor-owned centers were not averse to this because
they think they might change, but for some reason you decided
not to change the current standards so that there’s a
consistency between the two, which I think intuitively it feels
a little strange, but I'm hearing it’s sort of like we have a
set of standards that would have to be changed and we'’re
starting with a new batch of things, which probably is where we
ought to be going with the other ones, but we don’t want to
change those. Now, is that a fair statement? Not quite more or
less. I'm trying to understand a little, some sort of
explanation for what seems a bit sort of.. judgement is always
exercised about what’s reasonable or not. I think the only thing
I wanted to say i1s having, I don’t know if you’ve ever read the
patient disclosure risk forms for birthing centers. If you did,
you’d be surprised that there are any patients in them because
they’re incredibly rigorous and I think appropriately so. I just
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want to put that out there, because this has been an issue
that’s been the case from the beginning of the creation of
birthing centers 30 years ago in the city, was what are the risk
factors and how do you, the sort of patient disclosure and what
do you have to sign on for at risks you’re having to take. So,
anyway. Patient selection was not a trivial issue here I think
when we talked about it earlier. Could you answer something
Mark? Respond to that? Or Dan, was nodding his head. I don’t

know.

MARK HENNESSY: So, Dan if you want to start this off, and

I’11, or how would you like me to do it?

DAN SHEPPARD: I was just going to say that what you’re
saying is factually accurate. I think that there are two tracks.
I think it’s fair to ask the gquestion and it’s fair to have an
opinion that we should’ve combined the two, but in the interest,
we have, I think the start with that we are implementing that
this regulation is before you pursuant to a law that was enacted
authorizing a different midwifery led birth center, and so
that’s the beginning of the process. Decisions were made along
the way in the interest of implementing this statute to do it in
parallel with the work that is being done on the physician-led
birth centers. And I think, I don’t want to anticipate whether
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that process aligns; I think you made some very logical points
that I think others will make, or have made, but just what Dr.
Boufford said is essentially a good factual characterization and

I think led to some of your questions.

PETER ROBINSON: I'm very mindful of the comments that
Dr. Bennett made about the concerns about quality and safety and
the risks inherent in two hour time to the referral center. My
question really relates to selection criteria for patients that
are going to be eligible to be cared for in those midwifery
centers and those that are higher risk that have to be scheduled
for delivery at places where the appropriate level of more

technical and higher levels of care might be available.

DAN SHEPPARD: I can start. And I think the regulations
before you are, and a lot of rigor in developing them require

patient selection criteria for ..

SALLY DRESLIN: It’s also part of the professional
responsibility of a licensed midwife to ensure that they’re
appropriately delivering and working with a patient in the
appropriate setting for their risk factor. As Dr. Boufford said,
there are disclosures, etc., for going to a birth center in the
first place. But there is a strong desire among many many women
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to have a midwife experience for their birth. And that’s what

the law that passed, as Dan mentioned,

was trying to get at to

provide that option for women in all parts of the state. Not

just adhering to the proper care standards of a licensed mid-

wife who was overseen by the state education department. It’s a

full-on choice by the patients to have this experience. And so

we try to find a balance between all of these different

competing positions on it.

JO BOUFFORD: Dr. Rugge and then Dr. Brown and then Dr.
Martin.
JOHN RUGGE: If we had the benefit of expert clinical

commentary regarding the two-hour delay, that really is

concerning. An unexpected brief delivery, two hours away from a

c-section sounds very scary.

SALLY DRESLIN: I think Mark can speak to the partipants.

MARK HENNESSY: Unfortunately I couldn’t hear the question.

If you could repeat it.
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JOHN RUGGE: I mumble. Have we had the benefit of expert
clinical commentary regarding the two hour interval from a

problem to delivery in the hospital setting?

MARK HENNESSY: We had extensive consultation with people
representing birth centers as well as doctors. We had
representatives from hospitals participating in discussions that
we had about the distance issue. So I don’t know if that’s an

answer? Is that helpful?

JOHN RUGGE: Semi-answer.

JO BOUFFORD: I think he said New York State ACOG was

involved in all these conversations as well.

JOHN RUGGE: And their attention was drawn to the two-

hour interval? The two-hour timeframe? And ..

MARK HENNESSY: The discussion centered on how the 20 minute
limit was really outside of what would be.. 20 minute limit was
too constrictive. The discussion about the two-hour issue was
one that that happened at different parts of the discussion. We
have used that standard in other settings based on decisions
that were made previously, so we were trying to create some
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additional consistency in these settings are utilized in other

ones.

JOHN RUGGE: I'’m not sure that makes clinical sense. That
in the event of a bad outcome from a cardiac cath that’s very
different than a bad outcome from a delivery of a child. Seems
like this needs to be really specifically honed in on what are
the risks to that baby and to that mom in the event of the need

for a two-hour transfer.

MARK HENNESSY: The one thing I would posit and I think it’s
been sort of touched on but I will go back there is these are
intended to be the lowest-risk patients. These are intended to
be uncomplicated pregnancies. And within the regulation as it
stands today, the requirement is if there are indications of
complication or concern, that a transfer is required under those

circumstances. And ...

JOHN RUGGE: Do we have data on how many of those
uncomplicated deliveries become complicated? Is it zero? Or

almost zero? Do we know?

MARK HENNESSY: Our understanding is that it’s a very very
low rate given this circumstance, but I don’t have a number that
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I can point to and tell you a percentage. Just being honest

about that.

JO BOUFFORD: .. see often in these situations that
decision would be made early in the labor and the patient would
be transferred. I mean, it’s really no one here is interested in
taking on risk, unnecessary risk. I think midwives are more risk
averse even than many physicians in some instances, but I think
very often that particular, if something didn’t - first of all
the person would’ve probably been screened out of the delivery
and the midwifery center in the first place if there were any
complications like a chronic disease or other kinds of
situations, and then once the labor started, if anything looked
like it was going south.. T mean I don’t know the two-hour, I
can’t speak to that, but I think they would immediately be
transferred. It wouldn’t be waiting until the last minute.
That’s just the practice I'm familiar with in birthing centers.
Dr. Brown and the Dr. Martin and them Mr. Lawrence. And then Dr.

Dreslin.

LAWRENCE BROWN: Madam chair, I’'m getting the sense that
there’s some ureadiness and I think we can continue these
conversations but I’'m getting the sense that there’s some desire
for some more level of comfort, because just the appearance, I
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hear what you’re saying, we have questions about what was the
data, what was the science, and we didn’t really get an answer
that was fullfiling, and the most sensitive thing probably in
healthcare is the mother and child. So it’s kind of difficult in
fact to embrace this without sufficient more support. And I do
appreciate that the Department is trying to do the best it can.
Certainly try to respond to a statute that’s a law. I think
there are many ways to do that. But it just seems that this way

is raising more questions than answering them.

JO BOUFFORD: Dr. Martin, Ms. Dreslin, then Dr. Rugge.

GLENN MARTIN: I guess what I was going to ask is Dr.
Bennett has picked out two instances where there’s a clear
discrepancy between the birthing centers run by midwives and by
physicians. Are there any others? I would ask, I guess our
subject matter expert, because they’re not side by side. Are
there any differences other than we talked about the two-hours

versus 20 minutes, and accreditation versus surveillance.

MARK HENNESSY: There’s the key difference that one is led
by a midwife versus being a led by a physician. There is the,
although you kind of touched on it, there’s the call to setting
the standards by a national evidence-based standard setting
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organization. Those are the key differences between the

proposals.

GLENN MARTIN: So the standards for admission, transfers
and the like, the risk and everything that we’ve been talking
about would be identical for those two difference services? No
matter who ran it? Or they’d be differences that are allowed

under the regs. I’'m just not sure I understand.

MARK HENNESSY: Our adjustments here were attending toward
the idea of having low risk patients in these settings. And so

that was one other key difference.

JO BOUFFORD: Dr. Rugge, you want to speak?

JOHN RUGGE: Just to build on Dr. Brown’s point, it just
seems that we’re passing new policy that’s inconsistent with
existing policy. This is a less than fully developed proposal.
And it would be more comfortable if we had consistency across

the spectrum.

JO BOUFFORD: I think so, the questions are being asked
also the data is not available around are there different risk
rankings for patients that are eligible to deliver in different
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places. That’s missing information which is information that can
be gathered and made available in the conversation. If it makes

a difference, I don’t know. Dr. Kalkut.

GARY KALKUT: I would agree with Dr. Brown and Dr. Rugge
about are we ready. And as good as risk adjustments are, there
are holes in risk adjustment. Things happen post partum whether
it’s a midwife or a physician, and what is that time period to

account for those kind of clinical scenarios.

JO BOUFFORD: Mr. Lawrence, sorry if I missed you in your
last round here. I'm going to ask for some legal counsel advice
here just to get the sense of the group and whether we want to

skip to a deferral versus an up/down vote I don’t know.

HARVEY LAWRENCE: I guess not being a physician I have
been trying to follow the discussion and scrolling with it, but
I think there are two issues, three issues that I’ve heard from
Dr. Bennett. The first two related to time and the differential
difference between midwife and clinicians, and I thought what I
understood that there’s an existing statute and that this is
something new, and so they’ve taken an opportunity to expand the
time arise in this particular statute. And as a clinician could
also want to make that change at some point if they had an
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opportunity to. With regard to surveillance versus
accreditation, it seems that the quality, there may be a better
chance at having higher quality under accreditation than under
surveillance depending on the frequency of the surveillance or
who’s doing the surveillance. So with regard to the use of the
facility, you know, I’'m assuming here, and again, not being a
clinician, that this is not a facility or birthing centers will
not be one in which high-risk pregnancies will be directed. And
that they will be pulled out of the population and this is
typically for the normal deliveries. And that both the provider
as well as the institution involved will be looking to accept
only those types of deliveries. And so most deliveries I would
assume, this would be pretty straight forward. And it is moving,
and to your point about cost, I assume, that would be less
costly option for most families and for the healthcare delivery
system overall. But again, to the extent that you’re minimizing
your risk by looking at only the normal deliveries, I don’t
necessarily have a problem with what I’ve heard so far, because
I think deliveries in this setting should take, we should have
more of them, and not fewer. And I think if you look at the rest
of the world we treat pregnancies and deliveries a lot
different, and I can’t say we have a completely better outcomes

than other parts of the world.
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JO BOUFFORD: Thanks, very helpful comments. Dr. Brown.
LAWRENCE BROWN: I felt compelled to share something

with the council because I had an opportunity about 10 years ago
to chair a meeting commission that was established by the
substance abuse and mental health service administration. The
background was that the review of addiction treatment programs
had been under the food and drug administration. And in 2000 the
federal government decided to transition that to the substance
abuse and mental health services administration. Under the FDA
there were visits by FDA to these facilities on some frequency.
I mean, wasn’t that gquite frequent, but the federal government
decided that we were going to have a less, maybe less expensive
approach and use accreditation. So, during the process, I had
the benefit of talking to the accrediting bodies and aske them,
can you provide me unequivocal data with respect to quality?
Now, again, this was 10 years ago. I’'1ll acknowledge that. But I
think we need to be really clear about the issue about what are
we really, what’s the target here. If the target is quality than
the issue is that how are we really able to say without any
doubt that a accreditation by itself helps to meet that quality
mark? I just wanted to share that with you because I think we

may be.. there is certainly in healthcare a lot more
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accreditation that we’ve heard about the model that’s being

used.

JO BOUFFORD: Well, hospitals are accredited. Every few

years.

LAWRENCE BROWN: That’s correct. And, you know, there’s
sometimes for people in the community wonder about that. But
putting that aside for the moment, but I just want to make sure
that when we talk about this because there’s nothing more sacra-
saint than the mother and child. And just the appearance of
something that we are getting a lesser standard has an impact
that we might really, even though risk may be very low, you just
need one occasion, you just need one time, and then that will
come up about whether or not we had enough data to really say
that this is the way to go. And please forgive me, thank you for

the time madam chair.

SALLY DRESLIN: I Jjust want to hit again a couple of points.
I mean, I appreciate everybody’s comments. Again, to reiterate,
these are low risk pregnancies and there’s a professional
standard by which midwives are required to practice the midwife
led birth centers are required to affiliation agreements with
hospitals. These regulations were actually done within the
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context also of the perinatal regionalization revamp. So these
types of issues which is why those final regulations had not
come out yet. As Brad said, we’re poised to move those, but
these were done in concert so that we understand the
relationships between the level one places and the birth centers
where moms and babies are delivering. I mean, as I will say
again, there’s parts of this state where there are zero options
to give birth. And the special nature of the mother and the baby
is reinforced for many women in the context of a midwife
involved delivery. And they desperately want that experience.
It’s a factor of patient choice, of having options, and I think
that the fact that we are requiring the affiliation agreements
that were starting with low-risk patients, that we would engage
in the transfer early on at the very first signs of any
problems, that these are patient choices, the patients have very
few choices in many parts of the state, we feel that given an
incredible variety of stakeholders and some very intense
sessions led by Mark on very specific topics, weighing the pros
and cons I feel like we’ve come up with a very strong set of
regulations that provides both for patient safety, both the
mother, we’re very tuned into maternal morbidity and mortality
believe me, and the newborn, and also respecting patient choice
and the realities of the rural nature of this state, north of
New York City.
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JO BOUFFORD: Just to add to me, I can’t imagine a 20
minute transport time does anything for rural areas, frankly. I
would be pretty surprised if it did. 1It’s hard to get from the
upper east side to Roosevelt Hospital in Manhattan for 20
minutes. I mean, I think these are real issues. This parallel
development process I think is unfortunate in a sense it raises,
I mean, having, I just have to say, having been involved in
conversations about birthing centers for the better part of 30-
35 years, these are exactly the kinds of issues people are very
concerned about. It’s also the reason nothing happened for a
very, very long time in terms of establishing centers. So, may
be best that we vote. I have a gquestion for legal counsel. It’s
a question, if for some reason, if the council does not wish to
move forward with this, what is the .. does it go back for, we
have just a motion for up or down at this moment. Could you
advise us on how we might proceed to give us more flexibility or

have a second vote?

RICHARD ZAHNLEUTER: Richard Zahnleuter, general counsel for
the health department. If I recall correctly there’s no motion
pending. You had a motion to discuss and I think the discussion
has occurred. So, with no motion pending you have a full range
of options available. There can be a motion to..
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JO BOUFFORD: I think he did a move or approval and it was

seconded actually.

RICHARD ZAHNLEUTER: Sorry, I thought that was a comment
that your committee recommended approval and then you made a

motion to discuss that.

JO BOUFFORD: No, he so moved approval and it was

seconded.

RICHARD ZAHNLEUTER: I know, but I thought that the motion

was to discuss, rather than to approve.

JO BOUEFFORD: No, it was not.

RICHARD ZAHNLEUTER: ok, so then If you have a motion to

approve on the floor, then you have to take a vote on that. Call

a vote.

JO BOUFFORD: Right. But what are the implications if it

is defeated for revisiting. Obviously law has been passed and

regulations have to be developed. What would that look like?
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RICHARD ZAHNLEUTER: If you as a body decide not to vote in
favor of approval, then the regulation does not get enacted. Now
you can revisit it at another date or you can amend your motion

and just table it. There are other options available.

JO BOUFFORD: So we’ll call the question. So, all in favor
of.. I'm sorry.. all in favor of the proposal to approve the

amendment as presented say aye?

[Aye]

May we have a hand raise? How many hands up? OK, and all
opposed? Please raise your hands? What was that? It doesn’t
pass. So would you need any action from us or the Department
would take it from here in terms of revisiting and coming back
from us. OK, Fine. Thank you very much. Really important
discussion and appreciate the give and take and the learning
process.

OK, I think we are now ready to go into with Dr. Kalkut the

report of the committee on establishment and project review.

GARY KALKUT: Thank you. As mentioned earlier, we’re going
to batch these CON applications into categories and I would
start with applications for ambulatory surgery centers, for
construction, it’s 191120C, Northway Surgery and Pain Center in
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Saratoga County. This is to certify an existing single specialty
pain management ambulatory center located at 1596 Route 9 in
Clifton Park, as a multispecialty ambulatory surgery center. The
applicant is currently operating under a limited life which
expires 10/18/2020. Both the Department and the committee
recommend approval with a condition and contingency with no
change in the operating certificate expiration date. And I so

move.

JO BOUFFORD: Moved and seconded by Mr. Robinson. Any
discussion? Questions? Any staff comments? OK, all in favor,

aye?

[aye]

Opposed? Any abstentions. Motion passes.

GARY KALKUT: Next is applications for acute care
construction, acute care services construction. 191083C, Staten
Island University Hospital in Richmond County. There had been a
conflict and recusal by Mr. Kraut and Dr. Strange, both of whom
are not attending today. This is to construct a cancer center
with co-located adult and pediatric ambulatory cancer and

infusion services. The Department recommended approval with
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condition and contingencies. The committee recommended approval
with condition and contingencies with one member abstaining.

Second 1is 172351C, Bronx Center for Rehabilitation and
Healthcare in Bronx County. I declared an interest here. This is
to perform renovations to expand the facility. It will
accommodate 123 new beds for a new certified capacity of 323
beds. These additional beds will be offset by the closure of
University Center for Rehabilitation and Nursing which has 46
beds and Williams Bridge Manor Nursing Home of 77 beds also in
the Bronx. Both the Department and the committee recommend

approval with conditions and contingencies, and I so move.

JO BOUFFORD: Second, Mr. Robinson. Any discussion on this
item, these two items? No. All in favor?
[Aye]

Opposed? Any abstentions? Motion passes.

GARY KALKUT: Next are applications for establishment and
construction. First is 182326B, Tri-borough ASC LLC d/b/a tri-
borough Ambulatory Surgery Center in Bronx County. This is to
establish and construct a new multispecialty ambulatory surgery
center at 550 East 180 St. in the Bronx. The Department
recommends approval with condition and contingencies with an
expiration of the operating certificate five years from the date
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of issuance. And the committee recommended approval with
conditions and contingencies with the same five year operating
certificate expiration from the date of issuance.

Next, 191060E, Long Island Ambulatory Surgery Center of
Suffolk County. This is to transfer 100 percent of ownership to
one new member, PLC comprised of three individual members. Both
the Department and the committee recommend approval with
conditions.

Next is 191107E, Citywide Health Facility in Kings County.
This is to transfer 70 percent ownership to three new members
from a current sole member. Both the Department and the
committee recommend approval with condition and contingencies.

Why don’t I stop there, and I so move.

JO BOUFFORD: Moved and seconded for the applications
raised. Dr. Berliner?
HOWARD BERLINER: Can we pull 191060E, Long Island

Ambulatory Surgery Center out of the batch?

JO BOUFFORD: Which one, where is that?

GARY KALKUT: Long Island Surgery Center.
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JO BOUFFORD: This is one he just suggested.

There was an opportunity to do that earlier which would’ve
been good, but anyway... Alright. Pull it out now. So we’re only
voting on the one. The Tri-Borough and Citywide we did. Tri-

borough and Citywide, all in favor?

[Aye]
Opposed? Abstentions? OK, those two pass. Shall we go to

191060E, Dr. Berliner, you have concerns?

HOWARD BERLINER: Yeah, so the concern is that this is a
place with zero percent charity care and as I recollect from the
committee meeting a projection of zero percent charity care. The
explanation at the time in part was that because it was mostly
doing ophthalmological procedures where the vast majority of
care 1is rendered by.. payment is rendered by Medicare and that
that was OK. But this is a multispecialty center. And as a
multispecialty center since it can, I don’t recall how it got
that designation if it was only going to do ophthalmology, but
as a multispecialty center, they can basically do zero percent
charity care even for non-ophthalmological services. And I just
want to bring that to the council’s attention and wonder if

there’s a way that we can approve this only as a single-
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specialty center? Or require some change from the proposed

owners?

JO BOUFFORD: Ms. Raleigh? In the committee, was there
any specific insight on this discussion? You were in the
committee? Sorry, I wasn’t sure. Ms. Raleigh would you like to

address.

TRACY RALEIGH: yeah, I think at the meeting you had raised
this issue, Dr. Berliner, and also asked for the history of the
facility going back to when it had originally opened, and I
think just to add, respond to your comment, I mean, the policy
guidance under which we’re operating is to look at a combined
charity care and Medicaid percentage, and so I think with that
in mind we did go back and look at the cost report data going
back in time. And there has been Medicaid percentages that range
from high of 20 percent to a low of 11 percent over time, and im
looking in this application, they do about 10 or 11 percent
today. So, that’s a consideration here as well, along with, it
is correct; it is multispecialty, so I just wanted to add that

to the discussion.

JO BOUFFORD: Does that address your concern? And
reimburse issue.
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Do you want to say anything more about it? I think that
generally those percentages are .. they’re historically, Medicaid
has been the major focus. I mean, obviously charity care is a

factor as well.

HOWARD BERLINER: I mean, yes, that’s true, although when
we started this looking at Medicaid and charity care, Medicaid
was in large part fee-for-service. Now that’s been eliminated,
and you know, it seems to me somewhat foolhardy for any center
to operate without some kind of contract with a Medicaid managed
care center. So the fact that Medicaid is a somewhat higher
number I think is also irrelevant to the issue of providing
charity care. And especially, this is so open ended because it’s
a multi-specialty center that’s only doing one specialty. But we
give it the permission to do as many specialties as it wants.

But not.. once we do this..

TRACY RALEIGH: Just to add and clarify and hopefully maybe
this will help too, this was not, this was a transfer of
membership interest. So, it wasn’t, I Jjust want to make sure, it
wasn’t an expansion of single specialty to multispecialty. This
center has been in operation for a long time, is not subject to
unlimited life under our current policy, so we’re approving the
establishment of a transfer of membership interest.
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HOWARD BERLINER: yes, but this would then therefore be

our last chance to have something to say about..

TRACY RALEIGH: I’'m not discounting your observations on the
operation of the center, but it is not subject to a limited

life.

GARY KALKUT: Tracy, in the write up, charity care is

really not listed. There is headings for “other” and “private

44

pay.” So unless I’'m missing it I don’t see charity care

specifically called out in here.

TRACY RALEIGH: I think it is in the other category.

GARY KALKUT: It’s about one percent.. OK. I'm looking at

the tables, Dr. Berliner.

TRACY RALEIGH: We’re just checking. We’re just verifying.

GARY KALKUT: Doesn’t change the issue of the

multispecialty.
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JO BOUFFORD: Dr. Rugge, just Dr. Rugge then Mr. Lawrence.
Sorry.

JOHN RUGGE: If, have hospitals in the service area

commented upon this change and have they been given an

opportunity to do so?

TRACY RALEIGH: I'm looking at staff, and I’'m not aware that

we’ve received any comments from hospitals.

JOHN RUGGE: As a matter of course, would hospitals be

alert to the change and the opportunity to comment?

TRACY RALEIGH: Under the current policy when there’s a
transfer of membership interest, it’s only when there’s a new
established ambulatory surgery center entering the area. So this

is a change in member interest.

JOHN RUGGE: So the hospitals would not have been..

TRACY RALEIGH: Would not have been notified, although any

provider is able to publicly view the NYSECON system and look at

what applications have been filed.
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JO BOUFFORD: Let me ask you a question; when you say
change in membership, that doesn’t refer to the issue of the
fact that it only does ophthalmologic surgery now, but is able
to do other surgeries. That decision was made before at which
time the consultation would have occurred. So this membership
change, can you just define exactly what that means? Because I
think the question of were others given an opportunity to
comment when it was established, does it cover what they’re now
doing and what they could do? Right? That’s kind of what

you’ re focusing on?

TRACY RALEIGH: Right. So, as explained in the exhibit,
there is certain listing of doctors that currently own the
ambulatory surgery center who are exiting, and there is a new
group called Site Medical Doctors comprised of three doctors

that are coming in.

JO BOUFFORD: But it doesn’t change the basis of the fact

that although it’s only doing a single surgery, it’s able, it

was authorized initially to do multiple surgeries. That

consultation would’ve taken place at that time.

TRACY RALEIGH: That’s correct.
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HARVEY LAWRENCE : I tend to share Dr. Berliner’s feelings
about the charity care and Medicaid. So would it be appropriate
to offer a friendly amendment that they be required to report on
their efforts to pursue and to expand to get to a two percent

threshold on charity care?

JO BOUFFORD: Advice from our colleagues in the Department
in terms of having that kind of target for other applications.

In terms of percentage threshold.

TRACY RALEIGH: Consistent with how we’ve treated as a
policy matter, we prefer to have those discussions as a policy
matter as opposed to on the backs of an application. But as an
alternative, just for clarity, we, this particular application
does not have a limitation on it’s operating certificate. But is
proposing a change in it’s membership interest. So, as a policy
matter, if we take up ambulatory surgery round II, we could
consider whether we want to continue to impose, continued
monitoring of charity care and Medicaid on those ambulatory
surgery centers which do not have any restrictions. I think
you’ re proposing here, which we could also I would suggest be a
motion made that a contingency be placed on this particular

application to provide such reporting on charity care.
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HARVEY LAWRENCE : Not only reporting but that they
demonstrate the good faith effort to pursue to get to a two

percent threshold.

JO BOUFFORD: I guess my question is, when they were
originally approved, was that, I mean, because I'm trying to get
at what were the policy frameworks expectations around charity

care?

TRACY RALEIGH: I think with this one I'm looking for staff

maybe in Albany to help, but this institution goes back in time.

It may predate our guidance and..

JO BOUFFORD: So a number that exists that didn’t have a

requirement at that time.

TRACY RALEIGH: That’s right.

HARVEY LAWRENCE: So they are aware of the two percent

requirement? Is that what I’'m hearing?

JO BOUFFORD: I don’t know, how do you manage that in

terms of..
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TRACY RALEIGH: They certainly since this body has taken
this issue up are very much aware of the efforts and the need to
have the outreach. I'm just technically saying that in our
policy guidance right now we wouldn’t .. there’s no limitation on

the operating certificate.

JO BOUFFORD: You say limitation, you mean there’s no

conditions.

TRACY RALEIGH: That means they’re in other instances when

there’s a newly established ASC there’s a five-year period.

JO BOUFFORD: I don’t think that’s really what we’re
talking about. I think, my sense is that there was a sort of,
establishment of this entity predated a sort of expectation
around the target for Medicaid and charity care, right? And now
that this is open again, you’re raising the question as to

whether they should be applied.

HOWARD BERLINER: And just to make it clear, there’s not

a requirement.. it’s an expectation. It’s a goal. But 0.0 is hard

number to ignore.
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JOHN RUGGE: Technical question is, is it within the
rights of the authority of the council to impose a limited life

based on this condition because of a change of membership?

TRACY RALEIGH: Again, I would suggest that we take that up
not on the backs of this application, but in a policy forum. So,

because that is not our current policy.

JO BOUFFORD: I think John is asking if you’re looking at
the limited issue of membership change, what does that open up-?
What are the options open up for putting conditions on or doing
something else other than dealing with a membership change?
Because it’s obviously a different, not a whole establishment

issue or change of services or anything.

TRACY RALEIGH: I think as a policy matter.. we would perhaps
going forward that if there is a, and I think we talked about
this, i1f there’s a whole change in the ownership of an ASC, it
should reset perhaps the clock. But I’'m just suggesting that we
do that holistically from a point forward, rather than on the

backs of an application.

DAN SHEPPARD: Just a matter of process; again, this is not
on this specific merits, I think it’s just something for the
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council to consider. It builds on what Tracy is saying, let me
just say more direct way which is, the facts I’ve heard is that,
well, .. I just want to clarify a fact; just that when this
applicant was, when this facility was originally licensed, it
was not, there was not a policy, the policy with respect to
participation in Medicaid, uninsured, did not exist. Is that
correct? OK. And this is the first time that application is

coming before..

TRACY RALEIGH: I’'d have to verify that. That it’s the

first.

DAN SHEPPARD: So just generally, and I think we’ve had
this discussion before, I think this council has wide latitude
in what it can require, impose, on a given application. I think
the practice we’ve adhered to which I think is a sound and
rationale practice is we have not made policy on individual
transactions. I think particularly in this case we have in
parallel going a planning effort on ambulatory surgery, on
looking at our policies with respect to ambulatory surgery
centers that will result in, I suspect result in changes to how
we handle these. So this application comes to you in midstream
of that. I wouldn’t be so presumptuous as to tell the council,
what they can and can’t do, but I would just remind the council
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that we have had a practice which I think our actions not be
arbitrary and capricious that don’t make policy based on

individual transactions.

PETER ROBINSON: So, Mr. Sheppard, I’d just them to
follow up on that. So we establish a series of recommendations
as a result of that ad-hoc taskforce on ambulatory surgery that
applied to new applications. The gquestion really then becomes
can we broadly apply that to existing operators that are past
their limited 1life such that first in terms of reporting and
accountability, but then secondly the opportunity to then in
some proactive way intervene with some kind of recommendations
regarding continued licensure or other kinds of remedies in

order to get people to the right level of compliance.

DAN SHEPPARD: I think, Mr. Robinson, if I’m understanding
what you’re saying, I think that sounds like a potential change
in policy which would appropriately be vetted through our
planning committee efforts which people would have an

opportunity to comment on..

PETER ROBINSON: Right, that’s what I was asking.
Because I agree that the whole issue of looking at trying to get
to this issue on the backs of an individual application is not
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the appropriate way to do it. I think the way to do it is to
actually have this go back to the planning committee or ad-hoc
committee to review those policies and make some broader

recommendations on policy

TRACY RALEIGH: I was just going to echo Dan and say we do
have this opportunity here because we just talked about the

ambulatory surgery centers, so we can add that to our items.

JO BOUFFORD: Sounds like it’s a really importance

consideration..

TRACY RALEIGH: And get back you on that.

LAWRENCE BROWN: I do appreciate and understand that we
want to be consistent and that makes sense. I think it just goes
to demonstrate that this, even given our good intentions about
saying going forward there is some downside of that because when
an applicant comes, and I'm not suggesting on this particular
applicant, but I’'m suggesting when things change in an
application before us, I’'m not sure that I particularly embrace
the policy to say that because you were grandfathered in,
grandmothered in, you don’t have to adhere. I'm just saying,
gives the appearance that they then do not, other than
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encouragement, which is I think what Dr. Berliner was
suggesting, to encourage them to come to the point even if we
don’t have the desire to in fact, make it applicable to them
based on the policy that we had previously. Because I think not
sharing with them that we would like to encourage them to do
this is really then ignoring a policy that we did pass about the
fact about Medicaid and persons charity care. So that’s my point
is the fact that I think what that ad-hoc committee, we probably
do need to revisit that because other applications are going to
come before us that we need to be able to say how we approach
that for those. But I do understand my colleagues about not
having this particular applicant other than Dr. Berliner’s
point, encouraging them to in fact, can they share with us what

their efforts are going to be to be able to get to that point.

HOWARD BERLINER: I think there are actually two problems
that I see with this particular surgery center. One is the low
percentage of charity care, but we also understand that with
ophthalmological centers that comes with the territory for the
most part. But the second part is, and the part I’m most
concerned about is that it was approved as a multispecialty
center even though it’s only doing one specialty. Under the
rules that we.. if they don’t change the membership by 10
percent, they can add in lots of new doctors who might be
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working in areas where we expect them to provide charity care,
but we won’t have any control over it. So one possibility I
would raise since it’s bring bought or proposed to be bought by
a place that I assume is given it’s site, medical doctors that
they’re about ophthalmology, can we change it’s designation from
multispecialty to single specialty in order to approve this?
Because that would actually, I think, answer the gquestion

without violating..

JO BOUFFORD: That seems like a bigger change than really
basically saying perhaps they need to be subject to with this
change, be subject to the new standards that have been used for

other similar activities. Yeah.

JOHN RUGGE: I totally get it in terms of the need to be
consistent with applying our policies. By the same token, it
seems that this is an institution or organization look to
reestablish itself by changing this membership. And in so doing,
it seems that we’re not asking to cease and desist, we’re saying
you will now be subject to our now more modern understanding and
responsibilities, and that includes a five-year limited life in
which we will look at your percentage of charity care. That

seems to be consistent rather than inconsistent to me.
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JO BOUFFORD: I don’t disagree. I don’t know if we can -
can we do that? If people wish to do that. So just easier,
better than changing the original establishment purposes which
would be a problem. I’'m just,.. can I just ask if the staff could
respond to that piece of it and then we’ll get comments from

other colleagues.

TRACY RALEIGH: Sure. I think as Dan said, this body can do,
and I look to legal counsel what has a lot of power to do what
deems appropriate, and I will bring up that we did have this as
an item, in our policy discussion, so the preference of staff
would be to take this up holistically and not take it up on this

application, but I do defer to counsel..

JO BOUFFORD: Yeah, you made that clear. I think we

understand. Mr. Lawrence and then Dr. Kalkut.

HARVEY LAWRENCE: Yeah, I thought that I was attempting
to offer a rather innocuous amendment which simply said that
they would make a good faith effort to report and to pursue a
two percent threshold. And I don’t see how that changes
anything, simply makes them aware that there’s an expectation.
It doesn’t offer, doesn’t suggest that they will be punished if
they fail to even make a good faith effort. It is very
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innocuous. But it does, I think at some point relay in a more

firm way an expectation.

JO BOUFFORD: Dr. Kalkut, last comment. I think we need to
move Oon.
GARY KALKUT: I think conflating the single specialty,

multispecialty and the issue of charity care and what the
expectation is is probably too big a deal, and is a real policy
question about once they have unlimited life, how we regulate
that. That has to be a policy question. A suggestion seems
reasonable to me while avoiding some of the larger policy

issues.

JO BOUFFORD: Maybe I would ask if we can maybe ask if the
Dr. Kalkut who I think moved this originally would take a

friendly amendment from Mr. Lawrence just adding the words ..

GARY KALKUT: Do I need to withdraw that? We did not have

a motion.

JO BOUFFORD: We didn’t have a motion because it was
pulled after we had the motion. OK. So now we have no motion. So
would you please, would you like to give us a motion as to..
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We have a couple of options on the table. One of them is

encouragement, one of them is making them subject to current

standards for these

kinds of facilities. I think those were the

two that the group raised.

GARY KALKUT:

JO BOUEFFORD:

GARY KALKUT:

And it’s my choice to ..

That’s what the chair gets to do.

And again, this is Long Island Ambulatory

Surgery Center and their approved with conditions. I would add a

contingency for an advisement to the organization to about the

current standards and notice of interventions of how they are

trying to meet that.

TRACY RALEIGH:

May I suggest, I’11 suggest a contingency

for reporting on their outreach efforts and to encourage charity

care?

JO BOUEFFORD:

more like it?

JOHN RUGGE:

Progress against current standards.. would be

The actual percentage of charity care.
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TRACY RALEIGH: And their percentages of charity care

performance.

JO BOUFFORD: you’ re very solemnonic. I think that was

well done.

GARY KALKUT: I don’t know about solemn, and I so move.

JO BOUFFORD: And we have a second from Mr. Robinson. Are

there any questions? Is everyone clear on the resolution?

RICHARD ZAHNLEUTER: Can I clarify first? There was a motion

pending.

JO BOUFFORD: There was not. We pulled it out.

RICHARD ZAHNLEUTER: Oh, I see. Because of where we had to

treat this specially from that group of three.

GARY KALKUT: Dr. Berliner made the request to pull it

out.
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RICHARD ZAHNLEUTER: OK. So what you have then is your
motion to approve with a contingency as suggested by you, Dr.

Kalkut..

JO BOUFFORD: And seconded by Mr. Robinson.

RICHARD ZAHNLEUTER: Great. OK.

JO BOUFFORD: Any further discussion?

JOHN RUGGE: Just editorial comment. Reply to Tracy.
Totally clear we need to not be capricious to be very careful in
making the changes we proposed, but I think rather than relying
on the laborious time consuming process for intervention, that
the change comes with opportunity, and we have an application
such as this, there’s the opportunity to make a very clear that
there is an expectation on the part of this council for the
provision of charity care. And we don’t need to wait for a
planning process to deal with this kind of discussion is really

important and the value of the council.

JO BOUFFORD: That’s fair enough. And I think this
resolution does speak to that for this particular application
and it’s something to keep in mind going forward.
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JO BOUFFORD: OK, ready for a vote. All in favor?
[Aye]

Opposed? Dr. Berliner 1is opposed. Abstentions? No
abstentions. The motion carries.

Back to dialysis services. I think we were there.

We did the other two. Yes we did. We did vote. And then we

came back to yours.

GARY KALKUT: Application ..

It’s yours.

Application 182068B, Freedom Dialysis of Riverdale, LLC in
Bronx County. This is to establish and construct a 12 station
chronic renal dialysis diagnostic and treatment center in
Chervier Nursing Care Center located at 2975 Independence Avenue
in the Bronx. Both the Department and the Committee recommend an
approval with conditions and contingencies.

182140E, DSI Newburgh, LLC in Orange County. This is to
establish DSI Newburgh LLC as the new operator of a 16 station
chronic renal dialysis diagnostic and treatment center operated
by DSI Dutchess Dialysis Inc., at 3947 North Plank Road in
Newburgh. DSI Dutchess Dialysis is a wholly owned subsidiary of

US Renal Care Inc. Both the Department and the committee
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recommended approval with conditions and contingencies. And I so

move.
JO BOUFFORD: (inaudible)
GARY KALKUT: Just because it was this.
JO BOUFFORD: Any comments or questions about the two

proposals? No? All in favor then?
[Aye]

Opposed? Abstentions? The two pass.

GARY KALKUT: 181319E, Tri-borough Certified Home Health
Systems of Hudson Valley LLC in Westchester County. This is to
establish Tri-borough Certified Health Systems of the Hudson
Valley LLC as the new operator of DATER Home Healthcare, and
existing special needs certified home health agency. Both the
Department and the committee recommend approval with condition

and contingencies. And I so move.

JO BOUFFORD: Second? Mr. Robinson. Any discussion? All in

favor?
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Opposed? Any abstentions? Motion passes.

GARY KALKUT: Then there’s a group of certificates.
Certificates of dissolution by FEGS PRO CARE Health Services.
Fegs Homecare Services MDNHC Inc., and Mt. Sinai Diagnostic and

Treatment Center, and I so move.

JO BOUFFORD: Can I ask a question in the conversation, do
these dissolutions which basically would mean services going
away, do they have, are there any discussion of potential impact

of loss of service?

GARY KALKUT: Just closure plans. I don’t think there was

a discussion.

JO BOUFFORD: No concerns about that.

GARY KALKUT: I don’t think any concerns were raised.
JO BOUFFORD: Ok, thank you.

GARY KALKUT: Tracy, you want to comment?
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TRACY RALELIGH: At the EPRC meeting there was no

discussion on these applications.

JO BOUFFORD: No discussion on these applications. Because

it send their services..

TRACY RALEIGH: On dissolutions. There was no..

JO BOUFFORD: Services are going away, but that, has that

already been discussed in some other context?

BARBARA DELCOGLIANIO: Hi, this is Bee DelCogliano. These
come after closure plans are approved and the sites are actually

closed. This is just the cleanup of the legal documents.

JO BOUFFORD: Thank you very much. That’s very helpful.
Because we don’t see too many of these. So that’s helpful to
clarify.

Any other concerns, questions on these? All in favor?

[Aye]

Opposed? Any abstentions? No. Motion passes.
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GARY KALKUT: Next, certificate of amendment of the
certificate of incorporation for HQWCHN Health Systems Inc. Both
the Department and the Committee recommend approval. And I so

move.

JO BOUFFORD: Motion. Second? Can I second. Mr. Robinson
whispers he seconded. Any discussion, questions about this

action? No. All in favor?

[Aye]

Any opposed? Any abstentions? Motion passes.

GARY KALKUT: Next is application for ambulatory surgery
centers for establishment and construction. 191019E, Bronx SCLLC
d/b/a Empire State .. I'm sorry. Dr. Martin. There’s a conflict

and recusal.

JO BOUFFORD: Show that Dr. Martin is leaving the room.
GARY KALKUT: Dr. Martin has left the room. Oh, he is?
JO BOUFFORD: He’s almost left the room.
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GARY KALKUT: Oh, my god, I thought I heard the door over
there.

JO BOUFFORD: Somebody else left the room. Now he’s left
the room.

GARY KALKUT: At a faster rate too. This is to transfer 70

percent membership interest to a new member. LLC with four

individual members. The Department recommends approval with
conditions and contingencies with no change in the operating
certificate expiration date, as does the committee. And I so

move.

JO BOUFFORD: you mentioned both of these.

GARY KALKUT: OH they’re both recusals by Dr. Martin.
Second is 191027E, North Queens Surgical Center in Queens
County. Again, conflict and recusal of Dr. Martin who has left
the room. Transfer 75 percent ownership to a new member, LLC
with four individual members and the transfer of 13 members.
Both the Department recommends approval with conditions and
contingencies with no change in the operating certificate as

does the committee, and I so move.
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JO BOUFFORD: Thank you. Moved and seconded. Any

discussion? Questions about these applications? All in favor?

[Aye]
Opposed? Any abstentions? No. Motion passes.

Please ask Dr. Martin to come back in. There he is.

GARY KALKUT: Thank you. Next is 181259E, Mohawk Valley
Eye Surgery Center in Montgomery County. This is a request for
indefinite life for CON 112179. Approval by the Department is
recommended and committee approval was recommended with one

member abstaining. And I so move.

JO BOUFFORD: Moved and seconded. Any discussion?

Questions on this? Yes, Mr. Lawrence.

HARVEY LAWRENCE: I think during the committee we had

asked that we follow up with the FQHC to determine the nature of

the relationship with the FQHC to determine whether there were

referrals for charity care or simply refer Medicaid?

JO BOUFFORD: Did you get that information?
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TRACY RALEIGH: Yes, we did take your question, if I may, we
did take your question back to the applicant and that
information was emailed out to you. Their direct response to
your question. They noted I think the question was explained in
detail the referral relationship with the FQHC, Hometown Health
Center, and they answered that Hometown Health provides medical
services through physicians in mid-levels. This particular
operator the ASC is the only full time ophthalmologist in the
area, and ophthalmology referrals are made to the owner. It’s a
sole owner doctor who is the sole medical staff member of the
ASC. If a patient requires surgery it is performed by him. So
there is a .. basically responding there is a referral
relationship and he does accept all referrals from the FQHC. And
they did also go on to say that the website does have enrollment
specialists on site to help with qualifying uninsured patients.
So one of the comments on this application was that there was a
decrease in the level of uninsured in the area as well. When you
combine that with the specialty services of ophthalmology which
tends to be Medicare, the numbers are low, but I don’t know if

that’s responsive to your question.

HARVEY LAWRENCE: Oh, it is. Thank you.
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JO BOUFFORD: Thank you. Any other guestions or comments?

Move to a vote then. All in favor?

[aye]
Opposed? Abstentions? Motion passes. Move on to the last

batch.

GARY KALKUT: OK. Home health agencies licensure. 191080E,

Always Compassionate Homecare Inc., in Suffolk County. And
182247E, Aides at Home Inc., in Nassau County. Contingent
approval as indicated in the staff report is recommended by the
Department and the committee. And the last is 191117B, Saratoga
Partners North in Saratoga County. This is to establish and
construct a new multispecialty ambulatory surgery center to be
located at Four Medical Drive in Malta. The Department
recommended approval with conditions and contingencies as did

the special EPRC committee meeting this morning, and I so move.

JO BOUFFORD: Seconded by Mr. Robinson. Any comments,

qgquestions, on these applications? Vote, all in favor?

[aye]

Opposed? Any abstentions? No. Motion is passed.
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GARY KALKUT: And that concludes the report of the

establishment and project review committee.

JO BOUFFORD: I think this ends the public session of the
state public health and health planning council and we’ll move
into executive session. Ask the audience members to please leave
the room to focus on a health personnel interprofessional

relations issue.

[end of audio]
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Pursuant to the authority vested in the Public Health and Health Planning Council and
subject to approval by the Commissioner of Health by Sections 2800 and 2803-c of the
Public Health Law, Sections 415.2 and 415.3 of Title 10 (Health) of the Official
Compilation of Codes, Rules and Regulations of the State of New York are amended to
be effective upon publication of a Notice of Adoption in the New York State Register to

read as follows:

Section 415.2 is amended to add a new subdivision (v) to read as follows:

(v) Local Contact Agency shall mean an agency designated by the Department to accept
referrals of nursing home residents that wish to receive information about services in the
community. Local Contact Agencies shall contact referred nursing home residents and
provide them with information and counseling on available home- and community-based
services. Local Contact Agencies shall also either assist residents directly with transition
services or refer residents to organizations that assist with transition services, as

appropriate.

Section 415.3(a) is amended to read as follows:

(a) The facility shall ensure that all residents are afforded their rights to a dignified
existence, self-determination, respect, full recognition of their individuality, consideration
and privacy in treatment and care for personal needs, and communication with and access

to persons and services inside and outside the facility. The facility shall protect and



promote the rights of each resident, and shall encourage and assist each resident in the
fullest extent possible exercise of these rights as set forth in subdivisions (b) — [(h)] (i) of
this section. The facility shall also consult with the residents in establishing and
implementing facility policies regarding residents’ rights and responsibilities.

(1) The facility shall advise each member of the staff of his or her responsibility to
understand, protect and promote the rights of each resident as enumerated in this section.
(2) The facility shall fully inform the resident and the resident’s designated representative
both orally and in writing in a method of communication that the individuals understand
the resident’s rights and all rules and regulation governing resident conduct and
responsibilities during the stay in the facility. Such notification shall be made prior to or
upon admission and during the resident’s stay. Receipt of such information, and any
amendments to it, shall be acknowledged in writing. A summary of such information
shall be provided by the Department and posted in the facility in large print and in
language that is easily understood.

(3) The written information provided pursuant to paragraph (2) of this subdivision shall
include but not be limited to a listing of those resident rights and facility responsibilities
enumerated in subdivisions (b) through [(h)] (i) of this section. The facility’s policies and
procedures shall also be provided to the resident and the resident’s designated
representative upon request.

(4) The facility shall communicate to the resident an explanation of his or her
responsibility to obey all reasonable regulations of the facility and to respect the personal

rights and private property of other residents.



(5) Any written information required by this Part to be posted shall be posted
conspicuously in a public place in the facility that is frequented by residents and visitors,

posted at wheelchair height.

Subdivisions (c) and (d) of section 415.3 of Title 10 of the NYCRR are re-lettered (d)-(e)

and a new subdivision (¢) is added to read as follows:

(c) Right to Information on Home and Community-Based Services. The nursing home

shall ensure that all residents are provided with information on home and community-

based services and community transitions programs that may be available to support the

resident in returning to the community. To ensure that all residents are afforded the right

to exercise their right to live in the most integrated setting. the facility shall:

(1) advise all residents upon admission, of their right to live in the most integrated and

least restrictive setting, with considerations for the resident’s medical, physical, and

psychosocial needs:

(2) provide all residents upon admission with information on home and community-based

services and community transition programs:

(3) refer all residents to the Local Contact Agency or a community-based provider of the

resident or designated representative’s choosing whenever the resident requests

information about returning to the community, or whenever the resident requests to talk

to someone about returning to the community during any state or federally mandated

assessment;



(4) post in a public area of the facility, at wheelchair height, contact information for the

Local Contact Agency:;

(5) have staff available to discuss options for discharge planning. with consideration for

the resident’s medical, physical, and psychosocial needs: and

(6) ensure that all discharge activities align with subdivision (i) of this section.

Subdivision (e) of section 415.3 is re-lettered (f) and amended to read as follows:

[(e)] () Right to Clinical Care and Treatment. (1) Each resident shall have the right to:
(1) adequate and appropriate medical care, and to be fully informed by a physician in a
language or in a form that the resident can understand, using an interpreter when
necessary, of his or her total health status, including but not limited to, his or her medical
condition including diagnosis, prognosis and treatment plan. Residents shall have the
right to ask questions and have them answered;

(11) refuse to participate in experimental research and to refuse medication and treatment
after being fully informed and understanding the probable consequences of such actions;
(ii1) choose a personal attending physician from among those who agree to abide by all
federal and state regulation and who are permitted to practice in the facility;

(iv) be fully informed in advanced about care and treatment and of any changes in that
care of treatment that may affect the resident’s well-being;

(V) participate in planning care and treatment or changes in care and treatment. Residents

adjudged incompetent or otherwise found to be incapacitated under the laws of the State



of New York shall have such rights exercised by a designated representative who will act
in their behalf in accordance with State law;

(vi) self-administer drugs of the interdisciplinary team, as defined by Section 415.11, has
determined for each resident that this practice is safe.

(2) With respect to its responsibilities to the resident, the facility shall:

(1) inform each resident of the name, office address, phone numbers and specialty of the
physician responsible for his or her own care.

(i1) except in a medical emergency, consult with the resident immediately if the resident
is competent, and notify the resident’s physician and designated representative within 24
hours when there is:

(a) an accident involving the resident which results in injury requiring professional
intervention;

(b) a significant improvement or decline in the resident’s physical, mental, or
psychosocial status in accordance with generally accepted standards of care and services;
(c) a need to alter treatment significantly; or

(d) a decision to transfer or discharge the resident from the facility as specified in
subdivision [(h)] (i) of this section; and

(ii1) provide all information a resident or the resident’s designated representative when
permitted by State law, may need to give informed consent for an order not to resuscitate
and comply with the provisions of section 405.53 if this Subchapter regarding orders not
to resuscitate. Upon resident request the facility shall furnish a copy of the pamphlet, “Do

Not Resuscitate Orders — A Guide for Patients and Families”.

Subdivisions (f)-(h) of section 415.3 are re-lettered (g)-(i).



REGULATORY IMPACT STATEMENT
Statutory Authority:

Section 2800 of Article 28 of the Public Health Law provides that the Department
of Health (Department) has the central and comprehensive responsibility for the
development and administration of the State’s policies with respect to hospital and
residential health care facilities, including nursing homes, in order to provide for the
protection and promotion of the health of the inhabitants of the state.

Section 2803-c of Article 28 of the Public Health Law provides, in part, that the
Commissioner shall require every nursing home and facility providing health related
services to adopt and make public a statement of the rights and responsibilities of the
patients who are receiving care in such facilities. Section 2003-c sets forth the minimum
content of such a statement and requires that each facility provide a copy of the statement

to each patient prior to, or at, the time of admission to the facility.

Legislative Objectives:

The proposed rule accords with the legislative objectives of PHL §§ 2800 and
2803-c, which are to protect and promote the health and rights of all nursing home
residents, and to ensure that nursing home residents are made aware of their rights prior

to, or at, their admission to such a facility.



Needs and Benefits:

This rule furthers the Department’s efforts to promote the right of all nursing
home residents to live in the most integrated setting possible.

In 1999, the United States Supreme Court, in Olmstead v. L. C. by Zimring, 527
U.S. 581 (1999), ruled that the segregation of individuals with disabilities violated title II
of the Americans with Disabilities Act (ADA). The Court ruled that individuals with
disabilities must be provided services through community-based organizations when (1)
such services are appropriate; (2) the affected persons do not oppose community-based
treatment; and (3) community-based services can be reasonably accommodated.

Since the Olmstead decision, the Department has sought to ensure that individuals
are afforded the right to live in the most integrated setting possible. The Department
currently oversees and operates the federally funded Money Follows the Person program,
which provides transition assistance and support to those residents of nursing homes that
express a desire to return to the community. Residents are asked on at least a quarterly
basis if they wish to receive information about returning to the community. Any resident
that answers affirmatively is to be referred to the Local Contact Agency and connected
with a Transition Specialist who will assist them with transitioning to community living,
as appropriate.

To further the State’s efforts to encourage and facilitate community-based living
for individuals with disabilities, Governor Andrew M. Cuomo released his Able New
York agenda, a multi-agency initiative aimed at enhancing accessibility to state programs
and services for New Yorkers with disabilities. This proposal is part of a series of actions

to support the Able New York agenda and promote community living for New Y orkers.



Costs:
Costs for the Implementation of, and Continuing Compliance with the Regulation to
the Regulated Entity:

There will be little to no additional cost to regulated entities for the
implementation of or continuing compliance with the regulation. Currently, nursing
homes are required to provide a statement of residents’ rights to the resident and their
designated representative prior to or upon admission. This proposed regulation will
require nursing homes to replace their existing resident rights materials with an amended
version, requiring some cost for the printing of the materials. Nursing homes will also be
required to replace their existing signage with new signage that includes the amended

residents’ rights.

Costs to State and Local Governments:
The proposed changes are not expected to impose any costs upon State or local
governments, unless they operate a nursing home. In such cases, the impact will be the

same as for regulated entities, discussed above.

Costs to the Department of Health:
The Department owns and operates five veterans’ homes. The impact on these

facilities will be the same as for regulated entities, discussed above.



Local Government Mandates:
The proposed regulations do not impose any new mandates on local governments,
except where they operate nursing homes. In such cases, the impact will be the same as

for regulated parties, discussed above.

Paperwork:

All nursing homes will be expected to replace their residents’ rights signage and
replace their residents’ rights materials as soon as they are available from the
Department. Nursing homes may be subject to review upon annual survey to ensure

compliance with the rule.

Duplication:
This rule does not duplicate, overlap, or conflict with any other legal requirements
of the state or federal government. This rule aligns with the federal resident rights

guidelines outlines in Section 483.10 of Title 42 (Health) of Code of Federal Regulations.

Alternatives:

Alternatives considered included issuing a mandate requiring nursing facilities to
provide information to all residents on the availability of home and community-based
services. This alternative was not chosen as the issuance of a mandate would be
duplicative of what is already required of nursing facilities. The amendment language
proposed provides additional clarity to the type of information to be provided to nursing

facility residents upon admission and builds upon the requirement of nursing facilities to



ensure that residents are made aware of their rights prior to, or at, their admission to a

nursing facility.

Federal Standards:
This rule meets the minimum standards set forth in Section 483.10 of Title 42

(Health) of Code of Federal Regulations.

Compliance Schedule:
This regulation will be effective upon publication of a Notice of Adoption in the

New York State Register.

Contact Person:

Katherine Ceroalo

New York State Department of Health

Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Rm. 2438

Empire State Plaza

Albany, New York 12237

(518) 473-7488

(518) 473-2019 (FAX)

REGSQNA @health.ny.gov
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STATEMENT IN LIEU OF
REGULATORY FLEXIBILITY ANALYSIS
No regulatory flexibility analysis is required pursuant to section 202-(b)(3)(a) of
the State Administrative Procedure Act. The proposed amendment does not impose an
adverse economic impact on small businesses or local governments, and it does not
impose reporting, record keeping or other compliance requirements on small businesses

or local governments.
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STATEMENT IN LIEU OF
RURAL AREA FLEXIBILITY ANALYSIS
A Rural Area Flexibility Analysis for these amendments is not being submitted
because amendments will not impose any adverse impact or significant reporting, record
keeping or other compliance requirements on public or private entities in rural areas.
There are no professional services, capital, or other compliance costs imposed on public

or private entities in rural areas as a result of the proposed amendments.
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STATEMENT IN LIEU OF
JOB IMPACT STATEMENT
A Job Impact Statement for these amendments is not being submitted because it is
apparent from the nature and purposes of the amendments that they will not have a

substantial adverse impact on jobs and/or employment opportunities.
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Pursuant to the authority vested in the Public Health and Health Planning Council and
Commissioner of Health by section 2803 of the Public Health Law, sections 405.7 and 751.9 of
Title 10 of the Official Compilation of Codes, Rules and Regulations of the State of New York
(NYCRR) are hereby amended, to be effective upon publication of a Notice of Adoption in the

New York State Register:

Paragraph (10) of subdivision (c) of section 405.7 of Title 10 is amended to read as follows:
(10) Receive all the information you need to give informed consent for an order not to
resuscitate. You also have the right to designate an individual to give this consent for you if you
are too ill to do so. If you would like additional information, please ask for a copy of the

pamphlet “[Do Not Resuscitate Orders] Deciding About Health Care - A Guide for Patients and

Families.”

Subdivision (1) of section 751.9 is amended to read as follows:

(1) express complaints about the care and services provided and to have the center investigate
such complaints. The center is responsible for providing the patient or his/her designee with a
written response within 30 days if requested by the patient indicating the findings of the
investigation. The center is also responsible for notifying the patient or his/her designee that if
the patient is not satisfied by the center response, the patient may complain to the New York

State Department of [Health’s Office of Health Systems Management] Health;



Subdivisions (p) and (q) of section 751.9 are amended, and new subdivisions (r) and (s) are

added to read as follows:

(p) authorize those family members and other adults who will be given priority to visit consistent

with your ability to receive visitors; [and]

(q) when applicable, make known your wishes in regard to anatomical gifts. Persons sixteen
years of age or older may document their consent to donate their organs, eyes and/or tissues,
upon their death, by enrolling in the NYS Donate Life Registry or by documenting their
authorization for organ and/or tissue donation in writing in a number of ways (such as health care
proxy, will, donor card, or other signed paper). The health care proxy is available from the
center][.];

(r) view a list of the health plans and the hospitals that the center participates with; and

(s) receive an estimate of the amount that you will be billed after services are rendered.




REGULATORY IMPACT STATEMENT
Statutory Authority:

Public Health Law (PHL) § 2803 authorizes the Public Health and Health Planning
Council (PHHPC) to adopt and amend rules and regulations, subject to the approval of the
Commissioner of Health (Commissioner), to implement the purposes and provisions of PHL
Article 28 and to establish minimum standards governing the operation of health care facilities.

PHL § 24 requires diagnostic and treatment centers (D&TCs) to disclose the health care
plans in which they are participating providers and the hospitals with which they are affiliated;

and it also requires D&TCs to make available estimates of the amounts patients will be billed.

Legislative Objectives:

The legislative objectives of PHL Article 28 include the protection of the health of the
residents of the State by promoting the efficient provision and proper utilization of high quality
health services at a reasonable cost.

PHL § 24 is intended to protect D& TC patients against unknowingly receiving care from

out-of-network providers, resulting in surprise medical bills.

Needs and Benefits:

Under PHL §24, D&TC patients have the right to receive information regarding the
health plans and the hospitals that the center participates with and an estimate of the amount that
the patient will be billed after services are rendered. The purpose of this disclosure is to ensure
that patients have the information that they need to make decisions about their healthcare and to

protect themselves against receiving unexpected bills. This proposed regulation revises the



D&TC Patients’ Bill of Rights to inform patients of their rights under PHL §24 by adding new
subdivisions (r) and (s) to 10 NYCRR §751.9. The proposed regulation mirrors similar
provisions in the Patients’ Bill of Rights applicable to general hospitals under 10 NYCRR 405.7.

The proposed amendment to Section 405.7 reflects a change to the Department
publication that patients can request to provide them with additional information regarding
medical decision-making, resuscitation, health care proxies and other end-of-life decision-
making. This information was updated to implement the Family Health Care Decisions Act,
effective in 2010. This regulation amendment will bring the regulations into conformance with
the current Department publications.

The amendment to Section 751.9(1) deletes a reference to a Department office that has

been renamed.

COSTS:
Costs to Private Regulated Parties:

This amendment is a clarification of rights that patients already have in New York State.
D&TCs will incur minimal costs to change the Patients’ Bill of Rights made available to

patients. D&TCs may also need to update training materials for staff.

Costs to Local Government:
This proposal will not impact local governments unless they operate a general hospital or

D&TC, in which case the impact would be the same as outlined above for private parties.



Costs to the Department of Health:
The proposed regulatory changes will not result in any additional operational costs to the

Department of Health, other than to provide for translations of the newly updated Bills of Rights.

Costs to Other State Agencies:
The proposed regulatory changes will not result in any additional costs to other state

agencies.

Local Government Mandate:
The proposed regulations do not impose any new programs, services, duties or
responsibilities upon any county, city, town, village, school district, fire district or other special

district.

Paperwork:
D&TCs are already required to make the Patients’ Bill of Rights available to patients.

Therefore, the proposed regulations should not increase their paperwork.

Duplication:
There are no relevant State regulations which duplicate, overlap or conflict with the

proposed regulations.

Alternatives:

The alternative would be to take no action, which would result in a lack of consistency



between PHL §24 and the Patients’ Bill of Rights.

Federal Standards:

The proposed regulations do not duplicate or conflict with any federal regulations.

Compliance Schedule:
The regulations will be effective upon publication of a Notice of Adoption in the New

York State Register.

Contact Person: Katherine Ceroalo
New York State Department of Health
Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, New York 12237
(518) 473-7488
(518) 473-2019 (FAX)
REGSONA@health.ny.gov




REGULATORY FLEXIBILITY ANALYSIS
FOR SMALL BUSINESSES AND LOCAL GOVERNMENTS
Effect of Rule:
The proposed regulation will apply to all diagnostic and treatment centers (D&TCs) in
New York State. This proposal will not impact local governments or small business unless they
operate a general hospital or D&TC. In such case, the flexibility afforded by the regulations is

expected to minimize any costs of compliance as described below.

Compliance Requirements:

These regulations will require D&TCs to change their Patients’ Bill of Rights.

Professional Services:

This proposal will not require any additional use of professional services.

Compliance Costs:
Compliance costs are minimal, as they only require editing and reprinting the Patients’

Bill of Rights.

Economic and Technological Feasibility:

This proposal is economically and technically feasible.

Minimizing Adverse Impact:

The anticipated impact of the proposal is minimal. D&TCs are already required to make



the Patients’ Bill of Rights available to patients.

Small Business and Local Government Participation:
Organizations that include D&TCs as members were consulted on the proposed

regulations. Additionally, the proposed regulation will have a 60-day public comment period.

Cure Period:

Chapter 524 of the Laws of 2011 requires agencies to include a “cure period” or other
opportunity for ameliorative action to prevent the imposition of penalties on a party subject to
enforcement when developing a regulation or explain in the Regulatory Flexibility Analysis why
one is not included. As this proposed regulation does not create a new penalty or sanction, no

cure period is necessary.



RURAL AREA FLEXIBILITY ANALYSIS

Types and Estimated Numbers of Rural Areas:

This rule applies uniformly throughout the state, including rural areas. Rural areas are
defined as counties with a population less than 200,000 and counties with a population of
200,000 or greater that have towns with population densities of 150 persons or fewer per square

mile. The following 43 counties have a population of less than 200,000 based upon the United

States Census estimated county populations for 2010 (http://quickfacts.census.gov).

Approximately 17% of small health care facilities are located in rural areas.

.Allegany County .Greene County .Schoharie County
.Cattaraugus County .Hamilton County .Schuyler County
.Cayuga County .Herkimer County .Seneca County
.Chautauqua County Jefferson County .St. Lawrence County
.Chemung County .Lewis County .Steuben County
.Chenango County .Livingston County .Sullivan County
.Clinton County .Madison County .Tioga County
.Columbia County .Montgomery County  .Tompkins County
.Cortland County .Ontario County .Ulster County

.Delaware County
.Essex County
.Franklin County
.Fulton County
.Genesee County

.Orleans County
.Oswego County
.Otsego County
.Putnam County
.Rensselaer County
.Schenectady County

.Warren County
.Washington County
.Wayne County
.Wyoming County
.Yates County

The following counties have a population of 200,000 or greater and towns with

population densities of 150 persons or fewer per square mile. Data is based upon the United

States Census estimated county populations for 2010.

.Albany County .Monroe County .Orange County
.Broome County .Niagara County .Saratoga County
.Dutchess County .Oneida County .Suffolk County
.Erie County .Onondaga County



There are approximately 90 diagnostic and treatment centers (D&TCs) in rural areas.

Reporting, Recordkeeping, Other Compliance Requirements and Professional Services:

The proposed regulation is applicable to those D&TCs located in rural areas and is
expected to impose minimal costs, because regulated facilities are already required to make the
Patients’ Bill of Rights available to patients. Because the proposed regulatory requirements can
be incorporated into existing processes, they are not expected to increase the administrative

burden on these entities.

Costs:
D&TCs are already required to post the Patients’ Bill of Rights in areas that are highly
visible to patients. The cost of the small wording change to the Patients’ Bill of Rights will be

insubstantial.

Minimizing Adverse Impact:

The impact is minimal.

Rural Area Participation:

Organizations that include as members general hospitals and D&TCs located in rural

areas were consulted on the proposed regulations.

10



STATEMENT IN LIEU OF JOB IMPACT STATEMENT
No job impact statement is required pursuant to section 201-a(2)(a) of the State
Administrative Procedure Act. No adverse impact on jobs and employment opportunities is

expected as a result of these proposed regulations.
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Pursuant to the authority vested in the Public Health and Health Planning Council and
Commissioner of Health by section 2803 of the Public Health Law, sections 405.5 and 405.19 of
Title 10 of the Official Compilation of Codes, Rules and Regulations of the State of New York
(NYCRR) are hereby amended, to be effective upon publication of a Notice of Adoption in the

New York State Register:

A new paragraph (7) is added to subdivision (a) of section 405.5, to read as follows:

(7) Nursing services personnel employed in specialty areas, including, but not limited to,
emergency services, must complete training and education specific to the specialty area. Nursing
services personnel must be periodically reevaluated for competency and ongoing education and

training provided to maintain competency in the specialty area.

Subparagraphs (ii) and (iii) of paragraph (2) of subdivision (d) of section 405.19 are amended to

read as follows:

(i) Emergency services supervising nurses shall be licensed and currently registered and possess
current, comprehensive knowledge and skills in emergency health care. They shall [have at least
one year of clinical experience,] be able to demonstrate skills and knowledge necessary to

perform basic life support measures, and be current in ACLS and PALS or have current training

and experience equivalent to ACLS and PALS, and meet the competency requirements of

Section 405.5(a)(7);




(ii1) Registered professional nurses in the emergency service shall be licensed and currently
registered professional nurses who possess current, comprehensive knowledge and skills in
emergency health care. They shall have [at least one year of clinical experience, have]
successfully completed an emergency nursing orientation program, [and] be able to demonstrate

skills and knowledge necessary to perform basic life support measures and meet the competency

requirements of Section 405.5(a)(7). Within one year of assignment to the emergency service,

each emergency service nurse shall be current in ACLS and PALS or have current training and
experience equivalent to ACLS and PALS [and shall maintain current competence in ACLS as

determined by the hospital].



REGULATORY IMPACT STATEMENT
Statutory Authority:
Public Health Law (PHL) § 2803 authorizes the Public Health and Health Planning
Council (PHHPC) to adopt and amend rules and regulations, subject to the approval of the
Commissioner of Health (Commissioner), to implement the purposes and provisions of PHL

Article 28 and to establish minimum standards governing the operation of health care facilities.

Legislative Objectives:

The legislative objectives of PHL Article 28 include the protection of the health of the
residents of the State by promoting the efficient provision and proper utilization of high quality
health services at a reasonable cost.

The Department of Health, pursuant to former PHL §2807-h(1), has granted hospitals
limited waivers of 405.19(d)(2)(iii), allowing them to develop new graduate training programs
based on training, education, and competency assessment. This authority expired on July 1,
2017. See L. 2014, Ch. 60, Pt. C, §67-b. Nevertheless, the results of these programs have been
very successful. Therefore, removing the need to secure a waiver and allowing a training,

education and competency-based program through regulation is sound public policy.

Needs and Benefits:

The nursing shortages that currently exist both nationally and in New York State are
expected to increase as both the age of the general population and working nurses increases.
Similarly, shortages of nurses that work in high-stress specialty areas, such as critical care and

the emergency department, will continue to occur during this nurse shortage and as hospitals



struggle with improving the recruitment and retention rates of new and seasoned nurses.

Recruiting nurses for emergency departments, specifically, is made even more
challenging by current requirements, in 10 NYCRR Section 405.19, that all nurses working in
emergency departments have one year of clinical experience and possess current, comprehensive
knowledge and skills in emergency care. This results in hospitals being unable to recruit new
graduates. Often, once these new graduates attain the required year of clinical experience, they
are unwilling to transfer to the emergency department, preferring to use their newly gained
competencies in the clinical area in which they were trained.

The Department of Health, pursuant to former PHL §2807-h(1), has granted hospitals
limited waivers of 405.19(d)(2)(iii), allowing them to develop new graduate training programs
based on training, education, and competency assessment. This authority expired on July 1,
2017. See L. 2014, Ch. 60, Pt. C, §67-b. Nevertheless, the results of these programs have been
very successful.

The proposed regulations will allow hospitals to keep pace with demand for highly
trained, emergency department nurses by allowing hospitals to recruit new graduate nurses to
work in the emergency department, following a training, education and competency monitoring
program developed and administered by the hospital’s nursing education program required by 10
NYCRR Section 405.5. By eliminating the one year requirement, hospitals will be able to recruit
new graduates and train them for work specifically in the emergency department. Similar to
learning experiences in other parts of the hospital, new graduates would develop their clinical
competencies by working alongside experienced staff who would supervise and mentor the new
staff. This approach could also be adapted for float nurses who may have one year of experience

but in a clinical specialty that does not specifically translate to emergency department



competency.

Patient safety and quality of care will be maintained, despite eliminating this nursing
experience requirement, as hospitals will be responsible for developing, implementing and
monitoring a training and education program that will allow nurses to obtain required skills while

gaining invaluable experience within the emergency department.

COSTS:
Costs to Private Regulated Parties:

This amendment will allow general hospitals to expand their current nurse training
programs to include curriculum for emergency department new graduates. Health care facilities

will incur minimal costs in order to implement these programs.

Costs to Local Government:
This proposal will not impact local governments unless they operate a general hospital, in

which case costs will be the same as costs for private entities.

Costs to the Department of Health:
The proposed regulatory changes will not result in any additional operational costs to the

Department of Health.

Costs to Other State Agencies:
The proposed regulatory changes will not result in any additional costs to other state

agencies.



Local Government Mandate:
The proposed regulations do not impose any new programs, services, duties or
responsibilities upon any county, city, town, village, school district, fire district or other special

district.

Paperwork:

General hospitals will be required to develop, implement and monitor nurse training
programs for the emergency department, as they are currently required to do for other parts of
the hospital. The regulation may initially increase paperwork as programs are in development,

but overall the impact should be minimal.

Duplication:
There are no relevant State regulations which duplicate, overlap or conflict with the

proposed regulations.

Alternatives:

The alternative would be to take no action, which represents no change in current
requirements for general hospitals. However, the barrier to recruiting newly graduated nurses in
emergency departments would still exist, making it increasingly difficult for hospitals to address

their staffing shortages.

Federal Standards:

The proposed regulations do not duplicate or conflict with any federal regulations.



Compliance Schedule:
The regulations will be effective upon publication of a Notice of Adoption in the New

York State Register.

Contact Person: Katherine Ceroalo
New York State Department of Health
Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, New York 12237
(518) 473-7488
(518) 473-2019 (FAX)
REGSOQNA @health.ny.gov




REGULATORY FLEXIBILITY ANALYSIS
FOR SMALL BUSINESSES AND LOCAL GOVERNMENTS
Effect of Rule:
The proposed regulation will apply to all general hospitals with emergency departments
in New York State. This proposal will not impact local governments or small business unless
they operate a general hospital. In such cases, the flexibility afforded by the regulations is

expected to minimize any costs of compliance as described below.

Compliance Requirements:
These regulations will require general hospitals to develop, implement and monitor
training programs for emergency department nurses. This requirement expands requirements for

nursing training and education that currently exist in Section 405.5.

Professional Services:
General hospitals are already required to have nursing training programs; however, this
amendment will make the programs available to new graduate nurses who are interested in

emergency nursing.

Compliance Costs:
Compliance costs are minimal, as they build upon existing requirements for nursing

training and education found in Section 405.5.



Economic and Technological Feasibility:

This proposal is economically and technically feasible.

Minimizing Adverse Impact:
The anticipated adverse impact of the proposal is minimal. General hospitals, through

their training programs, will ensure patient safety while new graduates are gaining competency

and skill.

Small Business and Local Government Participation:
Organizations that include general hospitals as members were consulted on the proposed

regulations. Additionally, the proposed regulation will have a 60-day public comment period.

Cure Period:

Chapter 524 of the Laws of 2011 requires agencies to include a “cure period” or other
opportunity for ameliorative action to prevent the imposition of penalties on a party subject to
enforcement when developing a regulation or explain in the Regulatory Flexibility Analysis why
one is not included. As this proposed regulation does not create a new penalty or sanction, no

cure period is necessary.



RURAL AREA FLEXIBILITY ANALYSIS

Types and Estimated Numbers of Rural Areas:

This rule applies uniformly throughout the state, including rural areas. Rural areas are
defined as counties with a population less than 200,000 and counties with a population of
200,000 or greater that have towns with population densities of 150 persons or fewer per square

mile. The following 43 counties have a population of less than 200,000 based upon the United

States Census estimated county populations for 2010 (http://quickfacts.census.gov).

Approximately 17% of small health care facilities are located in rural areas.

.Allegany County .Greene County .Schoharie County
.Cattaraugus County .Hamilton County .Schuyler County
.Cayuga County .Herkimer County .Seneca County
.Chautauqua County Jefferson County .St. Lawrence County
.Chemung County .Lewis County .Steuben County
.Chenango County .Livingston County .Sullivan County
.Clinton County .Madison County .Tioga County
.Columbia County .Montgomery County  .Tompkins County
.Cortland County .Ontario County .Ulster County

.Delaware County
.Essex County
.Franklin County
.Fulton County
.Genesee County

.Orleans County
.Oswego County
.Otsego County
.Putnam County
.Rensselaer County
.Schenectady County

.Warren County
.Washington County
.Wayne County
.Wyoming County
.Yates County

The following counties have a population of 200,000 or greater and towns with

population densities of 150 persons or fewer per square mile. Data is based upon the United

States Census estimated county populations for 2010.

.Albany County .Monroe County .Orange County
.Broome County .Niagara County .Saratoga County
.Dutchess County .Oneida County .Suffolk County
.Erie County .Onondaga County
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There are 47 general hospitals, approximately 90 diagnostic and treatment centers

(D&TCs), 159 nursing homes, and 92 certified home health agencies in rural areas.

Reporting, Recordkeeping, Other Compliance Requirements and Professional Services:
The proposed regulation is applicable to those general hospitals located in rural areas and

is expected to impose minimal costs. Because the proposed regulatory requirements can be

incorporated into existing processes, they are expected to minimally increase the administrative

burden on these entities.

Costs:
General hospitals are already required to have nurse training and education programs.

The cost of developing these training programs should be minimal.

Minimizing Adverse Impact:

The impact is minimal.

Rural Area Participation:

Organizations that include as members general hospitals located in rural areas were

consulted on the proposed regulations.
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STATEMENT IN LIEU OF JOB IMPACT STATEMENT
No job impact statement is required pursuant to section 201-a(2)(a) of the State
Administrative Procedure Act. No adverse impact on jobs and employment opportunities is

expected as a result of these proposed regulations.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the Commissioner of Health by section 225 of the Public
Health Law, Subpart 5-1 of Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of the State of New York is amended, to

be effective upon publication of a Notice of Adoption in the New York State Register, to read as follows:

Section 5-1.52, Table 3 is amended to read as follows:

Table 3. Organic Chemicals Maximum Contaminant Level Determination

MCL | Type of water
Contaminants (mg/L) |system Determination of MCL violation

Community, NTNC If the results of a monitoring sample analysis exceed the MCL, the
and Noncommunity supplier of water shall collect one to three more samples from the
same sampling point, as soon as practical, but within 30 days. An
MCL violation occurs when at least one of the confirming samples is
positive' and the average of the initial sample and all confirming
samples exceeds the MCL.

General organic chemicals

Principal organic contaminant (POC) 0.005

Unspecified organic contaminant (UOC) |0.05

Total POCs and UOCs 0.1

Community and NTNC | For systems required to monitor quarterly, the results of all analyses
at each monitoring location per quarter shall be arithmetically

Total trihalomethanes 0.080 averaged and shall be reported to the State within 30 days of the
public water system’s receipt of the analyses. A violation occurs if
the average of the four most recent sets of quarterly samples at a
particular monitoring location (12-month locational running annual
average (LRAA)) exceeds the MCL. If a system collects more than
one sample per quarter at a monitoring location, the system shall
average all samples taken in the quarter at that location to determine
a quarterly average to be used in the LRAA calculation. If a system
fails to complete four consecutive quarters of monitoring, compliance
with the MCL will be based on an average of the available data from
the most recent four quarters. An MCL violation for systems on
annual or less frequent monitoring that have been increased to
quarterly monitoring as outlined in Table 9A, is determined after four
quarterly samples are taken.

Disinfection byproducts®

Haloacetic acids 0.060

Transient Not applicable.
noncommunity




Table 3. Organic Chemicals Maximum Contaminant Level Determination (continued)

MCL Type of Water
Contaminants (mg/L) System Determination of MCL violation
Specific Organic Chemicals Community, If the results of a monitoring sample analysis exceed the MCL,
NTNC and the supplier of water shall collect one to three more samples from
Alaghlor 0.002 Noncommunity |the same sampling point, as soon as practical, but within 30 days.
Ald}carb 0.003 An MCL violation occurs when at least one of the confirming
Ald?"arb sulfong 0.002 samples is positive' and the average of the initial sample and all
Aldlcgrb4sulf0x1de 0.004 confirming samples exceeds the MCL.
Atrazine 0.003
Benzo(a)pyrene 0.0002
Carbofuran 0.04
Chlordane 0.002
Di(2-ethylhexyl)phthalate 0.006
Dibromochloropropane (DBCP) 0.0002
2,4-D 0.05
Dinoseb 0.007
1.4-Dioxane 0.0010
Diquat 0.02
Endrin 0.002
Ethylene dibromide (EDB) 0.00005
Heptachlor 0.0004
Heptachlor epoxide 0.0002
Hexachlorobenzene 0.001
Lindane 0.0002
Methoxychlor 0.04
Methyl-tertiary-butyl-ether (MTBE) |0.010
Pentachlorophenol 0.001
Perfluorooctanesulfonic acid (PFOS) |0.0000100
Perfluorooctanoic acid (PFOA) 0.0000100
Polychlorinated biphenyls (PCBs) 0.0005
Propylene glycol 1.0
Simazine 0.004
Toxaphene 0.003
2,4,5-TP (Silvex) 0.01




2,3,7,8-TCDD (Dioxin) 0.00000003
Vinyl chloride 0.002

! A sample is considered positive when the quantity reported by the State approved laboratory is greater than or equal to the method detection limit.

2 For systems monitoring yearly or less frequently, the sample results for each monitoring location is considered the LRAA for that monitoring location. Systems
required to conduct monitoring at a frequency that is less than quarterly shall monitor in the calendar month identified in the monitoring plan developed under section
5-1.51(c). Compliance calculations shall be made beginning with the first compliance sample taken after the compliance date.

3 Systems that are demonstrating compliance with the avoidance criteria in section 5-1.30(c), shall comply with the TTHM and HAAS5 LRAA MCLs; however the
LRAA MCLs are not considered for avoidance purposes. For avoidance purposes, TTHMs and HAASs are based on a running annual average of analyses from all
monitoring locations.

* Syngenta Method AG—625, “Atrazine in Drinking Water by Immunoassay,” February 2001, available from Syngenta Crop Protection, Inc., 410 Swing Road, P.O.
Box 18300, Greensboro, NC 27419. Telephone: 336—-632—-6000, may not be used for the analysis of atrazine in any system where chlorine dioxide is used for drinking
water treatment. In samples from all other systems, any result for atrazine generated by Method AG—625 that is greater than one-half the maximum contaminant level
(MCL) (in other words, greater than 0.0015mg/L or 1.5 pg/L) must be confirmed using another approved method for this contaminant and should use additional
volume of the original sample collected for compliance monitoring. In instances where a result from Method AG—-625 triggers such confirmatory testing, the
confirmatory result is to be used to determine compliance

5 If PCBs (as one of seven Aroclors) are detected in any sample analyzed using EPA Method 505 or 508, the system shall reanalyze the sample using EPA Method
S08A to quantitate PCBs (as decachlorobiphenyl). Compliance with the PCB MCL shall be determined based upon the quantitative results of analyses using Method
508A.




Section 5-1.52, Table 9C is repealed and replaced with the following:

Table 9C. Additional Organic Chemicals - Minimum Monitoring Requirements

Continuing L.
Contaminant Type of water Initial requirement Continuing
system requirement! where requirement where
detected!2-34 not detected!

Alachlor Ethylene Dibromide Community and | Quarterly Quarterly One sample every
Aldicarb Glyphosate Nontransient sample per eighteen months per
Aldicarb sulfone Heptachlor Noncommunity | source, for one source®’®
Aldicarb sulfoxide Heptachlor epoxide serving 3,300 or | year’
Aldrin Hexachlorobenzene more persons’
Atrazine Hexachlorocyclopentadiene Community and | Quarterly Quarterly Once per entry point
Benzo(a)pyrene 3-Hydroxycarbofuran Nontransient samples per every three years®’®
Butachlor Lindane Noncommunity | entry point, for
Carbaryl Methomyl serving fewer one year®’?®
Carbofuran Methoxychlor than 3,300
Chlordane Metolachlor persons and
Dalapon Metribuzin more than 149
Di(2-ethylhexyl)adipate | Oxamyl (vydate) service
Di(2-ethylhexyl)phthalate | Pentachlorophenol connections
D%bromochloropropane Perﬂuorooctanesqlfoni.cacid (PFOS) Community and | Quarterly Quarterly Once per entry point
Dicamba Perfluorooctanoic acid (PFOA) Nontransient samples per every three years®’?®
24D Picloram , . Noncommunity | entry point for
D¥eldr1n Polychlorinated biphenyls serving fewer one year®7*
Dinoseb Propachlor than 3,300
l,fl-Dloxane Simazine o persons and
Diquat 2,3,7,8-TCDD (Dioxin) fewer than 150
Endothall 2,4,5-TP (Silvex) service
Endrin Toxaphene connections
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Noncommunity | State State discretion’ | State discretion’
excluding discretion’
NTNC

Table 9C (continued)

IThe location for sampling of each ground water source of supply shall be between the individual well and at or before the first service connection and before mixing with
other sources, unless otherwise specified by the State to be at the entry point representative of the individual well. Public water systems which take water from a surface water
body or watercourse shall sample at points in the distribution system representative of each source or at entry point or points to the distribution system after any water
treatment plant.

The State may decrease the quarterly monitoring requirement to annually provided that system is reliably and consistently below the MCL based on a minimum of two
quarterly samples from a ground water source and four quarterly samples from a surface water source. Systems which monitor annually must monitor during the quarter that
previously yielded the highest analytical result. Systems serving fewer than 3,300 persons and which have three consecutive annual samples without detection may apply to
the State for a waiver in accordance with footnote 6.

3If a contaminant is detected, repeat analysis must include all analytes contained in the approved analytical method for the detected contaminant.
“Detected as used in the table shall be defined as reported by the State approved laboratory to be greater than or equal to the method detection levels.

The State may allow a system to postpone monitoring for a maximum of two years, if an approved laboratory is not reasonably available to do a required analysis within the
scheduled monitoring period.

®The State may waive the monitoring requirement for a public water system that submits information every three years to demonstrate that a contaminant or contaminants was
not used, transported, stored or disposed within the watershed or zone of influence of the system.

"The State may reduce the monitoring requirement for a public water system that submits information every three years to demonstrate that the public water system is
invulnerable to contamination. If previous use of the contaminant is unknown or it has been used previously, then the following factors shall be used to determine whether a
waiver is granted.

a. Previous analytical results.

b. The proximity of the system to a potential point or nonpoint source of contamination. Point sources include spills and leaks of chemicals at or near a water
treatment facility or at manufacturing, distribution, or storage facilities, or from hazardous and municipal waste landfills and other waste handling or
treatment facilities. Nonpoint sources include the use of pesticides to control insect and weed pests on agricultural areas, forest lands, home and gardens, and
other land application uses.

The environmental persistence and transport of the pesticide or PCBs.

How well the water source is protected against contamination due to such factors as depth of the well and the type of soil and the integrity of the well casing.
Elevated nitrate levels at the water supply source.

Use of PCBs in equipment used in production, storage or distribution of water.

-0 a0

8The State may allow systems to composite samples in accordance with the conditions in Appendix 5-C of this Title.

°State discretion shall mean requiring monitoring when the State has reason to believe the MCL has been violated, the potential exists for an MCL violation or the
contaminant may present a risk to public health.




SUMMARY OF REGULATORY IMPACT STATEMENT

Statutory Authority:

The statutory authority for the proposed revisions is set forth in Public Health Law (PHL)
sections 201 and 225. Section 201(1)(1) of the PHL establishes the powers and duties of
the New York State Department of Health (Department), which include the supervision
and regulation of the sanitary aspects of public water systems. Section 225 of the PHL
sets forth the powers and duties of the Public Health and Health Planning Council
(PHHPC), which include the authority to establish, amend and repeal sanitary regulations
to be known as the State Sanitary Code (SSC), subject to the approval of the
Commissioner of Health. Further, section 225(5)(a) of the PHL allows the SSC to deal
with any matter affecting the security of life or health, or the preservation or

improvement of public health, in New York State.

Legislative Objective:

The legislative objective of sections 201 and 225 of the PHL is to ensure that PHHPC, in
conjunction with the Commissioner of Health, protect public health by adopting drinking
water sanitary standards. In accordance with that objective, this regulation amends the
SSC by revising Part 5 to enhance current protections governing public water systems.
Furthermore, this amendment will update the SSC in accordance with the
recommendations of the Drinking Water Quality Council, by establishing specific
maximum contaminant levels (MCLs) for perfluorooctanoic acid (PFOA),

perfluorooctanesulfonic acid (PFOS) and 1,4-dioxane.



Needs and Benefits:

In 2017, New York State (NYS) identified PFOA, PFOS and 1,4-dioxane as emerging
contaminants in drinking water. That same year, the Drinking Water Quality Council
(DWQC) was created, with direction to recommend MCLs for these emerging
contaminants. After discussions and deliberations, the DWQC recommended MCLs to
the Department for PFOA, PFOS and 1,4-dioxane. Specifically, the DWQC
recommended: an MCL of 10.0 parts per trillion (ppt) (or, expressed in different units,
0.0000100 milligrams per liter (mg/L)) for PFOA; 10.0 ppt (or 0.0000100 mg/L) for

PFOS; and 1.0 part per billion (ppb) (or 0.0010 mg/L) for 1,4-dioxane.

From 2015 through 2018, the Department coordinated targeted sampling of 278 public
water systems for PFOA and PFOS. The 278 public water systems were mainly medium
(serving 3,300 to 10,000 persons) to small (serving less than 3,300 persons) community
water systems and non-transient noncommunity systems typically with a groundwater
source located near a potential source of PFOA and/or PFOS. The results of this testing

are shown in Figures 1A and 1B.



Figure 1A.

Number of NYS Public Water Systems
Sampled and Distribution of PFOA Levels

151

Number of Public Water Systems

27
7
Non-detect 0.000002 to >0.000010 to > 0.000070
(< 0.000002 ) 0.000010 0.000070
PFOA Levels (mg/L)

Figure 1B.

Number of NYS Public Water Systems
Sampled and Distribution of PFOS Levels

178

Number of Public Water Systems

16 8
Non-detect 0.000002 to >0.000010 to > 0.000070
(<0.000002 ) 0.000010 0.000070

PFOS Levels (mg/L)

From 2013 through 2015 public water systems across NYS, under the United States

Environmental Protection Agency (US EPA) Unregulated Contaminant Monitoring Rule
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3 (UCMR 3), tested for 1,4-dioxane. All large public water systems (serving 10,000
persons or more) and 32 randomly selected medium and small water systems (serving
less than 10,000 persons) in NYS conducted testing. Figure 2 shows that 11 percent (%)

of the water systems tested had 1,4-dioxane levels above the DWQC’s recommended

MCL of 0.0010 mg/L.
Figure 2.
Number of NYS Public Water Systems Sampled
under UCMR 3 and Distribution of 1,4-dioxane
g Levels
3 119
s
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=
i~
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E S s 0 O
§ Non-detect 0.00007 to >0.00035 to >0.001 to >0.0035
Z  (<0.00007 ) 0.00035 0.001 0.0035
1,4-dioxane Levels (mg/L)

Based on the UCMR3 data, 51% of the samples from Long Island public water systems
had levels of 1,4-dioxane above the reporting level of 0.00007 mg/L. compared to 6% for

NYS excluding Long Island.

The Department provided the DWQC with technical information on a range of health-
based drinking water values for PFOA, PFOS and 1,4-dioxane after an evaluation of the
available health effects information on the chemicals from toxicological studies. These

values included current national and state guidelines and advisory levels, as well as
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potential health based values developed by the Department. Based on their review of this
information, the DWQC recommended an MCL of 0.0000100 mg/L for PFOA and PFOS
as individual compounds, which is within the range of the potential health based water
values presented to the DWQC by the Department (0.000006 to 0.000070 mg/L for
PFOA and 0.000008 to 0.000070 mg/L for PFOS). The DWQC recommended an MCL
0f 0.0010 mg/L for 1,4-dioxane, which is within the range of current national and state

guidelines and advisory levels presented by the Department (0.00035 to 0.2 mg/L).

In the absence of federal regulations governing PFOA, PFOS and 1,4-dioxane in drinking
water, and after consideration of the recommendations provided by the DWQC, the
Department is proposing to amend 10 NYCRR Part 5 to establish MCLs for these
contaminants. The Department is proposing an MCL of 0.0000100 mg/L for PFOA and
PFOS as individual contaminants, and 0.0010 mg/L for 1,4-dioxane. These MCLs will
apply to all public water supplies regulated by the Department and provide a sufficient
margin of protection against adverse health effects in the most sensitive populations,
including fetuses during pregnancy, breastfed infants, and infants bottle fed with formula
reconstituted using tap water. In addition, the MCLs provide a sufficient margin of

protection for lifetime exposure through drinking water for the general population.

Compliance Costs

Cost to Private Regulated Parties:

There are approximately 7,200 privately owned public water systems in NYS. Of these,
an estimated 2,100 systems serve residential suburban areas, manufactured housing

communities and apartment buildings, residential and non-residential health care

10



facilities, industrial and commercial buildings, private schools and colleges, and other
facilities. The remaining 5,100 privately owned public water systems serve restaurants,
convenient stores, motels, campsites and other transient systems. Costs will include initial
monitoring, continued routine monitoring and treatment in the event of a MCL

exceedance for PFOS, PFOA and/or 1,4-dioxane.

Monitoring and treatment costs for privately-owned public water systems is dependent
upon the system size, the number of affected entry points/sources and the concentration
of each contaminant. The exact costs for monitoring and treatment of PFOS, PFOA and
1,4-dioxane for public water systems, including privately-owned public water systems,
cannot be determined due to several variables. The cost for a single PFOA/PFOS analysis
is between $200-$300 per sample. The cost of a single 1,4-dioxane analysis is between

$100-$250.

It is estimated that approximately 21% of all public water systems, including privately-
owned public water systems, will have levels of PFOA or PFOS above the proposed
MCLs of 0.0000100 mg/L. For small systems serving less than 3,300 persons, capital and
annual maintenance costs are estimated to be approximately $400,000 and $25,000,
respectively. For medium systems (serving 3,300 or more persons but less than 10,000
persons), capital and annual maintenance costs are estimated to be approximately
$2,400,000 and $125,000, respectively. For large systems (serving 10,000 persons or
more), capital and annual maintenance costs are estimated to be approximately

$15,000,000 and $725,000, respectively.
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It is estimated that eighty-nine (89) public water facilities, (a single public water system
may be comprised of multiple public water facilities), will have a detection of 1,4-
dioxane above the proposed MCL of 0.0010 mg/L. The average cost of treatment for 1,4-
dioxane is estimated to be $3,570,000 per system, with an estimated average annual

operation and maintenance cost of approximately $150,000 per system.

Public water systems will likely make rate adjustments to accommodate these additional

capital and operational costs.

Cost to State Government:

State agencies that operate public water systems will be required to comply with the
proposed amendments. There are approximately 250 State-owned or operated facilities
with a public water system. Examples of such facilities are State-owned schools,
buildings, correctional facilities, Thruway services areas, and any other State-owned
structure or property that serves an average of at least 25 individuals daily at least 60 days

out of the year.

Costs will include initial monitoring for PFOA, PFOS and/or 1,4-dioxane, continued
routine monitoring, and treatment in the event of a MCL exceedance. These potential

costs will be the same as the costs to private regulated parties.

The proposed regulation will also impose administrative costs to the Department relating

to implementation and oversight of the drinking water monitoring requirements including
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review and approval of sampling schedules; review and reporting of sample results;
providing technical assistance to the public water suppliers; review and approval of plans
(i.e., treatment plans); and activities associated with enforcement and public notification

of MCL exceedances.

Additionally, the Department and NYS Department of Environmental Conservation
(NYSDEC) will incur costs associated with the investigation, remediation, and long-term

monitoring associated with the release of these contaminants.

Although the proposed regulations do not apply to private wells, costs will be incurred by
NYSDEQC, as the lead agency for investigating, remediating, and monitoring of
contaminated sites, as the MCLs will be used by the NYSDEC as guidance to determine
whether a private well in NYS is contaminated by PFOA, PFOS and/or 1,4-dioxane.
There are an estimated 800,000 private water supply wells in NYS. At this time, it is not
possible to estimate the number of private wells that might be affected by contamination

and, therefore, associated costs to NYSDEC cannot be determined.

Cost to Local Government:

The regulations will apply to local governments—including towns, villages, counties,
cities, and authorities or area wide improvement districts—which own or operate a public
water system subject to this regulation. There are approximately 1,500 public water

systems that are owned or operated by local governments.
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Costs will include initial monitoring for PFOA, PFOS and/or 1,4-dioxane, continued
routine monitoring, and treatment in the event of a MCL exceedance. These potential

costs will be the same as the costs to private regulated parties.

Local health departments that regulate drinking water will also incur administrative costs
related to local implementation and oversight of the drinking water monitoring
requirements including review and approval of sampling schedules; review and reporting
of sample results; providing technical assistance to the public water suppliers; review and
approval of plans (i.e., treatment plans); and activities associated with enforcement and

public notification of MCL exceedances.

Local Government Mandates:

Local governments will be required to comply with this regulation as noted above.

Paperwork:

The additional monitoring, reporting, recordkeeping and paperwork needed for PFOA,
PFOS and 1,4-dioxane is expected to be minimal because operators of public water
supplies are currently required to keep such records for existing MCLs, and these
regulations only add three additional chemicals. The reporting and recordkeeping

requirements will increase if MCLs are exceeded and/or treatment is required.

Duplication:

There will be no duplication of existing State or federal regulations.
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Alternatives:

One alternative is to maintain the existing MCL of 0.05 mg/L that applies to all
unspecified organic chemicals when no chemical-specific MCL exists. Another
alternative is to wait for the US EPA to issue a federal MCL. Based on DWQC
deliberations and the additional analysis done by the Department it was determined that
the current MCL of 0.05 mg/L, which is a generic standard for a broad class of organic
chemicals is not protective of public health for these three specific chemicals. Waiting for
the US EPA to set a new MCL was impractical due to the prevalence and concerns
surrounding PFOA, PFOS and 1,4-dioxane. Therefore, the Department determined that
adoption of the DWQC MCL recommendations for PFOA, PFOS and 1,4-dioxane is in

the best interest of protecting the public health of NYS residents.

Federal Standards:

There is no federal MCL for PFOA, PFOS or 1,4-dioxane.

Compliance Schedule:

The MCLs will be immediately effective upon publication of a Notice of Adoption in the
New York State Register. Public water systems serving 10,000 persons or more must
begin monitoring within 60 days of adoption. Water systems serving 3,300 to 9,999
people must begin monitoring within 90 days of adoption and water systems serving less

than 3,300 must begin monitoring within 6 months of adoption.
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Contact Person:

Katherine Ceroalo

New York State Department of Health

Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Rm. 2438

Empire State Plaza

Albany, New York 12237

(518) 473-7488

(518) 473-2019 (FAX)

REGSQNA @health.ny.gov
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REGULATORY IMPACT STATEMENT

Statutory Authority:

The statutory authority for the proposed revisions is set forth in Public Health Law (PHL)
sections 201 and 225. Section 201(1)(1) of the PHL establishes the powers and duties of
the New York State Department of Health (Department), which include the supervision
and regulation of the sanitary aspects of public water systems. Section 225 of the PHL
sets forth the powers and duties of the Public Health and Health Planning Council
(PHHPC), which include the authority to establish, amend and repeal sanitary regulations
to be known as the State Sanitary Code (SSC), subject to the approval of the
Commissioner of Health. Further, section 225(5)(a) of the PHL allows the SSC to deal
with any matter affecting the security of life or health, or the preservation or

improvement of public health, in New York State.

Legislative Objective:

The legislative objective of sections 201 and 225 of the PHL is to ensure that PHHPC, in
conjunction with the Commissioner of Health, protect public health by adopting drinking
water sanitary standards. In accordance with that objective, this regulation amends the
SSC by revising Part 5 to enhance current protections governing public water systems .
Furthermore, this amendment will update the SSC in accordance with the
recommendations of the Drinking Water Quality Council by establishing specific
maximum contaminant levels (MCLs) for perfluorooctanoic acid (PFOA),

perfluorooctanesulfonic acid (PFOS) and 1,4-dioxane.
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Needs and Benefits:

In 2017, New York State (NYS) identified PFOA, PFOS and 1,4-dioxane as emerging
contaminants in drinking water. That same year, the Drinking Water Quality Council
(DWQC) was created, with direction to recommend MCLs for these emerging
contaminants. After discussions and deliberations, the DWQC recommended MCLs to
the Department for PFOA, PFOS and 1,4-dioxane. Specifically, the DWQC
recommended: an MCL of 10.0 parts per trillion (ppt) (or, expressed in different units,
0.0000100 milligrams per liter (mg/L)) for PFOA; 10.0 ppt (or 0.0000100 mg/L) for

PFOS; and 1.0 part per billion (ppb) (or 0.0010 mg/L) for 1,4-dioxane.

PFOA, PFOS and 1,4-dioxane are anthropogenic chemicals that have been manufactured
or used throughout the United States. PFOA and PFOS have been used for their
emulsifier and surfactant properties in fire-fighting foam, polishes, and cleaners. PFOA
has also been used in fluoropolymers (e.g. Teflon), cosmetics, lubricants, paints, coatings,
laminates, adhesives and photographic films. 1,4-dioxane has been used as a stabilizer for
chlorinated solvents, as a laboratory reagent and as a solvent in the manufacture of other
chemicals. 1,4-dioxane is also found in paint strippers, antifreeze, dyes, greases,

detergents, cosmetics and other consumer products.

PFOA and PFOS are no longer manufactured in the United States, but there may be some
limited ongoing uses of these chemicals. The use of 1,4-dioxane as a solvent and solvent

stabilizer has decreased because of the phase out of many chlorinated solvents, but it is
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still used as a chemical intermediate and laboratory solvent, and can be found in some

consumer products.

From 2015 through 2018, the Department coordinated targeted sampling of 278 public
water systems for PFOA and PFOS. The 278 public water systems were mainly medium
(serving 3,300 to 10,000 persons) to small (serving less than 3,300 persons) community
water systems and non-transient noncommunity systems typically with a groundwater
source located near a potential source of PFOA and/or PFOS. The results of this testing

are shown in Figures 1A and 1B.

Figure 1A.

Number of NYS Public Water Systems
Sampled and Distribution of PFOA Levels

151

Number of Public Water Systems

27
7
Non-detect 0.000002 to >0.000010 to > 0.000070
(< 0.000002 ) 0.000010 0.000070
PFOA Levels (mg/L)
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Figure 1B.

Number of NYS Public Water Systems
Sampled and Distribution of PFOS Levels

178

16

Number of Public Water Systems

8
Non-detect 0.000002 to >0.000010 to > 0.000070
(<0.000002 ) 0.000010 0.000070
PFOS Levels (mg/L)

From 2013 through 2015 public water systems across NYS, under the United States
Environmental Protection Agency (US EPA) Unregulated Contaminant Monitoring Rule
3 (UCMR 3), tested for 1,4-dioxane. All large public water systems (serving 10,000
persons or more) and 32 randomly selected medium and small water systems (serving
less than 10,000 persons) in NYS conducted testing. Figure 2 shows that 11 percent (%)
of the water systems tested had 1,4-dioxane levels above the DWQC’s recommended

MCL of 0.0010 mg/L.

Figure 2.
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Number of NYS Public Water Systems Sampled
under UCMR 3 and Distribution of 1,4-dioxane
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Based on the UCMR3 data, 51% of the samples from Long Island public water systems
had levels of 1,4-dioxane above the reporting level of 0.00007 mg/L compared to 6% for

NYS excluding Long Island.

The toxicity of PFOA has been extensively reviewed, evaluated and summarized by
several authoritative bodies, including the US EPA, the Agency for Toxic Substances and
Disease Registry (ATSDR), Health Canada, and the states of New Jersey and Minnesota.
These evaluations indicate associations between increased PFOA exposure in humans
and an increased risk for several types of health effects. These include effects on the liver,
kidney, immune system, thyroid gland, cholesterol levels, uric acid levels, pre-eclampsia
(a complication of pregnancy that includes high blood pressure), ulcerative colitis,
development effects, and kidney and testicular cancer. Exposure to PFOA has also been
shown to cause several adverse health effects in laboratory animals. PFOA caused cancer
of the liver, pancreas, and testis in rats exposed for their lifetimes. Noncancer health

effects caused by PFOA exposure in animals include liver toxicity, kidney toxicity,
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developmental toxicity and immune system toxicity. The US EPA considers PFOA to

have suggestive evidence of carcinogenic potential.

The toxicity of PFOS has also been extensively reviewed, evaluated and summarized by
several authoritative bodies, including the US EPA, ATSDR, Health Canada, European
Food Safety Authority, the Organization for Economic Co-operation and Development
and the states of New Jersey and Minnesota. These evaluations indicate associations
between increased PFOS exposure in humans and an increased risk for several health
effects, including increases in total serum cholesterol, triglycerides, and uric acid, altered
immune response, and effects on reproduction and development. PFOS exposure has also
been shown to cause several adverse health effects in laboratory animals including liver
and thyroid cancer in rats exposed for their lifetimes. Noncancer effects caused by PFOS
in animals include effects on the liver, immune system, cholesterol levels, and the
developing nervous system, and reduced survival in offspring born to rats. The US EPA

considers PFOS to have suggestive evidence of carcinogenic potential.

The toxicity of 1,4-dioxane has been extensively reviewed, evaluated and summarized by
the US EPA and ATSDR. 1,4-dioxane causes liver cancer in several species of laboratory
animals (rats, mice and guinea pigs) exposed to high levels for their lifetimes. Other
cancers caused by 1,4-dioxane in laboratory animals include breast cancer and cancer of
the peritoneum and nasal cavity. Laboratory animals exposed to large amounts of 1,4-
dioxane in drinking water for long periods of time also had noncancer health effects on

the liver, kidney, nasal cavity and respiratory system. Based on sufficient evidence for

22



carcinogenicity in animals, the USEPA classifies 1,4-dioxane as likely to be carcinogenic
to humans by all routes of exposure, and the United States Department of Health and
Human Services includes 1,4-dioxane in its list of chemicals that are reasonably

anticipated to be human carcinogens.

The Department provided the DWQC with technical information on a range of health-
based drinking water values for PFOA, PFOS and 1,4-dioxane after an evaluation of the
available health effects information on the chemicals from toxicological studies. These
values included current national and state guidelines and advisory levels, as well as
potential health based values developed by the Department. Based on their review of this
information, the DWQC recommended an MCL of 0.0000100 mg/L for PFOA and PFOS
as individual compounds, which is within the range of the potential health based water
values presented to the DWQC by the Department (0.000006 to 0.000070 mg/L for
PFOA and 0.000008 to 0.000070 mg/L for PFOS). The DWQC recommended an MCL
0f 0.0010 mg/L for 1,4-dioxane, which is within the range of current national and state

guidelines and advisory levels presented by the Department (0.00035 to 0.2 mg/L).

In the absence of federal regulations governing PFOA, PFOS and 1,4-dioxane in drinking
water, and after consideration of the recommendations provided by the DWQC, the
Department is amending 10 NYCRR Part 5 to establish MCLs for these contaminants.
The Department is proposing an MCL of 0.0000100 mg/L for PFOA and PFOS as
individual contaminants, and 0.0010 mg/L for 1,4-dioxane. These MCLs will apply to all

public water supplies regulated by the Department and provide a sufficient margin of
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protection against adverse health effects in the most sensitive populations, including
fetuses during pregnancy, breastfed infants, and infants bottle fed with formula
reconstituted using tap water. In addition, the MCLs provide a sufficient margin of

protection for lifetime exposure through drinking water for the general population.

These regulations will amend 10 NYCRR 5-1.5