STATE OF NEW YORK
PUBLIC HEALTH AND HEALTH PLANNING COUNCIL

ANNUAL MEETING

AGENDA

February 7, 2013

Immediately following the Special Committee on Codes, Regulations and Legislation

90 Church Street
4™ Floor, Room 4A & 4B
New York City

.  INTRODUCTION OF OBSERVERS

Dr. William Streck, Chairman

Il. APPROVAL OF MINUTES

Under Separate Cover

1. ELECTION OF OFFICERS

A. Election of Vice of Chairperson

B. Announce Committee Chairpersons and Vice Chairpersons and
Committee Membership

Committee on Codes, Regulations and Legislation

Committee on Establishment and Project Review

Committee on Health Planning

Committee on Public Health

Ad Hoc Committee to Lead the State Health Improvement Plan

1IV. 2012 ANNUAL REPORT

Public Health and Health Planning Annual Report

Exhibit #1

Exhibit #2



V.

VI.

REGULATION

Report of the Committee on Codes, Reqgulations and Legislation Exhibit #3

Angel Gutiérrez, M.D., Chair
For Adoption

11-09 Amendment of Part 16 of Title 10 NYCRR (Quality Assurance
Requirements for Medical Use of Radioactive Material and Radiation
Therapy)

11-24 Amendment of Parts 763 and 766 of Title 10 NYCRR
(Certified Home Health Agency (CHHA) and Licensed Home Care
Services Agency (LHCSA) Requirements)

For Information

13-01 Amendment of Sections 405.2 and 405.4 of Title 10 NYCRR (Hospital
Sepsis Protocols)

13-02 Amendment of Part 405 of Title 10 NYCRR (Hospital Pediatric Care)

13-05 Amendment of Sections 2.59, 405.3, 415.19, 751.6, 763.13, 766.11 and
793.5 of Title 10 NYCRR (Prevention of Influenza Transmission by
Healthcare and Residential Facility and Agency Personnel)

REPORT OF DEPARTMENT OF HEALTH ACTIVITIES

A. Report of the Department of Health

Nirav R. Shah, M.D., M.P.H., Commissioner of Health

B. Report of the Office of Health Systems Management Activities

Karen Westervelt, Deputy Commissioner, Office of Health Systems Management and
Office of Primary Care

C. Report of the Office of Health Information Technology Transformation Activities

Rachel Block, Deputy Commissioner, Office of Health Information
Technology Transformation

E. Report of the Office of Public Health Activities

Dr. Guthrie Birkhead, Deputy Commissioner, Office of Public Health
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VII.

VIII.

PUBLIC HEALTH SERVICES

Report on the Activities of the Committee on Public Health

Jo Ivey Boufford, M.D., Chair of the Public Health Committee
HEALTH POLICY

A. Report on the Activities of the Committee on Health Planning

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

Christopher Booth, 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

Diagnostic and Treatment Center — Construction Exhibit #4
Number Applicant/Facility E.P.R.C. Recommendation
1. 122161 C East Harlem Council for Human Contingent Approval
Services, Inc.

d/b/a Boriken Neighborhood
Health Center

(New York County)
Transitional Care Units - Construction Exhibit #5
Number Applicant/Facility E.P.R.C. Recommendation
1. 122236 T Upstate University Hospital at Contingent Approval
Community General
(Onondaga County)
2. 122237 T St. Joseph’s Hospital Contingent Approval

(Chemung County)
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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 Center — Construction Exhibit #6
Number Applicant/Facility E.P.R.C. Recommendation
1. 122085 C Gramercy Surgery Center, Inc. Contingent Approval
(Queens County)

Dr. Sullivan — Abstaining/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
+«+ 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

Acute Care — Construction

Number

1. 131015 C

Applicant/Facility

Montefiore Medical Center —

Henry and Lucy Moses Division

(Bronx County)

B. APPLICATIONS FOR ESTABLISHMENT AND

CONSTRUCTION OF HEALTH CARE FACILITIES

CATEGORY 1:

CON Applications

Ambulatory Surgery Centers — Establish/Construct

Number
1. 121395 B
2. 122016 B

Applicant/Facility

Havemeyer ASC, LLC

d/b/a Havemeyer Ambulatory
Surgery Center

(Kings County)

Omnicare Multi-Specialty
Center, LLC
(Kings County)

Dialysis Services — Establish/Construct

Number
1. 122066 E
2. 122067 E
3. 122175 E
4, 122242 E

Applicant/Facility

Hauppauge Dialysis Center, LLC

(Suffolk County)

Watertown Dialysis Center, LLC

(Jefferson County)

Avantus Renal Therapy New
York, LLC
(New York County)

Exhibit # 7

E.P.R.C. Recommendation

To be presented at the Special
Establishment/Project Review
Committee on 2/7/13
No Recommendation

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

Exhibit #8

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

Exhibit #9

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

Contingent Approval

LSL Newburgh, LLC d/b/a Liberty Contingent Approval

Hudson Valley Dialysis
(Orange County)
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Residential Health Care Facility — Establish/Construct

Number

1. 121099 E

Applicant/Facility

Parkview Care and Rehabilitation
Center, Inc.

d/b/a Parkview Care and
Rehabilitation Center

(Nassau County)

Certified Home Health Agencies — Establish/Construct

Number
1. 122078 E
2. 122165 E

Applicant/Facility

Litson Certified Care, Inc. d/b/a
Willcare
(Greene County)

Hudson Valley Home Care
(Dutchess County)

Amended and Restated Certificate of Incorporation

Applicant

1. JTM Health Facilities Foundation, Inc.

HOME HEALTH AGENCY LICENSURES

Number

2076-L

2153-L

Applicant/Facility

Ideal Care SP, LLC
(Ulster, Dutchess, Orange,
Sullivan and Greene Counties)

Garden Homecare, LLC
(Erie County)

Exhibit #10

E.P.R.C. Recommendation

Approval

Exhibit #11

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

Exhibit #12

E.P.R.C. Recommendation

Approval
Exhibit #13

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval



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

1. 122051 B Rockaways ASC
Development, LLC
(Queens County)
Mr. Kraut - Interest
Dr. Sullivan — Abstaining/Interest

2. 122164 B Mason ESC, LLC d/b/a Mason
Eye Surgery Center
(Queens County)
Dr. Sullivan — Abstaining/Interest
Diagnostic and Treatment Center — Establish/Construct

Number Applicant/Facility

1. 121445 B New Life Community
Development Corporation d/b/a
New Life Community Health
Center
(Queens County)
Dr. Sullivan — Abstaining/Interest

Residential Health Care Facility — Establish/Construct

Number Applicant/Facility

1. 122003 E Pavilion Operations, LLC
d/b/a Corning Center for
Rehabilitation and Healthcare
(Steuben County)
Mr. Fassler — Recusal

Exhibit #14

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

Exhibit #15

E.P.R.C. Recommendation

Contingent Approval

Exhibit #16

E.P.R.C. Recommendation

Contingent Approval



Certified Home Health Agencies — Establish/Construct Exhibit #17

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

1. 121325 E Tri-Borough Certified Health Contingent Approval
Systems of New York, LLC d/b/a
Tri-Borough Certified Health
Systems of New York
(Nassau County)
Ms. Regan - Interest

2. 121328 E Tri-Borough Certified Health Contingent Approval
Systems of the Hudson
Valley, LLC
d/b/a Tri-Borough Certified Health
Systems of the Hudson Valley
(Westchester County)
Ms. Regan - Interest

Restated Certificate of Incorporation Exhibit #18
Applicant E.P.R.C. Recommendation
1. Pluta Cancer Center Foundation, Inc. Approval

Ms. Hines — Recusal
Mr. Robinson - Recusal

HOME HEALTH AGENCY LICENSURES Exhibit #19
Number Applicant/Facility E.P.R.C. Recommendation
2061-L ADG Health Care Holdings, Inc. Contingent Approval
d/b/a ComForcare Senior Services-
Northeast Westchester

(Westchester, Putnam, Dutchess
and Orange Counties)
Ms. Regan - Interest

2017-L A-Plus Care HHC, Inc Contingent Approval
(New York, Kings, Queens,
Bronx, Richmond and Westchester
Counties)
Ms. Regan - Interest
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1946-L

1878-L

2015-L

2082-L

1995-L

2006-L

2013-L

ASC of New York, LLC Contingent Approval
d/b/a Affordable Senior Care of

New York

(Bronx, Kings, Nassau, New York,

Richmond and Queens Counties)

Ms. Regan - Interest

Christine Home Care Contingent Approval
Services, Inc.

(New York, Bronx, Queens, Kings

and Nassau Counties)

Ms. Regan - Interest

Eden Home Care Services, inc. Contingent Approval
(Bronx, Kings, New York,

Queens, Richmond and Nassau

Counties)

Ms. Regan - Interest

JC Beginnings, Inc. d/b/a Senior Contingent Approval
Helpers

(Nassau and Suffolk Counties)

Ms. Regan - Interest

Life Quality Homecare Agency, Contingent Approval
Inc.

(Bronx, Kings, New York,

Queens, Richmond and

Westchester Counties)

Ms. Regan - Interest

Millennium Concepts, Inc. d/b/a Contingent Approval
Exclusive Care

(Bronx, Kings, New York,

Queens, Richmond and Nassau

Counties)

Ms. Regan - Interest

Ochlor, Incorporated d/b/a Right at Contingent Approval
Home

(Kings, New York, Queens and

Richmond Counties)

Ms. Regan - Interest



1979-L

1907-L

1812-L

1881-L

2070-L

2069-L

SonicLeibs, Inc. d/b/a Synergy
HomeCare

(Bronx, Kings, New York,
Queens, Richmond and
Westchester Counties)

Ms. Regan - Interest

SR Homecare of NY, Inc.
(New York, Kings, Queens,
Bronx, Richmond, and
Westchester Counties)

Ms. Regan - Interest

St. Vincent de Paul Residence
d/b/a St. Vincent de Paul LHCSA
(Bronx County)

Ms. Regan - Interest

Marian Care, Inc.

(Nassau, Suffolk, and Queens
Counties)

Ms. Regan - Interest

Tri-Borough Health Careers, LLC
d/b/a Metro Care Home Services,
a division of Tri-Borough Health
Careers, LLC

(Bronx, Kings, New York,
Queens, Richmond and
Westchester Counties)

Ms. Regan - Interest

Tri-Borough Home Care, Ltd.
d/b/a Family Pediatric Home Care,
a division of Tri-Borough Home
Care, Ltd.

(Dutchess, Orange, Putnam,
Sullivan

Westchester, Ulster, Nassau,
Suffolk, and Rockland Counties)
Ms. Regan - Interest
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Contingent Approval
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Contingent Approval



2013-L Tri-Borough Home Care, Ltd. Contingent Approval
d/b/a Metrocare Givers, a division
of Tri-Borough Home Care, Ltd.
(Bronx, Kings, New York,
Queens, Richmond and
Westchester Counties)
Ms. Regan - 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 or HSA

NO APPLICATIONS

CATEGORY 4: Applications Recommended for Approval with the Following:

% PHHPC Member Recusals
+«+ Establishment an 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

CON Applications

Ambulatory Surgery Center — Establish Exhibit #20
Number Applicant/Facility E.P.R.C. Recommendation
1. 121346 E White Plains Ambulatory Contingent Approval

Surgery, LLC
d/b/a White Plains Ambulatory
Surgery Center, Inc.
(Westchester County)
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Residential Health Care Facility — Establish/Construct

Number

1. 122194 B

X. NEXT MEETING

March 21, 2012 - ALBANY
April 11, 2012 - LATHAM

XI. ADJOURNMENT

Applicant/Facility

SSS Operating, LLC d/b/a Atlantic
Harbor Center for Rehabilitation
and Nursing

(Suffolk County)
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E.P.R.C. Recommendation

To be presented at the
Special Establishment/Project
Review Committee on 2/7/13
No Recommendation



Approval of the Minutes

To be distributed under separate cover



Public Health and Health Planning Council
2012 Annual Report

General Council Activities in 2012

The Public Health and Health Planning Council (PHHPC) held a total of 29 meetings in 2012,
inclusive of regularly scheduled and special meetings.

Special Health Planning

January 18, 2012 October 3, 2012
March 21, 2012 October 12, 2012
May 9, 2012 November 15, 2012
June 21, 2012 November 19, 2012
September 5, 2012 — Rochester November 30, 2012
September 19, 2012 December 6, 2012

Health Planning (Regularly Scheduled Meeting)
May 24, 2012

July 25, 2012
September 20, 2012

Joint Public Health and Health Planning

January 19, 2012 May 24, 2012
March 22, 2012

Public Health
May 24, 2012 September 20, 2012
July 25, 2012 November 19, 2012

Ad Hoc

February 1, 2012 November 16, 2012
March 5, 2012
June 11, 2012

Special EPRC

March 22, 2012



January 19, 2012
March 22, 2012
May 23, 2012

August 7, 2012

January 19, 2012
March 22, 2012
May 23, 2012

March 22, 2012
August 7, 2012

February 2, 2012
April 5, 2012
June 7, 2012

Membership

William Streck, M.D., Chair
Jeffrey A. Kraut, Vice Chair
Howard S. Berliner, SC.D.
Jodumutt Ganesh Bhat, M.D.
Christopher C. Booth

Jo lvey Boufford, M.D.
Michael Fassler

Howard Fensterman

Carla Boutin-Foster, M.D.
Ellen Grant, Ph.D.

Angel Alfonso Gutierrez, M.D.
Victoria G. Hines

Robert W. Hurlbut

Arthur A. Levin, MPH

EPRC

July 26, 2012
September 20, 2012
November 15, 2012

Special Codes

Codes

July 25, 2012
September 20, 2012
December 6, 2012

Special Full Council

Full Council

August 9, 2012
October 11, 2012
December 6, 2012

Glenn Martin, M.D.

John M. Palmer, Ph.D.

Ellen L. Rautenberg, M.H.S.
Susan Regan

Peter G. Robinson

John Rugge, M.D., MPP
Theodore Strange, M.D.

Ann Marie Theresa Sullivan, M.D.
Anderson Torres, Ph.D., LCSW-R
Patsy Yang, Dr.P.H.

Dr. Nirav Shah, Commissioner of Health — Ex-Officio



The PHHPC consists of the following Standing Committees and Ad Hoc Committee

Committee on Codes, Regulations and Legislation

Committee on Establishment and Project Review

Committee on Health Planning

Committee on Public Health

Ad Hoc Committee to Lead the State Health Improvement Plan

I11.  Major Accomplishments of Committees in 2012

A.  Committee on Codes, Regulations and Legislation
Members

Angel Alfonso Gutierrez, M.D., Chair ~ Robert W. Hurlbut

John M. Palmer, Ph.D., Vice Chair John Rugge, M.D., MPP
Jodumutt Ganesh Bhat, M.D. Ann Marie Sullivan, M.D.
Jo Ivey Boufford, M.D. Patsy Yang, Dr.P.H.

Michael Fassler

Committee Description

Reviews new or revised regulations relating to medical facility operational and structural
standards, including quality of care and the need for the facilities and/or services. Reviews
amendments to the State Sanitary Code and other matters referred by the Commissioner. The
Codes Committee will also include work of the SHRPC’s Fiscal Policy Committee which was
charged to review proposed changes to part 86 of the State Hospital Code concerning medical
facility rates of Reimbursement.

EMERGENCY ADOPTIONS

The Committee recommended, and the Council subsequently Adopted, the following
Emergency Regulations in 2012:

Amendment to Limitation of Operating Certificates — This regulation authorizes the
Commissioner to permit an established operator of a facility to operate at an alternate or
additional site approved by the Commissioner on a temporary basis in an emergency.

Nursing Home Sprinkler Systems — Federal regulations require that on or before August 13,
2013, all nursing homes be protected throughout by a supervised automatic sprinkler system.
This regulation will assist financially distressed nursing homes with accessing the credit markets
to finance the costs of equipment and other capital costs directly related to the installation of an
automatic sprinkler system that is in compliance with the mandated federal regulations.



Prohibition of Synthetic Phenethylamines and Synthetic Cannabinoids — This measure
prohibits the manufacture, sale, distribution and possession of synthetic phenethylamines (more
commonly known as bath salts) and synthetic marijuana. It defines 12 specific phenethylamines
along with a catchall that would include any compound that has a similar chemical structure
allowing the Department and law enforcement to keep up with the illegal activity of those
individuals seeking to change the structure to avoid the existing drug laws. Twelve separate
classes of synthetic marijuana are defined as well.

REGULAR ADOPTIONS

The Committee recommended, and the Council subsequently Adopted, the following
Regular Regulations in 2012:

Amendment to Limitation of Operating Certificates (Permanent Version) — This regulation
authorizes the Commissioner to permit an established operator of a facility to operate at an
alternate or additional site approved by the Commissioner on a temporary basis in an emergency.

Home Care Registry — This proposal defines the rules for implementing Chapter 594 of the
Laws of 2008 requiring the Department to establish a Home Care Registry. This Registry tracks
training and employment information for all individuals who have successfully completed
approved home health and/or personal care aide training programs. The regulations outline the
responsibilities of State approved training entities, home care services agencies and home care
trainees and aides.

Nursing Home Sprinkler Systems (Permanent Version) — Federal regulations require that on
or before August 13, 2013, all nursing homes be protected throughout by a supervised automatic
sprinkler system. This regulation will assist financially distressed nursing homes with accessing
the credit markets to finance the costs of equipment and other capital costs directly related to the
installation of an automatic sprinkler system that is in compliance with the mandated federal
regulations.

Prohibition of Synthetic Phenethylamines and Synthetic Cannabinoids (Permanent
Version) — This measure prohibits the manufacture, sale, distribution and possession of synthetic
phenethylamines (more commonly known as bath salts) and synthetic marijuana. It defines 12
specific phenethylamines along with a catchall that would include any compound that has a
similar chemical structure allowing the Department and law enforcement to keep up with the
illegal activity of those individuals seeking to change the structure to avoid the existing drug
laws. Twelve separate classes of synthetic marijuana are defined as well.



DISCUSSION REGULATIONS
The following proposals were Discussed by the Codes and Regulations Committee in 2012:

Chronic Renal Dialysis Services — This regulation updates Part 757 of Title 10 NYCRR to
conform to changes in the federal chronic renal dialysis provisions. It incorporates by reference
federal definitions and 16 Conditions for Coverage for End Stage Renal Disease (ESRD)
facilities set forth in Title 42 of the Code of Federal Regulations, 2008 edition. In addition, it
clarifies certain definitions, water and dialysate quality provisions and personnel provisions
specific to New York State standards.

Release of a Dead Body from a Hospital — This measure seeks to clarify that before releasing a
dead body from a general hospital a determination regarding organ/tissue donation status and
arrangements for recovery must be made. It specifies that a deceased person shall be released to
a licensed funeral director only after all donor and recovery responsibilities have been met by the
hospital and the existing networks for the recovery of organs and tissues. This measure also adds
the definitions of “reasonably available” and “domestic partner” to conform to changes in the
Public Health Law regarding the process for requesting consent to an anatomical gift, and the list
of who can provide such content.

Organ Transplant Provisions — This proposal amends the anesthesia services provisions as
they relate to living donor transplantation services, repeals the organ transplant center and live
liver transplantation services within the critical care and special care services provisions in
Section 405.22 of 10 NYCRR and creates 2 new sections in Part 405 of Title 10 regarding
transplant services. Newly created Section 405.30 contains the organ and vascularized
composite allograft transplant services/programs provisions. Newly created Section 405.31
contains the living donor transplantation services requirements.

Information and Other Reporting Requirements — This proposal repeals Section 400.18 of 10
NYCRR and adds a new Section 400.18 to reflect the current practices of the Statewide Planning
and Research Cooperative System (SPARCS). As a result of the changes to Section 400.18,
Appendices C-2, C-3 and C-5, along with Sections 405.27 and 755.10 will be repealed. Section
407.5 and 400.14 will be amended to coordinate with the revisions in Section 400.18. Section
400.18 regulates the collection, maintenance and distribution of SPARCS data. In addition this
section provides the rules governing the Data Protection Review Board (DPRB), established to
protect the privacy of the patient in the release of identifying SPARCS data to researchers.

Disclosure of Quality and Surveillance Related Information — Every general hospital and
residential health care facility must make available to any member of the public and to the
Commissioner of any state agency responsible for licensing or accrediting the facility, or
responsible for overseeing the delivery of services either directly or indirectly, information
regarding nursing quality indicators upon request. This measure provides definitions, nursing
quality indicators, various disclosure information including methodology, outcomes and
identification of the source(s) and date(s) for data disclosed, timeliness of data disclosed and data



disclosure. Regulated facilities will be required to have policies and procedures for
documentation and management of requests and responses to requests for nursing quality
indicator data and keep records of requests made and filled for a period of no less than three
years from the date the request for information was received.

Certified Home Health Agency (CHHA) and Licensed Home Health Agency (LHCSA)
Amendments — This measure incorporates 2 recommendations from the Medicaid Redesign
Team (MRT). The first recommendation would add a requirement that the plans of care and
medical orders required for patients of CHHAS and LHCSAs address the patients’ need for
palliative care. The second recommendation would eliminate the need for a physician to serve
on the quality improvement (Q1) committee of LHCSAs. This proposal would also remove the
requirement that CHHAs provide more than one qualifying service directly, to coincide with
federal standards. It also changes the maximum period of time that may lapse before a
comprehensive assessment is reviewed from 62 to 60 days which is also the federal standard.

lonizing Radiation — Part 16 10 NYCRR is being amended to update and add new requirements
for the use of radioactive material and to update and consolidate requirements currently
contained in Industrial Code Rule 38. Most of the proposed changes are promulgated to ensure
compatibility with those of the US Nuclear Regulatory Commission (NRC) and are required as
part of New York State’s agreement with the NRC. Other changes include x-ray equipment
registration updates and clarification of current requirements for Certified Radiation Equipment
Safety Officers (CRESOs)

2013 OBJECTIVES
Various initiatives are currently under development in the Department that will need to go
through the Codes, Regulations and Legislation Committee. Some of the major initiatives

include, but are not limited to:

e Prevention of Influenza Transmission by Healthcare, Residential Facility and Agency
Personnel;

Sepsis Protocols;

An update of the Chronic Renal Dialysis provisions;

Part 405 Pediatric Amendments; and

An update of the Transplant provisions.



B. Committee on Establishment and Project Review

Members
Jeffrey Kraut, Chair Arthur Levin
Christopher Booth, Vice Chair Glenn Martin, M.D
Howard Berliner Susan Regan
Howard Fensterman Peter Robinson
Ellen Grant, Ph.D. Ann Marie Theresa Sullivan, M.D
Angel Gutierrrez, M.D. Anderson Torres, Ph.D.

Victoria G. Hines

Committee Description

Responsible for reviewing the CON applications involving construction, service changes or
establishment, and transfers of ownership.

***See Attachments for Complete Report***

C.  Committee on Health Planning

Members
John Rugge, M.D. MPP - Chair Jeffrey Kraut
Ellen Grant, Ph.D. - Vice Chair Arthur Levin
Howard Berliner Glenn Martin, M.D.
Christopher Booth John Palmer, Ph.D.
Jo lvey Boufford, M.D. Ellen Rautenberg
Michael Fassler Peter Robinson

Committee Description

Advises the Council on need-methodologies, health facility plans, and emerging health care
issues. Monitors major health care initiatives and advises the Council on progress and/or
problems. The Committee will also include functions from the SHPRC’s Committee on Major
Medical Equipment and Appropriateness whose responsibilities were to develop and review
appropriateness standards (Part 708) for various services. The Committee evaluates high
technology equipment, and advises the Council on such specialized services as organ transplants.
The Committee will also take into consideration matters relative to the collaboration with the
Rural Health Council. The Committee will also handle matters that were considered under the
SHPRC’s Information Systems Review Committee whose general purpose was to advance a
framework for CON to ensure interoperable health information technology is an underpinning to
health care delivery and supports health care stakeholders. Advise the DOH on health
information policy relevant to health care stakeholders.




In 2012, Governor Cuomo and Commissioner Shah charged the Council with redesigning the
State’s certificate of need (CON) program and developing a framework for regional health
planning. The Health Planning Committee took the lead in soliciting stakeholder input, analyzing
options, and developing recommendations to carry out that charge. Its goals were to (1)
streamline the CON process by eliminating administrative steps that no longer serve their
intended purpose, impede achievement of policy goals, or are not cost-effective; and (2) develop
a regulatory and health planning framework that, together with payment incentives and other
policy tools, drives health system improvement and population health.

The Committee's work proceeded in two phases. The first phase focused on administrative
streamlining. The Committee conducted six meetings, including four joint meetings with the
Public Health Committee. On June 7, 2012, PHHPC issued its Mission/Vision and Principles for
Reform and nine Administrative Streamlining Recommendations. The second phase involved a
more comprehensive look at CON and Health Planning. The Committee convened eleven
meetings, including 3 joint meetings with the Public Health Committee. On December 6, 2012,
PHHPC adopted a Report on Redesigning CON and Health Planning with 23 recommendations.

In 2013, the Committee will be monitoring implementation of the CON Redesign
recommendations; reviewing recommendations related to updating and equalizing oversight of
physician practices and health care facilities; considering new telemedicine and emergency and
urgent care models; and working with the Codes Committee to review accountable care
organization (ACO) regulations.

D. Committee on Public Health

Members
Jo lvey Boufford, M.D., Chair Arthur Levin
Anderson Torres, Ph.D., Vice Chair Ellen Rautenberg
Christopher Booth Susan Regan
Carla Boutin-Foster, M.D Theodore Strange, M.D.
Angel Gutierrrez, M.D. Patsy Yang, Dr.P.H.

Victoria G. Hines

Committee Description

Charged with addressing the statewide governmental public health infrastructure (including
workforce, IT, laboratory and other organizational capacity consistent with the Essential Public
Health Functions) and support actions to assure readiness for future public health agency
accreditation and public health workforce certification. It will also promote interagency
collaborations across government to support a “Health in All Policies” approach by State
leadership. These activities would be combined with the current Ad Hoc Prevention Committee
of PHC.



In 2012, the Public Health Committee under the leadership of Jo Ivey Boufford, Chairperson,
focused on three items:

o Led the development of the Prevention Agenda 2013-17, New York State’s health
improvement plan for 2013 through 2017, developed by the New York State Public
Health and Health Planning Council at the request of the Department of Health, in
partnership with more than 140 organizations across the state;

o Actively participated in efforts of the Council’s Health Planning committee to strengthen
community health planning to ensure that it focuses on population health in addition to
health services;

o Discussed maternal mortality and ways that the Committee could address it, in an effort
to “move the needle” on a major public health concern in NYS.

E. Committee on Health Personnel and Interprofessional
Relations

Members

Dr. Theodore Strange, M.D., Chair
Jodumutt Bhat, M.D., Vice Chair
Howard Fensterman

Robert Hurlbut

Susan Regan

Committee Description

Pursuant to 2801-b of the Public Health Law, the Council also considers verified complaints
submitted by physicians, podiatrists, optometrists, dentists, and licensed midwives whose
hospital privileges have been terminated, suspended or denied.

The Committee reviewed and decided on 6 health personnel cases in Executive Session.



F. Ad Hoc Committee to Lead the State Health Improvement Plan

Members
Jo lvey Boufford, M.D. , Chair Renee Gecsedi
Carla Boutin-Foster, M.D Raymond Goldsteen
Angel Gutierrrez, M.D. Jean Hudson, MD
Victoria G. Hines Cheryl Hunter-Grant
Ellen Rautenberg James Knickman
Patsy Yang, Dr.P.H. Paul Macielak
Samuel Arce, MD Laurel Pickering
Ann Morse Abdella Kyu Rhee, MD
Lloyd Bishop Elizabeth Swain
Kate Breslin Linda Wagner
Alvaro Carrascal, MD Sue Ellen Wagner
Christina Chang Susan Waltman
Patricia Clancy Judy Wessler

Kira Geraci Ciardullo, MD
Kevin Jobin-Davis

Committee Description

The Public Health Committee of PHHPC has established an Ad Hoc Committee to oversee the
development of the next state health improvement plan. The current state health department five
year plan, the Prevention Agenda toward the Healthiest State, ends in 2012.

The new five year plan will make an assessment of the current health status of the state’s
residents, describe progress to date in meeting the Prevention Agenda objectives, identify the
state’s public health priorities for the next five year period and describe evidence based strategies
that the state and communities will pursue to address the priorities.

Members of the new Ad Hoc Committee include PHHPC Public Health Committee members
and public health stakeholders.

The Prevention Agenda was developed by an Ad Hoc Committee to Lead the Development
of the State Health Improvement Plan. The Committee developed a vision, goals and
proposed priorities and then obtained stakeholder feedback before finalizing the priorities. It
appointed five committees that developed action plans for each priority.



The Prevention Agenda vision is New York as the Healthiest State in the Nation. The five
priority areas are:

» Prevent chronic diseases

e Promote healthy and safe environments

» Promote healthy women, infants and children

e Promote mental health and prevent substance abuse

e Prevent HIV, sexually transmitted diseases, vaccine-preventable diseases and healthcare-
associated Infections

Prevention Agenda 2013-17 establishes goals for each priority area and defines indicators
to measure progress toward achieving these goals, including reductions in health
disparities among racial, ethnic, and socioeconomic groups and persons with disabilities.

The Agenda also identifies interventions shown to be effective to reach each goal. These
interventions are displayed by stakeholder groups so that each sector can identify evidence based
or promising practices they can adapt for implementation to address the specific health issues in
their communities. The interventions are also displayed by the five tiers of the Health Impact
Pyramid, a framework based on the potential reach and relative impact of interventions.

Prevention Agenda 2013-17 seeks to be a catalyst for action as well as a blueprint for
improving health outcomes and reducing health disparities. It will also guide local health
departments as they work with their community to develop mandated Community Health
Assessments and to hospitals as they develop mandated Community Service Plans and
Community Health Needs Assessments required by the Affordable Care Act over the coming
year.



Public Health and Health Planning Council

NEW YORK
I_i”Ed‘A”L““_i:ﬁ Certificate of Need Annual Report
2012
TABLE |
Median Processing Times
(Acknowledgement to Director Action in Days)
Admin Full Ltd
2011 179 268 66
2012 123 166 61
TABLEI (A)
Historical Project Volume and Values
Number of Projects Value of Projects Average Value
(in thousands) (infhousands) |
Year [Adm Full Total Adm Full Totall Adm Full
1996 1| 393 179 572| 445,148 731,651 1,196,799 1,133 4,087
1997 | 383 176 559| 609,796 1,173,851 1,783,647 1,592 6,670
1998 | 341 173 514 588,550 1,035,393 1,623,943 1,726 5,985
19992( 348 184 532| 630,286 615,616 1,245902| 1,955 3,346
2000 | 196 140 336 427,590 914,871 1,342,461 2,181 6,535
2001 | 199 150 349 446,917 756,778 1,203,695 2,246 5,012
2002 | 212 140 352| 552,566 883,911 1,436,477) 2,606 6,314
2003 | 281 172 453 605,072 1,242,984 1,848,056 2,153 7,227
2004 | 198 141 339 432,515 1,049,534 1,482,049 2,184 7,444
2005 | 234 163 397| 469,406 1,845,890 2,315,297 2,015 11,324
2006 | 211 142 353 484,771 2,232,572 2,717,342 2,297 15,722
2007 | 190 115 305 619,756 1,309,918 1,929,674 3,261 12,357
2008 | 205 108 313 805,085 3,385,133 4,190,218 3,985 31,343
2009 | 202 102 304| $467,328 $1,452,895 $1,920,223| $2,313 $14,244
Number of Submissions Value of Submissions Average Value
(in thousands) (in thousands)
Year [Admi Full Ltd Notice Total Admin Full Ltd  Notice Totall Admin Full  Ltd Notice)
2010°%| 187 127 446 760 685,588 1,946,825 445,542 3,077,955 3,666 15,329 999
2011 | 187 119 660 966 822,219 827,405 764,474 2,414,098 4,397 6,953 1158
2012°%) 182 139 352 232 905 475513 2,879,596 347,124 274,346 3,976,579 2,613 20,717 986.1 1183

| January 1336, CON threshold increased from $400K to $IM: administrative limit increased from $4M to $BM (and, in some cases, up to $25M)
2 November 1998, CON threshold increased from $IM to $4M; administrative limit increased from $3M to $10M (and, in some cases. up to $20M)
3 July 2010, CON thresholds increased for administrative reviews from $3M to $6M and for full reviews $10M to $15M for non-general hospital facilities, $30M for general hospitals

upper limit for HIT projects

4 January 2012, regulatory change allowed for non-clinical projects meeting specific criteria to be submitted with only written notification

NEW YORK STATE DEPARTMENT OF HEALTH

PuBLIC HEALTH AND HEALTH PLANNING COUNCIL
2012 ANNUAL REPORT




TABLE I (B)

Projects Reviewed and Related Capital Expenditures by Region
Last Two Calendar Years

2012
Number of Projects Value of Projects (in thousands)

Region Admin Full Ltd  Total Admin Full Ltd Total
Western 17 16 32 65 20,919 14,405 33,300 68,624
Finger Lakes 10 10 28 48 22,148 167,323 23,169 212,640
Central 20 6 46 72 53,586 62 23,312 76,960
NY Penn 2 1 7 10 3,774 0 3,445 7,219
Northeast 24 16 36 76 30,027 35,818 17,351 83,196
Hudson Valley 22 18 42 82 47,825 182,940 38,266 269,031
New York City 63 53 123 239 212,704 2,418,215 158,678 2,789,597
Long Island 24 19 38 81 84,530 60,833 49,603 194,966

Total 182 139 352 673 $475,513  $2,879,596 $347,124  $3,702,233
2011
Number of Projects Value Of Projects (in thousands)

Region Admin Full Ltd  Total Admin Full Ltd Total
Western 17 20 83 120 24,751 22,463  $54,771 $101,985
Finger Lakes 15 3 56 74 31,183 0 65793 96,976
Central 22 12 54 88 85,660 54,304 65,751 205,715
NY Penn 3 9 22 240 0 7,072 7,312
Northeast 14 4 50 68 10,793 6,740 41,487 59,020
Hudson Valley 24 13 9% 132 93,702 3375 97,321 194,398
New York City 81 53 211 345 433,600 740520 310,038 1,484,158
Long Island 1 14 92 117 142,290 3 122241 264,534

Total 187 119 660 966 $822,219 $827,405 $764,474  $2,414,098

NEW YORK STATE DEPARTMENT OF HEALTH

PuBLIC HEALTH AND HEALTH PLANNING COUNCIL

2012 ANNUAL REPORT
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TABLE I (A)

Disapprovals
2012

Albany County Nursing Home
Construct a 250 bed skilled nursing facility to replace existing structure; Revised: 6-20-11 Construct a 200-

bed replacement facility and certify a 30-slot ADHCP; reduction in total project costs. Revised: 8-30-12
Revised financial projections

Nesconset Acquisition, LLC d/b/a Nesconset Center for Nursing and Rehabilitation
Convert 20 residential health care facility beds into 10 adult and 10 pediatric ventilator beds with requisite

construction

North Sea Associates, LLC d/b/a The Hamptons Center for Rehabilitation and Nursing
Certify a 22 bed ventilation dependent service by conversion of 22 residential health care facility beds to 22

ventilator beds

Lonag Beach Memorial Nursing Home, Inc. d/b/a Komanoff Center for Geriataric and Rehabiliation Medicine
Convert 10 residential health care facility beds to 10 ventilator dependent beds

Doctors United, Inc,

Construct an extension clinic providing primary medical care, physiatry, physical therapy and podiatry at 1970

Tth Avenue, New York

DV Corp. d/b/a Riverside Dialysis
Change in membership through sale of 90% interests of its current sole LLC member (Leelamma Mathai) to

DaVita of New York, Inc. (Amends and Supercedes CON #062342-B); Rev.: 11/9/10 -- change in ownership
structure from LLC to NYS business corp.

TABLE I (B)

Withdrawals
2012

Withdrawals by Applicant
Withdrawals by Department
Total

NEW YORK STATE DEPARTMENT OF HEALTH
PuBLIC HEALTH AND HEALTH PLANNING COUNCIL
2011 ANNUAL REPORT

$80,829,174

$855,027

$790,944

$790,944

$409,666

$0



TABLE I

Bed Changes by Facility Type by Region

2012
HOSPITALS Finger ~ Hudson Long NewYork  North
Central  Lakes Valley  Island City East Western  TOTAL
Bed Category
Bone Marrow Transplant 6 8
Chemical Dependency, Detox 18 -32 -14
Chemical Dependency, Rehab 0
Coronary Care 6 -4 2
Intensive Care 128 -4 124
Maternity Beds -8 6 -14
Medical/Surgical 9 8 -19 -11 -13
Neonatal Intensive Care 3 10 7
Neonatal Continuing Care 2 2
Neonatal Intermediate Care 3 -3
Pediatric -24 1 21 -46
Pediatric ICU 25 25
Physical Medicine & Rehabilitation -28 -22 -50
Psychiatric 26 -32
Special Use -88 -88
Traumatic Brian Injury 10
New York State Total -15 0 26 10 -39 40 4 -68
RESIDENTIAL Finger ~ Hudson Long New York  North
HEALTH CARE FACILITIES Central  Lakes Valley  Island City East Western  TOTAL
Bed Category
RHCF Beds -65 111 -108 -423 -22 -42 -549
Behavioral Intervention
Pediatric 10 10
Tramatic Brain Injury 0
Ventilator, Adult 62 62
Ventilator, Pediatric 46
New York State Total 0 -65 111 10 -423 -22 -42 477

NEW YORK STATE DEPARTMENT OF HEALTH
STATE HOSPITAL REVIEW AND PLANNING COUNCIL
2011 ANNUAL REPORT



TABLE IV
Projects Receiving Commissioner Action by Facility Type

2012
TABLE IV (A)
Administrative Review Projects
Region CHHA D&TC HOSPICE HOSPITAL LTHHCP RHCF TOTAL
Western 1 5 10 1 17
Finger Lakes 5 4 1 10
Central 3 16 1 20
NY-Penn 2 2
Northeastern 2 21 1 24
Hudson Valley 1 8 11 2 22
New York City 1 26 23 12 1 63
Long Island 3 16 2 3 24
New York
State Total 3 52 0 103 17 7 182
TABLE IV (B)
Full Review Projects
Region CHHA D&TC HOSPICE HOSPITAL LTHHCP RHCF TOTAL
Western 1 4 1 1 0 9 16
Finger Lakes 3 3 0 2 1 1 10
Central 3 1 1 0 0 1 6
NY-Penn 1 1
Northeastern 6 3 0 4 0 3 16
Hudson Valley 5 4 0 3 2 4 18
New York City 12 16 2 11 1 11 53
Long Island 3 3 0 2 2 9 19
New York
State Total 33 34 4 23 6 39 139
TABLE IV (C)
Limited Review Projects
Region D&TC HOSPITAL RHCF TOTAL
Western 8 16 8 32
Finger Lakes 3 18 7 28
Central 9 31 6 46
NY-Penn 3 4 7
Northeastern 3 27 6 36
Hudson Valley 10 16 16 42
New York City 30 69 24 123
Nassau-Suffolk 3 24 11 38
New York -
State Total 66 204 82 352

NEW YORK STATE DEPARTMENT OF HEALTH
PUBLIC HEALTH AND HEALTH PLANNING COUNCIL
2011 ANNUAL REPORT



TABLE V

Public Health and Health Planning Council
Establishment Projects Reviewed by Facility Type

2012 2011 2010 2009
Approvals Disapprovals Deferrals Total Total Total
Facility Type

Hospitals 5 0 0 6 4 5
Residential Health Care Facilities 31 0 0 27 21 18
Diagnostic and Treatment Centers 32 1 1 38 26 26
Certified Home Health Agencies 22 0 0 8 3 2
Hospices 3 0 0 1 0 2
Long Term Home Health Care 0 0 0 1 1 0
New York State Total 93 0 1 81 55 53

NEW YORK STATE DEPARTMENT OF HEALTH
PUBLIC HEALTH AND HEALTH PLANNING COUNCIL
2011 ANNUAL REPORT



New York State Department of Health
Public Health and Health Planning Council

February 7, 2013

Report of the Committee on Codes, Requlations and Legislation Exhibit #3

Angel Gutiérrrez, M.D., Chair
For Adoption

11-09 Amendment of Part 16 of Title 10 NYCRR (Quality Assurance
Requirements for Medical Use of Radioactive Material and Radiation
Therapy)

11-24 Amendment of Parts 763 and 766 of Title 10 NYCRR
(Certified Home Health Agency (CHHA) and Licensed Home Care
Services Agency (LHCSA) Requirements)

For Information

13-01 Amendment of Sections 405.2 and 405.4 of Title 10 NYCRR (Hospital
Sepsis Protocols)

13-02 Amendment of Part 405 of Title 10 NYCRR (Hospital Pediatric Care)
13-05 Amendment of Sections 2.59, 405.3, 415.19, 751.6, 763.13, 766.11 and

793.5 of Title 10 NYCRR (Prevention of Influenza Transmission by
Healthcare and Residential Facility and Agency Personnel)



Summary of Express Terms

The regulatory proposal would revise Part 16 of 10 NYCRR as described in more detail below.

Subdivision (c) of section 16.1 is revised to update the address and phone number of the
Department of Health’s Bureau of Environmental Radiation Protection and to allow certain

reports to be filed electronically with the Department.

Paragraph (15) of subdivision (a) of section 16.2 is amended to make the definition of

"byproduct material comparable to the definition of byproduct material in NRC regulations.

Paragraph (134) of subdivision (a) of section 16.2, which contains an outdated definition of the

term "tutelage," is repealed.

Subdivision (a) of section 16.24 is repealed and replaced with a new subdivision (a), which
includes updated quality assurance standards for licensees or registrants authorized to administer
external beam therapy or brachytherapy to human beings. The new subdivision includes quality
standards appropriate for newer, more complex radiation therapy treatment systems and also
requires additional verification of radiation set-up equipment and treatment plans prior to
administering radiation treatments to patients. New subdivision (a) also requires quality
assurance programs to cover data communication/transfer between component systems of
planning and treatment delivery systems to ensure complete (uncorrupted) data transfer.

Additionally, the new section requires licensees and registrants to credential individuals involved



in quality assurance testing, treatment planning, and radiation treatment of patients. Finally, new
subdivision (a) requires licensees and registrants to be accredited in radiation oncology by the
American College of Radiology or the American College of Radiation Oncology, or another

equivalent accrediting organization, within 18 months of the effective date of the regulation.

Section 16.100 is repealed and replaced with a new section 16.100 to update the licensing

requirements for licensure of radioactive materials.

Sections 16.120 and 16.121 are repealed and replaced with a new section 16.120 which sets forth

the licensing requirements for human use of radioactive material.

Section 16.122 is repealed. The requirements for teletherapy units are included in the proposed

new section 16.123.

Current section 16.123 is repealed and replaced with a new section 16.123. The new version
updates the standards for the medical use of radioactive materials, consistent with the federal
Nuclear Regulatory Commission (NRC) regulations governing the medical use of radioactive
materials; updates definitions to be consistent with federal regulatory definitions; updates the
training and experience requirements for physicians, pharmacists and medical physicists who use
radioactive materials for medical purposes; and revises and creates new categories of medical
use licenses. The new section 16.123 incorporates certain federal regulatory requirements by
reference; it also establishes regulatory requirements specific to New York State that are

consistent with the federal regulatory requirements.



The proposed section 16.2 will have a significant impact on physicians who wish to use
radiopharmaceuticals for diagnostic nuclear medicine and nuclear cardiology. The current
section requires 200 hours of classroom training. By removing this requirement and
incorporating the federal classroom training requirements set forth in 10 CFR Part 35, the
required classroom and laboratory training hours will be reduced to 80 hours for physicians
applying for authorized user status for diagnostic uses. In addition, these physicians would be
allowed to obtain the practical training component in a private medical practice setting.
Currently such training can be obtained only at a medical institution (hospital). By incorporating
the training requirements established in 10 CFR Part 35, the total number of training hours for

physicians who use radioactive materials will remain at 700 hours.

Relative to the new categories of medical use licenses, the new section 16.123 includes a
category that covers gamma knife radiosurgery units and high dose rate remote afterloaders.
Quality assurance requirements are modified to reflect the revised and new categories. The dose
limits for members of the public and occupationally exposed individuals are modified to exclude
exposure from individuals administered radioactive material and released in accordance with

regulations.



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, Sections 16.1, 16.2, 16.24,
16.100, 16.120, 16.121, 16.122 and 16.123 of Part 16 of Title 10 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:

Subdivision (c) of Section 16.1 is REPEALED and new subdivision (c) of Section 16.1 is added

as follows:

(c) Communications. Except as otherwise provided for in this Part or authorized by the
Department, all applications, notifications or other communications filed pursuant to this Part
shall be addressed to the New York State Department of Health Bureau of Environmental
Radiation Protection, Empire State Plaza, Albany, New York 12237, or by telephone

(518) 402-7550. Registrants and licensees that are authorized pursuant to Article 28 of the
Public Health Law to operate a hospital may comply with adverse event reporting required by
this Part by electronic filing with the Department via the New York Patient Occurrence and

Tracking System (NYPORTS).

Paragraph (15) of subdivision (a) of Section 16.2 is amended as follows:

(15) Byproduct material [means] shall include:



(1) Any radioactive material, except special nuclear material, yielded in, or made radioactive by
exposure to the radiation incident to the process of producing or utilizing special nuclear

material; [and]

(i) the tailings or wastes produced by the extraction or concentration of uranium or thorium from
ore processed primarily for its source material content, including discrete surface wastes

resulting from uranium solution extraction processes[. Underground]; however, ore bodies

depleted by these solution extraction operations do not constitute "byproduct material™ within

this definition[.];

(iii) any discrete source of radium-226 that is produced, extracted, or converted after extraction

for use for a commercial, medical, or research activity;

(iv) any material that has been made radioactive by use of a particle accelerator and is produced,

extracted, or converted after extraction for use for a commercial, medical, or research activity.

(v) any discrete source of naturally occurring radioactive material, other than source material,

that is extracted or converted after extraction for use in a commercial medical or research

activity that the Nuclear Regulatory Commission, in consultation with the Administrator of the

Environmental Protection Agency, the Secretary of Energy, the Secretary of Homeland Security,

and the head of any other appropriate Federal agency, determines would pose a threat similar to

the threat posed by a discrete source of radium-226 to the public health and safety or the

common defense and security.




Paragraph (134) of subdivision (a) of Section 16.2 is REPEALED and reserved.

Subdivision (a) of section 16.24 is REPEALED and a new subdivision 16.24(a) is added to read

as follows:

(a) External beam therapy and brachytherapy. Each licensee or registrant authorized to
administer external beam therapy or brachytherapy to human beings shall implement a quality
assurance program to systematically monitor, evaluate and document radiation therapy services
to ensure consistent and safe fulfillment of the dose prescription to the target volume, with
minimal dose to normal tissues, minimal exposure to personnel and adequate patient monitoring
aimed at determining the end result of the treatment. Each such licensee or registrant shall meet

or exceed all quality assurance criteria described in this subdivision.

(1) Each licensee or registrant shall adopt and maintain a quality assurance manual that includes

policies and procedures that require the following:

(i) Each patient's medical record shall be complete, accurate, legible and shall include the
patient's initial clinical evaluation, treatment planning data, treatment execution data, clinical
assessments during treatment, a treatment summary and plan for subsequent care. Treatment

related data shall be recorded in the patient's medical record at the time of each treatment.

(if) A written and dated order or prescription for the medical use of radiation or radioactive

material shall be made for each patient in accordance with subdivisions (b) and (c) of section



16.19 of this Part. The order or prescription shall be signed or approved electronically by a
board certified radiation oncologist or qualified physician who restricts his or her practice to

radiation oncology.

(iii) The accuracy of treatment plan data and any modifications to treatment plan data transferred
to a radiation treatment delivery system shall be verified by qualified clinical staff prior to

patient treatment.

(iv) A radiation therapy technologist, physician or other qualified health practitioner shall verify
that the patient set up on the treatment machine is in accordance with the treatment plan prior to
the first fraction of a course of treatment and prior to treatment for any changes to the initial

treatment plan.

(v) Clinical staff shall obtain clarification before beginning a patient's treatment if any element

of the order or other record is confusing, ambiguous, erroneous or suspected of being erroneous.

(vi) Each patient’s identification shall be verified by at least two different means by qualified

clinical staff prior to each treatment.

(vii) Each patient's response to treatment shall be assessed by a board certified radiation
oncologist or other qualified physician in the active practice of external beam therapy and/or
brachytherapy. Unusual responses shall be evaluated as possible indications of treatment errors

and recorded in the patient's medical record.



(viit) The medical records of patients undergoing fractionated treatment shall be checked for

completeness and accuracy by qualified clinical staff at intervals not to exceed six fractions.

(ix) Radiation treatment plans and related calculations shall be checked by qualified clinical
staff for accuracy before 25 percent of the prescribed dose for external beam therapy or 50
percent of the prescribed dose for brachytherapy is administered, except the check shall be
performed prior to treatment for: any single fraction treatment; any fractional dose that exceeds
300cGy or 700 monitor units; or when the output of a medical therapy accelerator exceeds 600
monitor units per minute during treatment. If a treatment plan and related calculations were
originally prepared by a board certified radiation oncologist or an authorized medical physicist
possessing the qualifications specified in paragraph (1) of subdivision (d) of section 16.123 of
this Part, it may be rechecked by the same individual using a different calculation method.
Treatment plans and related calculations prepared by other qualified clinical personnel must be
checked by a second qualified person using procedures specified in the registrant's or licensee's
treatment planning procedures manual required pursuant to subparagraph (2) of this paragraph,
and who has received training in use of the manual pursuant to subparagraph (2) of this

paragraph.

(x) All equipment and other technology used in planning and administering radiation therapy
shall function properly and safely, and shall be calibrated properly and repaired and maintained
in accordance with the manufacturer's instructions. The equipment and technology that is subject
to such quality control includes but is not limited to: computer software and hardware including

upgrades and new releases; equipment used to perform simulation; dosimetry equipment;



equipment used to guide treatment delivery, including but not limited to ultrasound units, kV and
mV imaging equipment and monitors that are used to view patient imaging studies; and
personnel radiation safety equipment. Data communication between various systems, including
but not limited to treatment planning systems, treatment delivery systems and data
networks/storage media, shall be evaluated and tested to ensure accurate and complete data

transfer.

(xi) Quality control tests performed on equipment and technology used in planning and

implementing radiation treatment shall be documented, including:

(a) detailed procedures for performing each test;

(b) the frequency of each test;

(c) acceptable results for each test;

(d) corrective actions taken;

(e) record keeping and reporting procedures for test results including the tester’s name, signature

and date of the test; and

(F) the qualifications are specified for the individual(s) conducting the test and for the person

who reviews test data.



(xii) Test results that exceed tolerances/limits shall be immediately reported to the authorized

medical physicist.

(xiii) Records for all maintenance, repairs and upgrades of equipment and technology shall be

maintained for at least five years.

(xiv) Errors or defects in technology or equipment, including computer hardware and software,
shall be reported to the technology or equipment manufacturer and to the United States Food and
Drug Administration (MedWatch) as soon as possible and in no event more than 30 days of
discovery, and records of equipment errors and reports required by this clause shall be

maintained for review by the Department for at least three years.

(xv) External beam therapy equipment calibration/output required by section16.60(c)(1) of this
Part shall be verified by an independent means and records of such measurements shall be

retained for review by the Department for at least three years.

(xvi) Patients with permanent brachytherapy implants shall be provided with instructions to take
radiation safety precautions, as required by section 16.123(e)(4) (incorporating 10 CFR 35.75)

and the licensee's radioactive materials license, after being released from the licensee’s facility.

(xvii) All personnel involved in planning or implementing radiation therapy shall be
credentialed. Credentialing shall include verifying that all professional staff are appropriately

licensed, including medical physicists and radiation therapy technologists. Records of

10



credentialing shall be maintained during the period in which the credentialed person provides

services to the licensee or registrant and for three years thereafter.

(xviii) Any unintended deviation from the treatment plan that is identified shall be evaluated and
corrective action to prevent recurrence shall be implemented. Records of unintended deviations
and corrective action shall be maintained for audits required by paragraph (4) of this subdivision

and for review by the Department.

(xix) There shall be a process to ensure quick and effective response to any radiation therapy

related recalls, notices, safety alerts and hazards.

(2) Each licensee or registrant shall adopt and maintain a radiation treatment manual that
includes the calculation methods and formulas to be used at the facility (including the methods
for performing the checks of treatment plans and related calculations as required in paragraph (1)
of this subdivision). The treatment planning manual may be part of the quality assurance manual
required by paragraph (1) of this subdivision. The radiation treatment manual shall be included
in training given pursuant to subdivision (c) of section 16.13 of this Part to facility staff who will
participate in treatment planning. Each licensee or registrant shall ensure that an authorized
medical physicist possessing the qualifications specified in paragraph (1) of subdivision (d) of
section 16.123 of this Part prepares or reviews and approves a procedures manual describing
how radiation therapy treatment planning is to be performed at the licensee’s or registrant's

facility and reviews the treatment planning manual at least annually.

11



(3) Each licensee or registrant shall ensure that all equipment used in planning and
administering radiation therapy is functioning properly, designed for the intended purpose,
properly calibrated, and maintained in accordance with the manufacturer's instructions and the

quality assurance program described in the licensee or registrant's quality assurance manual.

(4) Each licensee or registrant shall implement written procedures for auditing the effectiveness

of the radiation therapy quality assurance program that include the following:

(1) Audits shall be conducted at intervals not to exceed 12 months by an authorized medical
physicist possessing the qualifications specified in paragraph (1) of subdivision (d) of section
16.123 of this Part, and also by a physician, both of whom are in the active practice of the type of

radiation therapy conducted by the licensee or registrant.

(if) The licensee or registrant shall ensure that the individuals who conduct the audit prepare and
deliver to the licensee or registrant a report which contains an assessment of the effectiveness of
the quality assurance program and makes recommendations for any needed modifications or

improvements.

(iii) The licensee or registrant shall promptly review the audit findings, address the need for
modifications or improvements, and document actions taken. If recommendations are not acted
on, the licensee or registrant shall document the reasons therefor and also alternative actions

taken to address the audit findings.

12



(iv) Each licensee or registrant shall maintain for review and inspection by the Department
complete written records relating to quality assurance and audit activities. Audit records shall be

maintained for at least 6 years.

(6) Accreditation in Radiation Oncology.

(i) Effective 90 days from the effective date of this regulation, each registrant or licensee shall
have an active application with, or be accredited in radiation oncology by, the American College
of Radiology, the American College of Radiation Oncology or another accrediting organization

that is equivalent as determined by the Department.

(i) Effective 18 months from the effective date of this regulation, each registrant and licensee
shall maintain accreditation in radiation oncology by the American College of Radiology, the
American College of Radiation Oncology or another accrediting organization that is equivalent

as determined by the Department.

(iii) The registrant or licensee shall maintain a record of accreditation, including a copy of the
application, all supplemental application information and all correspondence transmitted between
the accrediting body and the registrant or licensee. Records shall be maintained for at least 6

years.

Section 16.100 is REPEALED and new Section 16.100 is added to read as follows:

816.100 Licensing requirements for use of radioactive materials.

13



(a) A person may manufacture, produce, acquire, receive, possess, prepare, use or transfer any
radioactive materials only in accordance with a specific license issued by the Department or as

allowed in paragraphs (b) or (c) of this section.

(b) A specific license is not required for persons who comply with all applicable requirements

for a general license as set forth in section 16.101 of this Part.

(c) A specific license is not required for persons who comply with all applicable requirements to
qualify for an exemption as set forth in section 16.4 of this Part or other exemptions provided for

in this Part or for the removal of source material from its place of deposit in nature.

Section 16.120 is REPEALED and new Section 16.120 is added to read as follows:

816.120 Specific licenses for the use of radioactive materials on human beings.
An application seeking a specific license for use of radioactive materials on human beings shall

be approved if all of the following criteria are satisfied:

() The application is completed, signed by an appropriate individual, and submitted to the

Department.

(b) The applicant is an individual, corporation, partnership or other entity that is legally

authorized to do business in New York State. If the applicant is seeking a specific license

14



pursuant to section 16.123 of this Part, the applicant shall be legally authorized to practice

medicine in New York State or operate a hospital as defined in section 2801 of the Public Health

Law.

(c) The applicant satisfies the requirements set forth in section 16.103 of this Part.

(d) The applicant demonstrates to the satisfaction of the Department that it has adequate facilities

for clinical care of patients.

(e) The applicant demonstrates to the satisfaction of the Department that its facilities will be

appropriately equipped and staffed and will be operated as required by this Part.

(F) The applicant provides additional information as requested by the Department.

Section 16.121 is REPEALED and Reserved.

Section 16.122 is REPEALED and Reserved.

Section 16.123 is REPEALED and a new Section 16.123 is added to read as follows:

816.123 Specific licenses for certain medical uses of byproduct materials.
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(a) Purpose and scope. This section contains requirements for the medical uses of byproduct
materials that are subject to specific licenses. These requirements are in addition to, and not a
substitute for, other requirements in this Part. Any license issued prior to the effective date of

this regulation that references paragraph (b) shall be deemed to reference paragraph (d).

(b) Definitions. Whenever used in this section, or in federal regulations incorporated herein, the

following terms shall have the following meanings:

(1) "Authorized medical physicist” means an individual who is authorized to practice medical

physics pursuant to Article 166 of the Education Law and:

(1) meets the definition and the training requirements for an authorized medical physicist set forth

in 10 CFR 8§ 35.2, 35.51 and 35.57; or

(i) is named as a radiation therapy physicist on a medical use radioactive materials license

issued by the Department and meets the requirements set forth in 10 CFR § 35.509.

(2) "Authorized nuclear pharmacist™ means an individual who is authorized to practice pharmacy

pursuant to Article 137 of the Education Law and:

(i) meets the requirements for an authorized nuclear pharmacist in 10 CFR § 35.55(a) and §

35.59: or
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(i) is identified as an authorized nuclear pharmacist on:

(a) a specific license issued by the Nuclear Regulatory Commission or Agreement State that

authorizes medical use or the practice of nuclear pharmacy;

(b) a permit issued by a Nuclear Regulatory Commission master material licensee that authorizes

medical use or the practice of nuclear pharmacy;

(c) a permit issued by a Nuclear Regulatory Commission or Agreement State broad scope

medical use licensee that authorizes medical use or the practice of nuclear pharmacy; or

(d) a permit issued by a Nuclear Regulatory Commission master material license broad scope

medical use permittee that authorizes medical use or the practice of nuclear pharmacy; or

(iii) is identified as an authorized nuclear pharmacist by a commercial nuclear pharmacy that has

been authorized to identify authorized nuclear pharmacists; or

(iv) was a nuclear pharmacist preparing only radioactive drugs containing accelerator-produced
radioactive material, and the individual practiced at a pharmacy at a federal government agency
or Federally recognized Indian Tribe before November 30, 2007 or at all other pharmacies before

August 8, 2009, or an earlier date as noticed by the Nuclear Regulatory Commission.
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(3) "Authorized user" means an individual who is authorized to practice medicine pursuant to

Article 131 of the Education Law and:

(i) meets the applicable requirements in 10 CFR 88 35.59 and 35.190(a), 35.290(a), 35.390(a),

35.392(a), 35.394(a), 35.490(a), 35.590(a), or 35.690(a); or

(i) is identified as an authorized user on:

(a) a Nuclear Regulatory Commission or Agreement State license that authorizes the medical use

of byproduct material;

(b) a permit issued by a Nuclear Regulatory Commission master material licensee that is

authorized to permit the medical use of byproduct material;

(c) a permit issued by a Commission or Agreement State specific licensee of broad scope that is

authorized to permit the medical use of byproduct material; or

(d) a permit issued by a Commission master material license broad scope permittee that is

authorized to permit the medical use of byproduct material.

(4) "Medical use" means the intentional internal or external administration of byproduct material
or the radiation from byproduct material to patients or human research subjects under the

supervision of an authorized user.
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(5) "Positron emission tomography facility" is a facility operating a cyclotron or accelerator for

the purpose of producing PET radionuclides.

(6) "Prescribed dosage" means the specified activity or range of activity of unsealed byproduct

material as documented in a written directive, or in accordance with the directions of the

authorized user for procedures performed pursuant to 10 CFR 88 35.100 and 35.200. Further

details concerning this referenced code are contained in subdivision (c) of this section.

(7) "Prescribed dose™ means:

(1) for gamma stereotactic radiosurgery, the total dose as documented in the written directive;

(ii) for teletherapy, the total dose and dose per fraction as documented in the written directive;

(iii) for manual brachytherapy, either the total source strength and exposure time or the total

dose, as documented in the written directive; or

(iv) for remote brachytherapy afterloaders, the total dose and dose per fraction as documented in

the written directive.

(8) "Radiation safety officer" means an individual who:
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(i) meets the requirements set forth in 10 CFR 88 35.50(a) or (c)(1) and 35.59; or

(i1) is identified as a radiation safety officer on a specific medical use license issued by the

Nuclear Regulatory Commission or Agreement State or a medical use permit issued by a Nuclear

Regulatory Commission master material licensee.

(9) "Sealed source™” means any byproduct material that is encased in a capsule designed to

prevent leakage or escape of the byproduct material.

(10) "Treatment site” means the anatomical description of the tissue intended to receive a

radiation dose, as described in a written directive.

(c) Approved medical uses of byproduct materials. A licensee may use byproduct materials on

human beings for the particular uses set forth below, provided that the licensee meets all

applicable requirements of this Part:

(1) Use of unsealed byproduct material for uptake, dilution and excretion studies;

(2) Use of unsealed byproduct material for imaging and localization studies;

(3) Use of unsealed byproduct material for which a written directive is required,;

(4) Use of sources for manual brachytherapy;
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(5) Use of sealed sources for diagnosis;

(6) Use of sealed source in a remote afterloader unit, teletherapy unit or gamma stereotactic

radiosurgery unit; or

(7) Other specific medical uses of byproduct material or radiation from byproduct material, as

licensed by the Department.

(d) Federal standards. All licensees shall comply with the provisions of the following federal
regulations, which are hereby incorporated by reference, with the same force and effect as if
fully set forth at length herein: Title 10 of the Code of Federal Regulations, Part 35, Medical Use
of Byproduct Material. This code is published by the Office of the Federal Register National
Archives and Records Administration. Copies may be obtained from the Superintendent of
Documents, United States Government Printing Office, Washington D.C. 20402. This code is
available for copying and inspection at the Regulatory Affairs Unit, New York State Department
of Health, Corning Tower, Empire State Plaza, Albany, New York 12237. Notwithstanding any
provision herein to the contrary, if a conflict occurs between the above referenced CFR and other

provisions in this Part, compliance with the more restrictive regulation is required.

(e) General requirements applicable to all licensees authorized to use byproduct materials for

medical purposes.
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(1) Record Keeping Requirements. A licensee shall comply with all record keeping
requirements set forth in Subpart L (Records) of Part 35 of 10 CFR. Further details concerning

this referenced code are contained in subdivision (c) of this section.

(2) Reporting requirements: A licensee shall comply with all reporting requirements set forth in
Subpart M (Reports) of Part 35 of 10 CFR as revised herein as follows: (i) in § 35.3045(c) and
835.3047(c), replace phrase "NRC Operations Center" with "Department”; (ii) in 835.3045(d)
and 8§ 35.3047(d), replace “By an appropriate method listed in § 30.6(a) of this chapter, the
licensee shall submit a written report to the appropriate NRC Regional Office listed in § 30.6 of
this chapter” with “shall submit a written report to the Department”; (iii) in 8 35.3045(g)(1) and
8 35.3047(f)(1), replace the term "NRC" with "Department™; and, (iv) in 8§ 35.3067 replace
“The report must be filed with the appropriate NRC Regional Office listed in § 30.6 of this
chapter, by an appropriate method listed in § 30.6(a) of this chapter, with a copy to the Director,
Office of Federal and State Materials and Environmental Management Programs.” with “The

report shall be filed with the Department”.

(3) Training and experience requirements. A licensee shall ensure that all staff who are involved

in the use of byproduct material pursuant to a specific license have the training and experience

required by this Part.

(4) Other General Requirements. A licensee shall comply with requirements set forth in 10 CFR

§ 35.5, §35.6, §35.11(a)and (b), §35.24(b), (e), (f) and (q), §35.27, §35.40, §35.41, §35.49,
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835.60, 835.61, §35.63, §36.67, §35.69, §35.70, §35.75, §35.80, §35.92 as modified herein as

follows: in 8 35.27(a)(1) and (b)(1), replace “19.12 of this chapter” with “16.13(c) of this Part”.

(F) Requirements for the use of unsealed byproduct material for uptake, dilution and excretion
studies. A licensee shall use unsealed byproduct material for uptake dilution and excretion

studies only if authorized to do so by a specific license issued by the Department and provided
that the licensee complies with10 CFR 88 35.100 and 35.190 and all applicable provisions of

this Part.

(9) Requirements for the use of unsealed byproduct material for imaging and localization studies.
A licensee shall use unsealed byproduct material for imaging and localization studies only if
authorized to do so by a specific license issued by the Department and provided that the licensee

complies with 10 CFR 88 35.200, 35.204 and 35.290 and other applicable provisions of this Part.

(h) Requirements for the use of unsealed byproduct material for which a written directive is
required. A licensee shall use unsealed byproduct material for which a written directive is
required only if authorized to do so by a specific license issued by the Department and provided
that the licensee complies with Subpart E (Unsealed Byproduct Material-Written Directive

Required) of Part 35 of 10 CFR and other applicable provisions of this Part.

(i) Requirements for the use of sources for manual brachytherapy. A licensee may use sources

for manual brachytherapy only if authorized to so by a specific license issued by the Department
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and provided that the licensee complies with Subpart F (Manual Brachytherapy) of Part 35 of 10

CFR.

(1) Requirements for the use of sealed sources for diagnosis. A licensee may use sealed sources
for diagnosis only if authorized to do so by a specific license issued by the department and
provided that the licensee complies with Subpart G (Sealed Sources for Diagnosis) of Part 35 of

10 CFR and other applicable provision of this Part.

(K) Use of sealed source in a remote afterloader unit, teletherapy unit or gamma stereotactic
radiosurgery unit. A licensee may use a sealed source in a remote afterloader unit, teletherapy
unit or gamma stereotactic radiosurgery unit only if authorized to so by a specific license issued
by the department and provided that the licensee complies with Subpart H (Photon Emitting
Remote Afterloader Units, Teletherapy Units and Gamma Stereotactic Radiosurgery Units) of

Part 35 of 10 CFR and other applicable provisions of this Part.

(I) Other medical uses of byproduct material or radiation from byproduct material. A licensee
may use byproduct material or a radiation source approved for medical use which is not
specifically addressed in paragraphs 1 through 6 of subdivision (b) of this section if the licensee
submits to the department information required by 10 CFR 835.12(b) through (d) and the
licensee has received written approval from the Department in a specific license or license
amendment and uses the material in accordance with specific conditions that the department

deems necessary or desirable for the safest medical use of the material.
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(m) General Use License. Any licensee who is licensed for one or more of the types of medical
uses specified in paragraphs (1) through (6) of subdivision (b) of this section also is authorized to
use radioactive material under the general license in Appendix 16-A, Table 6, Item (i) infra, for
the specified "in vitro™ uses without filing Form GEN 373 as required by Appendix 16-A, Table
6, Item (i), subdivision (2), infra, provided, however, that the licensee is subject to the other

provisions of Appendix 16-A, Table 6, Item (i), infra.
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Regulatory Impact Statement

Statutory Authority:

The Public Health and Health Planning Council is authorized by § 225(4) of the Public Health
Law (PHL) to establish, amend and repeal provisions of the State Sanitary Code (SSC), subject
to the approval of the Commissioner of Health. PHL 8§ 225(5)(p) and (g) and 201(2)(r)
authorize the Commissioner to promulgate SSC regulations to protect the public from the
adverse effects of ionizing radiation. Pursuant to these regulations, as set forth in 10 NYCRR
Part 16, the Department of Health (Department), licenses or registers health care providers to use

radioactive materials and ionizing radiation emitting equipment on patients.

The federal Atomic Energy Act of 1954 (the Act), codified at 42 USC 8§ 2021, et. seq.
authorizes the United States Nuclear Regulatory Commission (NRC) to regulate the use of
radioactive materials. The Act also authorizes "Agreement States" to regulate the use of
radioactive materials in lieu of the NRC, provided that the "Agreement State" promulgates
regulations that are comparable to or exceed NRC's regulatory standards. New York State is an
"Agreement State" within the meaning of the Act. New York's regulatory standards for the use
of radioactive materials in 10 NYCRR Part 16 must therefore meet or exceed comparable NRC
regulatory standards. The Act governs only to the use of radioactive materials; it does not apply

to x-rays or radiation therapy equipment that emit only x-rays.
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Legislative Objectives:

The legislative intent of PHL 88 225(5) and 201(1)(p) and (q) is to protect the public from the
adverse effects of ionizing radiation. Promulgating regulations to ensure safe and effective
clinical uses of radioactive material and radiation producing equipment is consistent with this

legislative objective.

Needs and Benefits:

The NRC has relinquished its authority to regulate the use of radioactive materials in New York
State to the Department. The Act requires New York to adopt and enforce regulatory standards
for the use of radioactive materials that are comparable to or exceed federal regulatory standards
that apply to the use of radioactive materials. The Department regulates the use of radioactive
material at approximately 1100 facilities, including approximately 450 health care facilities. The
Department’s regulations are designed to require the delivery of quality care while protecting
people and the environment from the harmful effects of radiation. In order to ensure that New
York retains its authority under federal law to regulate the use of radioactive material, the
Department’s regulations must be amended to conform more closely to current federal regulatory
standards. The proposed regulations incorporate by reference many of the NRC regulatory
standards that govern the medical use of radioactive materials. In areas where the NRC

regulations are not incorporated, the Department has promulgated comparable regulations.

In recent years, technology and equipment used to deliver radiation therapy to cancer patients,
including systems used to plan and execute radiation therapy treatment, have become

significantly more complex. Recently developed radiation therapy systems more effectively
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deliver high dose rate treatments to precisely defined three-dimensional tumor volumes while
sparing dose to healthy tissue. Patients benefit significantly when, as is the case in the vast
majority of such radiation treatments, the dose is delivered as intended. However, radiation
treatment errors can cause serious consequences for patients and in extreme cases, death. An
analysis of the causes of medical adverse events (radiation therapy misadministrations) reported
to the Department within the past eight years has identified common errors and causes of errors
that may be preventable with the implementation of more comprehensive quality assurance
programs. When the current regulations for quality assurance for external beam and
brachytherapy were implemented in 1993, radiation therapy equipment was much simpler in
design and function, and there were fewer units in service. Most radiation therapy treatments
were delivered in a hospital setting. Today there are greater numbers of patients receiving
radiation therapy, and more patients are treated in freestanding radiation therapy centers. There
are more medical therapy accelerators in use. Newer radiation treatment systems are very
complex; these systems rely on computer networks and electronic data storage and movement.
DOH regulates approximately 120 medical facilities that provide radiation therapy. The current
regulations need to be revised to effectively address quality assurance requirements for newer
systems, to ensure implementation of strategies to prevent the occurrence of misadministrations

and ensure those facilities meet current standards of care.

Costs:
The Department estimates that regulated parties that use radioactive materials will not incur any
additional costs in order to comply with the proposed changes to 10 NYCRR § 16.123. In most

instances, the proposed regulatory amendments will reduce costs and regulatory burdens for
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physicians who are required to qualify as "authorized users™ of radioactive materials for
diagnostic purposes. The current section requires 200 hours of classroom training. By removing
this requirement and incorporating the federal classroom training requirements set forth in 10
CFR Part 35, the required classroom and laboratory training hours will be reduced to 80 hours
for physicians applying for authorized user status for diagnostic uses. In addition, these
physicians would be allowed to obtain the practical training component in a private medical
practice setting. Currently such training can be obtained only at a medical institution (hospital).
By incorporating the training requirements established in 10 CFR Part 35, the total number of

training hours for physicians who use radioactive materials will remain at 700 hours.

This will result in lower costs for classroom training (tuition/course fee) and associated
travel/lodging expenses, and will reduce the time a physician would be away from his/her
clinical practice to obtain the required classroom training. The current regulations specify that
such training must be obtained at a medical institution, or hospital. However, under the training
requirements established in 10 CRF Part 35, which will be incorporated by the new regulation,
physicians will have the option to obtain the required work experience portion of the training
(620 hours) at non-institutional facilities. Costs associated with complying with the quality
assurance testing for therapeutic devices, including high-dose rate brachytherapy and teletherapy
should not increase or change, because the current license conditions contain these same quality

assurance requ irements.

The Department estimates that the cost to regulated parties that use external beam therapy or

manual brachytherapy to comply with proposed 10 NYCRR § 16.24 will be limited to the fee to
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become accredited in radiation oncology by either the American College of Radiology (ACR),
the American College of Radiation Oncology (ACRO) or an equivalent organization as approved
by the Department. The cost for accreditation is approximately $9,500 for each three-year
period. However, approximately half of the affected regulated parties are either currently
accredited or have an application pending with ACR or ACRO on their own accord. Many that
are not accredited use the services of outside radiation oncologists and medical physicists to
audit their radiation therapy quality assurance program on an annual basis. The costs for annual
outside audits are estimated to cost several thousands of dollars. The proposed regulation would
remove the need for outside audits, although they could be conducted to meet the requirement for
an annual audit. Under the proposed rule, either an internal or an external audit may be used to
fulfill the annual audit requirement. Costs saved by elimination of the requirement for outside
audits are expected to offset a portion of the costs that will be incurred for accreditation. The
other proposed changes to 10 NYCRR 8 16.24 will impose very little or no cost to regulated

parties since existing facility staff can comply with the new quality assurance requirements.

Local Government Mandates:

These proposed regulations apply to two State University hospitals, a Department operated
hospital and hospitals operated by public benefit corporations. These hospitals are currently
accredited by the ACR. No other additional costs are associated with implementation of these
requirements. Registrants and licensees, including the hospitals operated by state and local
governments, are currently required to retain all quality assurance documents for review by the
department. The additional records and filing is estimated to be a small incremental amount.

Affected parties will need to complete an application for accreditation initially and every three
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years thereafter. The radiation oncology accrediting bodies are transitioning to an on-line

application process to minimize time and effort for parties seeking accreditation.

Paperwork:

Department regulations (10 NYCRR Part 16) require registrants and licensees to maintain a
variety of records relating to the use of ionizing radiation for review by the Department. The
Department estimates that licensees and registrants may have a small amount of additional
documentation to create, maintain or file. Affected parties will have to complete an application
for radiation oncology accreditation. However, the accrediting bodies are transitioning to an

online application process to minimize time and effort for regulated parties seeking accreditation.

The proposed regulations will not affect license documents issued by the Department to current
licensees, registrants or authorized users. The Department plans to provide updated license
guidance to new applicants to facilitate completion of an application based on the new

requirements.

Duplication:

There is no duplication of the proposed regulatory requirements by any federal, state or local
agency for licensees, registrants or authorized users subject to 10 NYCRR Part 16. New York
State entered into an agreement with the federal government on October 15, 1962, by which the
federal government discontinued its regulatory authority over the use of radioactive materials
and New York assumed such authority. The Atomic Energy Act does not govern use of x-ray

emitting equipment.
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Alternatives:

There are no suitable alternatives to the revisions to these proposed regulations. As discussed
above, the Atomic Energy Act (42 USC § 2021 et. seq.) requires Agreement States such as New
York to adopt and implement regulatory standards that meet or exceed comparable federal

standards.

Federal Standards:
These proposed revisions to 10 NYCRR 816.123 incorporate by reference certain federal

requirements specified in 10 CFR Part 35.

Compliance Schedule:

The proposed regulatory amendments will be effective upon publication of a Notice of Adoption
in the State Register. However, proposed 10 NYCRR 816.24(a)(6) requires that licensees and
registrants apply for accreditation in radiation oncology with the American College of Radiology
or the American College of Radiation Oncology or another accrediting organization approved by
the Department within 90 days of the regulation’s effective date and to become accredited and

maintain such accreditation within 18 months of such effective date.

Contact Person:

Katherine Ceroalo

New York State Department of Health

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

Empire State Plaza

Albany, New York 12237
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(518) 473-7488
(518) 473-2019 (FAX)
REGSONA@health.state.ny.us
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Regulatory Flexibility Analysis for Small Businesses and Local Governments

Effect on Small Business:

The Department has issued radioactive materials licenses to approximately 350 private medical
practices. These licensees would be affected by the proposed revisions to 10 NYCRR 8§16.123.
The Department estimates that there will be no new costs for these licensees and in some
instances, regulated parties may save money by complying with the updated standards in
proposed 10 NCRR 816.123. The Department expects the cost to comply with the new training
and experience requirements for physicians who wish to become authorized for certain medical
uses will be reduced in most situations. Specifically the required classroom and laboratory
training hours will be reduced from 200 to 80 hours for physicians applying for authorized user
status for diagnostic uses. The total number or training hours will remain at 700 hours. This will
result in lower costs for classroom training (tuition/course fee) and associated travel/lodging
expenses, and will reduce the time a physician would be away from his/her clinical practice to
obtain the required classroom training. Physicians will have the option to obtain the required
work experience portion of the training (620 hours) at non-institutional facilities. The current

requirements specify that such training must be obtained at a medical institution (hospital).

The proposed changes to 10 NYCRR 816.24 would apply to approximately 60 medical private
practices. The draft proposed rule was sent to all medical therapy accelerator facilities, including
the small businesses (non-institutions) for comments. One facility manager stated that they

support the accreditation requirement although it can be a hardship to practices like hers.
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However the manager’s facility was already accredited and has application pending to maintain

accreditation. No other facility expressed any anticipated hardship with the proposed rule.

Compliance Requirements:
Licensees and applicants will need to become familiar with the new requirements and modify
their quality assurance policies and procedures accordingly. Those who are not currently

accredited will need to do so within 18 months of the effective date of the rule.

Professional Services:

The vast majority of facilities have in-house staff that perform quality assurance testing and
operate radiation emitting technology. The Department does not expect that it would be
necessary for licensees to use additional professional services for completion of applications for

accreditation or to implement the quality assurance requirements.

Capital Costs and Annual Costs of Compliance:

The amortized annual cost is estimated to be approximately $3,200 per year for accreditation
(based on a three-year accreditation cost of $9,500). However, approximately 50 percent of the
facilities are either currently accredited or have an application for accreditation pending;
therefore, they will not incur any additional costs. There are no capital costs associated with this

regulation.

Economic and Technology Feasibility

There are no capital costs or new technology required to comply with the proposed rule.
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Minimizing Adverse Impact:

Facilities will have 90 days to apply and 18 months to become accredited. This will allow a
facility adequate time to select the accreditation body of their choice, complete an application
and budget funds for the accreditation fee. The Department has held several discussions with the
proposed accrediting bodies, and has accompanied their auditors during accreditation surveys.
These interactions were conducted to ensure that the bodies have the capacity to handle an influx
of applications for accreditation and that the organizations operate in a professional and
constructive manner, have an efficient process, and have an overall effect of improving patient
safety. Further the requirement for external annual audits was eliminated which would offset the

cost of accreditation.

Small Business Input:

A copy of the draft proposed rule was sent to all medical therapy accelerator facilities, which
includes both private practices and hospital-based radiation therapy treatment clinics. Seven
facilities submitted comments. Only one commenter addressed the cost for accreditation,
however, she stated that she supports the accreditation requirement. Several comments were in
regard to clarification on a few aspects of the proposed language. Guidance, which will assist
the affected facilities in implementation and compliance with the new requirements, will be

developed and provided to affected facilities.
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Rural Area Flexibility Analysis

Types and Estimated Numbers of Rural Areas:
There are 105 affected facilities located in 46 rural areas (33 counties with a population of less
than 200,000 and 13 counties with certain townships with a population density of more than 150

persons per square mile).

Reporting, Recordkeeping and Other Compliance Requirements and Professional Services:
There are no new reporting requirements contained in the proposed regulations. No additional
professional service costs are anticipated. Facilities will be required to maintain records of
quality assurance test results and accreditation documents for review by the Department’s
inspectors. Compliance with the recordkeeping requirements will require only a minor

incremental amount of time and effort for affected facilities.

Cost:

The cost to comply with the accreditation requirement will be approximately $9,500 every three
years. This will affect approximately 50 percent of the facilities that will be subject to the
proposed 10 NYCRR 8§16.24(e), because approximately 50 percent of the facilities are either
currently accredited or have an application for accreditation pending. Facilities that are currently
accredited or have an application pending have done so in part to satisfy the current audit
requirements in section 16.24. Such facilities have selected the option to conduct annual internal
audits (by in-house staff) and have periodic audits performed by the ACR or ACRO. Such

facilities will not effectively see an increase in their operating budgets to comply with the new
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accreditation requirement as they have already chosen to become accredited and have budgeted

for the associated cost.

Minimizing Adverse Impact:

Facilities will have 18 months to become accredited. This will allow a facility adequate time to
select the accreditation body of their choice, complete an application and budget funds for the
accreditation fee. The Department has held several discussions with the proposed accrediting
bodies, and has accompanied their auditors during accreditation surveys. These interactions
were conducted to ensure that the bodies have the capacity to handle an influx of applications for
accreditation and that the organizations operate in a professional and constructive manner, have

an efficient process, and have an overall effect of improving patient safety.

Rural Area Participation:

A copy of a draft proposed rule was sent to all medical therapy accelerator facilities, which
includes both private practices and hospital-based radiation therapy treatment clinics. Seven
facilities commented. One commenter addressed the cost for accreditation but indicated they
understood the value of accreditation. A few commenters requested minor clarification on a few

aspects of the proposed language.
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Job Impact Statement

Nature of Impact:

It is anticipated that no jobs will be adversely affected by this rule. Radiation therapy providers
in New York will need to become familiar with and implement the new regulatory requirements
set forth in proposed 10 NYCRR 816.24. The proposed regulations do not significantly change
the training or experience requirements of radiation therapy facility staff. Medical providers
authorized to use radioactive materials would need to become familiar with and implement the
new regulatory requirements set forth in proposed 10 NYCRR 816.123. The Department
anticipates that few if any persons will be adversely affected. Licensee staff, specifically those
designated as the radiation safety officer, medical physicist, nuclear pharmacist, and authorized

user will need to become familiar with the new requirements.

Categories and Numbers Affected:
There are approximately 120 radiation therapy facilities that would be subject to the rule. Half
of these are hospitals or their satellite facilities, and the other half are non-institutional entities.

There are approximately 450 medical use of radioactive materials licensees.

Regions of Adverse Impact:

No areas will be adversely affected.
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Minimizing Adverse Impact:
There are no alternatives to the proposed regulations. The Department will revise guidance to
assist all licensees, including those in rural areas, with implementation of the proposed

regulations.

Self-Employment Opportunities:

The rule is expected to have minimal impact on self-employment opportunities since the

majority of providers that will be affected by the rule are not sole proprietorships.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Article 36 of the Public Health Law, Sections 763.3, 763.6,
763.7, 766.3, 766.4, 766.5 and 766.9 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:

Subdivision (b) of section 763.3 is amended as follows:

(b) An agency shall provide at least one of the services identified in paragraph (1) of

subdivision (a) of this section [nursing, physical therapy, speech-language pathology or

occupational therapy] directly, while any [additional service] other services may be

provided directly or by contract arrangement. For purposes of this Part, the direct
provision of services includes the provision by employees compensated by the agency or
individuals under contract with the agency, but does not include the provision of services

through contract arrangements with other agencies or facilities.

Subdivisions (c) and (e) of section 763.6 are amended as follows:

(c) The plan of care shall cover all pertinent diagnoses, including mental status, types of

services and equipment required, frequency of visits, prognosis, need for palliative care,

rehabilitation potential, functional limitations, activities permitted, nutritional



requirements, medications and treatments, any safety measures to protect against injury,

instructions for timely discharge or referral, and any other appropriate items.

* * *

(e) The plan of care shall be reviewed as frequently as required by changing patient

conditions but at least every [62] 60 days.

Paragraph (3) of subdivision (a) of section 763.7 is amended as follows:

(3) medical orders and nursing diagnoses to include all diagnoses, medications,

treatments, [and prognosis] prognoses, and need for palliative care. Such orders shall be:

(1) signed by the authorized practitioner within 30 days after admission to the agency, or
prior to billing, whichever is sooner;

(i1) signed by the authorized practitioner within 30 days after issuance of any change in
medical orders or prior to billing, whichever is sooner, to include all written and oral
changes and changes made by telephone by such practitioner; and

(iii) renewed by the authorized practitioner as frequently as indicated by the patient's

condition but at least every [62] 60 days;

Subdivision (b) of section 766.3 is amended as follows:

(b) a plan of care is established for each patient based on a professional assessment of the

patient's needs and includes pertinent diagnosis, prognosis, need for palliative care,
mental status, frequency of each service to be provided, medications, treatments, diet

regimens, functional limitations and rehabilitation potential;



Subdivision (d) of section 766.4 is amended as follows:

(d) Medical orders shall reference all diagnoses, medications, treatments, prognoses, need

for palliative care, and other pertinent patient information relevant to the agency plan of

care; and

(1) shall be authenticated by an authorized practitioner within thirty (30) days after
admission to the agency; and

(2) when changes in the patient's medical orders are indicated, orders, including

telephone orders, shall be authenticated by the authorized practitioner within 30 days.

Subdivision (I) of section 766.9 is amended as follows:

(I) appoint a quality improvement committee to establish and oversee standards of care.
The quality improvement committee shall consist of a consumer and appropriate health
professional persons [including a physician if professional health care services are

provided]. The committee shall meet at least four times a year to:

(1) review policies pertaining to the delivery of the health care services provided by the
agency and recommend changes in such policies to the governing authority for adoption;
(2) conduct a clinical record review of the safety, adequacy, type and quality of services
provided which includes:

(i) random selection of records of patients currently receiving services and patients

discharged from the agency within the past three months; and



(i) all cases with identified patient complaints as specified in subdivision (j) of this
section;

(3) prepare and submit a written summary of review findings to the governing authority
for necessary action; and

(4) assist the agency in maintaining liaison with other health care providers in the

community.



REGULATORY IMPACT STATEMENT
Statutory Authority:

Public Health Law (“PHL”) 83612(5) authorizes the Public Health and Health
Planning Council to adopt and amend rules and regulations to effectuate the provisions
and purposes of PHL Article 36 with respect to certified home health agencies. Section
3612(6) requires the Commissioner of Health to adopt, and amend as needed, rules and
regulations to effectuate the purposes of Article 36 regarding quality of care and services.
Legislative Objectives:

PHL Article 36 was intended to promote the quality of home care services
provided to residents of New York State and to assure adequate availability as a viable
alternative to institutional care.

Needs and Benefits:

On February 24, 2011 Governor Cuomo accepted a report from the Medicaid
Redesign Team (MRT) designed to meet the Medicaid savings targets contained in the
Executive Budget for 2011-12. The report included 79 recommendations to redesign and
restructure the Medicaid program to be more efficient and achieve better outcomes for
patients. Included among the recommendations accepted were MRT proposal numbers
109 and 147.

MRT Proposal 109 sought to expand access to palliative care services. In
furtherance of that objective, the proposed amendments to the regulations add a
requirement that the plans of care and medical orders required for patients of certified
home health agencies (CHHAS) and licensed home care services agencies (LHCSAS)

address the patient’s need for palliative care.



MRT Proposal 147 aimed to reduce regulatory burdens on providers.
Accordingly, the proposed changes to the regulations eliminate the need for a physician
to serve on the quality improvement (QI) committee of LHCSAs.

Finally, the proposed changes reflect minor amendments made to align these
regulations with federal requirements and to correct errors. First, the amendments
eliminate the requirement that CHHAS provide more than one qualifying service directly
to coincide with the federal standards as defined in 42 CFR §484.14(a). The current
regulation appears to require CHHASs to provide more than one service directly, which
the Department of Health does not require, and this has led to confusion among interested
agencies.

Second, the amendments change the maximum period of time that may lapse
before a comprehensive assessment is reviewed from 62 days to 60 days, as this was an
error in the regulations as originally drafted. Federal regulations, at 42 CFR
8484.55(d)(1), require review at least every 60 days.

Costs:

The only new requirement imposed on agencies by these regulations is the
requirement that the plan of care address palliative care, which is not anticipated to result
in any appreciable burden to agencies and should not add additional costs to current
operations. All other amendments are cost neutral or will decrease costs.

Local Government Mandates:

There are no mandates in this rule specific to local government. There are 28

existing county-based LHCSASs and approximately 29 county based CHHAs, and these

entities will be required to comply with the same requirements as other licensed agencies.



Paperwork:

Providers are not expected to have increased paperwork as a result of these
amendments.
Duplication:

The proposed regulatory changes are not duplicative of other requirements.
Alternatives:

The MRT proposals are specific in their mandates. The Department has made
only those changes required to implement the MRT proposals.
Federal Standards:

There are no federal health care standards for LHCSAs. This provider type is a
New York State construct. Federal regulations governing CHHAs are at 42 CFR Part
484,
Compliance Schedule:

compliance is expected upon notice of adoption in the State Register.
Contact Person:
Katherine Ceroalo
NYS Department of Health
Bureau of House Counsel, Regulatory Affairs Unit
Corning Tower, Rm. 2438
Empire State Plaza
Albany, New York 12237
(518) 473-7488

(518) 473-2019 (FAX)
REGSONA@health.state.ny.us




REGULATORY FLEXIBILITY ANALYSIS FOR SMALL BUSINESSES AND
LOCAL GOVERNMENTS
Effect of Rule:

Licensed home care services agencies (LHCSAS) and certified home health
agencies (CHHAS), including those operated by county health departments, provide
public health services in the home as required by Public Health Law. There are
approximately 28 county-based LHCSAs and approximately 29 county-based CHHAsS.
Additionally, based on agency reports, the Department estimates that 860 LHCSAs and
168 CHHAs have less than 100 employees, and would be categorized as small
businesses.

Compliance Requirements:

There is one new requirement imposed on home care agencies as a result of these
amendments, which is to include the need for palliative care in each patient’s plan of care
and medical orders.

Professional Services:

No additional professional staff will be required because of these amendments.
The requirement that agencies address the need for palliative care will be handled as a
part of procedures already undertaken by agencies.

Compliance Costs:

It is not anticipated that there will be any increase in costs incurred by agencies as
a result of these amendments. The amendments either remove existing obligations or add
a minimal requirement that may be assumed with no increase in cost as part of current

operations.



Economic and Technological Feasibility:

These rules can be implemented with no clear economic or technological impact.
The only requirement imposed by these regulations is an unappreciable addition to
current operations, and no additional technology will be required to comply.
Minimizing Adverse Impact:

The MRT proposals are specific in their mandates. The Department has made
only those changes required to implement the MRT proposals.
Small Business and Local Government Participation:

The Department will meet the requirements of SAPA Section 202-b(6) in part by
publishing a notice of proposed rulemaking in the State register with a comment period.
All agencies and associations that represent such agencies were able to participate in the

MRT process.



RURAL AREA FLEXIBILITY ANALYSIS
Types and Estimated Numbers of Rural Areas:

All counties in New York State have rural areas with the exception of 7 downstate
counties. Approximately 80% of LHCSAs and 86% of CHHAs are licensed to serve
counties with rural areas.

Reporting, Record Keeping and Other Compliance Requirements and Professional
Services:

There is one new requirement imposed on home care agencies as a result of these
amendments, which is to include the need for palliative care in each patient’s plan of care
and medical orders. This requirement adds only a minimal recordkeeping burden on
agencies, as plans of care and medical orders are already required for every patient
serviced by a LHCSA or CHHA. No new professional staff is required to comply.

Costs:

It is not anticipated that there will be any increase in costs incurred by agencies as
a result of these amendments. The amendments either remove existing obligations or add
a minimal requirement that may be assumed with no increase in cost as part of current
operations.

Minimizing Adverse Impact:

The MRT proposals were specific in their mandates. The Department has made

only those changes required to implement the MRT proposals.
Rural Area Participation:
There is no impact specifically to rural areas as a result of these amendments, and

the impact to all agencies is minimal.
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JOB IMPACT STATEMENT
Nature of Impact:

The Department has determined that the proposed rules will not have a substantial
adverse impact on jobs and employment opportunities.
Categories and Numbers Affected:

None
Regions of Adverse Impact:

None
Minimizing Adverse Impact:

Not applicable.

Self Employment Opportunities:

Not applicable.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by sections 2800 and 2803 of the Public Health Law, Sections 405.2
and 405.4 of Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of
the State of New York are hereby amended, to be effective upon publication of a Notice of

Adoption in the New York State Register, to read as follows:

Paragraphs (6) and (7) of subdivision (f) of section 405.2 are amended and a new paragraph (8)

is added to read as follows:

(F) Care of patients. The governing body shall require that the following patient care practices
are implemented, shall monitor the hospital’s compliance with these patient care practices, and
shall take corrective action as necessary to attain compliance:

* % %
(6) hospitals which conduct, or propose to conduct, or otherwise authorize human research on
patients or other human subjects shall adopt and implement policies and procedures pursuant to
the provisions of Public Health Law, article 24-A for the protection of human subjects; [and]
(7) hospitals shall have available at all times personnel sufficient to meet patient care needs[.];
and

(8) hospitals shall have in place evidence-based protocols for the early recognition and treatment

of patients with severe sepsis/septic shock that are based on generally accepted standards of care

as required by subdivision (a) of section 405.4 of this Part.

New paragraphs (4), (5), (6), (7) and (8) are added to subdivision (a) of section 405.4 to read as

follows:



405.4 Medical staff.
€)] Medical staff accountability. The medical staff shall be organized and accountable to the

governing body for the quality of medical care provided to all patients.

* K *

(4) The medical staff shall adopt, implement, periodically update and submit to the

Department evidence-based protocols for the early recognition and treatment of

patients with sepsis, severe sepsis and septic shock (“sepsis protocols”) that are

based on generally accepted standards of care. Sepsis protocols must include

components specific to the identification, care and treatment of adults and of

children, and must clearly identify where and when components will differ for

adults and for children. These protocols must include the following components:

Q) a process for the screening and early recognition of patients with sepsis,

severe sepsis and septic shock;

(i) aprocess to identify and document individuals appropriate for treatment

through severe sepsis protocols, including explicit criteria defining those

patients who should be excluded from the protocols, such as patients with

certain clinical conditions or who have elected palliative care;

(iii)  guidelines for hemodynamic support with explicit physiologic and

biomarker treatment goals, methodology for invasive or non-invasive

hemodynamic monitoring, and timeframe goals;

(iv)  for infants and children, guidelines for fluid resuscitation with explicit

timeframes for vascular access and fluid delivery consistent with current,




evidence-based quidelines for severe sepsis and septic shock with defined

therapeutic goals for children;

(V) a procedure for identification of infectious source and delivery of early

antibiotics with timeframe goals; and

(vi)  criteria for use, where appropriate, of an invasive protocol and for use of

vasoactive agents.

(5) The medical staff shall ensure that professional staff with direct patient care

responsibilities and, as appropriate, staff with indirect patient care responsibilities,

including, but not limited to laboratory and pharmacy staff, are periodically

trained to implement sepsis protocols required pursuant to paragraph (4) of this

subdivision. Medical staff shall ensure updated training when the hospital initiates

substantive changes to the protocols.

(6) Hospitals shall submit sepsis protocols required pursuant to paragraph (4) of this

subdivision to the Department for review on or before July 1, 2013. Hospitals

must implement these protocols no later than 45 days after receipt of a letter from

the Department indicating that the proposed protocols have been reviewed and

determined to be consistent with the criteria established in this Part. Hospitals

must update protocols based on newly emerging evidence-based standards.

Protocols are to be resubmitted at the request of the Department, not more

frequently than once every two years unless the Department identifies hospital-

specific performance concerns.

(7) Collection and Reporting of Sepsis Measures.




(8)

(i)

The medical staff shall be responsible for the collection, use, and reporting

of quality measures related to the recognition and treatment of severe

sepsis for purposes of internal quality improvement and hospital reporting

to the Department. Such measures shall include, but not be limited to,

data sufficient to evaluate each hospital’s adherence rate to its own sepsis

protocols, including adherence to timeframes and implementation of all

protocol components for adults and children.

(i) Hospitals shall submit data specified by the Department to permit the
Department to develop risk-adjusted sepsis mortality rates in consultation
with appropriate national, hospital and expert stakeholders.

(iii)  Such data shall be reported annually, or more frequently at the request of

the Department, and shall be subject to audit at the discretion of the

Department.

Definitions. For the purposes of this section, the following terms shall have the

following meanings:

(i) sepsis shall mean a proven or suspected infection accompanied by a
systemic inflammatory response;

(ii)  severe sepsis shall mean sepsis plus at least one sign of hypoperfusion or
organ dysfunction; and

(iii)  septic shock shall mean severe sepsis with persistent hypotension or

cardiovascular organ dysfunction despite adequate 1V fluid resuscitation.




REGULATORY IMPACT STATEMENT

Statutory Authority:

Public Health Law (“PHL”) Section 2800 provides that “[h]ospital and related services including
health-related service of the highest quality, efficiently provided and properly utilized at a
reasonable cost, are of vital concern to the public health. In order to provide for the protection
and promotion of the health of the inhabitants of the state . . ., the department of health shall have
the central, comprehensive responsibility for the development and administration of the state’s

policy with respect to hospital related services . ..”

PHL Section 2803 authorizes the Public Health and Health Planning Council (“PHHPC”) to
adopt rules and regulations 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.



Needs and Benefits:

Sepsis is a range of clinical conditions caused by the body’s systemic response to an infection
and affects about 750,000 people in the U.S. each year. The mortality rate is alarming — between
20 percent and 50 percent — and the rate largely depends on how quickly patients are diagnosed

and treated with powerful antibiotics to battle the bacteria racing through their systems.

In New York State the number of severe sepsis cases increased from 26,001 in 2005 to 43,608 in
2011 - an increase of 68%. Similarly, the number of sepsis cases in New York State increased
from 71,049 in 2005 to 100,073 in 2011, an increase of 41%. Sepsis mortality is significant and
ranges widely from one hospital to another. In New York, sepsis mortality ranges between 15%
and 37%. A patient may have a greater chance of dying from sepsis if care is provided by an
institution ill-prepared to deal with this illness or from providers not thoroughly trained in

identifying and treating sepsis.

The likelihood of death following initial diagnosis of sepsis is more than 20%, and the window
for administering effective treatment is short. Mortality rates from severe sepsis are on a similar
scale to lung, breast, and colon cancer, and it is one of the leading causes of death in the
intensive care unit. Sepsis Kills more people than HIV/AIDS, prostate cancer, and breast cancer

combined.

The 28-day mortality rate in sepsis patients is comparable to the 1960s hospital mortality rate for
patients of acute myocardial infarction (“AMI”). Over recent years, there has been an
improvement in the awareness and management of AMI, resulting in a decline in mortality,

while sepsis remains an unacknowledged killer.



The number of severe sepsis cases is expected to grow at a rate of 1.5% annually, adding an
additional one million cases per year in the United States alone by 2020. This will increase total
mortality and increase the burden on health care resources. The increase is mainly due to the
growing use of invasive procedures, immune system modifying therapies and increasing
numbers of elderly and high-risk individuals, such as those with diabetes, cancer and HIV. Older
people are at an increased risk of sepsis as they are more vulnerable to infections due to aging,
co-morbidities, use of invasive procedures, and problems associated with institutionalization.
Individuals with diabetes, cancer, and HIV are at increased risk due to immune system and other

dysfunction caused by their disease or its treatment.

Sepsis places a significant burden on health care resources, accounting for 40% of total ICU
expenditures. Sepsis costs our health care system an estimated $17 billion annually, and the
average cost of treating the condition is $50,000. (See

http://www.nigms.nih.gov/Education/factsheet_sepsis.htm.)

The rapid diagnosis and management of sepsis is critical to successful treatment. The sepsis
patient is usually already critically ill and requires immediate attention to avoid rapid
deterioration; therefore, it is necessary to treat the patient at the same time as confirming the
diagnosis. Due to the challenges of diagnosing and treating this complex condition,
approximately 10% of sepsis patients do not receive prompt appropriate antibiotic therapy,

which increases mortality by 10 to 15%.

In the absence of adoption of protocols as required by these regulations, it is estimated that New
York will see dramatic increases in cases of sepsis and sepsis mortality as the numbers of

persons who are at risk continue to increase.



Hospitals can significantly impact sepsis morbidity and mortality by adopting standard protocols.
For example, since the implementation of Kaiser Permanente’s Northern California sepsis
program mortality has been reduced for patients admitted to hospitals with sepsis, by more than
40 percent — and saved more than 1,400 lives. Similarly, Regions Hospital in Minnesota reports
that initiatives launched in 2005 led to more than a 60 percent drop in sepsis mortality by 2011,
and Intermountain Health Care reports a reduction in its sepsis mortality rate from 25% to 9%,
saving 85 lives and $38 million annually. (See Needles in a Haystack: Seeking Knowledge with

Clinical Informatics, PwC Health Research Institute, 2012.)

In particular, these regulations will promote the early identification and treatment of sepsis at
general hospitals by focusing on the following areas:
e Recognition of risk factors, signs and symptoms of sepsis;
e Resuscitation with rapid intravenous fluids and administration of antibiotics upon
diagnosis of sepsis;
e Referral to appropriate clinicians and teams as appropriate;
e Measurement and evaluation of current practices for purposes of informing future
policy; and
e Quality Improvement measures that will permit development and dissemination of

best practices through clinical and administrative information sharing.

The Department of Health (“the Department”) will publish guidance to assist facilities in
developing protocols that include an appropriate process for screening all patients to ensure early

recognition of patients with possible sepsis and, once possible sepsis has been documented,



establishing clear timeframes for administration of antibiotics and full protocol implementation.
At a conference of stakeholders, including hospital systems, convened by the Department in
2012, it emerged that the current best practice is to pursue administration of antibiotics and fluid
resuscitation within one hour of a diagnosis of sepsis, with full implementation of sepsis
protocols within 3 hours for severe sepsis and six hours for septic shock. Given continual
advancements in medical research and practice, these timeframes could change and accordingly

will be set forth in guidance which will be updated as appropriate.

These regulations, requiring hospitals to adopt protocols to identify and treat sepsis, and another
set of regulations requiring hospitals to provide patients and their parents or other medical
decision-makers with critical information about the patient’s care and to post a Parent’s Bill of
Rights, were inspired by the case of Rory Staunton, a 12-year-old boy who died of sepsis in
April of 2012. Both sets of regulations, together known as "Rory's Regulations," will help New

York State set a “gold standard” for patient care.

COSTS:
Costs for the Implementation of and Continuing Compliance with these Regulations to the

Regulated Entity:

Costs to the regulated entities are expected to be minimal and to be primarily associated with the
following: (a) adoption of and compliance with evidence-based protocols; (b) reporting
information to inform risk-adjusted sepsis mortality measures; and (c) training staff to implement
the sepsis protocols. It is likely that hospitals will realize overall cost savings as a result of early

identification and treatment (see below).



In fact, many hospitals throughout the State are currently implementing sepsis initiatives. The
Greater New York Hospital Association (“GNYHA”) and the United Hospital Fund (“UHF”)
have launched a joint program called the “Strengthening Treatment and Outcomes for Patients
Sepsis Collaborative;” the North Shore-LI1J Health System recently launched an education
program to train emergency and critical care nurses on how to identify sepsis at its earliest stages
and provide treatment to improve patient outcomes; and the Healthcare Association of New York
State (“HANYS”) has organized a collaborative to improve the identification and management of
sepsis and test the value of collaborative improvement projects versus traditional medical and

clinical staff education. This regulation will build on and support these initiatives going forward.

Research conducted nationally suggests the possibility of a significant return on investment. As
noted, Intermountain Health Care in Utah has reported savings of $38 million per year due to its
sepsis program, and reports more favorable reimbursement from insurers for identifying potential
septic patients faster and treating them in the intensive care unit earlier. (See Needles in a

Haystack: Seeking Knowledge with Clinical Informatics, PwC Health Research Institute, 2012.)

In New York State, Stony Brook University Medical Center (“SBUMC?”) reports that a recent
campaign to reduce sepsis mortality was extremely successful, resulting in a 49 percent reduction
in mortality and a decrease in length of stay for patients with severe sepsis. This resulted in a
cost savings of more than $740,000 for the 153 severe sepsis patients at SBUMC in 2010. (See
http://www.naph.org/Homepage-Sections/Explore/Innovations/Preventing-Hospital-
Acquired-Conditions/Stony-Brook-Reduces-Sepsis-Mortality.aspx.) Similarly, a recent

sepsis initiative at South Nassau Communities Hospital resulted in a 44% reduction in sepsis
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mortality (See HANYS Quality Institute, Healthcare Association of New York State, Leading the
Quest for Quality 2011 Profiles in Quality and Patient Safety.) Similar savings to those reported

by SBUMC are likely.

Costs to Local and State Government:

There is no anticipated fiscal impact to State or local government as a result of this regulation,

except that hospitals operated by the State or local governments will incur minimal costs, offset

by savings, as discussed above.

Costs to the Department of Health:

There will be minimal additional costs to the Department of Health associated with the

following: review of protocols submitted by hospitals to the Department; general programmatic

oversight; development of measures to evaluate the impact of these regulations as they relate to

the adoption of evidence-based sepsis protocols; and creation of a data system for purposes of

analysis and reporting.

Local Government Mandates:

Hospitals operated by State or local government will be affected and be subject to the same

requirements as any other hospital licensed under PHL Avrticle 28.
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Paperwork:

Consistent with these regulations all hospitals will be required to submit evidence of the
following:

(a) adoption of an evidence-based sepsis protocol initially and then once every two years after
that.

(b) information sufficient to evaluate each hospital’s adherence to its own sepsis protocol,
including adherence to timeframes and implementation of all protocol components for adults and
children;

(c) data, as specified by the Department, to permit the evaluation of risk-adjusted severe sepsis

mortality rates.

Duplication:

These regulations do not conflict with any State or Federal rules. Implementation of these
regulations represents the first time New York State has required that facilities submit indication
of adherence to evidence-based protocols for the early detection and treatment of sepsis and to

report outcomes (risk-adjusted mortality). Thus, there is no duplication.

Alternative Approaches:

There are no viable alternatives. Implementation of these regulations is predicated on strong
evidence indicating the effectiveness of implementing evidence-based protocols. In addition to

requiring that all hospitals throughout the State develop and implement evidence—based sepsis
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protocols, the regulations will require submission of data to the Department. This will allow the
Department to monitor adherence to protocols, measure the impact of the protocols through risk-
adjusted mortality statistics, and use the data and information obtained to inform the

development of quality improvement initiatives.

Federal Requirements:

Currently there are no federal requirements regarding the adoption of sepsis protocols or for

reporting adherence to protocols or risk adjusted mortality.

In December 2012, the National Quality Forum included a proposed measure of adherence to
treatment bundles for patients treated for sepsis. This measure, which is currently under
consideration, would focus on patients 18 years of age and older who present with symptoms of
severe sepsis or septic shock who are eligible for the 3 hour (severe sepsis) and/or 6 hour (septic
shock) early management bundle. The regulations proposed by the Department to measure
adherence with established sepsis protocols will seek to be in alignment with the NQF measure

when adopted.

Compliance Schedule:

These regulations will take effect upon publication of a Notice of Adoption in the New York

State Register.
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Contact Person:

Katherine Ceroalo

New York State Department of Health
Bureau of House Counsel

Regulatory Affairs Unit

Corning Tower Building, Room 2438
Empire State Plaza

Albany, New York 12237
518-473-7488

518-473-2019-FAX
REGSQNA@health.state.ny.us
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REGULATORY FLEXIBILITY ANALYSIS

FOR SMALL BUSINESS AND LOCAL GOVERNMENTS

Effect of Rule:

The provisions of these regulations will apply to the 228 general hospitals in New York State,
including 18 general hospitals operated by local governments. Three general hospitals in the
State are considered small businesses. These hospitals will not be affected in any way different

from any other hospital.

Compliance Requirements:

Compliance requirements are applicable to those three hospitals considered small businesses as
well as the 18 hospitals operated by local governments. Compliance will require: (a) adoption
of and compliance with the required sepsis protocols; (b) training staff to implement the sepsis

protocols; and (c) reporting information to inform risk-adjusted sepsis mortality measures.

Professional Services:

Professional services are not anticipated to be impacted as a result of the following: (a) reporting

the adoption of and compliance with the required sepsis protocols; (b) training staff to implement

the sepsis protocols; and (c) reporting information to inform risk-adjusted sepsis mortality

measure.
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Compliance Costs:

Compliance costs associated with these regulations will be minimal and will arise as a result of:
(a) adopting and complying with evidence-based protocols; (b) reporting information to inform
risk-adjusted Sepsis mortality measures; and (c) training staff to implement the sepsis protocols.

This will apply to those hospitals (three) defined as small businesses.

Economic and Technological Feasibility:

It is economically and technologically feasible for small businesses to comply with these

regulations.

Minimizing Adverse Impact:

Adverse impact will be minimized through the provision of time sufficient to comply with the
regulations. More specifically impacted entities will have a minimum of 90 days following
adoption of these regulations to have sepsis protocols in place and at least six months before
information to inform risk adjusted mortality measures will have to be reported to the

Department.
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Small Business and Local Government Participation:

These regulations have been discussed with hospital associations that represent hospitals
throughout the state, including those that are small businesses and operated by local

governments, who are supportive of this initiative.

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 the party or parties
subject to enforcement when developing a regulation or explain in the Regulatory Flexibility
Analysis why one was not included. This regulation creates no new penalty or sanction. Hence,

a cure period is not required.
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RURAL AREA FLEXIBILITY ANALYSIS

Effect of Rule:

The provisions of these regulations will apply to general hospitals in New York State, including

47 general hospitals located in rural areas of the State. These hospitals will not be affected in

any way different from any other hospital.

Compliance Requirements:

Compliance requirements are applicable to those hospitals located in rural areas. Compliance

will require: (a) adoption of and compliance with the required sepsis protocols; (b) training staff

to implement the sepsis protocols; and (c) reporting information to inform risk-adjusted sepsis

mortality measures.

Professional Services:

Professional services will not be impacted as a result of these regulations.

Compliance Costs:

Compliance costs associated with these regulations will be minimal and will arise as a result of:

(a) adopting and complying with evidence-based protocols; (b) reporting information to inform
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risk-adjusted Sepsis mortality measures; and (c) training staff to implement the sepsis protocols.

This will apply to those hospitals located in rural areas of New York State.

Minimizing Adverse Impact:

Adverse impact will be minimized through the provision of time sufficient to comply with the
regulations. More specifically impacted entities will have a minimum of 90 days following
adoption of these regulations to have sepsis protocols in place and at least six months before
information to inform risk adjusted mortality measures will have to be reported to the

Department.

Rural Area Participation:

These regulations have been discussed with hospital associations that represent hospitals

throughout the state, including those that are located in rural areas, who are supportive of this

initiative.
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JOB IMPACT STATEMENT

Pursuant to the State Administrative Procedure Act (SAPA) section 201-a(2)(a), a Job
Impact Statement for this amendment is not required because it is apparent from the nature and
purposes of the proposed rules that they will not have a substantial adverse impact on jobs and

employment opportunities.
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SUMMARY OF EXPRESS TERMS

This proposal will amend Part 405 (Hospitals — Minimum Standards), primarily
with respect to pediatric provisions and also to update various provisions to reflect

current practice. Hospitals, for the purposes of Part 405, pertain to general hospitals.

Proposed amendments to Section 405.1 (Introduction) specify that the
requirements of Part 405 relating to patient care and services will apply to patients of all

ages, including newborns, pediatric and geriatric patients.

Proposed amendments to Section 405.3 (Administration), which currently
requires hospitals to provide to the State Education Department (“SED”) a written report
whenever enumerated professionals licensed by SED lose hospital employment or
privileges for certain reasons, will require similar reporting to the Department of Health

for certain individuals licensed by such Department.

Proposed amendments to Section 405.6 (Quality Assurance Program) will require
hospital quality assurance processes to include a determination that the hospital is
admitting only those patients for whom it has appropriate staff, resources and equipment
and transferring those patients for whom the hospital does not have the capability to
provide care, except under conditions of disasters or emergency surge that may require

admissions to provide care to those patients.



A new subdivision (d) is added to Section 405.7 to require hospitals to post a
Parent’s Bill of Rights, setting forth the rights of patients, parents, legal guardians or
other persons with decision-making authority to certain minimum protections required
under other provisions of these regulations. In particular, the Parent’s Bill of Rights
would advise that patients may not be discharged from the hospital or the emergency
room until any tests that could reasonably be expected to yield “critical value” results —
results that suggest a life-threatening or otherwise significant condition such that it
requires immediate medical attention — are completed and reviewed by medical staff and

communicated to the patient, his or her parents or other decision-makers, as appropriate

Proposed amendments to Section 405.9 (Admission/Discharge) specify that a
hospital will be required to admit pediatric patients consistent with its ability to provide
qualified staff, space and size appropriate equipment necessary for the unigue needs of
pediatric patients. If the hospital cannot meet these requirements, it will be required to
develop criteria and policies and procedures for transfer of pediatric patients. This
section also requires hospitals to develop policies and procedures enabling
parents/guardians to stay with pediatric patients, and to permit at least one
parent/guardian to remain with the patient at all times. Proposed amendments will also
require hospitals to develop and implement written policies and procedures pertaining to
review and communication of laboratory and diagnostic test/service results to the patient
and, if the patient is not legally capable of making decisions, the patient’s parent, legal
guardian, health care agent or health care surrogate, as appropriate and subject to all

applicable confidentiality laws and regulations. Such policies and procedures must



ensure that no discharge will occur while critical value tests are pending so as to assure
appropriate care is provided to the patient. Further, all communication with the patient,
parent, legal guardian, etc. must be clear and understandable to the recipient. In

addition, the hospital must ask the patient or the patient’s representative for the name of

the patient’s primary care provider, if any, and forward lab results to such provider.

This proposal also updates Section 405.12 (Surgical Services), which currently
requires hospitals to develop and implement effective written policies and procedures, to
provide that such policies and procedures include the performance of surgical procedures,
the maintenance of safety controls and the integration of such services with other related
services of the hospital to protect the health and safety of the patients in accordance with
generally accepted standards of medical practice and patient care. The amendments will
also require hospitals to assure that the privileges of each practitioner performing surgery
are commensurate with his or her training and experience. Precautions must be clearly
identified in written policies and procedures specific to the surgical service and post
anesthesia care unit (“PACU”) including appropriate resuscitation, airway and
monitoring equipment including a resuscitation cart with age and size appropriate

medications, equipment and supplies.

Updates to Section 405.13 (Anesthesia Services), which currently require
hospitals to develop and implement effective written policies and procedures on matters
such as the administration of anesthetics, the maintenance of safety controls and the

integration of such services with other related services of the hospital. Under the



amendments, such policies and procedures will have to be reviewed and updated at least
biennially. In addition, hospitals will have to establish clinical competencies that are
relevant to the care provided and, at a minimum, include instruction in safety precautions,
equipment usage and inspections, infection control requirements and any patients’ rights
requirements pertaining to surgical/anesthesia consents. The amendments further provide

that all equipment and services provided must be age and size appropriate.

Updates to Section 405.14 (Respiratory Care Services) will provide that orders for
respiratory care services, in addition to specifying the type, frequency and duration of
treatment, and as appropriate, the type and dose of medication, the type of diluent, and
the oxygen concentration, must be consistent with generally accepted standards of care.
The amendments further provide that all equipment and services provided must be age

and size appropriate.

Updates to Section 405.15 (Radiologic and Nuclear Medicine Services) will
specify that care must be provided in accordance with generally accepted standards of
practice. The amendments will also require that policies and procedures regarding
imaging studies for newborns and pediatric patients must include standards for clinical
appropriateness, appropriate radiation dose and beam collimation, image quality and
patient shielding. In addition, a policy and procedure must be developed to ensure that
the practitioner’s order for an imaging study is specific to the body part(s) that are to be
imaged. Quality improvement audits must verify that these policies and procedures are

being followed and must include a review of the adequacy of diagnostic images and



interpretations. Radiation safety principles must be adequate to ensure compliance with
all generally accepted standards of practice as well as pertinent laws, rules and
regulations. The amendments also provide that the chief of radiology, in conjunction
with the radiation safety officer, must ensure that all practitioners who utilize ionizing
radiation equipment within the hospital are properly trained in radiation safety procedures

for patients of all ages.

The amendments to Section 405.1 also will update the megavoltage (“MEV”)
requirements for therapeutic radiology or radiation oncology services to provide that they
utilize six or more MEV unit with a source-axis distance of 100 or more centimeters as
the primary unit in a multi-unit radiation oncology service. In addition, as amended, the
regulations will require each therapeutic radiology service to have full time New York
State licensed radiation therapists sufficient to meet the needs of the service and also a
New York State licensed radiation therapy physicist who will be involved in treatment,
planning and dosimetry as well as calibrating the equipment. The amendments will also
change a reference to an MEV unit so that it instead refers to a linear accelerator. A
computed tomography (“CT”) scanner must be available within the radiation therapy
program that is equipped for radiation oncology treatment planning or arrangements must
be made for access to a CT scanner on an as needed basis. Provisions must be made for
access to a magnetic resonance imaging (“MRI”) scanner for treatment planning purposes

on an as needed basis.



Updates to Section 405.17 (Pharmaceutical Services) will require hospital
pharmacy directors, in conjunction with designated members of the medical staff, to
ensure that for patients of all ages, weight must be measured in kilograms and that
resources relating to drug interactions, drug therapies, side effects, toxicology, dosage,
indications for use, and routes of administration are available to the professional staff.
Pediatric dosing resources must include age and size appropriate fluid and medication
administration and dosing. Dosing must be weight based and not exceed adult maximum
dosage, or in emergencies, length based, with appropriate references for pediatric dosing
available. The amendments will further require the director to ensure that the pharmacy
quality assurance program include monitoring and improvement activities to identify,
measure, prevent and/or mitigate adverse drug events, adverse drug reactions and
medication errors in accordance with generally accepted standards and practices in the
field of medication safety and quality improvement. All drugs and biologicals must be
controlled and distributed in accordance with written policies and procedures to

maximize patient safety and quality of care.

Updates to Section 405.19 (Emergency Services) provisions will require at least
one clinician on every shift to have the skills to assess and manage a critically ill or
injured pediatric patient and be able to resuscitate a child. The director of the hospital’s
emergency service, attending physicians, supervising nurses, registered professional
nurses (“RNs”), physician assistants (“PAs”) and nurse practitioners (“NPs”) must
satisfactorily complete and be current in Pediatric Advanced Life Support (“PALS”) or

have current training equivalent to PALS. Hospitals with less than 15,000 unscheduled



emergency Visits per year do not need to have the supervising or attending physician
present, but such supervising or attending physician must be available within 30 minutes
of “patient presentation” provided that at least one physician, NP, or PA is on duty in the

emergency service 24 hours a day, seven days a week.

In addition, the amendments will require hospitals to develop and implement
protocols specifying when supervising or attending physicians must be present. In no
event shall a patient be discharged or transferred to another hospital, unless evaluated,
initially managed, and treated as necessary by an appropriately privileged physician, PA
or NP. Specifically, no discharge should occur while critical value tests are pending so as
to assure appropriate care is provided. The amendments will also require hospitals to
develop and implement written policies and procedures pertaining to review and
communication of laboratory and diagnostic test/service results ordered for a patient
receiving emergency services to the patient and, if the patient is not legally capable of
making decisions, the patient’s parent, legal guardian, health care agent or health care
surrogate, as appropriate and subject to all applicable confidentiality laws and
regulations. Further, policies and procedures must ensure that all communication with
the patient, parent, legal guardian, etc. must be clear and understandable to the recipient.
In addition, the hospital must ask the patient or the patient’s representative for the name
of the patient’s primary care provider, if there is one, and lab results must be forwarded to

such provider.



Section 405.20 (Outpatient Services) requires outpatient services, including
ambulatory care services and extension clinics to be provided in a manner which safely
and effectively meets the needs of all patients. Written policies must be in place for
admission of patients whose postoperative status prevents discharge and necessitates

inpatient admission to a hospital capable of providing the appropriate level of care.

Section 405.22 (Critical Care and Special Care Services) adds new provisions
regarding Pediatric Intensive Care Unit (PICU) Services. A “PICU” is defined as a
physically separate unit that provides intensive care to pediatric patients (infants, children
and adolescents) who are critically ill or injured. It must be staffed by qualified
practitioners competent to care for critically ill or injured pediatric patients. “Qualified
practitioners” are practitioners functioning within his or her scope of practice according
to State Education Law and who meets the hospital’s criteria for competence,
credentialing and privileging practitioners in the management of critically ill or injured
pediatric patients. PICUs must be approved by the Department and the governing body
must develop written policies and procedures for operation of the PICU in accordance
with generally accepted standards of medical care for critically ill or injured pediatric
patients. The PICU must have a minimum average annual pediatric patient number of
200/year. It must provide medical oversight for interhospital transfers of critically ill or

injured patients during transfer to the receiving PICU.

The PICU must be directed by a board certified pediatric medical, surgical,

anesthesiology or critical care/intensivist physician who must be responsible for the



organization and delivery of PICU care and has specialized training and demonstrated
competence in pediatric critical care. Such physician in conjunction with the nursing
leadership responsible for the PICU must participate in administrative aspects of the
PICU. All hospitals with PICUs must have a physician, notwithstanding emergency
department staffing, in-house 24 hours per day who is available to provide bedside care
to patients in the PICU. PICU physician and nursing staff must successfully complete
and be current in pediatric advanced life support (PALS) or have current training

equivalent to PALS.

The hospital must have an organized quality performance improvement program
for PICU services and include monitoring of volume and outcomes, morbidity and all
case mortality review, regular multidisciplinary conferences including all health
professionals involved in the care of PICU patients. Failure to meet one or more
regulatory requirements or inactivity in a program for a period of 12 months or more may
result in actions, including, but not limited to, withdrawal of approval to serve as a PICU.
No PICU can discontinue operation without first obtaining written approval from the
department and must give written notification, including a closure plan acceptable to
other department at least 90 days prior to planned discontinuance of PICU services. A
hospital must notify the department in writing within 7 days of any significant changes in
its PICU services, including, but not limited to: (a) any temporary or permanent

suspension of services or (b) difficulty meeting staffing or workload requirements.



Section 405.28 (Social Services) is updated to current standards that care be
provided under the direction of a qualified social worker who is licensed and registered
by the New York State Education Department to practice as a licensed master social
worker (LMSW) or licensed clinical social worker (LCSW), with the scope of practice

defined in Article 154 of the Education Law.

10



Pursuant to the authority vested in the Public Health and Health Planning Council and
subject to the approval of the Commissioner of Health by paragraph (2) of section 2803
of the Public Health Law, Part 405 of Title 10 (Health) of the Official Compilation of
Codes, Rules and Regulations of the State of New York is hereby amended to be
effective upon publication of a Notice of Adoption in the New York State Register to

read as follows:

Section 405.1 is amended to read as follows:

405.1 Introduction.

(e) The requirements of this Part relating to patient care and services shall apply to

patients of all ages, including newborns, pediatric and geriatric patients.

Subdivision (e) of Section 405.3 is amended to read as follows:

405.3 Administration.

(e) Other reporting requirements.

(2) The hospital shall furnish to the Department of Education or the Department of

Health for individuals licensed by the Department within 30 days of occurrence, a written

11



report of any denial, withholding, curtailment, restriction, suspension or termination of
any membership or professional privileges in, employment by or any type of association
with a hospital relating to an individual who is a health profession student serving in a
clinical clerkship, an unlicensed health professional serving in a clinical fellowship or
residency, or an unlicensed health professional practicing under a limited permit or a state

licensee, such as an audiologist, [certified social worker,] licensed master social worker

(LMSW), licensed clinical social worker (LCSW), dental hygienist, dentist, medical

laboratory technologist, nurse, occupational therapist, ophthalmic dispenser, optometrist,

pharmacist, physical therapist, podiatrist, psychologist, radiologic technologist,

radiologist assistant, respiratory therapist, respiratory therapy technician or speech-

language pathologist for reasons related in any way to any of the following reasons;

(i) Alleged mental or physical impairment, incompetence, malpractice, misconduct

or endangerment of patient safety or welfare;

(ii) Voluntary or involuntary resignation or withdrawal of association, employment or

privileges with the hospital to avoid imposition of disciplinary measure; and

(iii) The receipt of information concerning a conviction of a misdemeanor or felony.

The report shall contain:

(@) The name and address of the individual,
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(b) The profession and license number;

(c) The date of the hospital’s action;

(d) A description of the action taken; and

(e) the reason for the hospital’s action or the nature of the action or conduct which

lead to the resignation or withdrawal and the date thereof.

* X %

Section 405.6 is amended to read as follows:

405.6 Quality assurance program.

The governing body shall establish and maintain a coordinated quality assurance program

which integrates the review activities of all hospital services to enhance the quality of

patient care and identify and prevent medical, dental and podiatric malpractice.

* * %

(b) The activities of the quality assurance committee shall involve all patient care

services and shall include, as a minimum:

(1) review of the care provided by the medical and nursing staff and by other health care

13



practitioners employed by or associated with the hospital[;]._Such review shall include a

determination that the hospital is admitting only those patients for whom it has

appropriate staff, resources and equipment and transferring those patients for whom the

hospital does not have the capability to provide care, except under conditions of disasters

and/or emergency surge that may require admissions to provide care to those patients;

* X *

A new subdivision (d) is added to Section 405.7 to read as follows:

(d) Each hospital shall be required to post in a conspicuous place a Parent’s Bill of

Rights advising that, at a minimum and subject to laws and requlations governing

confidentiality, that in connection with every hospital admission or emergency room

Visit:

(i) The hospital must ask each patient or the patient’s representative for the name of

his or her primary care provider and shall document such information in the patient’s

medical record.

(ii) The hospital may admit pediatric patients only to the extent consistent with their

ability to provide qualified staff, space and size appropriate equipment necessary for the

unigue needs of pediatric patients.

(iii) The hospital permits parents/quardians to stay with pediatric patients, and at least

one parent/quardian may remain with the patient at all times.

(iv) All test results completed during the patient’s admission or emergency room Vvisit

will be reviewed by a physician, physician assistant or nurse practitioner who is familiar
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with the patient’s presenting condition.

(v) Patients may not be discharged from the hospital or the emergency room until any

tests that could reasonably be expected to vield “critical value” results — results that

suggest a life-threatening or otherwise significant condition such that it requires

immediate medical attention — are completed and reviewed by medical staff and

are communicated to the patient, his or her parents or other decision-makers, as

appropriate.

(vi) Patients may not be discharged until they receive a written discharge plan, which

will also be verbally communicated to patients, their parents or other medical decision-

makers, which will identify critical value results of laboratory or other diagnostic tests

ordered during the patient’s stay and identify any other tests that have not yet been

concluded.

(vii) The communication of critical value results and the discussion of the discharge

plan must be accomplished in a manner that assures that the patient, their parents or other

medical decision makers have the capacity to obtain, communicate, process, and

understand the health information provided in order to make appropriate health decisions.

(viii) Hospitals shall provide all lab results to the patient’s primary care provider, if

known.

Subdivision (b) of Section 405.9 is amended to read as follows:

405.9 Admission/discharge.
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(b) Admission.

(7) Pediatrics. (i) The hospital shall admit pediatric patients consistent with its ability to

provide qualified staff, space and size appropriate equipment necessary for the unique

needs of pediatric patients. The [facility] hospital shall establish a separate pediatric unit

if the hospital regularly has 16 or more pediatric patients or if pediatric patients cannot be
adequately and safely cared for in other than separately certified pediatric beds. If a

hospital cannot meet these requirements the hospital must develop criteria and policies

and procedures for transfer of pediatric patients.

(i1) Hospitals maintaining certified pediatric beds shall assure that admission to
those beds is limited to patients who have not yet reached their 21st birthday
except in instances when there are no other available beds within the hospital. In
such instances, the hospital shall afford priority admission to the pediatric bed to

patients 20 years of age or younger.

(iii) Children under the age of 14 shall not be admitted to a room with patients 21
years of age or over except with the knowledge and agreement of the child's
attending practitioner and parent or guardian and the concurrence of the other
patients occupying the room and their attending practitioners.

[(iv) Infants shall not be kept in the same nursery or room with older children or
with any adult patient unless their own healthy mothers occupy the same room

and the concurrence of the other patients and their attending practitioners has been
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obtained.]

(iv) [(v)] In the event a separate pediatric unit is not available, arrangements for

the admission of all children shall be made consistent with written policies and

procedures to ensure the safety of each patient.

(v) The hospital shall develop policies and procedures enabling parents/quardians

to stay with pediatric patients. To the extent possible given the patient’s health

and safety, the hospital shall allow at least one parent/quardian to remain with the

patient at all times.

(16) The hospital shall ask each patient for the name of his or her primary care provider,

if any, on admission and shall document such information in the patient’s medical record.

* * %

(F) Discharge.

* * *

(10) The hospital shall develop and implement written policies and procedures pertaining

to the review and communication of laboratory and diagnostic test/service results ordered

for a patient while admitted or receiving emergency services to the patient. If the patient

lacks medical decision-making capacity, the communication shall be to the patient’s

medical decision-maker. The results shall also be provided to the patient’s primary care
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provider, if any.. Such policies and procedures shall be reviewed and updated as

necessary and at a minimum shall include:

(i)

(i)

(iii)

(iv)

a requirement that all laboratory and other diagnostic tests/service results

be reviewed upon completion by a physician, physician assistant or nurse

practitioner familiar with the patient’s presenting condition:;

a requirement that all laboratory and other diagnostic test services results

be forwarded to the patient’s primary provider, if known, after review by a

physician, physician assistant or nurse practitioner:;

provisions to include in the discharge plan information regarding the

patient’s completed and pending laboratory and other diagnostic

test/service results, medications, diagnoses, and follow-up care and to

review such information with the patient or, if the patient is not legally

capable of making decisions, the patient’s parent, legal quardian or health

care agent, as appropriate, subject to all applicable confidentiality laws

and regulations;

a_requirement that before a patient is discharged, any laboratory or other

diagnostic tests that could reasonably be expected to vield “critical value”

test results are completed and reviewed by a physician, physician assistant

or nurse practitioner familiar with the patient’s presenting condition. A

“critical value” test result is defined as one that represents a
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pathophysiological state at such variance with normal as to be potentially

life threatening or which requires immediate medical attention:;

(v) a requirement that before a patient is discharged, any critical laboratory

test result are communicated to the patient or, if the patient is not legally

capable of making decisions, the patient’s parent, legal quardian or health

care agent, or surrogate, as appropriate, subject to all applicable

confidentiality laws and requlations;

(vi)  arequirement that all information be presented to the patient or if the

patient is not legally capable of making decisions, the patient’s parent,

legal guardian or health care agent, as appropriate, subject to all applicable

confidentiality laws and requlations, in a manner that assures that the

patient, their parents or other medical decision makers have the capacity to

obtain, communicate, process, and understand the health information

provided in order to make appropriate health decisions.

* * %

Section 405.12 is amended to read as follows:

405.12 Surgical services.

[If surgery is provided, the service shall be provided in a manner which protects the

health and safety of the patients in accordance with generally accepted standards of
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medical practice.]

If surgical services are provided, the hospital shall develop and keep current and

implement effective written policies and procedures regarding staff privileges consistent

with provisions set forth in section 405.4 of this Part, the performance of surgical

procedures, the maintenance of safety controls and the integration of such services with

other related services of the hospital to protect the health and safety of the patients in

accordance with generally accepted standards of medical practice and patient care. Such

policies and procedures shall be reviewed and updated as necessary, but at a minimum

biennially.

(a) Organization and direction._The surgical service shall be directed by a physician
who shall be responsible for the clinical aspects of organization and delivery of all
in-patient and ambulatory surgical services provided to hospital patients. That
physician or another individual qualified by training and experience shall direct
administrative aspects of the service.

(1) The operating room shall be supervised by a registered professional nurse or

physician who the hospital finds qualified by training and experience for this role.

(i) Nursing personnel shall be on duty in sufficient number for the surgical suite in

accordance with the needs of patients and the complexity of services they are to

receive.

(i) A registered professional nurse qualified by the hospital and by training and
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experience in operating room nursing shall be preset as the circulating nurse in
any and each separate operating room where surgery is being performed for the
duration of the operative procedure. Nothing in this section precludes a circulating
nurse from leaving the operating room as part of the operative procedure, leaving
the operating room for short periods; or, in accordance with employee rules or
regulations, being relieved during an operative procedure by another circulating

nurse assigned to continue the operative procedure.

(iii) Licensed practical nurses and surgical technologists may perform scrub
functions and may assist in circulating duties under the supervision of the
circulating nurse who is present in the operating room for the duration of the
procedure, in accordance with policies and procedures established by the medical

staff and the nursing service and approved by the governing body.

(2) Surgical privileges shall be delineated for all practitioners performing surgery in
accordance with the competencies of each practitioner as required by section 405.4 of
this Part. The surgical service shall maintain a roster of practitioners specifying the

surgical privileges of each practitioner. The hospital shall assure that the privileges of

the practitioner are commensurate with his or her training and experience,

* * *

(6) Precautions shall be clearly identified in written policies and procedures specific to
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the department and the post anesthesia care unit (PACU) and include but are not limited

to:
(1) safety regulations posted,;
(i1) routine inspection and maintenance of equipment;

(iii) availability in the operating room suites and PACU of [a] appropriate

resuscitation, airway and monitoring equipment [call-in system, cardiac monitor,

resuscitator, defibrillator, aspirator,] including a resuscitation cart with age and

size appropriate medications, equipment and supplies, [thoracotomy set and

tracheotomy set]; and
(iv) control of traffic in and out of the operating room suites and accessory

services to eliminate through traffic.

(b) Operation and service delivery. Policies governing surgical services shall be designed
to assure the achievement and maintenance of generally accepted standards of medical

practice and patient care. The policies shall assure that service and equipment routinely

available in the operating suite and PACU are age and size appropriate.

* * %

Section 405.13 is amended to read as follows:

405.13 Anesthesia services.
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If anesthesia services are provided within a hospital, the hospital shall develop,
implement and keep current effective written policies and procedures regarding staff

privileges consistent with provisions set forth in section 405.4 of this Part, the

administration of anesthetics, the maintenance of safety controls and the integration of
such services with other related services of the hospital to protect the health and safety of
the patients in accordance with generally accepted standards of medical practice and

patient care. Such policies and procedures shall be reviewed and updated as necessary,

but at a minimum biennially.

(a) Organization and direction. Anesthesia services shall be directed by a physician
who has responsibility for the clinical aspects of organization and delivery of all
anesthesia services provided by the hospital. That physician or another individual
qualified by education and experience shall direct administrative aspects of the

services.

(1) The director shall be responsible, in conjunction with the medical staff, for
recommending to the governing body privileges to those persons qualified to
administer anesthetics, including the procedures each person is qualified to perform
and the levels of required supervision as appropriate. Anesthesia shall be
administered in accordance with their credentials, competencies and privileges by the

following:

(i) anesthesiologists;
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(i) physicians granted anesthesia privileges;

(iii) dentists, oral surgeons, or podiatrists who are qualified to administer anesthesia

under State law;

(iv) certified registered nurse anesthetists (CRNA's) under the supervision of an
anesthesiologist who is immediately available as needed or under the supervision of
the operating physician who has been found qualified by the governing body and the
medical staff to supervise the administration of anesthetics and who has accepted

responsibility for the supervision of the CRNA; or

(v) a student enrolled in a school of nurse anesthesia accredited by the Council on
Accreditation of Nurse Anesthesia Educational Programs may administer anesthesia
as related to such course of study under the direct personal supervision of a certified

registered nurse anesthetist or an anesthesiologist.

(2) Anesthesia service policies shall clearly outline requirements for orientation and
continuing education programs for all staff, and staff compliance with such
requirements shall be considered at the time of reappointment or performance

evaluation. Such training, clinical competencies and continuing education programs

shall be established that are relevant to care provided but must, at a minimum, include
instruction in safety precautions, equipment usage and inspections, infection control

requirements and any patients' rights requirements pertaining to surgical/anesthesia
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consents.
(3) The director shall, in conjunction with the medical staff, monitor the quality and
appropriateness of anesthesia related patient care and ensure that identified problems

are reported to the quality assurance committee and are resolved.

(b) Operation and service delivery. Policies governing anesthesia services shall be
designed to ensure the achievement and maintenance of generally accepted standards

of medical practice and patient care.

(1) All anesthesia machines shall be numbered and reports of all equipment
inspections and routine maintenance shall be included in the anesthesia service
records. Policies and procedures shall be developed and implemented regarding
notification of equipment disorders/malfunctions to the director, to the manufacturer

and, in accordance with section 405.8 of this Part, to the department.

(2) Written policies regarding anesthesia procedures shall be developed and
implemented which shall clearly delineate pre-anesthesia and post-anesthesia
responsibilities. These policies shall include, but not be limited to, the following

elements:

(i) Pre-anesthesia physical evaluations shall be performed by an individual qualified

to administer anesthesia and recorded within 48 hours, prior to surgery.
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(i1) Routine checks shall be conducted by the anesthetist prior to every administration
of anesthesia to ensure the readiness, availability, cleanliness, sterility when required,
and working condition of all equipment used in the administration of anesthetic
agents.
(iii) All anesthesia care shall be provided in accordance with generally accepted
standards of practice and shall ensure the safety of the patient during the
administration, conduct of and emergence from anesthesia. The following continuous
monitoring is required during the administration of general and regional anesthetics.
Such continuous monitoring is not required during the administration of anesthetics
administered for analgesia or during the administration of local anesthetics unless
medically indicated.
(a) An anesthetist shall be continuously present in the operating room
throughout the administration and the conduct of all general anesthetics,
regional anesthetics, and monitored anesthesia care. If there is a documented
hazard to the anesthetist which prevents the anesthetist from being
continuously present in the operating room, provision must be made for

monitoring the patient.

(b) All patients must be attended by the anesthetist during the emergence

from anesthesia until they are under the care of qualified post-anesthesia care

staff or longer as necessary to meet the patient's needs.

(c) During all anesthetics, the heart sounds and breathing sounds of all
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patients shall be monitored through the use of a precordial or esphageal
stethoscope. Such equipment or superior equipment shall be obtained and

utilized by the hospital.

(d) During the administration and conduct of all anesthesia services the
patient's oxygenation shall be continuously monitored to ensure adequate
oxygen concentration in the inspired gas and the blood through the use of a

pulse oximeter or superior equipment that is age and size appropriate. During

every administration of general anesthesia using an anesthesia machine, the
concentration of oxygen in the patient's breathing system shall be measured

by an oxygen analyzer with a low oxygen concentration limit alarm.

(e) All patients' ventilation shall be continuously monitored during the
conduct of anesthesia. During regional anesthesia, monitored anesthesia care and
general anesthesia with a mask, the adequacy of ventilation shall be evaluated
through the continual observation of the patient's qualitive clinical signs. For
every patient receiving general anesthesia with an endotracheal tube, the
quantitive carbon dioxide content of expired gases shall be monitored through
the use of endtidal carbon dioxide analysis or superior technology. In all cases
where ventilation is controlled by a mechanical ventilator, there shall be in
continuous use an alarm that is capable of detecting disconnection of any

components of the breathing system.

27



(f) The patient's circulatory functions shall be continuously monitored during all
anesthetics. This monitoring shall include the continuous display of the patient's
electrocardiogram, from the beginning of anesthesia until preparation to leave

the anesthetizing location, and the evaluation of the patient's blood pressure and

heart rate at least every five minutes.

(9) During every administration of anesthesia, there shall be immediately
available a means to continuously measure the patient's temperature.

(iv) All equipment and services provided shall be age and size appropriate.

[(iv)] (v) Intraoperative anesthesia records shall document all pertinent events that
occur during the induction, maintenance, and emergence from anesthesia. These pertinent
events shall include, but not be limited to, the following: intraoperative abnormalities or
complications, blood pressure, pulse, dosage and duration of all anesthetic agents, dosage
and duration of other drugs and intravenous fluids, and the administration of blood and

blood components. The record shall also document the general condition of the patient.

[(V)] (vi) With respect to inpatients a post-anesthetic follow-up evaluation and report by
the individual who administered the anesthesia or by an individual qualified to administer
anesthesia shall be written not less than three or more than 48 hours after surgery and
shall note the presence or absence of anesthesia related abnormalities or complications,
and shall evaluate the patient for proper anesthesia recovery and shall document the

general condition of the patient.
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[(vi)] (vii) With respect to outpatients, a post-anesthesia evaluation for proper anesthesia
recovery performed in accordance with policies and procedures approved by the medical

staff shall be documented for each patient prior to hospital discharge.

(3) Safety precautions shall be clearly identified in written policies and procedures

specific to the department and include, but not be limited to:

(i) safety regulations posted;

(ii) routine inspection and maintenance of equipment;
(iii) use and maintenance of shockproof equipment;
(iv) proper grounding; and

(v) infection control.

Section 405.14 is amended to read as follows:

405.14 Respiratory care services.

(b) Operation and service delivery. Respiratory care services shall be provided in manner

which assures the achievement and maintenance of generally accepted standards of

professional medical practice and patient care.

(1) Respiratory care services shall only be provided in accordance with specific hospital

protocols/policies or upon the orders of members of the medical staff. The order for
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respiratory care services shall specify the type, frequency and duration of treatment, and,
as appropriate, the type and dose of medication, the type of diluent, and the oxygen

concentration, consistent with generally accepted standards of care.

(2) All respiratory care services provided shall be documented in the patient's medical
record, including the type of therapy, date and time of administration, effects of therapy,

and any adverse reactions.

(3) If blood gases or other clinical laboratory tests are performed in the respiratory care
unit, the unit shall meet the requirements for clinical laboratories with respect to
management, adequacy of facilities, proficiency testing and quality control as set forth in

section 405.16 of this Part.

(4) The service shall implement a planned and systematic process for the monitoring and
evaluation of the quality and appropriateness of patient care and for the resolution of
identified problems. The process shall involve the reporting of findings, conclusions and
recommendations to the quality assurance committee in accordance with hospital policies

and procedures.

(5) All equipment and services provided shall be age and size appropriate.

Section 405.15 is amended to read as follows:

30



405.15 Radiologic and nuclear medicine services.

(a) General provisions for diagnostic and therapeutic radiologic services. The hospital
shall maintain or have available diagnostic radiologic services defined for purposes of
this subdivision as imaging services utilizing diagnostic radiation equipment or devices
which emit radiation by virtue of the application of high voltage. If therapeutic services
are provided, they shall meet the requirements established in subdivision (b) of this
section in addition to the requirements of this subdivision. In addition, the hospital shall

meet the standards of Part 16 of the State Sanitary Code.

(1) The hospital shall maintain or have available radiologic services according to the

needs of the patients as determined by the governing body in consultation with the

medical staff and the administration.

(2) Radiologic services shall be provided_in accordance with generally accepted standards

of practice only on the order of physicians or, consistent with State law, of those other
practitioners authorized by the medical staff and governing body to order such services.
A practitioner’s order for an imaging study shall be specific as to the body part(s) to be

imaged.

(3) Safety for patients and personnel. [The radiologic services shall be free from hazards

for patients and personnel.] Written policies and procedures shall be developed and
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implemented and available for review [inspection.] The policies and procedures

regarding imaging studies for newborns and pediatric patients shall include standards for

clinical appropriateness, appropriate radiation dosage and beam collimation, image

guality and patient shielding. A policy and a procedure shall be developed to ensure that

the practitioner’s order for an imaging study is specific as to the body part(s) that are to

be imaged.

Quality improvement audits shall verify that these policies and procedures are being

followed. Quality improvement activities shall include a review of the adequacy of

diagnostic images and interpretations.

(1) Proper safety precautions shall be maintained against fire and explosion hazards,
electrical hazards and radiation hazards. This includes adequate shielding for patients and

personnel, as well as appropriate storage, use and disposal of radioactive materials.

(if) Any existing or potential hazards identified through periodic inspection by local or

State health authorities shall be corrected promptly.

(iii) Personnel shall be instructed in radiation safety principles[;] and [radiation

monitoring] practices. The radiation safety principles shall be adequate to ensure

compliance with all [regulatory requirements] generally accepted standards of practice as

well as pertinent laws, rules and requlations. Policies and procedures shall be developed
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to minimize the radiation exposure that is necessary to produce high quality imaging

studies on patients of all ages.

(iv) Radiologic procedures requiring the use of contrast media or fluoroscopic
interpretation and control shall be performed with the active participation of a qualified
specialist in diagnostic radiology or a physician qualified in a medical specialty related to
the radiographic procedure. Emergency equipment and staff trained in its use shall be

available for anaphylactic shock reactions from contrast media.

(4) Personnel. The hospital shall provide qualified personnel adequate to supervise and
conduct the services. For radiologic tests, the following personnel standards shall apply

for the purposes of this subdivision:

(i) a full-time or part-time radiologist who is a board certified or board admissible in
radiology shall direct the clinical aspects of the organization and delivery of radiologic
services. That radiologist or another individual qualified by education and experience

shall direct the administrative aspects of the services;

(ii) radiologic tests shall be interpreted by a board certified or board admissible
radiologist, except that radiologic tests may be interpreted by practitioners within their
field of specialization who are granted privileges to interpret such test by the governing
body and the medical staff in consultation with the director of radiologic services

pursuant to the credentialing process in the hospital;
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(iii) the services of qualified radiologists, qualified practitioners, and licensed radiologic
technologists shall be sufficient and available to meet the needs of the patients. A
licensed technologist shall be on duty or available at all times and function in accordance

with Article 35 of the Public Health Law and Part 89 of this Title.

(iv) Use of the radiologic equipment and administration of radiologic procedures shall be

limited to personnel who are currently licensed and designated as qualified by the

hospital in accordance with any applicable licenses and regulations.

(v) The chief of radiology, in conjunction with the radiation safety officer, shall ensure

that all practitioners who utilize ionizing radiation equipment within the hospital are

properly trained in radiation safety procedures for patients of all ages.

(5) Records. Records of radiologic services including interpretations, consultations and
therapy shall be filed with the patient's record, and duplicate copies shall be kept in the
radiology department/service. All films, scans and other image records shall be
referenced in the patient's medical record and retained in the patient's medical record,
radiology department/service or in another central location accessible to appropriate staff.

All electronic images shall have a duplicate storage either offsite or in another area of the

hospital separate from the primary storage devices.

(i) Requests by the attending practitioner for x-ray examination shall contain a concise
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statement of reasons for the examination which shall be authenticated by the requestor.

(if) The radiologist or other practitioner who performs radiology services shall

authenticate reports of his or her interpretations.

(iii) The hospital shall retain films, scans and other image records which have not been
incorporated in the medical record for at least six years or three years after a minor

patient reaches the age of majority.

(b) Therapeutic radiology or radiation oncology. Therapeutic radiology or radiation

oncology services shall be provided in accordance with the following:

(1) no [facility] hospital providing the service shall refuse treatment of a patient on the

basis of the referring practitioner or practitioner's hospital affiliation, if any;

(2) institutions shall provide services for patients who cannot attend treatment sessions

during normal day shift working hours;

(3) therapeutic radiology or radiation oncology services shall utilize [four] six or more
megavoltage (MEV) [or cobalt teletherapy] units with a source-axis distance of [80] 100
or more centimeters [and rotational capabilities] as the primary unit in a multi-unit
[radiotherapy service or as the sole unit in a smaller radiotherapy unit;] radiation

oncology service.
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(4) a therapeutic radiology service shall be headed by a board admissible or board
certified radiation therapist or a general radiologist who devotes at least 80 percent of
his/her time to the practice of therapeutic radiology and who treats not fewer than 175

patients per year;

(5) a therapeutic radiology service shall have on staff:

(1) [one full-time New York State licensed radiation therapy technologist for every MEV

unit; and] full time New York State licensed radiation therapists sufficient to meet the

needs of the service; and

(i) a full-time registered professional nurse with appropriate education and experience;

(6) a [facility] hospital with a therapeutic radiology service shall have on staff or through

formal arrangements:

(i) a board admissible or board certified medical oncologist, hematologist or other

specialist who devotes at least 80 percent of his/her practice to medical oncology and

who treats not fewer than 175 oncology patients per year; and

(if) A New York State licensed radiation therapy [ a radiological] physicist who will be

involved in treatment, planning and dosimetry as well as calibrating the equipment. The
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hospital shall provide for the services of a licensed radiation therapy physicist(s) in

sufficient quantity to adequately meet the needs of its patients of all ages. [and who holds

a degree in physics and who is either certified or admissible for certification by the

American Board of Radiology or the American Board of Health Physicists; or]

(iii) A physicist in training must be supervised by a licensed radiation therapy physicist.

[(a) a person holding a degree in physics and having full-time radiation therapy

experience; or]

[(b) a physicist in training or a dosimetrist supervised by a part-time radiological

physicist;]

(7) the therapeutic radiology service shall be part of a multidisciplinary approach to the
management of cancer patients, involving a variety of specialists in a joint treatment

program, either through formal arrangement or in the hospital;

(8) each patient shall have a treatment plan in his/her medical records;

(9) each therapeutic radiology service shall have access, either through formal
arrangements or in the hospital, to a full range of diagnostic services, including
[ultrasound,] hematology, pathology, [CT scanners, nuclear medicine and diagnostic

radiology] and medical imaging procedures;
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(10) each hospital providing therapeutic radiology services shall have access to the full
range of rehabilitation therapies, including but not limited to physical therapy,
occupational therapy, vocational training, and psychological counseling services for its

radiotherapeutic patients;

(11) a radiation therapy program operating [an MEV unit] a linear accelerator with

photon or electron beam energies greater than 10 MEV's must be a part of a
comprehensive program of cancer care which includes surgical oncology, medical
oncology, pathology and diagnostic radiology, medical imaging and nuclear medicine. In

addition such program shall meet the following standards:

(1) there shall be two full-time equivalent radiation oncologists on staff who are board-
certified in radiation oncology or have equivalent training and experience and whose

professional practices are limited to radiation oncology;

(ii) there shall be a full-time medical radiation physicist assigned to the radiation therapy

program for the treatment planning of patients; and

(iii) [there shall be a simulator available within the radiation therapy program used for
producing precise mock-ups of geometric relationships of treatment equipment to a
patient and yielding high quality diagnostic radiographs of the treatment portals.] a CT

scanner shall be available within the radiation therapy program that is equipped for
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radiation oncology treatment planning or arrangements shall be made for access to a CT

scanner on an as needed basis.

Provisions shall be made for access to an MRI scanner for treatment planning purposes

on an as needed basis.

(c) Nuclear medicine services. If the hospital provides nuclear medicine services, those
services shall meet the needs of the patients in accordance with generally acceptable
standards of practice. Nuclear medicine services shall be ordered only by a physician

whose Federal or State licensure and staff privileges allow such referrals.

(1) Organization and staffing. The organization of the nuclear medicine service shall be

appropriate to the scope and complexity of the services offered.

(i) The clinical aspect of the organization and delivery of nuclear medicine services
shall be directed by a physician who is qualified in nuclear medicine and
named in the hospital's New York State Health Department or New York City
Health Department radioactive materials license as authorized to use
radioactive materials in humans. The administrative aspects of these services
shall be directed by that physician or another individual qualified for such

duties by education and experience.
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(i1) The qualifications, training, functions, and responsibilities of all nuclear medicine
personnel shall be specified by the clinical service director in accordance with

applicable regulations and approved by the medical staff and the hospital.

(2) Delivery of service. Radioactive materials shall be prepared, labeled, used,
transported, stored, and disposed of in accordance with generally acceptable standards

of practice and pertinent laws, rules and regulations.

(1) In-house preparation of radiopharmaceuticals shall be by, or under the direct
supervision of, an appropriately trained registered pharmacist or a physician whose use
of radioactive materials is authorized in the hospital's New York State Health

Department or New York City Health Department radioactive materials license.

(ii) If clinical laboratory tests are performed in the nuclear medicine service, the
service shall meet the requirement for clinical laboratories with respect to
management, adequacy of facilities, proficiency testing and quality control in

accordance with the requirements of section 405.16 of this Part.

(3) Facilities. The hospital shall provide equipment and supplies which are appropriate

for the types of nuclear medicine services offered and shall maintain such for safe and

effective performance. The equipment shall be:

(i) maintained in safe operating condition; and
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(i) inspected, tested, and calibrated at least annually by qualified personnel and at the

intervals specified in the hospital's quality assurance program.

(4) Records. The hospital shall maintain authenticated and dated reports of nuclear

medicine interpretations, consultations and procedures.

(1) The hospital shall maintain copies of nuclear medicine reports which have not been
incorporated into the patient's medical record for at least six years or three years after

the patient reaches the age of majority.

(i1) Interpretation of the results of nuclear medicine procedures shall be made by a
physician authorized in the hospital's New York State Health Department or New
York City Health Department radioactive materials license, or a physician under
his/her tutelage. Interpretations may be made in consultation with the referring
practitioner or other practitioners. The authorized physician, or physicians in tutelage,

shall authenticate and date the interpretations of these tests.

Section 405.17 is amended to read as follows:

405.17 Pharmaceutical services.
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The hospital shall provide pharmaceutical services that are available at all times on the
premises to meet the needs of patients. The hospital shall have a pharmacy that is
registered and operated in accordance with article 137 of the New York State Education
Law and is directed by a registered pharmacist trained in the specialized functions of

hospital pharmacy.

(a) Organization and direction. The pharmacy shall be responsible, in conjunction with
the medical staff, for ensuring the health and safety of patients through the organization,
management and operation of the service in accordance with generally accepted
professional principles and the proper selection, storage, preparation, distribution, use,
control, disposal and accountability of drugs and pharmaceuticals.

(1) The director shall be employed on a full-time or part-time basis based on the needs of
the hospital.

(2) The director, in conjunction with designated members of the medical staff, shall

ensure that:

(i) for patients of all ages weight shall be measured in kilograms. [information] Resources

relating to drug interactions, drug therapies, side effects, toxicology, dosage, indications
for use, and routes of administration [is] are available to the professional staff. Pediatric

dosing resources shall include age and size appropriate fluid and medication

administration and dosing. Pediatric dosing must be weight based, and should not exceed

adult maximum dosage, or in emergencies, length based, with appropriate references for
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pediatric dosing available.

(if) a formulary is established and reviewed at least annually and updated as necessary to
meet the needs of the patients for use in the hospital to assure quality pharmaceuticals at

reasonable costs;

(iii) standards are established concerning the use and control of investigational drugs and

research in the use of recognized drugs;

(iv) clinical data are evaluated concerning new drugs or preparations requested for use in

the hospital; and

(v) the list of floor stock medication is reviewed and recommendations are made
concerning drugs to be stocked on the nursing unit floors and by other services.

* K ok
(9) The director will ensure that there is a quality assurance program to monitor
personnel qualifications, training performance, equipment and facilities.
(i) The director shall require and document the participation of pharmacy personnel in
relevant education programs, including orientation of new employees as well as inservice

and outside continuing education programs.

(if) The quality assurance program shall include policies, [and] procedures and

monitoring and improvement activities to identify, measure, prevent, [to] minimize
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and/or mitigate adverse drug events, adverse drug reactions and medication errors in

accordance with generally accepted standards and practices in the field of medication

safety and quality improvement.

(iii) The director in conjunction with the medical staff shall ensure the monitoring and
evaluation of the quality and appropriateness of patient services provided by the

pharmaceutical service.

(10) The director shall participate in those aspects of the hospital's overall quality

assurance program that relate to drug utilization and effectiveness.

(b) Operation and service delivery. All drugs and biologicals shall be controlled and

distributed in accordance with written policies and procedures to maximize patient safety

and quality of care.

(1) The compounding, preparation, labeling or dispensing of drugs shall be performed by
a licensed pharmacist or pharmacy intern in accordance with applicable State and Federal

laws, rules and regulations.

Section 405.19 is amended to read as follows:

405.19 Emergency services.
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(a) General. (1) Emergency services shall be provided in accordance with this

subdivision or subdivisions (b) through (e) of this section as appropriate.

(2) If emergency services are not provided as an organized service of the hospital, the

governing body and the medical staff shall assure:

(1) prompt physician evaluation of patients presenting with emergencies;

(i1) initial treatment and stabilization or management; and

(iii) transfer, where indicated, of patients to an appropriate receiving hospital. The
hospital shall have a written agreement with local emergency medical services (EMS) to
accommodate the need for timely inter-hospital transfer on a 24 hours a day, 7 days a

week, 365 days a year basis.

(b) Organization. (1) The medical staff shall develop and implement written policies and

procedures approved by the governing body that shall specify:

(i) the responsibility of the emergency services to evaluate, initially manage and treat, or
admit or recommend admission, or transfer patients to another facility that can provide
definitive treatment. Such policies and procedures shall include a written agreement with
one or more local emergency medical services (EMS) to accommodate the need for

timely inter-facility transport on a 24 hours a day, 7 days a week, 365 days a year basis;
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(i) the organizational structure of the emergency service, including the specification of

authority and accountability for services; and

(iii) explicit prohibition on transfer of patients based on their ability or inability to pay for

services.

(2) At least one clinician on every shift must have the skills to assess and manage a

critically ill or injured pediatric patient and be able to resuscitate an infant or a child. The

emergency service shall be directed by a licensed and currently registered physician who
is board-certified or board-admissible for a period not to exceed five years after the
physician first attained board admissibility in emergency medicine, surgery, internal
medicine, pediatrics or family practice, and who is currently certified in advanced trauma
life support (ATLS), or has_current training and_experience equivalent to ATLS. Such

physician shall also have successfully completed a current course in advanced cardiac life

support (ACLS) and pediatric advanced life support (PALS) or have had_current training

and experience equivalent to ACLS and PALS. A licensed and currently registered
physician who is board-certified or board-admissible in psychiatry for a period not to
exceed five years after the physician first attained board-admissibility, in psychiatry may
serve as psychiatrist director of a separately operated psychiatric emergency service.
Directors of separately operated psychiatric emergency services need not be qualified to

perform [ACLS and] ATLS, ACLS and PALS or have current training and experience

equivalent to ATLS, ACLS and PALS.
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(3) An emergency service shall have laboratory and X-ray capability, including both
fixed and mobile equipment, available 24 hours a day, seven days a week, to provide test
results to the service within a time considered reasonable by accepted emergency medical

standards.

(c) General policies and procedures. (1) The location and telephone number of the State
Department of Health designated poison control center, shall be maintained at the

telephone switchboard and in the emergency service.

(2) All cases of suspected child abuse or neglect shall be treated and reported
immediately to the New York State Central Register of Child Abuse and Maltreatment

pursuant to procedures set forth in article 6, title 6 of the Social Services Law.

(3) Domestic violence. The emergency service shall develop and implement policies and
procedures which provide for the management of cases of suspected or confirmed
domestic violence victims in accordance with the requirements of section 405.9(e) of this

Part.

(4) The emergency service shall establish and implement written policies and procedures
for the maintenance of sexual offense evidence as part of the hospital-wide provisions
required by this Part. An organized protocol for survivors of sexual offenses, including

medical and psychological care shall be incorporated into such policies and procedures.
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These policies, procedures and protocols shall be consistent with the standards for patient

care and evidence collection established in section 405.9(c) of this Part.

(5) The emergency service, in conjunction with the discharge planning program of the

hospital, shall [establish and implement] develop and implement written policies and

procedures, including written patient criteria and guidelines, for transfer of those patients

for whom the hospital does not have the capability to care. Such policies and procedures

shall [specifying]specify the circumstances, the actions to be taken, and the appropriate
contact agencies and individuals to accomplish adequate discharge planning for persons
in need of post emergency treatment or services, but not in need of inpatient hospital

care.

(6) An admission and discharge register shall be current and shall include at least the

following information for every individual seeking care:

(i) date, name, age, gender, ZIP code;

(ii) expected source of payment;

(iii) time and means of arrival, including name of ambulance service for patients

arriving by ambulance;

(iv) complaint and disposition of the case; and
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(v) time and means of departure, including name of ambulance service for

patients transferred by ambulance.

(7) There shall be a medical record that meets the medical record requirements of this
Part for every patient seen in the emergency service. Medical records shall be integrated
or cross-referenced with the inpatient and outpatient medical records system to assure the
timely availability of previous patient care information and shall contain the prehospital
care report or equivalent report for patients who arrive by ambulance. On arrival to

emergency services, a patient shall be asked for the name, if any, of his or her primary

care provider, which shall be documented in the patient’s medical record.

(8) The hospital shall develop and implement written policies and procedures pertaining

to the review and communication of laboratory and diagnostic test/service results ordered

for a patient while admitted or receiving emergency services to the patient. If the patient

lacks medical decision-making capacity, the communication shall be to the patient’s

medical decision-maker. The results shall also be provided to the patient’s primary care

provider, if any. Such policies and procedures shall be reviewed and updated as

necessary and at a minimum shall include:

(i) a requirement that all laboratory and other diagnostic tests/service

results be reviewed upon completion by a physician, physician assistant or

nurse practitioner familiar with the patient’s presenting condition;

49



(i) a_requirement that all laboratory and other diagnostic test services results be

forwarded to the patient’s primary provider, if known, after review by a

physician, physician assistant or nurse practitioner;

(iii) _provisions to include in the discharge plan information regarding the patient’s

completed critical value laboratory and other diagnostic test/service results as

well as other pending tests, medications, diagnoses, and follow-up care and to

review such information with the patient and, if the patient is not legally

capable of making decisions, the patient’s parent, legal quardian or health care

agent;

(iv)  arequirement that critical value laboratory test results or other test results as

deemed necessary by the physician, physician assistant or nurse practitioner shall be

promptly communicated on discharge to the patient and, if the patient is not legally

capable of making decisions, the patient’s parent, legal guardian or health care agent, or

surrogate, as appropriate subject to all applicable confidentiality laws and requlations,

and the patient’s primary care provider, if known. A critical laboratory test result is

defined as one that represents a pathophysiological state at such variance with normal as

to be potentially life threatening or which requires immediate medical attention; and

(V) a requirement that all information be presented to the patient or if the patient is

not legally capable of making decisions, the patient’s parent, legal guardian or health care

agent, as appropriate, subject to all applicable confidentiality laws and requlations, in a

manner that assures that the patient, their parents or other medical decision makers have
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the capacity to obtain, communicate, process, and understand the health information

provided in order to make appropriate health decisions.

[(8)](9) Review of the hospital emergency service shall be conducted at least four times
a year as part of the hospital’s overall quality assurance program. Receiving hospitals
shall report to sending hospitals and emergency medical systems, as appropriate, all
patients that die unexpectedly within 24 hours upon arrival at the receiving hospitals.

These patient mortalities shall be included in both hospitals’ quality assurance review.

(d) Staffing. The following requirements are applicable to all organized emergency

services:

(1) Emergency service physician services shall meet the following requirements:

(i) The emergency services attending physician shall meet the minimum qualifications set

forth in either clauses (a) or (b) of this subparagraph.

(a) The emergency services attending physician shall be a licensed and currently
registered physician who is board-certified in emergency medicine, surgery, internal
medicine, pediatrics or family practice and who is currently certified in advanced trauma
life support (ATLS) or has current training and experience_equivalent to ATLS. Such
physician shall also have successfully completed a course and be current in advanced

cardiac life support (ACLS) and pediatric advanced life support (PALS) or have had

current training and experience equivalent to ACLS and PALS. A licensed and currently
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registered physician who is board-certified in psychiatry may serve as psychiatrist
attending in a separately operated psychiatric emergency service. A licensed and
currently registered physician who is board-admissible in one of these specialty areas and

is currently certified in ATLS or who has current training and experience equivalent to

ATLS and has successfully completed a course and is current in ACLS and PALS or has
had current training and experience equivalent to ACLS and PALS, may be designated as
attending physician for a period not to exceed five years after the physician has first
attained board-admissibility. [except that the ] The requirement to be qualified to
perform ATLS, [and] ACLS and PALS shall not be applicable to qualified psychiatrist
attendings in a separately operated psychiatric emergency service. Physicians who are
board-certified or admissible, for a period not to exceed five years after the physician first
attained board-admissibility, in other specialty areas may be designated as attending

physicians for patients requiring their expertise.

(b) The emergency services attending physician shall be a physician who:

(1) is licensed and currently registered:;

(2) has successfully completed one year of postgraduate training;

(3) has, within the past five years, accumulated 7,000 documented patient contact hours

or hours of teaching medical students, physicians in-training, or physicians in emergency

medicine. Up to 3,500 hours of documented experience in hospital-based settings or other

settings in the specialties of internal medicine, family practice, surgery or pediatrics may
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be substituted for the required hours of emergency medicine experience on an hour-for-

hour basis;

(4) has acquired in each of the last three years, an average of 50 hours or more per year of
continuing medical education pertinent to emergency medicine or to the specialties of
practice which contributed to meeting the 7,000 hours requirement specified in subclause
(3) of this clause;

(5) is currently certified in ATLS or has current training and experience equivalent to

ATLS; and

(6) has successfully completed a course and is current in advanced cardiac life support

(ACLS) and pediatric advanced life support (PALS) or has had current training and

experience equivalent to ACLS and PALS.

(ii) There shall be at least one emergency service attending physician on duty 24 hours a
day, seven days a week. For hospitals that exceed 15,000 unscheduled visits annually, the
attending physician shall be present and available to provide patient care and supervision
in the emergency service. As necessitated by patient care needs, additional attending
physicians shall be present and available to provide patient care and supervision.
Appropriate subspecialty availability as demanded by the case mix shall be provided
promptly in accordance with patient needs. For hospitals with less than 15,000
unscheduled emergency visits per year, the supervising or an attending physician need

not be present but shall be available within 30 minutes of patient presentation, provided
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that at least one physician, nurse practitioner, or registered physician assistant shall be on

duty in the emergency service 24 hours a day, seven days a week. The hospital shall

develop and implement protocols specifying when physicians must be present.

(iii) Other medical staff practitioner services provided in the emergency service shall be

in accordance with the privileges granted the individual.

(iv) Every medical-surgical specialty on the hospital's medical staff which is organized as
a department or clinical service and where practitioner staffing is sufficient, shall have a
schedule to provide coverage to the emergency service by attending physicians in a

timely manner, 24 hours a day, seven days a week, in accordance with patient needs.

(2) Nursing services:
(i) There shall be at least one supervising emergency services registered professional
nurse present and available to provide patient care services in the emergency service 24

hours a day, seven days a week.

(if) 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, [have successfully
completed a course] and be current in ACLS and PALS or have [had] current training and

experience equivalent to ACLS and PALS;
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(iii) 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. Within one year of assignment to the emergency service, each emergency
service nurse shall [have successfully completed a course] be current in ACLS and PALS

or have [had] current training and experience equivalent to ACLS and PALS[and shall

maintain current competence in ACLS as determined by the hospital].

(iv) Additional registered professional nurses and nursing staff shall be assigned to the

emergency service in accordance with patient needs. If, on average:

(a) the volume of patients per eight-hour shift is under 25, an additional registered
professional nurse shall be available as needed to assist the supervising registered

professional nurse with delivery of direct patient care; or

(b) the volume of patients per eight-hour shift is over 25, there shall be a minimum of two
registered professional nurses per shift assigned to provide direct patient care. As patient
volume and intensity increases, the total number of available registered professional

nurses shall also be increased to meet patient care needs;
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(3) Registered [physician‘s]physician assistants and nurse practitioners.
(1) Patient care services provided by registered [physician's]physician assistants shall be

in accordance with section 405.4 of this Part.

(ii) Patient care services provided by certified nurse practitioners shall be in collaboration
with a licensed physician whose professional privileges include approval to work in the
emergency service and in accordance with written practice protocols for these services.
(iii) the registered physician assistants and the nurse practitioners shall meet the

following standards:

(a) the registered physician assistants and the nurse practitioners in the emergency service
shall [have successfully completed a course] be current in ACLS and PALS or_have had
current training and experience equivalent to ACLS and PALS when determined
necessary by the hospital to meet anticipated patient needs or when a physician assistant
or nurse practitioner is serving as the sole practitioner on duty in a hospital with less than

15,000 unscheduled emergency visits per year;

(b) registered physician assistants and nurse practitioners in the emergency service shall

be current in ATLS or have had current training and experience equivalent to ATLS

when determined necessary by the hospital to meet anticipated patient needs or when a
physician assistant or nurse practitioner is serving as the sole practitioner on duty in a

hospital with less than 15,000 unscheduled emergency visits per year.
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(4) Support personnel. There shall be sufficient support personnel assigned to the
emergency service to perform the following duties on a timely basis: patient registration,
reception, messenger service, acquisition of supplies, equipment, delivery and label[l]ing
of laboratory specimens, responsible for the timely retrieval of laboratory reports,

obtaining records, patient transport and other services as required.

(e) Patient care. (1) The hospital shall assure that all persons [arriving at the] presenting
for emergency services [for treatment] receive emergency health care that meets

generally accepted standards of practice [medical care].

(2) Every person [arriving at the] presenting for emergency services [for care] shall be
promptly examined, diagnosed and appropriately treated in accordance with triage and
transfer policies, procedures and protocols adopted by the emergency service and

approved by the [hospital] governing body. Such policies, procedures and protocols must

include written agreements with local emergency medical services (EMS) in accordance
with subparagraph (b)(1)(i) of this section. All patient care services shall be provided
under the direction and control of the emergency services director or attending physician.

In no event shall a patient be discharged or transferred to another [facility] hospital,

unless evaluated, initially managed, and treated as necessary by an appropriately

privileged physician, physician assistant, or nurse practitioner. No later than eight hours
after presenting in the emergency service, every person shall be admitted to the hospital,
or assigned to an observation unit in accordance with subdivision (g) of this section, or

transferred to another hospital in accordance with paragraph (6) of this subdivision, or
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discharged to self-care or the care of a physician or other appropriate follow-up service.
Hospitals which elect to use physician assistants or nurse practitioners shall develop and
implement written policies, procedures and treatment protocols subject to approval by the
governing body that specify patient conditions that may be treated by a registered
physician assistant or nurse practitioner without direct visual supervision of the

emergency services attending physician.

(3) Hospitals that have limited capability for receiving and treating patients in need of
specialized emergency care shall develop and implement standard descriptions of such

patients, and have triage and treatment protocols including consultation and formal

written transfer agreements with hospitals that are designated as being able to receive and
provide definitive care for such patients. Patients in need of specialized emergency care

shall include, but not be limited to:

Q) trauma patients and multiple injury patients;

(i) burn patients with burns ranging from moderate uncomplicated to major
burns as determined by use of generally acceptable methods for estimating
total body surface area:

(iii)  high risk maternity patients or neonates or pediatric patients in need of
[intensive]higher level care

(iv)  head injured or spinal cord injured patients;

(V) acute psychiatric patients;
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(vi)  replantation patients;

(vii)  dialysis patients; and

(viit) acute myocardial infarction patients including but not limited to patients

with ST elevation.

(4) Hospitals shall verbally request ambulance dispatcher services to divert patients with
life threatening conditions to other hospitals only when the chief executive officer or
designee appointed in writing, determines that acceptance of an additional critical patient
would endanger the life of that patient or another patient. Request for diversion shall be

documented in writing and, if warranted, renewed at the beginning of each shift.

(5) Reserved.

(6) Patients shall be transferred to another hospital only when:

(i) the patient's condition is stable or being managed;

(ii) the attending practitioner has authorized the transfer; and

(iii) administration of the receiving hospital is informed and can provide the necessary

resources to care for the patient; or

(iv) when pursuant to paragraph (2) of this subdivision, the patient is in need of

specialized emergency care at a hospital designated to receive and provide definitive care
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for such patients.

(7) Hospitals located within a city with a population of one million or more persons shall
apply, and if accepted, participate to the full extent of their capability in the emergency
medical service which is operated by such city or such city's health and hospitals

corporation.

(f) Quality assurance. (1) Quality assurance activities of the emergency service shall be
integrated with the hospital-wide quality assurance program and shall include review of:
(i) arrangements for medical control and direction of pre-hospital emergency medical

Services;

(i) provisions for triage of persons in need of specialized emergency care to hospitals

designated as capable of treating those patients;

(iii) emergency care provided to hospital patients, to be conducted at least four times a

year, and to include pre-hospital care providers, emergency services personnel and

emergency service physicians; and

(iv) adequacy of staff training and continuing education to meet the needs of patients of

all ages presenting for emergency services.

* * *
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Section 405.20 is amended to read as follows:

405.20 Outpatient services.

Outpatient services, including ambulatory care services and extension clinics, shall be

provided in a manner which safely and effectively meets the needs of the patients.

(a) General requirements. As a minimum when provided, outpatient services shall
comply with the rules and regulations set forth in this Part as well as the outpatient care

provisions of Part 751, sections 752.1 and 753.1 and Parts 756, 757 and 758 of

Subchapter C of this Title.

(d) Hospital-based ambulatory service. In a hospital maintaining an on-site hospital-
based ambulatory surgery service, the following requirements supplement existing
applicable requirements of sections 405.12 (Surgical services) and 405.13 (Anesthesia
services) of this Part. Hospital-based ambulatory surgery services shall mean a service
organized to provide surgical procedures which shall be performed for reasons of safety
in an operating room on anesthetized patients requiring a stay of less than 24 hours
duration. These procedures do not include outpatient surgical procedures which can be

performed safely in a private physician's office or in an outpatient treatment room.

(1) The hospital-based ambulatory surgery service shall be directed by a physician found

qualified by the governing body to perform such duties.
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(2) The governing body and the medical staff shall develop, maintain and periodically
review a list of surgical procedures which may be performed in the service. The medical
staff shall assure that procedures performed in the service conform with generally
accepted standards of professional practice, in accordance with the competencies of the
medical and professional staff that have privileges in the hospital-based ambulatory
surgery service, and are appropriate in the facilities and consistent with the equipment

[available] necessary to meet the needs of all patients. The medical staff shall, based upon

its review of individual medical staff qualifications, recommend to the governing body
specific surgical procedures which each practitioner is qualified to perform in the
hospital-based ambulatory surgery service.

(3) Hospital-based ambulatory surgery services may be located at the same site as the
hospital (on-site) or apart from the hospital (off-site), pursuant to section 709.5 of this

Title.

(i) Recovery rooms adequate for the needs of hospital-based ambulatory surgery patients,

conveniently located to the operating room, shall be provided.

(if) Waiting rooms adequate for the needs of patients and responsible persons

accompanying patients shall be provided.

(4) Prior to surgery, each patient shall have a timely history and physical examination,

appropriate to the patient's physical condition and the surgical procedure to be performed,
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which shall be recorded in the patient medical record.

(5) Each postsurgery patient shall be observed for postoperative complications for an
adequate time period as determined by the attending practitioner and the anesthesiologist.
The service shall have written policies for hospital admission of patients whose post-
operative status prevents discharge and necessitates inpatient admission to a hospital

capable of providing the appropriate level of care.

(6) Detailed verbal instructions understandable to the patient, or the patient’s parent, legal

guardian, or health care agent, confirmed by written instructions, and approved by the

medical staff of the hospital-based ambulatory surgery service shall be provided to each

patient, or the patient’s parent, legal guardian, or health care agent, at discharge, to

include at least the following:

(1) information about complications that may arise;

(ii) telephone number(s) to be used by the patient should complications or questions

arise;

(i) directions for medications prescribed, if any;

(iv) date, time and location of follow-up visit or return visit; and

(v) designated place to go for treatment in the event of emergency.
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(7) The hospital-based ambulatory surgery service staff shall develop written policies,
approved by the medical staff, for documentation of the patient's postoperative course of
treatment. The policies must be reviewed and adopted by the governing [board] body of
the hospital prior to implementation. The policies must provide a mechanism to assure
that complications of surgery or anesthesia, which occur before and after discharge, are

identified and documented in the patient's medical record.

(8) The hospital-based ambulatory surgery service shall have an organized system of

quality assurance approved by the medical staff and the governing body which

undertakes investigations into operative results of surgical procedures performed on the

service and maintains statistics on operative failures and complications.

(9) Notwithstanding anything herein to the contrary, an off-site hospital-based

ambulatory surgery service shall be operated in accordance with the provisions of Part

755 of this Title.

Section 405.22 is amended to read as follows:

405.22 Critical care and special care services.

(@) General provisions.

* * %
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(b) Pediatric Intensive Care Unit (PICU) Services

(1) Definitions.

(1) PICU. A PICU is a physically separate unit that provides intensive care to

pediatric patients (infants, children and adolescents) who are critically ill or

injured. A PICU must be staffed by qualified practitioners competent to care for

critically ill or injured pediatric patients.

(2) Qualified practitioner. Qualified practitioner as referred to in this section shall

mean a practitioner functioning within his or her scope of practice according to

State Education Law who meets the hospital’s criteria for competence,

credentialing and privileging practitioners in the management of critically ill or

injured pediatric patients.

(2) General. (i) A PICU must be approved by the Department. The governing body of a

hospital that provides PICU services must develop written policies and procedures for

operation of the PICU in accordance with generally accepted standards of medical care

for critically ill or injured pediatric patients. The PICU shall:

() Provide multidisciplinary definitive care for a wide range of complex,

progressive, and rapidly changing medical, surgical, and traumatic disorders

occurring in pediatric patients;
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(b) Have a minimum average annual pediatric patient number of 200/year:

(c) Have age and size appropriate equipment available in the unit; and

(d) Provide medical oversight for interhospital transfers of critically ill or

injured patients during transfer to the receiving PICU.

(ii) Organization and Direction. The PICU shall be directed by a board certified

pediatric medical, surgical, or anesthesiology critical care/intensivist physician

who shall be responsible for the organization and delivery of PICU care and has

specialized training and demonstrated competence in pediatric critical care. Such

physician in conjunction with the nursing leadership responsible for the PICU

shall participate in administrative aspects of the PICU. Such responsibilities shall

include development and annual review of PICU policies and procedures,

oversight of patient care, guality improvement activities, and staff training and

development.

(a) All hospitals with PICUs must have a physician, notwithstanding emergency

department staffing, in-house 24 hours per day who is available to provide

bedside care to patients in the PICU. Such physician shall be at least a post

graduate year three in pediatrics or anesthesiology. This physician must be

skilled in and be credentialed by the hospital to provide emergency care to

critically ill or injured children.
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(b) The PICU shall have, at a minimum, a physician at the level of post graduate

year two or above and/or mid-level practitioner (e.q., reqistered physician

assistant and/or nurse practitioner) with specialized training in pediatric

critical/intensive care assigned to the unit 24 hours/day, 7 days/week with an

attending pediatric, medical, surgical or anesthesiology critical care/intensivist

available within 60 minutes.

(c) An attending pediatric medical, surgical, or anesthesiology critical

care/intesnsivist physician shall be responsible for the oversight of patient care at

all times.

(d) The PICU shall provide reqistered professional nursing staffing sufficient to

meet critically ill or injured pediatric patient needs, ensure patient safety and

provide quality care.

(e) PICU physician and nursing staff shall have successfully completed a course

and be current in pediatric advanced life support (PALS) or have current

equivalent training and/or experience to PALS.
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(iii) Quality Performance. The hospital shall have an organized quality assessment

performance improvement (QAPI) program for PICU services. Such program shall

require participation by all clinical members of the PICU team and include:

monitoring of volume and outcomes, morbidity and all case mortality review, reqular

multidisciplinary conferences including all health professionals involved in the care of

PICU patients.

(iv) Closure. Failure to meet one or more requlatory requirements or inactivity in a

program for a period of 12 months or more may result in actions, including, but not

limited to, withdrawal of approval to serve as a PICU.

(v) Voluntary closure. The hospital must give written notification, including a closure

plan acceptable to the department, at least 90 days prior to planned discontinuance of

PICU services. No PICU shall discontinue operation without first obtaining written

approval from the department.

(vi) Notification of significant changes. A hospital must notify the department in

writing within 7 days of any significant changes in its PICU services, including, but

not limited to: (a) any temporary or permanent suspension of services or (b) difficulty

meeting staffing or workload requirements.

(c) [(b)] Organ transplant center.

* * %
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(d) [(c)] Burn unit/center.

* * %

(e) [(d)] Alternate level of care.

* * %

(f) [(e)]JAcquired immune deficiency syndrome (AIDS) centers.

* * %

(9) [(f)] Comprehensive and extended screening and monitoring services for epilepsy.

* * %

(h) [(9)] Pediatric and maternal human immunodeficiency virus (HIV) services.

* X %

(1) [(h)] Secure units for tuberculosis patients including detainees.

* * %

(1) [(1)] Tuberculosis treatment center - for legally detained tuberculosis patients.

* * *

(k) [(j)] Live Adult Liver Transplantation Services.

* * *

Section 405.28 is amended to read as follows:

405.28 Social services.

The hospital shall provide appropriate supportive services to meet the psychosocial needs

of its patients. The services shall be oriented to assist patients and their families with
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personal and environmental difficulties which predispose to illness or interfere with

obtaining maximum benefits from hospital care.

(a) Each patient shall be screened prior to or upon admission to determine the need for
social services. All patients and families identified through such screening, and all
patients and families subsequently identified as needing social services by medical,

nursing or other clinical staff, shall be provided with the support they require.

(b)[Social services shall be provided under the direction of a qualified medical social
worker or other person with appropriate training and experience.]

Social services shall be provided under the direction of a qualified social worker who is

licensed and reqistered by the New York State Education Department to practice as a

licensed master social worker (LMSW) or licensed clinical social worker (LCSW), with

the scope of practice defined in Article 154 of the Education Law.

* * *
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REGULATORY IMPACT STATEMENT

Statutory Authority:

The authority for the promulgation of these regulations is contained in Public Health Law
(“PHL") Sections 2800 and 2803 (2). PHL Article 28 (Hospitals), Section 2800 specifies
that “Hospital and related services including health-related service of the highest quality,
efficiently provided and properly utilized at a reasonable cost, are of vital concern to the
public health. In order to provide for the protection and promotion of the health of the
inhabitants of the state . . . , the department of health shall have the central,
comprehensive responsibility for the development and administration of the state's policy

with respect to hospital and related services . . ..”

PHL Section 2803(2) authorizes the Public Health and Health Planning Council
(“PHHPC”) to adopt and amend rules and regulations, subject to the approval of the
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:
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The legislative objective of PHL Article 28 includes the protection of the health of the
residents of the State by assuring the efficient provision and proper utilization of health

services, of the highest quality at a reasonable cost.

Needs and Benefits:

These amendments are promulgated to update various Part 405 pediatric and general
hospital provisions including surgical, anesthesia, radiology and pharmacy services.
Pediatrics is a unique, distinct part of medicine which is very different than adult
medicine. Historically, children have often been seen as small adults. This has changed
over time and it is now recognized that certain areas of pediatric care such as emergency,

critical care and medication dosing require specialized knowledge, skills and equipment.

Part 405 of Title 10 NYCRR sets forth general hospital minimum standards. In 2010, the
New York State Emergency Medical Services for Children (“EMS-C”) Advisory
Committee recommended and the Department determined that Part 405 needed to be
updated to address the unique needs of children. A comprehensive approach was
necessary to make sure that hospitals are admitting children for whom it has appropriate
staff, resources and equipment and that policies and procedures are in place for
transferring those patients for whom the hospital does not have the capability to provide
care, except under conditions of disasters and emergency surge situations. Many
facilities that once had dedicated pediatric units have closed or reduced their units,

resulting in a reduced focus on pediatric care. Currently, the pediatric provisions need
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strengthening as they do not specifically address minimum standards for pediatric critical
or emergency care. Pediatric care has become much more sophisticated and requires
highly trained staff with expertise in the particular requirements for caring for children.
In addition, various Part 405 subdivisions have been updated for all patients including
surgical, anesthesia, radiologic and nuclear medicine, pharmaceutical and emergency

services to reflect current practice.

The Department, in conjunction with the EMS-C Advisory Committee, carefully
reviewed Part 405 of Title 10 and propose numerous updates and amendments. In
particular, significant changes have been made to the Emergency, Radiology and
Pharmacy provisions and new provisions are added regarding standards for Pediatric
Intensive Care Units (PICUs). New provisions will require age appropriate equipment
and supplies. The new provisions assure that personnel in the emergency department and
pediatric intensive care unit have the skills to access and manage a critically ill or injured
pediatric patient, including resuscitation. Changes in technology and equipment for
diagnostic medical imaging and appropriate use of such equipment are addressed.
Policies and procedures regarding imaging studies for newborns and pediatric patients are
updated to include standards for clinical appropriateness, appropriate radiation dosage
and beam collimation, image quality and patient shielding. Pharmacy and equipment
requirements for pediatric patients are revised to assure age and size appropriate dosing.
The regulations clarify that pediatric dosing must be weight based and all patients must
be weighed in kilograms. Current regulations require Advanced Cardiac Life Support

(“ACLS”) training or current training equivalent to ACLS for adults but do not require
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Pediatric Advanced Life Support (“PALS”) or current training equivalent to PALS for
appropriate staff that will be caring for children within the hospital. These regulations
address this inequity. This regulatory proposal attempts to strengthen minimum
standards for the care of children that are flexible enough to fit the large tertiary care
facilities as well as rural and community hospitals. This measure also requires that if
laboratory and other diagnostic tests/services are ordered for a patient while receiving
emergency services, the hospital must develop and implement written policies and
procedures pertaining to the review and communication of the laboratory and diagnostic
test/service results to the patient, the patient’s parent, legal guardian or health care agent,

and the patient’s primary provider.

These regulations, requiring hospitals provide patients and their parents or other medical
decision makers with critical information about the patient’s care and to post a Parent’s
Bill of Rights, and another set of regulations requiring hospitals to adopt protocols to
identify and treat sepsis, were inspired by the case of Rory Staunton, a 12-year old boy
who died of sepsis in April of 2012. Both sets of regulations, together known as “Rory’s

Regulations,” will help New York State set a “gold standard” for patient care.

Costs for the Implementation of and Continuing Compliance with these Regulations

to the Regulated Entity:

Costs that may be incurred by the regulated parties could include PALS training,

accommaodations for parent(s) to stay with their child at all times, review and update of
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various policies and procedures, pharmacy requirements regarding weight based dosing
and the requirement of a board certified pediatric medical, surgical, or anesthesiology

critical care/intensivist physician who has demonstrated competence in pediatric critical
care to direct PICU services. Regulated parties must also ensure that their equipment is

age and size appropriate.

PALS certification costs can range from $0-$300. Currently there are grant funded
opportunities for PALS certification. Accommodations for parents may be able to be
arranged with existing resources, but could also require additional furnishings. What
accommaodation costs would be incurred depends on the hospital involved. Review and
update of the various policies and procedures and the pharmacy requirements could be
accomplished with existing staff imposing little or no additional cost to the regulated
parties. The “average” salary of a board certified medical, surgical, pediatric, or
anesthesia intensivist to direct the PICU would be approximately $187,192. Hospitals
will need to inventory their equipment and supplies to ensure that they are size and age
appropriate and provide accordingly. Pediatric dosing resources must include age and
size appropriate fluid and medication administration dosing information if not already

currently provided.

Cost to State and Local Government:
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There is no anticipated fiscal impact to State or local government as a result of these
regulations, except that hospitals operated by the State or local governments will incur

minimal costs as discussed above.

Cost to the Department of Health:

There will be no additional costs to the Department associated with the implementation

of this regulation. Existing staff will be utilized to conduct surveillance of the regulated

parties and monitor compliance with these provisions.

Local Government Mandates:

Hospitals operated by State or local governments will be affected and be subject to the

same requirements as any other hospital licensed under PHL Article 28.

Paperwork:

This measure will require facilities to develop various written policies and procedures

with respect to: transfers of pediatric patients when unable to appropriately and safely
care for them, enabling parents/guardians to stay with pediatric patients, assurance that
staff privileges are commensurate with training and experience, assurance that various

equipment is age and size appropriate, imaging studies and orders. In addition,
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monitoring and improvement activities to identify, measure, prevent or mitigate adverse
drug events, and for a hospital that provides PICU services policies and procedures for
the operation of the PICU in accordance with generally accepted standards of medical

care for critically ill or injured pediatric patients.

For hospitals with less than 15,000 unscheduled emergency visits per year, the hospital
must develop and implement protocols specifying when supervising or attending
physicians must be present. (Such facilities must have at least one physician, nurse
practitioner, or registered physician assistant on duty in the emergency service 24 hours a

day, seven days a week).

Duplication:

These regulations will not conflict with any state or federal rules.

Alternative Approaches:

There are no viable alternatives to this regulatory proposal. All general hospitals must be

able to admit pediatric patients consistent with its ability to provide qualified staff, size

and age appropriate equipment necessary for the unique needs of pediatric patients. If the

hospital cannot meet these requirements, it will be required to develop criteria and

policies and procedures for transfer of pediatric patients.
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Consideration was made when developing the Pharmaceutical Services provisions in
Section 405.17, that for pediatric patients only weight must be measured in kilograms.
Upon further consideration it was determined that it was more appropriate to require that

weight be measured in kilograms for patients of all ages.

When developing the Critical Care and Special Care Services for provisions for Pediatric

Intensive Care Unit (PICU) services in Section 405.22 the Department initially

considered a minimum bed standard of six beds. Upon further consideration it was

determined that a minimum standard would not be a bed standard but instead require that

a PICU must have a minimum average annual pediatric patient number of 200/per year.

Federal Requirements:

These regulations will not conflict with any state or federal rules.

Compliance Schedule:

These regulations will take effect upon publication of a Notice of Adoption in the New

York State Register, but general hospitals will have 90 days from such date to comply

with these provisions.
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Contact Person:

Ms. Katherine E. Ceroalo

NYS Department of Health

Bureau of House Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438

Empire State Plaza

Albany, NY 12237

(518) 473-7488

(518) 473-2019 -FAX
REGSQNA@health.state.ny.us
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REGULATORY FLEXIBILITY ANALYSIS

FOR SMALL BUSINESS AND LOCAL GOVERNMENTS

Effect of Rule:

These regulations will apply to the 228 general hospitals in New York State. A recent
survey conducted by the Department determined that 32 hospitals in New York State
currently have a pediatric intensive care unit (“PICU”). The proposed amendments will
apply Statewide, including 18 general hospitals operated by local governments. These
hospitals will not be affected in any way different from any other hospital. The operation

of a PICU is not mandated by the State but is at the option of the hospital.

Compliance Requirements:

The literature supports the regulatory changes made to general hospital minimum
standards with respect to pediatric care. These provisions specify that general hospitals
in New York State must ensure that at least one clinician on every shift in the emergency
department has the skills to assess and manage a critically ill or injured pediatric patient
and be able to resuscitate a child. This standard is supported by the American Academy
of Pediatrics (see Pediatrics 1995; 96:526). This measure also states that policies and
procedures regarding imaging studies for newborns and pediatric patients must include
standards for clinical appropriateness, appropriate radiation dosage and beam collimation,

image quality and patient shielding. Medical imaging policies must provide age and
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weight-appropriate dosing for children receiving studies involving ionizing radiation as
supported by the American Academy of Pediatrics and the American College of
Emergency Physicians (Pediatrics 2009; 124:1223). Pediatric pharmacy resources must
include age and size appropriate fluid and medication administration and dosing. Dosing
must be weight based and weight must be measured in kilograms as recommended by the
American Academy of Pediatrics; (Pediatrics 2003;111:1120). Pediatric Advanced Life
Support (PALS) or equivalent training will be required for appropriate staff that will be
caring for children in the hospital, a practice supported by the American Academy of

(Pediatrics 1995;96:526).

The PICU shall have a medical director who has received special training and has
demonstrated competence in pediatric critical care as recommended by the American
Academy of Pediatrics and Society of Critical Care Medicine (Pediatrics 2004; 114:
1114). PICU medical and nursing directors shall be responsible for promoting and
verifying pediatric qualifications of staff, overseeing pediatric quality assurance and
developing and reviewing PICU care policies consistent with recommendations of the
American Academy of Pediatrics, Society of Critical Care Medicine, Pediatrics 2004;
114: 1114. PICUs must have a minimum average annual patient number of 200/year.
This is consistent with the recommendation made in the American College of Surgeons’

Resources for Optimal Care of the Injured Patient, 2006.
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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 the party or
parties subject to enforcement when developing a regulation or explain in the Regulatory
Flexibility Analysis why one was not included. This regulation creates no new penalty or

sanction. Hence, a cure period is not necessary.

Professional Services:

The majority of facilities have in-house staff that could make any required changes to the

policies and procedures. Small facilities may contract with outside professional staff

from the various disciplines to assist them.

Compliance Costs:

A hospital that wants to provide PICU services must have an intensivist who has received

special training and has demonstrated competence in pediatric care to direct the PICU.

Currently, the majority of PICUs in New York State already have an intensivist in their
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employ. According to Jobs-Salary.com, the average pediatric intensivist salary is

$187,712, with a range from $100,651 to $280,000. PALS training ranges from $0-300.

Economic and Technological Feasibility:

This proposal is economically and technically feasible.

Minimizing Adverse Impact:

General hospitals will have 90 days from the effective date of these regulations to

implement these provisions. In addition, at present, grant funding is available for PALS

certification.

Small Business and Local Government Participation:

This proposal has been discussed and reviewed by the EMS-C Advisory Committee, the

Greater New York Hospital Association (“GNYHA”), the Healthcare Association of New

York State (“HANYS”), the Iroquois Hospitals Association and the State Hospital

Pharmacy Association.
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RURAL AREA FLEXIBILITY ANALYSIS

Effect of Rule:

The provisions of these regulations will apply to general hospitals in New York State,
including the 47 general hospitals located in rural areas of the State. These hospitals will

not be affected in any way different from any other hospital.

Compliance Requirements:

Compliance requirements are applicable to those hospitals located in rural areas.
Compliance will require the admission of pediatric patients only if qualified staff and
appropriate equipment are available. Further, compliance will require the adoption and
implementation of policies and procedures tailored to the pediatric patient related to
surgery, anesthesia, respiratory care, radiologic and nuclear medicine, pharmacy,
emergency medicine, etc. ensuring the pediatric patient is appropriately cared for by

skilled staff with the appropriate equipment in the appropriate location.

Professional Services:

Professional services for hospitals in rural areas are not expected to be impacted as a

result of these regulations differently than other hospitals.

Compliance Costs:
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Costs for general hospitals in rural areas will be the same as for general hospitals in
nonrural areas. Cost that may be incurred by the regulated parties could include PALS
training, accommodations for parent(s) to stay with their child at all times, review and
update of various policies and procedures, pharmacy requirements regarding weight
based dosing and the requirement of a board certified pediatric medical, surgical, or
anesthesiology critical care/intensivist physician who has demonstrated competence in
pediatric critical care to direct PICU services. Regulated parties must also ensure that

their equipment is age and size appropriate.

PALS certification costs can range from $0-$300. Currently there are grant funded
opportunities for PALS certification. Accommodations for parents may be able to be
arranged with existing resources, but could also require additional furnishings. What
accommodation costs would be incurred depends on the hospital involved. Review and
update of the various policies and procedures and the pharmacy requirements could be
accomplished with existing staff imposing little or no additional cost to the regulated
parties. The “average” salary of a board certified medical, surgical, pediatric, or
anesthesia intensivist to direct the PICU would be approximately $187,192. Hospitals
will need to inventory their equipment and supplies to ensure that they are size and age
appropriate and provide accordingly. Pediatric dosing resources must include age and
size appropriate fluid and medication administration dosing information if not already

currently provided.

Minimizing Adverse Impact:
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Adverse impact will be minimized through the provision of time sufficient to comply
with the regulations. Hospitals will have a minimum of 90 days following adoption of
these regulations to adopt and implement sepsis protocols and at least six months before
information to inform risk adjusted mortality measures will have to be reported to the

Department.

Rural Area Participation:

These regulations have been discussed with hospital associations that represent hospitals
throughout the state, including those that are located in rural areas. The associations are

supportive of this initiative.
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JOB IMPACT STATEMENT

Nature of Impact:

These provisions will not have a significant impact on jobs. A PICU in any New York

State general hospital must be directed by a board certified pediatric medical, surgical,

anesthesiology or critical care/intensivist physician who must be responsible for the

organization and delivery of PICU care. Such intensivist must have specialized training

and demonstrated competence in critical care. Hospitals that want to provide PICU

services may already have an intensivist to direct their unit.

Categories and Numbers Affected:

There are 32 hospitals in New York State the report that they have a PICU.

Regions of Adverse Impact:

There are no regions of adverse impact.

Minimizing Adverse Impact:
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Hospitals will have 90 days from the effective date of these regulations to implement
these provisions. In addition, at present, there is grant funding available for PALS

certification.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Public Health Law Sections 225, 2800, 2803, 3612, and 4010, 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:

Part 2 is amended to add a new section 2.59, as follows:

2.59 — Prevention of influenza transmission by healthcare and residential facility and agency

personnel

(a) Definitions.
(2) “Personnel,” for the purposes of this section, shall mean all persons employed or
affiliated with a healthcare or residential facility or agency, whether paid or unpaid,
including but not limited to employees, members of the medical and nursing staff,
contract staff, students, and volunteers, who engage in activities such that if they were

infected with influenza, they could potentially expose patients or residents to the disease.

(2) “Healthcare and residential facilities and agencies,” for the purposes of this section,
shall include:
(i) any facility or institution included in the definition of “hospital” in section
2801 of the Public Health Law, including but not limited to general hospitals,

nursing homes, and diagnostic and treatment centers;



(i) any agency established pursuant to Article 36 of the Public Health Law,
including but not limited to certified home health agencies, long term home health
care programs, acquired immune deficiency syndrome (AIDS) home care
programs, licensed home care service agencies, and limited licensed home care
service agencies; and

(iii) hospices as defined in section 4002 of the Public Health Law.

(3) “Influenza season,” for the purposes of this section, shall mean the period of time

during which influenza is prevalent as determined by the Commissioner.

(b) All healthcare and residential facilities and agencies shall determine and document which

persons qualify as “personnel’” under this section.

(c) All healthcare and residential facilities and agencies shall document the influenza vaccination
status of all personnel for the current influenza season in each individual’s personnel record or
other appropriate record. Documentation of vaccination must include the name and address of

the individual who ordered or administered the vaccine and the date of vaccination.

(d) During the influenza season, all healthcare and residential facilities and agencies shall ensure
that all personnel not vaccinated against influenza for the current influenza season wear a
surgical or procedure mask while in areas where patients or residents may be present. Healthcare

and residential facilities and agencies shall supply such masks to personnel, free of charge.



(e) Upon the request of the Department, a healthcare or residential facility or agency must report
the number and percentage of personnel that have been vaccinated against influenza for the

current influenza season.

(F) All healthcare and residential facilities and agencies shall develop and implement a policy and
procedure to ensure compliance with the provisions of this section. The policy and procedure
shall include, but is not limited to, identification of those areas where unvaccinated personnel

must wear a mask pursuant to subdivision (d) of this Section.

Subparagraph (v) of paragraph (10) of subdivision (b) of Section 405.3 of Part 405 is added to

read as follows:

(v) documentation of vaccination against influenza, or wearing of a surgical or procedure mask

during the influenza season, for personnel who have not received the influenza vaccine for the

current influenza season, pursuant to section 2.59 of this Title.

Paragraph (4) of subdivision (a) of Section 415.19 of Part 415 is added to read as follows:

(4) Collects documentation of vaccination against influenza, or requires wearing of a surgical or

procedure mask during the influenza season, for personnel who have not received the influenza

vaccine for the current influenza season, pursuant to section 2.59 of this Title.




Paragraph (6) of subdivision (d) of Section 751.6 is added to read as follows:

(6) documentation of vaccination against influenza, or wearing of a surgical or procedure mask

during the influenza season, for personnel who have not received the influenza vaccine for the

current influenza season, pursuant to section 2.59 of this Title.

Paragraph (5) of subdivision (c) of Section 763.13 is added to read as follows:

(5) documentation of vaccination against influenza, or wearing of a surgical or procedure mask

during the influenza season, for personnel who have not received the influenza vaccine for the

current influenza season, pursuant to section 2.59 of this Title.

Paragraph (6) of subdivision (d) of Section 766.11 is added to read as follows:

(6) documentation of vaccination against influenza, or wearing of a surgical or procedure mask

during the influenza season, for personnel who have not received the influenza vaccine for the

current influenza season, pursuant to section 2.59 of this Title.

Paragraph (6) of subdivision (d) of Section 793.5 is added to read as follows:

(6) documentation of vaccination against influenza, or wearing of a surgical or procedure mask

during the influenza season, for personnel who have not received the influenza vaccine for the

current influenza season, pursuant to section 2.59 of this Title.




REGULATORY IMPACT STATEMENT

Statutory Authority:

The authority for the promulgation of these regulations is contained in Public Health Law
(PHL) Sections 225 (5), 2800, 2803 (2), 3612 and 4010 (4). PHL 225 (5) authorizes the Public
Health and Health Planning Council (PHHPC) to issue regulations in the State Sanitary Code
pertaining to any matters affecting the security of life or health or the preservation and
improvement of public health in the state of New York, including designation and control of
communicable diseases and ensuring infection control at healthcare facilities and any other
premises.

PHL Article 28 (Hospitals), Section 2800 specifies that “Hospital and related services
including health-related service of the highest quality, efficiently provided and properly utilized
at a reasonable cost, are of vital concern to the public health. In order to provide for the
protection and promotion of the health of the inhabitants of the state, pursuant to section three of
article seventeen of the constitution, the department of health shall have the central,
comprehensive responsibility for the development and administration of the state's policy with
respect to hospital and related services, and all public and private institutions, whether state,
county, municipal, incorporated or not incorporated, serving principally as facilities for the
prevention, diagnosis or treatment of human disease, pain, injury, deformity or physical
condition or for the rendering of health-related service shall be subject to the provisions of this
article.”

PHL Section 2803 (2) authorizes PHHPC to adopt and amend rules and regulations,

subject to the approval of the Commissioner, to implement the purposes and provisions of PHL



Avrticle 28, and to establish minimum standards governing the operation of health care facilities.
PHL Section 3612 authorizes PHHPC to adopt and amend rules and regulations, subject to the
approval of the Commissioner, with respect to certified home health agencies and providers of
long term home health care programs. PHL Section 4010 (4) authorizes PHHPC to adopt and
amend rules and regulations, subject to the approval of the Commissioner, with respect to

hospice organizations.

Legislative Objectives:

The legislative objective of PHL 225 empowers PHHPC to address any issue affecting
the security of life or health or the preservation and improvement of public health in the state of
New York, including designation and control of communicable diseases and ensuring infection
control at healthcare facilities and any other premises. PHL Article 28 specifically addresses the
protection of the health of the residents of the State by assuring the efficient provision and proper
utilization of health services of the highest quality at a reasonable cost. PHL Article 36 addresses
the services rendered by certified home health agencies. PHL Acrticle 40 declares that hospice is a
socially and financially beneficial alternative to conventional curative care for the terminally ill.
The requirement of surgical or procedure masks of unvaccinated healthcare and residential
facility and agency personnel in these facilities will promote the health and safety of the patients

and residents they serve and support efficient and continuous provision of services.

Needs and Benefits:
Transmission of influenza from healthcare and residential facility and agency personnel

to patients and residents is a serious public health and patient safety issue. Influenza is a leading



cause of morbidity and mortality among hospitalized patients as well as persons admitted to or
residing in other types of health care facilities. Healthcare and residential facility and agency
personnel are at increased risk of acquiring influenza because of their contact with ill patients
and residents, and personnel can transmit influenza to their patients and residents if they become
ill. 1t is beyond dispute that vaccination is the most effective measure to prevent influenza, for

health care facility personnel and their patients.

Accordingly, for the past two decades, the Centers for Disease Control (CDC) Advisory
Committee on Immunization Practices (ACIP) has strongly recommended that all healthcare
personnel be vaccinated against influenza. With the Department’s encouragement, some
healthcare and residential facilities and agencies have voluntarily implemented strategies to
increase influenza vaccination rates among their personnel; however, these efforts have met with

limited success.

Despite ACIP recommendations and national and State efforts to increase voluntary
influenza vaccination rates, vaccination rates among healthcare and residential agency personnel
in New York State have remained unacceptably low. In the 2011-2012 influenza season,
hospitals in New York State reported healthcare personnel vaccination rates ranging from 11.1%
- 97.8%, with an average of 48.4%. Thirty-four hospitals reported vaccination rates of 50% or
lower, and nine of these hospitals reported vaccination rates lower than 25%. Nursing homes

reported an average personnel vaccination rate of 45.0%.



Now, like much of the rest of the nation, New York State is experiencing the worst
seasonal influenza season in a decade. Notably, the 2012-13 influenza season is worse than in
any season since ACIP set the national standard of medical care for influenza vaccination by
recommending that all persons be vaccinated each year. The intensity of this year’s influenza
season is a reminder that influenza is unpredictable and may cause serious illnesses, deaths and
healthcare disruption during any year. Additional steps must be taken to prevent the toll of

influenza in health care facilities to the extent possible.

In response to this increased public health threat, New York State has taken active steps
to prevent and control transmission of seasonal influenza, in addition to its annual promotional
campaign encouraging influenza vaccination. On January 12, 2013 Governor Cuomo issued an
Executive Order declaring a disaster emergency and temporarily modifying sections of the State
Education Law to permit children ages 6 months to 18 years to be vaccinated by pharmacists.
Yet the seriousness of the continuing influenza threat, and the failure of healthcare and
residential facilities and agencies to achieve acceptable vaccination rates through voluntary

programs, necessitates further action.

Although masks are not as effective as vaccination, evidence indicates that wearing a
surgical or procedure mask will lessen transmission of influenza from patients experiencing
respiratory systems. It is also known that persons incubating influenza may shed the influenza
virus before they have noticeable symptoms of influenza. According to the CDC, the use of
surgical or procedure masks by infectious patients may help contain their respiratory secretions

and limit exposure to others. The CDC also recommends that patients who may have an



infectious respiratory illness wear a mask when not in isolation and that healthcare personnel
wear a mask when in close contact with symptomatic patients. Further, the Infectious Disease
Society of America recommends that healthcare personnel who are not vaccinated for influenza

wear masks.

Accordingly, the Department is issuing these regulations to require all unvaccinated
personnel in healthcare and residential facilities and agencies to wear surgical or procedure
masks during the time when the Commissioner determines that influenza is prevalent. Requiring
unvaccinated personnel to wear a mask is a reasonable step to lessen the risk of transmission to
patients and residents, because unvaccinated personnel may be infectious before they are
obviously ill, may contract a mild respiratory illness that is not recognized as influenza, and are
at increased risk of becoming infected with influenza through patient or resident contact. All of

these factors increase the risk of transmitting influenza to patients and residents.

The proposal has been discussed with a number of organizations representing the affected
parties. These include the Healthcare Association of New York State, the Greater New York
Hospital Association, 1199 SEIU New York City, the Medical Society of the State of New York,
the American Academy of Pediatrics, the American Academy of Family Physicians, and the
American College of Physicians. Other organizations that represent the affected parties are
given notice of this proposal by its inclusion on the agenda of the Codes and Regulations
Committee of the Public Health and Health Planning Council (PHHPC). This agenda and the
proposal will be posted on the Department’s website. The public, including any affected party, is

invited to comment during the Codes and Regulations Committee meeting.



Costs for the Implementation of and Continuing Compliance with these Regulations to the
Regulated Entity:

Healthcare and residential facilities and agencies must determine and document whether
personnel have, or have not, been vaccinated against influenza for the current influenza season in
each individual’s personnel or other appropriate record. Those individuals who were not
vaccinated for influenza must wear a surgical or procedure mask during the influenza season, as
determined by the Commissioner. While there is a wide market of varying products and pricing,
on average, the price of a surgical or procedure mask varies between approximately 10 to 25
cents per mask, subject to the quantity ordered. Thus, the cost of 1,000 masks could range from
$100 to $250. This is a modest investment to protect the health and safety of patients, residents,
and personnel, especially when compared to both the direct medical costs and indirect costs of

personnel absenteeism, including personnel working less effectively or being unable to work.

Cost to State and Local Government:

The State operates several healthcare facilities subject to this regulation. Most county
health departments are licensed under Article 28 or Article 36 of the Public Health Law and are
therefore also subject to regulation. Similarly, certain counties and the City of New York
operate facilities licensed under Article 28. These State and local public facilities would be
required to document the influenza vaccination status of their personnel and, during the influenza

season, provide surgical or procedure masks for those not vaccinated.
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Although the costs to the State or local governments cannot be determined with precision,
the Department does not expect these costs to be significant, for several reasons. State and local
facilities should already be providing masks for personnel who may come into contact with
patients with respiratory symptoms and for whom contact and droplet infection control

precautions should be practiced.

Further, these entities are expected to realize savings as a result of the reduction in
influenza in personnel and the attendant loss of productivity and available staff. Influenza creates
an estimated health burden of $87 billion per year in the United States. Influenza vaccination of
healthy adults is estimated to result in a savings of $47 annually per person in reduced physician
visits and fewer sick days. There are also potential savings to Medicaid and other payors based

on decreasing influenza cases with the concomitant reduction in healthcare costs.

If masks achieve even a fraction of these savings by reducing costs to the State and local
governments, the savings will more than cover the cost of the program, and public health will be

improved.

Cost to the Department of Health:
There are no additional costs to the State or local government, except as noted above.
Existing staff will be utilized to conduct surveillance of regulated parties and to monitor

compliance with these provisions.
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Local Government Mandates:

There are no additional programs, services, duties or responsibilities imposed by this rule
upon any county, city, town, village, school district, fire district or any other special district,
except as they apply to facilities operated by local governments, except as noted above for local

health departments.

Paperwork:

This measure will require healthcare and residential facilities and agencies to document
whether personnel have, or have not, been vaccinated against influenza for the current influenza
season. It will require these facilities and agencies to document the influenza vaccination status
of all personnel for the current influenza season in each individual’s personnel record or other
appropriate record. Upon the request of the Department, a facility or agency must report the
number and percentage of personnel that have been vaccinated against influenza for the current
influenza season. Facilities and agencies must develop and implement a policy and procedure to

ensure compliance with the provisions of this section

Duplication:

This regulation will not conflict with any state or federal rules.

Alternative Approaches:
One alternative to requiring a surgical or procedure mask for personnel unvaccinated for
influenza would be to require all personnel to be vaccinated for influenza. The Department

weighed these two options and, in balancing various factors related to each, determined that
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promoting vaccination, but requiring unvaccinated personnel to wear a surgical or procedure
mask, is the most effective and least burdensome way to immediately reduce the potential for

transmission of influenza at this time.

Federal Requirements:

There are no minimum standards established by the federal government for the same or
similar subject areas.
Compliance Schedule:

This proposal will go into effect upon a Notice of Adoption in the New York State

Register.

Contact Person: Ms. Katherine E. Ceroalo
NYS Department of Health
Bureau of House Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, NY 12237
(518) 473-7488
(518) 473-2019 -FAX
REGSQNA@health.state.ny.us
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REGULATORY FLEXIBILITY ANALYSIS
FOR SMALL BUSINESS AND LOCAL GOVERNMENTS
Effect of Rule:

Any facility defined as a hospital pursuant to Article 28, a home services agency by PHL
Avrticle 36, or a hospice by PHL Article 40 will be required to comply. In New York State there
are 228 general hospitals, 1198 hospital extension clinics, 1239 diagnostic and treatment centers,
and 635 nursing homes. There are also 139 certified home health agencies (CHHAS), 97 long
term home health care programs (LTHHCP), 19 hospices and 1164 licensed home care services
agencies (LHCSAs).

Of those, it is known that 3 general hospitals, approximately 237 diagnostic and treatment
centers, 40 nursing homes, 69 CHHAS, 36 hospices and 860 LHCSAs are small businesses
(defined as 100 employees or less), independently owned and operated, affected by this rule.
Local governments operate 18 hospitals, 40 nursing homes, 42 CHHAs, at least 7 LHCSAs, and

a number of diagnostic and treatment centers and hospices.

Compliance Requirements:

All facilities and agencies must document the vaccination status of each personnel
member as defined in this regulation for influenza virus, in their personnel or other appropriate
record. Each facility must develop a policy and procedure which requires all personnel who
have not been vaccinated for influenza during the current influenza season to wear a surgical or

procedure mask.
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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 the party or parties
subject to enforcement when developing a regulation or explain in the Regulatory Flexibility
Analysis why one was not included. This regulation creates no new penalty or sanction. Hence,

a cure period is not necessary.

Professional Services:

There are no additional professional services required as a result of this regulation.

Compliance Costs:

Facilities and agencies will need to provide surgical or procedure masks to those
personnel not vaccinated for influenza during a current influenza season. While there is a wide
market of varying products and pricing, on average, the price of a surgical or procedure mask
varies between approximately 10 to 25 cents per mask, subject to the quantity ordered. Thus, the
cost of 1,000 masks could range from $100 to $250. This is a modest investment to protect the
health and safety of patients, residents, and personnel, especially when compared to both the
direct medical costs and indirect costs of personnel absenteeism, including personnel working

less effectively or being unable to work.

Although the cost to small businesses and local governments cannot be determined with

precision, the Department does not expect this cost to be significant, for several reasons. Small

businesses and local governments should already be providing masks for personnel who may
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come into contact with patients with respiratory symptoms and for whom contact and droplet

infection control precautions should be practiced.

Further, small businesses and local governments are expected to realize savings as a
result of the reduction in influenza in personnel and the attendant loss of productivity and
available staff. Influenza creates an estimated health burden of $87 billion per year in the United
States. Influenza vaccination of healthy adults is estimated to result in a savings of $47 annually
per person in reduced physician visits and fewer sick days. There are also potential savings to
Medicaid and other payors based on decreasing influenza cases with the concomitant reduction

in healthcare costs.

If masks achieve even a fraction of these savings by reducing costs to small businesses
and local governments, the savings will more than cover the cost of the compliance, and public

health will be improved.

Economic and Technological Feasibility:

This proposal is economically and technically feasible.

Minimizing Adverse Impact:

The requirement to wear a surgical mask does not impose any physical limitations on the
wearer, as would be the case with wearing a respirator which would provide a higher level of
protection. Because healthcare and residential facility and agency personnel often wear surgical

or procedure masks for a variety of reasons, including both protecting patients and residents and
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themselves from communicable disease risks, and because some healthcare facilities in the state
already require unvaccinated personnel to wear masks during influenza season, this will not
present an undue burden or stigma on healthcare and residential facilities and agencies, or their

personnel.

Further, most of the healthcare facilities are already required by state law or soon will be
required by federal law to maintain records of the influenza vaccination status of their personnel.
Finally, the requirement is to be in effect only when influenza is prevalent as determined by the
Commissioner. This enables the requirement to be tailored to the circumstances of any particular

influenza season and to be in effect only when there is the greatest risk of influenza transmission.

For these reasons, these regulations do not impose an addition burden on the regulated

parties.

Small Business and Local Government Participation:

The proposal has been discussed with a number of organizations representing the affected
parties. These include the Healthcare Association of New York State, the Greater New York
Hospital Association, 1199 SEIU New York City, the Medical Society of the State of New York,
the American Academy of Pediatrics, the American Academy of Family Physicians, and the
American College of Physicians. Other organizations that represent the affected parties are
given notice of this proposal by its inclusion on the agenda of the Codes and Regulations
Committee of the Public Health and Health Planning Council (PHHPC). The Department will be

seeking local government input prior to proposing a permanent regulatory amendment.
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This agenda and the proposal will be posted on the Department’s website. The public, including

any affected party, is invited to comment during the Codes and Regulations Committee meeting.
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RURAL AREA FLEXIBILITY ANALYSIS

Effect of Rule:

Any facility defined as a hospital pursuant to Article 28, a home services agency by PHL
Avrticle 36, or a hospice by PHL Article 40 will be required to comply. In New York State there
are 228 general hospitals, 1198 hospital extension clinics, 1239 diagnostic and treatment centers,
and 635 nursing homes. There are also 139 certified home health agencies (CHHAS), 97 long
term home health care programs (LTHHCP), 19 hospices and 1164 licensed home care services
agencies (LHCSAs). Of those, it is known that 47 general hospitals, approximately 90
diagnostic and treatment centers, 159 nursing homes, 92 certified home health agencies, 19
hospices, and 26 LHCSAs are in counties serving rural areas. These facilities and agencies will

not be affected differently than those in non-rural areas.

Compliance Requirements:

All facilities and agencies must document the vaccination status of each personnel
member as defined in this regulation for influenza virus, in their personnel or other appropriate
record. Each facility must develop a policy and procedure which requires all personnel who
have not been vaccinated for influenza during the current influenza season to wear a surgical or

procedure mask.
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Professional Services:

There are no additional professional services required as a result of this regulation.

Compliance Costs:

Facilities and agencies will need to provide surgical or procedure masks to those
personnel not vaccinated for influenza during a current influenza season. While there is a wide
market of varying products and pricing, on average, the price of a surgical or procedure mask
varies between approximately 10 to 25 cents per mask, subject to the quantity ordered. Thus, the
cost of 1,000 masks could range from $100 to $250. This is a modest investment to protect the
health and safety of patients, residents, and personnel, especially when compared to both the
direct medical costs and indirect costs of personnel absenteeism, including personnel working

less effectively or being unable to work.

Although the cost to facilities and agencies in rural areas cannot be determined with
precision, the Department does not expect this cost to be significant, for several reasons.
Facilities and agencies in rural areas should already be providing masks for personnel who may
come into contact with patients with respiratory symptoms and for whom contact and droplet

infection control precautions should be practiced.

Further, facilities and agencies in rural areas are expected to realize savings as a result of
the reduction in influenza in personnel and the attendant loss of productivity and available staff.
Influenza creates an estimated health burden of $87 billion per year in the United States.

Influenza vaccination of healthy adults is estimated to result in a savings of $47 annually per
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person in reduced physician visits and fewer sick days. There are also potential savings to
Medicaid and other payors based on decreasing influenza cases with the concomitant reduction

in healthcare costs.

If masks achieve even a fraction of these savings by reducing costs to facilities and
agencies in rural areas, the savings will more than cover the cost of the compliance, and public

health will be improved.

Economic and Technological Feasibility:

This proposal is economically and technically feasible.

Minimizing Adverse Impact:

The requirement to wear a surgical mask does not impose any physical limitations on the
wearer, as would be the case with wearing a respirator which would provide a higher level of
protection. Because healthcare and residential facility and agency personnel often wear surgical
or procedure masks for a variety of reasons, including both protecting patients and residents and
themselves from communicable disease risks, and because some healthcare facilities in the state
already require unvaccinated personnel to wear masks during influenza season, this will not
present an undue burden or stigma on healthcare and residential facilities and agencies, or their

personnel.

Further, most of the healthcare facilities are already required by state law or soon will be

required by federal law to maintain records of the influenza vaccination status of their personnel.
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Finally, the requirement is to be in effect only when influenza is prevalent as determined by the
Commissioner. This enables the requirement to be tailored to the circumstances of any particular

influenza season and to be in effect only when there is the greatest risk of influenza transmission.

For these reasons, these regulations do not impose an addition burden on the regulated

parties.

Public and Local Government Participation:

The proposal has been discussed with a number of organizations representing the affected
parties. These include the Healthcare Association of New York State, the Greater New York
Hospital Association, 1199 SEIU New York City, the Medical Society of the State of New York,
the American Academy of Pediatrics, the American Academy of Family Physicians, and the
American College of Physicians. Other organizations that represent the affected parties are
given notice of this proposal by its inclusion on the agenda of the Codes and Regulations
Committee of the Public Health and Health Planning Council (PHHPC). This agenda and the
proposal will be posted on the Department’s website. The public, including any affected party, is

invited to comment during the Codes and Regulations Committee meeting.
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JOB IMPACT STATEMENT

No Job Impact Statement is required pursuant to section 201-a(2)(a) of the State

Administrative Procedure Act (SAPA). Itis apparent, from the nature of the proposed

amendment, that it will have no impact on jobs and employment opportunities.
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New York State Department of Health
Public Health and Health Planning Council

February 7, 2012

APPLICATIONS FOR CONSTRUCTION OF HEALTH CARE
FACILITIES

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

CON Applications

Diagnostic and Treatment Center — Construction Exhibit #4
Number Applicant/Facility E.P.R.C. Recommendation
1. 122161 C East Harlem Council for Human Contingent Approval
Services, Inc.

d/b/a Boriken Neighborhood
Health Center

(New York County)
Transitional Care Units - Construction Exhibit #5
Number Applicant/Facility E.P.R.C. Recommendation
1. 122236 T Upstate University Hospital at Contingent Approval
Community General
(Onondaga County)
2. 122237 T St. Joseph’s Hospital Contingent Approval

(Chemung County)



NEW YORK

state department of

HEALTH

Public Health and Health
Planning Council

Project # 122161-C

East Harlem Council for Human Services, Inc.
d/b/a Boriken Neighborhood Health Center

County: New York (New York)
Purpose: Construction

Program: Diagnostic and Treatment Center
Submitted: September 28, 2012

Executive Summary

Description

East Harlem Council for Human Services, Inc. d/b/a
Boriken Neighborhood Health Center (Boriken), an
existing Article 28 diagnostic and treatment center
(D&TC) that is designated as a Federally-Qualified
Health Center (FQHC), requests approval to
construction a 31,713 square foot replacement facility
at 2265 Third Avenue, New York. This application
amends and supersedes CON #102237-C, approved
for $14,997,465 in accordance with the administrative
review provisions, and which is in the process of being
constructed. This amendment is being submitted due
to increases in project costs, changes in the proposed
funding, and changes in facility design. Construction
commenced on February 22, 2012, with a projected
completion date revised to September 30, 2013.

The proposed facility will be located right across the
street from where it has been operating since October
1978, in 14,000 square feet of leased space on the
third floor of a subsidized housing development at
2253 Third Avenue (between 122" and 123" Street) in
Manhattan. According to the applicant the current
space configuration is not efficient and impedes patient
flow along with having issues surrounding inadequate
plumbing, air conditioning, heating, and vertical
transportation.

Total project costs are estimated at $28,574,905.

DOH Recommendation
Contingent approval.

Need Summary
Boriken currently provides 41,736 patient visits for the
East Harlem Community, 55.9% of which are for
Medicaid patients.

The proposed replacement facility will provide space

for Boriken to increase its volume of visits by 39% in

the first year of operation. This projected growth is in
response to the demand for primary care services in

Boriken’s service area.

Program Summary

Based on the results of this review, a favorable
recommendation can be made regarding the facility’s
current compliance pursuant to 2802-(3)(e) of the New
York State Public Health Law.

Financial Summary

Total project costs will be funded as follows:
$15,825,420 in awarded grant funds and $250,000 in
donations, plus a combination of loans totaling
$12,499,485. The loans consist of $8,050,000 from
the New Markets Tax Credit (NMTC) program
administered by the US Treasury Department, (which
is expected to be forgiven after the end of the seventh
year) and a $4,449,485 loan from the Primary Care
Development Corporation.

Budget Revenues: $ 14,711,832
Expenses: 14,090,890
Gain/(Loss): $ 620,942

Subject to the note contingencies, the applicant has
demonstrated the capability to proceed in a financially
feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State
Department of Health. Public Health Law Section 2802.7 states that all construction applications requiring review
by the Public Health and Health Planning Council shall pay an additional fee of fifty-five hundredths of one percent
of the total capital value of the project, exclusive of CON fees. [PMU]

2. Submission of an executed loan commitment for the New Markets Tax Credit program that is acceptable to the
Department of Health. [BFA]

3. Submission of an executed loan commitment from the Primary Care Development Corporation that is acceptable
to the Department of Health. [BFA]

4. Submission of a final executed Grant approval letters to be used as a source of financing acceptable to the
Department of Health. [BFA]

5. The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in BAEFP
Drawing Submission Guidelines DSG-01. [AER]

Approval conditional upon:

1. The staff of the facility must be separate and distinct from staff of other entities. [HSP]

2. The signage must clearly denote the facility is separate and distinct from other adjacent entities. [HSP]

3. The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]

4. The clinical space must be used exclusively for the approved purpose. [HSP]

5. The submission of Final Construction Documents, signed and sealed by the project architect, as described in
BAEFP Drawing Submission Guidelines DSG-01, prior to the applicant’s start of construction. [AER]

6. The applicant shall complete construction by September 30, 2013 in accordance with 10 NYCRR Part 710.2(b)(5)

and 710.10(a), if construction is not completed on or before that date, this may constitute abandonment of the
approval and this approval shall be deemed cancelled, withdrawn and annulled without further action by the
Commissioner. [AER]

Council Action Date
February 7, 2013.
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Need Analysis

Background

East Harlem Council for Human Services, Inc., d/b/a Boriken Neighborhood Health Center, is an existing Federally-
Qualified Health Center (FQHC), which requests approval to construct a replacement facility to be located at 2265
Third Avenue, New York. This project amends and supercedes CON #102237-C.

Boriken Neighborhood Health Center has the following certified services:

Certified Services
Upon Completion

J

Service Certified Services Requested Action

Audiology O/P

Certified Mental Health Services O/P Delete

Clinical Laboratory Service O/P

Dental O/P

Family Planning O/P

Health Fairs O/P

Medical Social Services O/P

Multiphasic Screening O/P

|~~~ NSNS~

Nursing

Ophthalmology O/P Add

Pediatric O/P

Podiatry O/P

Prenatal O/P

Primary Medical Care O/P

Psychology O/P

Radiology - Diagnostic O/P

Therapy - Respiratory O/P

~ |~ |~~~ 1~ 15151~ =

A B U B B N N B

Well Child Care O/P

Analysis
Boriken Neighborhood Health Center plans to relocate its main site and construct a replacement facility across the
street from the existing center. Boriken is an FQHC that has served the residents of East Harlem since 1978.

Boriken is currently located in leased space at 2253 Third Avenue between 122" and 123" Streets in Manhattan. The
existing site is over 30 years old, has frequent age-related problems, and cannot accommodate growth. The proposed
site is across the street at 2265 Third Avenue in space that is owned by Boriken. Boriken’s ownership of the space will
provide control over the site’s configuration and operation, while eliminating rental costs.

Boriken currently provides primary care services for children and adults, including pediatrics, internal medicine, dental,

and obstetrics and gynecology. The facility also provides a range of on-site specialty services and programs, including
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nutrition, dermatology, podiatry, social work services, and services for people living with asthma, diabetes, HIV/AIDS
and Hepatitis C.

Utilization
Boriken Services and Utilization

Service Current Utilization 15 Year Visits 3" Year Visits

Dental 6,942 9,615 15,490
Medical Social Services 3,618 5,011 8,073
Nutritional 867 1,201 1,935
Pediatrics 7,048 9,762 15,727
Podiatry 1,157 1,603 2,582
Primary Medical Care 22,104 30,617 49,326
Ophthalmology N/A 1,664 2,080
Total 41,736 59,473 95,213

According to the NYC Department of Health and Mental Hygiene, the causes of premature death in East Harlem are
heart disease (17 percent), HIV (16 percent), Cancer (15 percent), drug-related (7 percent), homicide (5 percent), and
other causes (40 percent). Among “other causes” of premature death are certain Perinatal conditions (5 percent),
diabetes (3 percent), diseases of the nervous system (2 percent), and chronic lower respiratory diseases (2 percent).

Boriken reports that 55.9 percent and 22.7 percent of their patient visits are for Medicaid and Indigent Clients,
respectively.

Conclusion
This project for an updated and expanded D&TC will enable Boriken to significantly increase its volume of services in
the East Harlem Community.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background

East Harlem Council for Human Services, Inc. requests approval to construct a replacement facility for their Article 28
diagnostic and treatment center called Boriken Neighborhood Health Center. This proposal is an amendment to a
previously approved project (CON 102237) that is required because of increased costs, changed financing, and
architectural changes. Additionally, the facility would like to certify ophthalmology services and decertify certified
mental health services at the center.

Staffing will consist of an additional 31 FTEs by the third year in the new facility.

Compliance with Applicable Codes, Rules and Regulations

This facility has no outstanding Article 28 surveillance or enforcement actions and, based on the most recent
surveillance information, is deemed to be currently operating in substantial compliance with all applicable State and
Federal codes, rules and regulations. This determination was made based on a review of the files of the Department of
Health, including all pertinent records and reports regarding the facility’s enforcement history and the results of routine
Article 28 surveys as well as investigations of reported incidents and complaints.

Recommendation
From a programmatic perspective, approval is recommended.
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Financial Analysis

Total Project Cost and Financing
Total project cost for the renovation and equipment is estimated at $28,574,905, broken down as follows:

Previously Revised Project
Approved Cost With
under CON Incremental NMTC
#102237-C Project Costs Financing
Renovation & Demolition $10,303,719 $4,125,575 $14,429,294
Asbestos Abatement 63,000 344,200 407,200
Design Contingency 1,030,372 -916,372 114,000
Construction Contingency 1,030,372 -30,372 1,000,000
Fixed Equipment 0 200,000 200,000
Planning Consultant Fees 50,000 939,990 989,990
Architect/Engineering Fees 876,087 446,502 1,322,589
Construction Manager Fees 665,723 34,277 700,000
Other Fees (Consultant) 539,545 423,653 963,198
Movable Equipment 200,000 2,495,599 2,695,599
Telecommunications 200,000 350,000 550,000
Subtotal — Total Basic Cost of $14,958,818 $8,413,052 $23,371,870
Construction
Financing Costs * 0 $4,872,535
Interim Interest Expense 0 200,000
Con Application Fee 1,250 2,500
Added CON Processing Fee 37,397 128,000
Total Project Cost $14,997,465 $28,574,905

*See attachment E for details of the Capital Financing Costs

The project is currently under construction, pursuant to the approval under CON 102237 and according to the
applicant this amendment is based on: increases in project costs; changes in the proposed project’s funding
mechanism; and changes in the facility’s design.

The New Markets Tax Credit (NMTC) program was extend for the years 2012 and 2013 when President Obama
signed the American Taxpayer Relief Act of 2012 on January 3, 2013.

The New Markets Tax Credit (NMTC) program created by the U.S. Federal Government in 2000, as part of the
Community Renewal Tax Relief Act, encourages investment in low-income communities (LICs). Rather than being
directly involved in how the benefits of this subsidy program are allocated, the U.S. Department of Treasury (through
the Community Development Financial Institutions Fund or CDFI Fund) essentially deputizes this decision making
process to the Community Development Entities (CDESs) which have demonstrated a track record of investing into low-
income communities.

In essence, the tax credit created provides an incentive for an investor (typically a bank or financial institution) to
purchase the tax credit, providing capital that can be used towards financing a real estate project or business in an
low-income community (LIC). The credit is sufficient to repay the investor’s capital over 7 years and provide a market-
rate of return. At the end of seven years (provided facility continues operations within economically distressed area)
through a put/call option the health center buys back the investor's interest for a nominal amount ($1,000) and the
health center owes the note to itself, so the note is liquidated and the principal balance becomes equity to the health
center.
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The applicant’s financing plan appears as follows:

Revised Project

Originally under Cost With
CON NMTC
#102237-C Financing

Equity
Government Grants & Donation $14,997,465 $16,075,420
New Markets Tax Credit (debt to be forgiven at
the end of 7 years. Interest only during the
7years at 4.5%. 8,050,000
Primary Care Development Corporation with 10-
year terms & amortization of 20 years. Fixed
rate at the time of closing based on Treasury +
350 basic points (5.17% as of 9/10/12). 0 4,449,485
Total $14,997,465. $28,574,905

The applicant states that they qualify for the New Markets Tax Credit (NMTC) program as a “Qualified Active Low-
Income Community Business.” The qualifications include being located in a highly distressed census tract, which is
defined by one or more of the following primary criteria:

e The area poverty level is above 30%. The applicant’s poverty level in (census tract #36061019400) is 48.9%;

e The area median income is less then 60% of the benchmarked median income. The applicant's median
income in (census tract #36061019400) is less then 22.2% of the benchmarked median income, or

e The unemployment rate in the area is at least 1.5 times the national average (which was 7.9% for the 2010
census). The applicant’s unemployment rate in (census tract #36061019400) is 2.38 times the national
average or 18.8%.

Primary Care Development Corporation (PCDC) has provided a letter of interest for construction and permanent
financing, and they also indicated an interest in providing the New Markets Tax Credit.

Operating Budget
The applicant has submitted the operating budgets, in 2012 dollars, as summarized below:

Current Year Incremental Third Year
Revenues-Outpatient: $4,349,955 $6,038,047 $10,388,002
Other Operating Income (A) 2,716,390 1,607,440 4,323,830
*Total Revenues $7,066,345 $7,645,487 $14,711,832
Expenses:
Operating $7,468,225 $5,273,425 $12,741,650
Capital 41,273 1,307,967 1,349,240
*Total Expenses $7,509,498 $6,581,392 $14,090,890
Excess Revenue over Expenses ($443,153) $1,064,095 $620,942
Utilization: (Visits) 41,736 53,477 95,213
Cost per visit $179.93 $147.99

* Revenue and expenses are for Boriken Neighborhood Health Center

(A) Other operating revenues in year three of $4,323,830 consist of: $1,833,338 in Section 330 Grants, and an increase of $322,930 from
the current year; $1,218,734 in Charity Care Pool, and an increase of $684,510 from the current year; $441,758 in HIV Early Intervention
Grant, same as the current year; Other Grants of $830,000, an increase of $600,000 from the current year and they also included
Women, Infants and Children (WIC), Meaningful Use and Patient-Centered Medical Home (PCMH) incentives and other federal and state
grants.

]
Project # 122161-C Exhibit Page 6



Outpatient utilization by payor source is as follows:

Outpatient
Medicaid Fee-for-Service 12.76%
Medicaid Managed Care 43.11%
Medicare Fee-for-Service 3.03%
Medicare Managed Care 4.29%
Commercial Manage Care 5.64%
Private Pay and All Other 8.44%
Charity 22.73%

Expenses are based upon historical experience adjusted for volume, investment and rising costs. Additionally staffing
levels are expected to increase by 36.03 full time equivalent (FTE) employees, which includes 6.63 FTE physicians,
going from 10.70 FTE to 17.33 FTE, and dentists and hygienists increasing by 2 FTE along with adding 1 FTE
nutritionist, and 2 FTE social worker plus support staff. Utilization projects are based upon: need projections, the
ability to efficiently handle projected volume in the 37 new exams rooms and 10 dental chairs, representing an
increase of 23 exams rooms and 5 dental chairs. Additionally, the new facility will have greater exposure to the local
population and will be easier for them to access. The breakeven point at the proposed facility is approximately 88,540
visits, which the applicant projects reaching by the second year of operating at the new replacement facility.

Capability and Feasibility

The total project cost of $28,574,905 is presented under a financing plan which utilizes the New Markets Tax Credit
(NMTC) program administered by the US Treasury Department. The project will be funded with $16,075,420 in grants
and a contribution, a loan of $4,449,485 for which a letter of interest has been provided by Primary Care Development
Corporation (PCDC) at the above stated terms. The remaining balance of $8,050,000 will be provided through the
New Markets Tax Credit (NMTC) program, at the above stated terms. As previously stated under the New Markets
Tax Credit program, it is expected that approximately $8,050,000 in debt will be forgiven at the end of the seventh
year.

Presented as Attachments A and B are East Harlem Council for Human Services, Inc certified financial summary for
June 30, 2010 and June 30, 2011 and their Internal financial summary as of June 30, 2012. Presented as Attachment
C, is a list of Grant Funding Sources plus a contribution, which indicates the availability of sufficient resources for this
project.

Working capital requirements are estimated at $1,096,899, which appear reasonable based on two months of third
year budgeted expenses. Presented as Attachment D is Boriken Neighborhood Health Center projected cash flow
which indicates working capital requirements can be met from operations.

The operating budget projects a first year loss of $1,306,496 and a surplus of $620,942 by the third year. Review of
Attachments A and B, shows East Harlem Council for Human Services, Inc. had an average excess of revenues over
expenses of $1,013,427, a positive average work capital position of $3,321,806 and positive net asset position of
$6,092,580 as of June 30, 2012. Revenues are based on prevailing reimbursement methodologies and current rate
schedules. The budget appears reasonable.

It appears that the applicant has demonstrated the capability to proceed in a financially feasible manner, and
contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.
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Attachments

BFA Attachment A Financial Summary as of June 30, 2010 and June 30, 2011, East
Harlem Council for Human Services, Inc.

BFA Attachment B Internal Financial Summary as of June 30, 2012, East Harlem Council
for Human Services, Inc.

BFA Attachment C List of Grant Funds
BFA Attachment D Cash Flow
BFA Attachment E Capital Financing Costs
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Public Health and Health
Planning Council

NEW YORK

state department of

HEALTH

Project # 122236-T
UPSTATE University Hospital at Community General

County: Onondaga (Syracuse)
Purpose: Demonstration

Program: Transitional Care Unit
Submitted: November 15, 2012

Executive Summary

Description

Upstate Medical University is a 715-bed public State-
owned hospital which operates two hospital campuses,
Upstate University Hospital downtown campus (409 beds)
and the Upstate University Hospital - Community General
campus (306 beds) located at 750 East Adams Street,
Syracuse and 4900 Broad Road, Syracuse, respectively.
Upstate Medical University requests approval to create a
20-bed skilled nursing facility to function as a Transitional
Care Unit (TCU), to bridge the gap between the hospital's
acute-care setting and post-acute care to ensure a
smooth transitional care continuum, at the Community
General campus, which will serve patients cared for at
both facilities.

On October 16, 2012, the Department of Health
requested applications in accordance with the provisions
of Section 2802-a, of the Public Health Law for a TCU
Demonstration Program.

The TCU will be designed to achieve the following
objectives:

e Provide an interdisciplinary evaluation of each patient
to optimize cognitive and physical function with the
goal of discharge to the lowest, most cost effective
level of care that meets patient needs.

¢ Reduce the occurrence of iatrogenic events that can
increase length of stay (example: falls, polypharmacy,
skin breakdown, delirium, prolonged immobility,
hospital acquired infections, among other conditions).

e Provide patient centered care to meet individualized
care plans and therapeutic goals, including evaluation
of social supports, to reduce rate of readmission for
the same or related medical or surgical condition.

e Provide coordinated care that optimizes
communication with patient’s primary care physician
to maintain continuity of care after discharge.

¢ Provide educational services to patient and his/her
family to assist in preparing patients for discharge
home.

e Provide ongoing quality improvement oversight to
assure objectives are achieved and a process for
continual improvement exists in measuring key
aspects of care.

Total project costs are estimated at $2,842,287.

DOH Recommendation
Contingent approval.

Need Summary

Section 2802-a of the Public Health Law was amended by
Chapter 58 of 2010, authorizing the Commissioner to
approve an additional 13 general hospitals to operate
TCUs on a demonstration basis.

Program Summary

The TCU program will provide access to rehabilitation
therapies — individualized physical therapy, structured
occupational therapy, speech language pathology,
recreational therapy, and psychosocial therapy. The 20-
bed TCU unit will be located and self-contained on the
fifth floor east wing of the hospital.

Financial Summary

Project costs will be met with $337,775 in accumulated
funds from Upstate Medical University, and a mortgage
loan of $2,504,512 (30 yrs. @ 3%).

Incremental Budget: Revenues: $ 3,717,054
Expenses: 1,487,153
Gain/(Loss): $ 2,229,901

It appears that the applicant has demonstrated the
capability to proceed in a financially feasible manner.
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Recommendations

Health Systems Agency
The Central New York HSA recommends approval of this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State
Department of Health. Public Health Law Section 2802.7 states that all construction applications requiring review
by the Public Health and Health Planning Council shall pay an additional fee of flfty-five hundredths of one percent
of the total capital value of the project, exclusive of CON fees. [PMU]

2. Submission of a commitment for a permanent mortgage for the project, to be provided from a recognized lending
institution at a prevailing rate of interest, determined to be acceptable by the Department of Health. This is to be
provided within 120 days of receipt from the Department of Health, Bureau of Architectural and Engineering
Facility Planning of approval of final plans and specifications, and before the start of construction. Included with
the submitted permanent mortgage commitment must be a Sources and Uses Statement and a Debt Amortization
Schedule, for both new and refinanced debt. [BFA]

Council Action Date
February 7, 2013.
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Need Analysis

Background

Section 2802-a of the Public Health Law was amended by Chapter 58 of 2010 authorizing the Commissioner to
approve an additional 13 general hospitals to operate transitional care units (TCUs) on a demonstration basis. The
original TCU enabling legislation of 2005 authorized five demonstration projects.

Transitional Care Unit Purpose

Section 2802-a of PHL defines "transitional care" as sub-acute care services provided to inpatients of a general
hospital who no longer require acute care inpatient services, but continue to need specialized medical, nursing and
other hospital ancillary services and are not yet ready for discharge. TCUs should be limited in length of stay and
designed to meet and resolve patients' specific sub-acute medical care needs. Discharges from these units are to be
timely and appropriate.

The improvement of quality outcomes for the TCU population through the provision of appropriate services, delivered
in the most efficient manner, is the primary goal of the TCU demonstration program. Hospitals selected for this
program are required to demonstrate an overall decrease in length of stay, quantify the clinical benefits of the program
for TCU patients, and illustrate a synergistic relationship with long term care providers in the community. Collaboration
between hospitals and nursing homes in local service areas will help bring about more efficient allocation of patients
between the two settings.

In accordance with Section 2802-a of PHL, all providers in this demonstration program must meet all Conditions of
Participation (CoP) for skilled nursing facilities (SNFs) as defined under Title XVIII of the Federal Social Security Act
(Medicare). In order to qualify for Medicare certification, providers must comply with Part 415 of Title 10 of the New
York Compilation of Codes, Rules and Regulations (10 NYCRR). In this demonstration, providers not currently
licensed to operate nursing home beds will not be required to obtain Public Health and Health Planning Council
establishment approval. Additionally, TCU units are not recognized as RHCF beds as defined in 10 NYCRR Section
709.3.

As part of this demonstration program, specific State SNF regulations that may impede the development of TCUs or
their ability to provide appropriate services to patients may be subject to waiver, at the discretion of the Department.
Such issues will be reviewed on an individual basis.

Applicants must demonstrate the need for any services proposed within the TCU and emphasize the benefits of such
a program to a specific community, including, but not limited to, addressing the absence of sufficient post-discharge
services in nursing homes and community-based care.

Transitional care units should be limited in length of stay and designed to meet and resolve specific sub-acute medical
care needs. The average length of stay for patients served in a TCU ranges from 5 to 21 days, following a qualifying
acute care stay. TCU services will be reimbursed at the applicable Medicare per diem SNF rate.

Transitional Care Unit Criteria and Requirements

Section 2802-a requires all providers applying to participate in this demonstration program to meet all applicable
requirements as defined under Title XVIII of the Federal Social Security Act (Medicare). Additionally, Transitional Care
Units must:

Have a length of stay of not less than 5 days and not in excess of 21 days;

Have a pre-opening survey, separate Medicare Number, and SNF certification;

Be staffed by qualified staff dedicated to the TCU,;

Serve patients who will benefit from active rehabilitation. (It is expected that patients will actively participate in
three hours or more of Occupational Therapy/Physical Therapy/Speech Therapy, every day, either three hours
consecutively or in combination between rehabilitative sessions); and
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e Collect information and submit reports to the Department on an annual basis to demonstrate an overall
decrease in length of stay; quantify the clinical benefits of the program for TCU residents and illustrate a
synergistic relationship with long term care providers.

Applications must address the configuration of the Transitional Care Unit. However, the applicant must adhere to the
following requirements:

e Beds must be located at one geographic location; and
e Beds must be located contiguously within a distinct unit/space within the hospital.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background
The principal elements of the proposed TCU program are:

e A 20-bed unit to provide services to medically complex patients in need of services not generally provided in
the community. These include, but are not limited to patients requiring infectious disease, wound, respiratory
TPN and other nutrition care.

e Location in Upstate University Hospital at Community General and also serving the affiliated University
Hospital SUNY Health Science Center hospital, both with above average lengths of stay in part attributable to
difficulties in discharging patients requiring more complex medical care.

e Operation by a facility with dedicated staff with prompt access to specialist acute care professionals and
related services.

e Single-bedded and double-bedded rooms with dining/activities/lounge space in a unit to be renovated unit on
an acute care floor. Therapy space is located adjacent to the unit.

Analysis

The TCU will focus on patients that if not discharged to the TCU would otherwise, continue to be served in a Med/Surg
bed. These patients will remain in the TCU for a short stay of not less than 5 and no more then 20 days. The target
patient focus is on medically complex elderly patients who while clinically stable still require on-going physician
oversight and the specialized services of hospital staff.

The TCU will be under the direct responsibility of the hospital’s senior leadership and quality council and will include a
management team consisting of a part time Licensed Nursing Home Administrator and Medical Director, Upstates’s
Director of Geriatrics, and, a Nurse Administrator RN with hospital experience. The team will also include an MDS
Coordinator, Register Nurses, Aides, a Social Worker, and Activities and Therapy staff.

Recommendation
From a programmatic perspective, approval is recommended.
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Financial Analysis

Total Project Costs
Total project costs for renovations and the acquisition of moveable equipment is estimated at $2,842,287, itemized as
follows:

Renovation & Demolition $1,528,723
Asbestos Abatement 95,077
Construction Contingency 243,570
Architect/Engineering Fees 186,600
Other Fees 20,000
Movable Equipment 383,213
Telecommunications 330,000
Interim Interest Expense 37,568
Application Fee 2,000
Additional Processing Fee 15,536
Total Project Cost $2.842,287

Project costs are based on a July 1st, 2013 construction start date and a six month construction period.

The applicant has submitted an incremental operating budget in 2012 dollars, for the first and third years of operation,
summarized below:

Year One Year Three
Revenues: $3,717,054 $3,717,054
Expenses:
Operating $1,264,321 $1,264,321
Interest 75,135 71,929
Depreciation and Rent 150,903 150,903
Total Expenses $1,490,359 $1,487,153
Net Income $2,226,695 $2,229,901
Utilization: Patient Days 6,570 6,570

Utilization for the first year is 100% Medicare, and 97% Medicare and 3% Commercial for the third year.

Expense and utilization assumptions are based on the historical experience of inpatients.

Capability and Feasibility

Project cost will be satisfied by accumulated funds from Upstate Medical University and a mortgage of $2,504,512
from DASNY at 3% interest for 30 years. Presented as BFA Attachment A is the financial summary of Upstate
Medical University showing sufficient funds available.

Working capital of $247,859 based on two months of third year expenses will come from hospital operations. As
shown on BFA Attachment A, the facility has sufficient assets to cover the working capital requirements.

The submitted incremental budget indicates a net income of $2,226,695 and $2,229,901 during the first and third
years of operation, respectively. The budget appears reasonable.

As shown in BFA Attachment A, Certified Financial Summary for Upstate Medical University maintained positive net
asset and working capital positions, and experienced an average net loss of $12,330,045 for the period 2010-2011.
The applicant indicates that the loss was caused by declining rates of government reimbursement for both inpatient
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and outpatient services, and lack of appropriate funding for graduate medical education specific to teaching hospitals
(over 300 residents annually).

The facility must also deal with fiscal requirements associated with being part of the SUNY system, with significant
declines in overall state support, while fringe benefit costs for employees have grown exponentially.

In order to rectify these conditions, the applicant has implemented a number of initiatives intended to increase
efficiencies and patient throughput, as well as decrease overall operating expenses. The facility has focused on
expense management and revenue cycle improvements in their overall initiatives. They have also limited new hiring to
essential personnel, and have placed restrictions on many non-personnel expenditures. The applicant is also actively
pursuing additional state support to assist in the funding of escalating fringe benefit costs. The applicant indicates that
implementation of this TCU project is a step towards increasing the facility’s operational efficiencies.

Subject to the noted contingency, it appears that the applicant has demonstrated the capability to proceed in a
financially feasible manner, and contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

Attachments

BFA Attachment A Financial Summary of Upstate Medical University 2010-2011
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NEW YORK

state department of

HEALTH

Public Health and Health
Planning Council

Project # 122237-T

St. Joseph’s Hospital

County: Chemung (Elmira)
Purpose: Demonstration

Program: Transitional Care Unit
Submitted: November 16, 2012

Executive Summary

Description

St. Joseph’s Hospital, a 224-bed not-for-profit hospital
located in Chemung County, requests approval to
create a 26-bed Transitional Care Unit (TCU) designed
to meet the needs of seriously ill, but medically stable
patients who require continuous skilled nursing care,
as well as rehabilitative and/or technological treatment
and support. The TCU beds will be located on the 4A
and 4B units of the hospital.

The applicant is a member of the Arnot Health, Inc.
System (AHI), which consists of three acute care
hospitals: Arnot Ogden Medical Center, Ira Davenport
Memorial Hospital, St. Joseph’s Hospital; and three
residential health care facilities (RHCFs) at each
respective hospital. The consolidation of these
hospitals occurred in the fall of 2011.

Once the renovations are completed at St. Joseph’s
Hospital and the TCU is established, Arnot Health will
implement the next step in its restructuring plan by
decertifying the 40-bed RHCF on the Arnot Ogden
Medical Center campus through the closure of 26
RHCF beds and transfer of the remaining 14 beds to
the St. Joseph’s campus. The creation of the TCU and
decertification and transfer of RHCF beds will result in
the consolidation of all hospital-based long term care
services at the St. Joseph’s campus, consistent with
Arnot Health’s restructuring plan for all Elmira
Hospitals.

On October 16, 2012, the Department of Health
requested applications in accordance with the
provisions of Section 2802-a, of the Public Health Law
for a TCU Demonstration Program. There is currently
no TCU in the service area.

Total project costs are estimated at $4,984,253.

DOH Recommendation
Contingent approval.

Need Summary

Section 2802-a of the Public Health Law was amended
by Chapter 58 of 2010, authorizing the Commissioner
to approve an additional 13 general hospitals to
operate TCUs on a demonstration basis.

Program Summary

The establishment of a TCU will help bring about more
efficient delivery of care in the relevant service area by
providing an alternative level of service to patients who
no longer require acute inpatient care, but continue to
need specialized medical, nursing and ancillary
treatments prior to discharge. Patients admitted to the
TCU will be expected to have a reduced overall length
of stay as nursing, rehabilitative, and educational
services are provided to the patient in preparation of
discharge. The program will be coordinated with
existing nursing homes in the area, including the AHI's
system RHCF's.

Financial Summary
Project costs will be met as follows: Equity of
$1,484,253 and HEAL 21 Grant Funds of $3,500,000.

Incremental Budget:  Revenues: $ 3,355,644
Expenses: 2,439,295

Gain/(Loss): $ 916,349

Subject to the noted contingency, it appears that the
applicant has demonstrated the capability to proceed
in a financially feasible manner.
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Recommendations

Health Systems Agency
The Finger Lakes HSA recommends approval of this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State
Department of Health. Public Health Law Section 2802.7 states that all construction applications requiring review
by the Public Health and Health Planning Council shall pay an additional fee of fifty-five hundredths of one percent
of the total capital value of the project, exclusive of CON fees. [PMU]

2. Submission of an executed HEAL 21 grant contract that is acceptable to the Department of Health. [BFA]

Council Action Date
February 7, 2013.
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Need Analysis

Background

Section 2802-a of the Public Health Law was amended by Chapter 58 of 2010 authorizing the Commissioner to
approve an additional 13 general hospitals to operate transitional care units (TCUs) on a demonstration basis. The
original TCU enabling legislation of 2005 authorized five demonstration projects.

Transitional Care Unit Purpose

Section 2802-a of PHL defines "transitional care" as sub-acute care services provided to inpatients of a general
hospital who no longer require acute care inpatient services, but continue to need specialized medical, nursing and
other hospital ancillary services and are not yet ready for discharge. TCUs should be limited in length of stay and
designed to meet and resolve patients' specific sub-acute medical care needs. Discharges from these units are to be
timely and appropriate.

The improvement of quality outcomes for the TCU population through the provision of appropriate services, delivered
in the most efficient manner, is the primary goal of the TCU demonstration program. Hospitals selected for this
program are required to demonstrate an overall decrease in length of stay, quantify the clinical benefits of the program
for TCU patients, and illustrate a synergistic relationship with long term care providers in the community. Collaboration
between hospitals and nursing homes in local service areas will help bring about more efficient allocation of patients
between the two settings.

In accordance with Section 2802-a of PHL, all providers in this demonstration program must meet all Conditions of
Participation (CoP) for skilled nursing facilities (SNFs) as defined under Title XVIII of the Federal Social Security Act
(Medicare). In order to qualify for Medicare certification, providers must comply with Part 415 of Title 10 of the New
York Compilation of Codes, Rules and Regulations (10 NYCRR). In this demonstration, providers not currently
licensed to operate nursing home beds will not be required to obtain Public Health and Health Planning Council
establishment approval. Additionally, TCU units are not recognized as RHCF beds as defined in 10 NYCRR Section
709.3.

As part of this demonstration program, specific State SNF regulations that may impede the development of TCUs or
their ability to provide appropriate services to patients may be subject to waiver, at the discretion of the Department.
Such issues will be reviewed on an individual basis.

Applicants must demonstrate the need for any services proposed within the TCU and emphasize the benefits of such
a program to a specific community, including, but not limited to, addressing the absence of sufficient post-discharge
services in nursing homes and community-based care.

Transitional care units should be limited in length of stay and designed to meet and resolve specific sub-acute medical
care needs. The average length of stay for patients served in a TCU ranges from 5 to 21 days, following a qualifying
acute care stay. TCU services will be reimbursed at the applicable Medicare per diem SNF rate.

Transitional Care Unit Criteria and Requirements

Section 2802-a requires all providers applying to participate in this demonstration program to meet all applicable
requirements as defined under Title XVIII of the Federal Social Security Act (Medicare). Additionally, Transitional Care
Units must:

Have a length of stay of not less than 5 days and not in excess of 21 days;

Have a pre-opening survey, separate Medicare Number, and SNF certification;

Be staffed by qualified staff dedicated to the TCU,;

Serve patients who will benefit from active rehabilitation. (It is expected that patients will actively participate in
three hours or more of Occupational Therapy/Physical Therapy/Speech Therapy, every day, either three hours
consecutively or in combination between rehabilitative sessions); and
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e Collect information and submit reports to the Department on an annual basis to demonstrate an overall
decrease in length of stay; quantify the clinical benefits of the program for TCU residents and illustrate a
synergistic relationship with long term care providers.

Applications must address the configuration of the Transitional Care Unit. However, the applicant must adhere to the
following requirements:

e Beds must be located at one geographic location; and
e Beds must be located contiguously within a distinct unit/space within the hospital.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background
The principal elements of the proposed TCU program are:

e A 26-bed unit to provide services to post-acute patients in need of clinically complex skilled nursing services
not generally provided in the community. These include, but are not limited to, CHF COPD, diabetes and
post-surgical orthopedic cases in need of early intervention rehabilitation, wound management and nutritional
services.

e Location in St Joseph’s Hospital, EImira, Chemung County, an area not currently served by a TCU, with the
goal of expanding the continuum of care and reducing average hospital lengths of stay at this an surrounding
area hospitals.

e Operation by a facility with dedicated staff with prompt access to specialist acute care professionals and
related services.

e Single-bedded and double-bedded rooms with dining/activities/lounge space in an area to be renovated unit
on an acute care floor. Therapy space is located on the unit.

The TCU will focus on patients that if not discharged to the TCU would otherwise, continue to be served in Med/Surg
beds at this and other local hospitals. These patients will remain in the TCU for a short stay of not less than 5 and no
more then 20 days. The target patient focus is on medically complex elderly patients, who, while clinically stable, still
require on-going physician oversight and the specialized services of hospital staff.

The TCU will be under the direct responsibility of a full time licensed nursing home administrator operating within the
Arnot Ogden systems LTC branch. In addition to the nursing home administrator the TCU will employ a fulltime
Director of Nursing and fulltime physician/Medical Director. Employees will also RNs, LPNs, Aides, Social Worker,
Activities Director and Therapy staff.

The applicant will submit an annual progress report on TCU operations to the Department of Health.

Recommendation
From a programmatic perspective, approval is recommended.
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Financial Analysis

Total Project Cost and Financing
Total project cost, which is for renovations and the acquisition of moveable equipment, is estimated at $4,984,253,
itemized below:

Renovation and Demolition $3,600,000
Asbestos Abatement or Removal 100,000
Design Contingency 360,000
Construction Contingency 360,000
Planning Consultant Fees 5,000
Architect/Engineering Fees 210,000
Other Fees (Consultant) 10,000
Moveable Equipment 300,000
Telecommunications 10,000
CON Fee 2,000
Additional Processing Fee 27,253
Total Project Cost $4,984,253

Project costs are based on a May 1, 2013 construction start date and a twelve month construction period.
The applicant’s financing plan appears as follows:

Equity $1,484,253
HEAL 21 Grant 3,500,000

Operating Budget
The applicant has submitted an incremental operating budget, in 2013 dollars, for the first and third years, summarized
below:

Year One Year Three
Revenues $2,098,381 $3,355,644
Expenses:
Operating $1,560,020 $2,241,095
Capital 198,200 198,200
Total Expenses $1,758,220 $2,439,295
Excess of Revenues over $340,161 $916,349
Expenses
Utilization: (patient days) 4,745 7,592

Utilization for the TCU beds will be 100% Medicare.

Capability and Feasibility

The applicant will meet the total project cost via the following: HEAL 21 Grant of $3,500,000 and Equity via operations
of $1,484,253. As a contingency of approval, the applicant must provide an executed HEAL 21 Grant contract that is
acceptable to the Department of Health. The remainder, $1,484,253, will be provided by Arnot Health, Inc. via
operations. Presented as BFA Attachment, A is the September 30, 2012 internal financial statements of Arnot Health,
Inc., which indicates the availability of sufficient funds for the equity contribution.

The submitted budget projects an excess of revenues over expenses of $340,161 and $916,349 during the first and
third years, respectively. The Medicare revenues were based on current reimbursement methodologies for TCU
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patients with St. Joseph’s Hospital medically complex patients and excess days these patients spent in the hospital.
The budget appears reasonable.

As shown on Attachment A, Arnot Health, Inc. had an average positive working capital position and an average
positive net asset position for the period through September 30, 2012. Also, the entity incurred losses of operations of
$1,343,143 for the period through September 30, 2012.

The applicant has indicated that the reasons for the losses are the result of the following: system wide admissions
were down 471 cases, or 3.7%, volumes are lower in the emergency room and radiation therapy and bad debts are up
16%.

The applicant has indicated that they implemented the following steps to improve operations: administrative services,
including human resources, information technology and financial services have been consolidated, support services,
including dietary, housekeeping and laundry services have been centralized, clinical services are being realigned,
excess capacity is being eliminated, new services are being developed where community need is identified, and
reduction of FTE’s and reduced drug and supply expenses.

Presented as BFA Attachment B are the 2010 and 2011 certified financial statements of St. Joseph’s Hospital. As
shown on Attachment B, the hospital had an average positive working capital position and an average positive net
asset position. Also, the hospital incurred an average loss of operations of $3,427,560 from 2010 through 2011. The
applicant has indicated that the reason for the losses are a result of the following: expenses rose by 10% with revenue
growing by 7%; acquired a large physician practice in the fourth quarter of 2010, which dramatically increased bad
debts, wages, fringe benefits and other expenses; inpatient volumes fell by almost 16% in 2011; behavioral science
and physical rehab patient days declined by over 10% in 2011; the sole oncologist working at SJH campus left the
community abruptly; ER volume declined by 10%; there were one-time expenses associated with standardizing
accounting policies with those of AHI, and new physician contracts and union contracts drove up wages by almost
15%.

The applicant implemented the following steps to improve operations: consolidation of the physician practices affiliated
with SJH by combining their operations and management in Arnot Medical Services under AHI; moved all infusion
services to SJH campus; consolidated management personnel for all of AHI; invested in refurbishing and expanding
rehabilitation services at SJH, supported by a HEAL NY 15 grant; began renegotiating single contracts with
commercial payers; recruited physicians for rehab and behavioral science units; contracted for new clinical information
system in order for SJH to qualify for the federal meaningful use requirements, and paid off bond debt and reduced
other external debts of the organization, and support through a HEAL NY 19 grant.

Presented as BFA Attachment C, is the October 31, 2012 internal financial statements of St. Joseph’s Health System
and Subsidiaries. As shown on Attachment C, the hospital incurred loss from of operations of $2,559,601 through
October 31, 2012. The applicant has indicated that the reason for the losses were the result of continued erosion of
market share. The applicant has indicated that they implemented the following steps to improve operations: submitted
an application for TCU beds and they are planning for an aggressive contract negotiation in 2013 to allow staffing to
better flex with patient demand.

Subiject to the noted contingency, it appears that the applicant has demonstrated the capability to proceed in a
financially feasible manner, and contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.
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Attachments

BFA Attachment A September 30, 2012 internal financial statements of Arnot Health

BFA Attachment B Financial Summary- 2010 and 2011 certified financial statements of St.
Joseph’s Hospital

BFA Attachment C October 31, 2012 internal financial statements of St. Joseph’s Hospital
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New York State Department of Health
Public Health and Health Planning Council

February 7, 2012

APPLICATIONS FOR CONSTRUCTION OF HEALTH CARE
FACILITIES

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 Center — Construction Exhibit #6
Number Applicant/Facility E.P.R.C. Recommendation
1. 122085 C Gramercy Surgery Center, Inc. Contingent Approval

(Queens County)
Dr. Sullivan — Abstaining/Interest



NEW YORK

state department of

Public Health and Health

HEALTH Planning Council

Project # 122085-C
Gramercy Surgery Center, Inc.

County: Queens (Flushing)
Purpose: Construction

Program: Ambulatory Surgery Center
Submitted: August 14, 2012

Executive Summary

Description

Gramercy Surgery Center, Inc., a proprietary
corporation that operates a multi-specialty freestanding
ambulatory surgery center (ASC) at 380 Second
Avenue, New York, is requesting approval to certify
and construct an extension clinic to be located at 59-25
Kissena Boulevard, Flushing. The proposed ASC
extension clinic will be known as Gramercy Surgery
Center — Queens, and will lease approximately 11,050
square feet to accommodate three Class B procedure
rooms, one Class C operating room, four pre-operating
bays, and ten recovery bays, along with requisite
support areas.

Gramercy Surgery Center, Inc. ownership is as follows:
91% by Katy Chiang, and 9% by her husband Tung
Cheng.

No responses were received to the Department’s
inquiry to local hospitals regarding the impact of the
proposed ASC in the service area.

Total project costs are estimated at $4,862,951.

DOH Recommendation
Contingent approval.

Need Summary

Gramercy Surgery Center — Queens will serve the
facility’s patients that reside in Queens County but
travel into New York County for ambulatory surgery
care. From 2009 through 2011, the number of patients
from Queens County who traveled to Gramercy
Surgery Center's New York County facility for care
increased by 20 percent. The approval of this clinic
will allow the facility to provide health care services

closer to home for its Queens patients, and in an area
of Queens not served by other ASCs.

Program Summary

Based on the results of this review, a favorable
recommendation can be made regarding the facility’s
current compliance pursuant to 2802-(3)(e) of the New
York State Public Health Law.

Financial Summary

Total project costs will be met from $492,951 in cash
and a 10-year self-amortizing loan of $4,370,000 from
Country Bank at a 6.5% interest rate.

Incremental Budget: Revenues: $ 5,071,626
Expenses: 4,125,029
Gain/(Loss): 946,597

Subject to the noted contingencies, the applicant has
demonstrated the capability to proceed in a financially
feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State
Department of Health. Public Health Law Section 2802.7 states that all construction applications requiring review
by the Public Health and Health Planning Council shall pay an additional fee of fifty-five hundredths of one percent
of the total capital value of the project, exclusive of CON fees. [PMU]

Submission of a plan and signed agreement, acceptable to the Department, to provide services to the Medicaid
eligible population that supports the projected payor mix as indicated in the CON application. [RNR]

Submission of a project loan commitment that is acceptable to the Department of Health. [BFA]

Submission of a working capital loan commitment that is acceptable to the Department of Health. [BFA]
Submission of a executed building lease that is acceptable to the Department of Health. [BFA]

The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in BAEFP
Drawing Submission Guidelines DSG-01. [AER]

n

ook w

Approval conditional upon:

1. The submission of annual reports for a period of no less than five years, acceptable to the Department,
demonstrating that actual utilization and payor mix experience is substantially consistent with that projected in the
CON application with respect to Medicaid and charity care. [RNR]

The staff of the facility must be separate and distinct from staff of other entities. [HSP]

The signage must clearly denote the facility is separate and distinct from other adjacent entities. [HSP]

The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]

The clinical space must be used exclusively for the approved purpose. [HSP]

The submission of Final Construction Documents, sighed and sealed by the project architect, as described in
BAEFP Drawing Submission Guidelines DSG-01, prior to the applicant’s start of construction. [AER]

The applicant shall complete construction by December 31, 2013 in accordance with 10 NYCRR Part 710.2(b)(5)
and 710.10(a), if construction is not completed on or before that date, this may constitute abandonment of the
approval and this approval shall be deemed cancelled, withdrawn and annulled without further action by the
Commissioner. [AER]

oukhwnN

~

Council Action Date
February 7, 2013.
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Need Analysis

Background
Gramercy Surgery Center, Inc. (GSC) located at 380 Second Avenue, Manhattan, seeks CON approval to certify a
multi-specialty ambulatory surgery center (ASC) extension clinic at 59-25 Kissena Flushing, 11355, in Queens County.

Analysis
Gramercy Surgery Center — Queens proposes to offer surgery in the following specialties:

Podiatry General Surgery Pain Management Urology

It is estimated that Gramercy Surgery Center — Queens will perform 1,500 and 2,000 surgeries during the first and
third years of operation, respectively.

The anticipated hours of operation of the proposed site are 8 am to 6 pm Monday through Friday. The hours and days
of operation may be modified to accommodate patient demand and convenience.

Gramercy Surgery Center, Inc. intends to provide a portion of its services to medically indigent patients and anticipates
that at least 3 percent of its care will be charity care.

In 2009, Gramercy Surgery Center, Manhattan, performed 6,347 ambulatory surgery procedures. By 2011 these
cases increased by 29.4 percent to 8,215. During the period, approximately 17 percent of these cases originated in
Queens. In 2009, Gramercy Surgery Center had 1,093 cases from Queens County. By 2011, Queens County cases
increased by 20 percent to 1,312.

Distribution of Ambulatory Surgery Cases by Patient County of Origin:
Gramercy Surgery Center

Percent Change

County of Residence 2009 2010 2011 2009 vs. 2011
New York 2,743 3,405 3,637 32.6
Queens 1,093 1,252 1,312 20.0
Total 6,347 7,494 8,215 29.4

Source: SPARCS 2009 — 2011.

Currently, there are six Ambulatory Surgery Centers in Queens County; none are located in the proposed service area
of Gramercy Surgery Center — Queens. The type of ambulatory surgery service and the number of cases performed at
the centers are listed below.

Distribution of Ambulatory Surgery Procedures at Existing Queens County Facilities
ASC Type Name 2010
Multi-Specialty New York Surgery Center Queens, LLC 1,505
Single - Ophthalmology  The Mackool Eye Institute LLC 7,024
Multi-Specialty Queens Surgi-Center 6,169
Multi-Specialty Hillside Diagnostic and Treatment Center, LLC 2,863
Multi-Specialty Choices Women's Medical Center Inc 9,231
Multi-Specialty Physicians Choice Surgicenter 962

Total 27,754

Source: SPARCS, 2010

Gramercy Surgery Center is committed to serving all persons in need of ambulatory surgery service without regard to
race, sex, age, religion, creed, sexual orientation, source of payment, ability to pay, or other personal characteristics.
The applicant understands that it must provide its fair share of charity care and proposes to do it.
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Conclusion

Gramercy Surgery Center — Queens will serve the facility’s patients that reside in Queens County but travel into New
York County for ambulatory surgery care. From 2009 through 2011, the number of patients from Queens County who
traveled to GSC’s New York County facility for care increased by 20 percent. The approval of this clinic will allow the
facility to provide health care services closer to home for its Queens patients, and in an area of Queens not served by
other ASCs.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background
Construct an extension clinic to operate as a multi-specialty ambulatory surgery center.

Proposed Operator Gramercy Surgery Center, Inc.
Site Name Gramercy Surgery Center - Queens
Site Address 59-25 Kissena Boulevard, Flushing
Surgical Specialties Multi-Specialty including:
Oncology
Urology
Podiatry
Pain Management
Operating Rooms 1
Procedure Rooms 3
Hours of Operation Five days per week from 8:00am to 6:00pm (Modified as
necessary for patient needs).
Staffing (1st Year / 3rd Year) 13 FTEs/ 18 FTEs
Medical Director(s) Benjamin Chang-Hwa Peng
Emergency, In-Patient and Backup | Expected to be provided by Flushing Hospital Medical
Support Services Agreement and | Center
Distance
On-call service Access to the facility’s on-call physician during hours when
the facility is closed.

Compliance with Applicable Codes, Rules and Regulations

This facility has no outstanding Article 28 surveillance or enforcement actions and, based on the most recent
surveillance information, is deemed to be currently operating in substantial compliance with all applicable State and
Federal codes, rules and regulations. This determination was made based on a review of the files of the Department of
Health, including all pertinent records and reports regarding the facility’s enforcement history and the results of routine
Article 28 surveys as well as investigations of reported incidents and complaints.

Recommendation
From a programmatic perspective, approval is recommended.

Financial Analysis

Lease Rental Agreement
The applicant has submitted a draft lease for the proposed site, the terms of which are summarized below:

Premises: 11,050 gross square feet located at 59-25 Kissena Boulevard, Flushing, New York 11355
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Landlord: Queens Kissena, LLC
Lessee: Gramercy Surgery Center, Inc.
Term: 10 years at $360,000 ($32.58 sq. ft.)
Renewal option of one 5-year term plus a 3% increase each year after the tenth year.
Provisions:  Utilities, Taxes, Maintenance and Insurance

The applicant has provided an affidavit stating that the lease is a non-arms length arrangement. Katy Chiang and her
husband Tung Cheng are equal members of the landlord (Queens Kissena, LLC) and stockholders of the applicant
(Gramercy Surgery Center, Inc.). Realtor letters have been provided attesting to the rental rate being of fair market
value.

Total Project Costs and Financing
Total project cost for the renovation and acquisition of moveable equipment is estimated at $4,862,951, broken down
as follows:

Renovation & Demolition $2,156,310
Design Contingency 215,631
Construction Contingency 215,631
Architect/Engineering Fees 175,000
Other Fees 80,000
Movable Equipment 1,770,490
Telecommunications 221,300
CON Application Fee 2,000
CON Processing Fee 26,589
Total Project Cost $4,862,951

Project costs are based on a March 1, 2013 start date with a ten month construction period.

The applicant’s financing plan appears as follows:

Cash Equity (Applicant) $492,951
Project Loan (10-year term, 6.50%) 4,370,000
Total $4,862,951

A letter of interest has been provided by Country Bank.

Operating Budget
The applicant has submitted the first and third years operating budgets, in 2012 dollars, as summarized below:

Year One Year Three
Revenues $3,806,317 $5,071,626
Expenses:
Operating $2,233,980 $3,037,500
Capital 1,139,451 1,087,529
Total Expenses $3,373,431 $4,125,029
Net Income or (Loss) $432,886 $946,597
Utilization: (procedures) 1,500 2,000
Cost Per Procedure $2,248.95 $2,062.51
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Utilization by payor source for the first and third years is anticipated as follows:

Medicaid Fee-for-Service 3.4%
Medicaid Managed Care 11.0%
Medicare Fee-for-Service 29.7%
Commercial Manage Care 44.3%
Private Pay & Other 8.4%
Charity 3.2%

Utilization assumptions are based upon estimates from the proposed practicing physicians. The applicant estimates
that 20% of budgeted procedures will be transfers from Gramercy Surgery Center’s main site in Manhattan, and
another 75% from other ASCs or office based practices. Expense assumptions are based on utilization projections in
combination with the applicant’s experience. The applicant has calculated the breakeven point to be 89% and 81% of
budgeted procedures for the first and third years, respectively.

Capability and Feasibility
The total project cost of $4,862,951 will be provided from $492,951 in accumulated funds, with the balance of
$4,370,000 being financed through Country Bank at the above stated terms.

Working capital requirements are estimated at $687,506, which appears reasonable based on two months of third year
expenses. Half of the working capital or $343,753 will be provide from accumulated funds, with the remaining
$343,753 being borrowed from Country Bank for five years at a 6.5% rate of interest. Presented as BFA Attachments
A and B are 2010 and 2011 financial summaries and a net worth statement for the applicant’s owners.

The major stockholder (Katy Chiang) has provided an affidavit stating that by December 31, 2012, she will repay
Gramercy Surgical Center, Inc., $1,200,000 of the $2,760,850 she borrowed. Katy Chiang has attested she will repay
the remaining note balance of $1,560,850 by the end of 2013. The applicants’ owners have provided an affidavit
stating, if necessary, they will contribute additional personal funds to support this project. In light of the above, the
applicant appears to have sufficient liquid assets to meet the requirements.

Gramercy Surgery Center-Queens projects an operating excess of $432,886 and $946,597 in the first and third years,
respectively. Revenues are based on current federal and state governmental reimbursement methodologies, while
commercial payers are based on current rate schedules. The budget appears reasonable.

It appears that the applicant has demonstrated the capability to proceed in a financially feasible manner, and
contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

Attachments

BFA Attachment A Financial summary for 2010 and 2011, Gramercy Surgery Center, Inc.

BFA Attachment B Personal Net Worth Statement for the Stockholders of Gramercy Surgery
Center, Inc.

BHFP Attachment Map
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Supplemental Information

Outreach

Below are presented summaries of responses by hospitals to letters from the Department asking for information on the
impact of the proposed ambulatory surgery center (ASC) in their service areas. There follows a summary of the
applicant’s response to DOH’s request for information on the proposed facility’s volume of surgical cases, the sources
of those cases, and on how staff will be recruited and retained by the ASC.

Facility: Forest Hills Hospital
102-01 66" Road
Forest Hills, New York 11375

No response.

Facility: Flushing Hospital Medical Center
4500 Parsons Boulevard
Flushing, New York 11355

No response.

Facility: Queens Hospital Center
82-68 164" Street
Jamaica, New York 11432

No response.

Facility: New York Hospital Medical Center
of Queens
56-45 Main Street
Flushing, New York 11355

No response.

Supplemental Information from Applicant

e Need and Sources of Cases

The applicant states that 20 percent of the procedures projected for the facility will be from cases that currently go to
the applicant’s main site in Manhattan. The remaining cases will come from the existing practices of the applicant
physicians, both from office-based sites and from existing ASC’s. The proposed ASC will address the needs of
patients by reducing the current scheduling backlogs. It will also attract patients through its improved efficiencies and
as a modern facility with up-to-date equipment. The applicant also states that the ASC will allow the provision of
charity care and outreach programs not currently feasible through the participating physicians’ private practices.

¢ Staff Recruitment and Retention
Measures to recruit and retain skilled staff and counter staff turnover will include attractive compensation and benefits

packages, continuing education opportunities, recognition and appreciation programs to reward high performers, and
an open work atmosphere that encourages staff involvement and continuous improvement.
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e Office-Based Cases

The applicant states that approximately 80 percent of the cases projected for the ASC are now provided in either
office-based settings or non-hospital affiliated ambulatory surgery settings. None of the projected cases are currently
being performed in the ambulatory surgical programs of area hospitals.

OHSM Comment

There were no hospital comments submitted in opposition to this application. Therefore, the Department finds no
reason to consider reversal or modification of the recommendation for contingent approval of the proposed ASC based
on public need, financial feasibility and operator character and competence.
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New York State Department of Health
Public Health and Health Planning Council

February 7, 2012

APPLICATIONS FOR CONSTRUCTION OF HEALTH CARE
FACILITIES

CATEGORY 6: Applications for Individual Consideration/Discussion

Acute Care — Construction Exhibit # 7
Number Applicant/Facility E.P.R.C. Recommendation
1. 131015 C Montefiore Medical Center — To be presented at the Special
Henry and Lucy Moses Division Establishment/Project Review
(Bronx County) Committee on 2/7/13

No Recommendation



NEW YORK

state department of

Public Health and Health

HEALTH Planning Council

Project # 131015-C
Montefiore Medical Center — Henry & Lucy Moses Division

Program: Acute Care Services
Submitted: January 8, 2013

County: Bronx (Bronx)
Purpose: Construction

Executive Summary

Description

Montefiore Medical Center — Henry & Lucy Moses Division
(Montefiore), a 767-bed not-for-profit hospital located at 111
East 210" Street, Bronx, requests approval to acquire the
assets of New York Westchester Square Medical Center’s
(NYWSMC) real property, building, and certain equipment.
NYWSMC, a 140-bed not-for-profit hospital located in Bronx
County, is in Chapter 11 bankruptcy and Montefiore has
been selected as the winning bidder at bankruptcy auction.

Montefiore will maintain the services currently provided at
NYWSMC, with the exception of inpatient services. The
applicant will not acquire the beds of the hospital; these beds
will be decertified. As a result, there will be no change in
total bed capacity for Montefiore Medical Center.

This site will be operated as a clinically-integrated hospital
extension of Montefiore, to include a provider-based off-
campus emergency department (ED). This site will be
known as Montefiore Medical Center - Westchester Square
Campus, and will be comprised of a full-time service
provider-based off-campus ED, ambulatory surgery center,
imaging services, and ambulatory programs, including
primary care. The services provided will be all outpatient
services. The purpose of the project is:

e To preserve the most vital of the health care services
provided by New York Westchester Square Medical
Center and create a more progressive, ambulatory care
center that expands needed primary care in the
community and manages the health of the community.

e To ensure the health care needs of the community are
addressed in accordance with the Community Health
Needs Assessment and the State Health Improvement
Plan.

The purchase price and the total project cost is estimated at
$20,000,000.

DOH Recommendation

Because an off-site ED without inpatient beds is a new
model of care in New York State, the Department
recommends a five-year limited life approval for the
proposed ED. During this period, the facility will be required
to report operational and quality measures to the Department
to aid in evaluation of this model of care.

Need Summary

In 2011, NYWSMC had 21,846 ED visits, 23% of which
resulted in admission. NYWSMC’s ambulatory surgery
cases totaled 5,308 in 2010. Montefiore Medical Center’s
Weiler Division and its Moses Division are expected to
absorb a portion of Westchester Square’s former inpatient
cases, which are expected to average between 25 patients
per day at each division.

Program Summary

An off-campus ED is acceptable on the federal level as long
as the facility meets the applicable conditions of participation.
Montefiore has worked with the Centers for Medicare and
Medicaid Services (CMS) and is aware of the requirements
and provisions with which they must comply. The
Department will also work with CMS to ensure that the
program is in compliance with these standards.

Financial Summary

The purchase price and the total project cost totals will be
met via HEAL 21 grant. The applicant submitted an
incremental operating budget, in 2012 dollars, for the third
year subsequent to the change in operator, which is
summarized below.

Incremental Budget: Revenues: $ 40,217,985
(Year 3) Expenses: 39,271,019
Excess $ 946,966

Subject to the noted contingencies, it appears that the
applicant has demonstrated the capability to proceed in a
financially feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval for a limited life of 5 years from the date of issuance of an operating certificate is recommended
contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State
Department of Health. Public Health Law Section 2802.7 states that all construction applications requiring review
by the Public Health and Health Planning Council shall pay an additional fee of fifty-five hundredths of one percent
of the total capital value of the project, exclusive of CON fees. [PMU]

Submission of an executed HEAL 21 grant contract that is acceptable to the Department of Health. [BFA]
Submission of an original affidavit from the applicant, which is acceptable to the Department, in which the
applicant agrees, notwithstanding any agreement, arrangement or understanding between the applicant and the
transferor to the contrary, to be liable and responsible for any Medicaid overpayments made to the facility and/or
surcharges, assessments or fees due from the transferor pursuant to Article 28 of the Public Health Law with
respect to the period of time prior to the applicant acquiring its interest, without releasing the transferor of its
liability and responsibility. [BFA]

wn

Approval conditional upon:

1. Compliance with 10 NYCRR 405.19 (Emergency Services), as well as additional Part 405 sections, including
those for the governing body, quality assurance, and medical records. [HSP]

2. Compliance with applicable CMS Conditions of Participation (CoPs), including those for governing body, medical

staff, nursing staff, laboratory services, quality assurance, medical records, infection control. [HSP]

Full integration of all operations with the Montefiore main site hospital. Medical staff of the freestanding ED should

be part of the single medical staff of Montefiore. [HSP]

Compliance with all EMTALA obligations. [HSP]

Employment of a triage system of care, one linked to the community’s primary care delivery system. [HSP]

Linkage of the ED to a primary care “medical home,” with protocols for referral, enrollment and tracking. [HSP]

Use of a health information exchange (HIE) to enhance clinical decision-making by providing appropriately private

and secure patient encounter history at the time and point of care, creating a platform for community-wide

coordination of care. [HSP]

8. Establishment of agreements and protocols with the EMS community to provide transfer to the freestanding ED for
appropriate patients. [HSP]

9. Establishment of an agreement with an ambulance company to provide timely transportation to the main site ED
or closest hospital that meets the needs of the patient. [HSP]

10. Submission of a sighed agreement with an outside independent entity satisfactory to the Department of Health to
provide annual reports to the Department beginning in the second year of operation. These reports shall include:

w

No ok

Data showing utilization, including emergency and non-emergency cases;

Data showing number of transfers to hospitals and subsequent inpatient admissions from the ED;
Data showing number of referrals to primary care, including to the primary care health home;
Data on efforts in patient education regarding appropriate conditions for ED treatment;

Data showing a breakdown of visits by payor source; and

Data showing percentage of charity care provided. [HSP]

Council Action Date
February 7, 2013.
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Need Analysis

Background

Montefiore Medical Center — Henry & Lucy Moses Division, a 767-bed acute care hospital located at 111 East 210th
Street, Bronx, 10467, in Bronx County, seeks approval to certify New York Westchester Square Medical Center
(NYWSMC) as a division of Montefiore Medical Center (Montefiore). The site will be known as Montefiore Medical
Center — Westchester Square Campus and will be certified as an ambulatory extension site to include provider based
off-campus emergency department services.

Freestanding Emergency Departments

Between 1990 and 2010, the number of hospital-based emergency departments (EDs) declined by 27 percent
nationwide.! At the same time, there has been an increase in the use of the “freestanding” ED, i.e., one operated
away from a main hospital site and run either by a sponsoring hospital or a non-hospital provider. Freestanding EDs
originally emerged to serve rural areas, bringing emergency-level services to communities that could not support full-
service hospitals. However, the growing volume of ED use nationwide has led to the establishment of freestanding
EDs in urban and suburban areas, where they may serve not only to expand access to emergency services in
particular service areas but to relieve ED overcrowding at main hospital sites as well.

In New York State, the Department to date has approved four hospitals that primarily function as EDs, in suburban
Buffalo, Lake Placid, Manhattan and Sidney (Delaware County). Three of the four operate as divisions of their
sponsoring hospitals. The fourth, in Sidney, operates as a hospital with four inpatient beds (the other sites each have
two). As defined is PHL Section 2801(10), a “general hospital” is a facility

engaged in providing medical or medical and surgical services primarily to in-patients by or under the
supervision of a physician on a twenty-four hour basis with provisions for admission or treatment of persons in
need of emergency

care. . ..

Adherence to this definition requires that the four ED-focused facilities operate inpatient beds. Accordingly, each
maintains inpatient beds on site.

Although the need to promote efficiency and improve quality in health care demands the consideration of new
approaches to service organization and delivery, such innovations must be fully evaluated for cost-effectiveness,
efficacy and sustainability. Montefiore Medical Center proposes to operate a freestanding ED at the site of the former
Westchester Square Medical Center, without inpatient beds. Because this arrangement would not meet the definition
of a “general hospital” set forth in PHL Section 2801(10), it is to be operated as an extension site of Montefiore,
certified to operate an emergency department.

Terms of Approval

As a new model of care, the proposed freestanding ED should be monitored for its potential to deliver emergency care
in keeping with existing regulatory requirements. It should be further evaluated for its capacity to improve efficiency
and control health care costs in a sustainable manner. In regard to the latter concern, the facility may be prone to
overutilization for non-emergency services, especially since its freestanding location and absence of inpatient beds
may cause the public to perceive it as an “urgent care” clinic — a type of provider not defined in regulation but one that
typically offers a broad range of primary and non-emergency care and extended hours of operation. This could lead to
overcrowding of the proposed ED and could perpetuate existing inefficiencies in the delivery of both emergency and
non-emergency services within the Montefiore/Westchester Square service area.

In view of these concerns surrounding the operation of a new type of ED in accordance with regulatory requirements
and its susceptibility to inappropriate utilization, the Department recommends that the proposed freestanding ED be

" Hsia, R. Y., Kellermann, A., and Shen, Y-C. Factors Associated with Closures of Emergency Departments in the United States. JAMA, May 18,
2011. Vol. 305, No. 19.
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approved initially for a limited life of five years from the date of issuance of the operating certificate; and that it be
operated subject to the following conditions:

e Compliance with 10 NYCRR 405.19 (Emergency Services), as well as additional Part 405 sections, including
those for the governing body, quality assurance, and medical records;

e Compliance with applicable CMS Conditions of Participation (CoPs), including those for governing body,
medical staff, nursing staff, laboratory services, quality assurance, medical records, infection control;

e Full integration of all operations with the Montefiore main site hospital. Medical staff of the freestanding ED
should be part of the single medical staff of Montefiore;

e Compliance with all EMTALA obligations;
o Employment of a triage system of care, one linked to the community’s primary care delivery system;
e Linkage of the ED to a primary care “health home,” with protocols for referral, enrollment and tracking;

e Use of a health information exchange (HIE) to enhance clinical decision-making by providing appropriately
private and secure patient encounter history at the time and point of care, creating a platform for community-
wide coordination of care;

o Establishment of agreements and protocols with the EMS community to provide transfer to the freestanding
ED for appropriate patients;

e Establishment of an agreement with an ambulance company to provide timely transportation to the main site
ED or closest hospital that meets the needs of the patient; and

e Submission of a signed agreement with an outside independent entity satisfactory to the Department of Health
to provide annual reports to the Department beginning in the second year of operation. These reports shall
include:

°  Data showing utilization, including emergency and non-emergency cases;,

°  Data showing number of transfers to hospitals and subsequent inpatient admissions from the ED;
°  Data showing number of referrals to primary care, including to the primary care health home;

° Data on efforts in patient education regarding appropriate conditions for ED treatment;

°  Data showing a breakdown of visits by payor source; and

°  Data showing percentage of charity care provided.

Analysis
Montefiore operates three acute care hospitals, a certified home health agency, a diagnostic and treatment center, a
long term home health care program, and hospital extension clinic and school based health centers.

Montefiore will provide the following services at the Westchester Square Campus:

Provider-based off-campus emergency department;
Ambulatory Surgery;

Imaging;

Ambulatory Programs; and

Primary Care
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Certified Services:
Montefiore Medical Center - Westchester Square Division 2475 St Raymond Avenue Bronx, 10461
Requested Services Upon
Service Action Completion
Ambulatory Surgery — Multi Specialty Add N
CT Scanner Add \
Emergency Department Add \
Health Fairs O/P Add v
Hyperbaric Chamber Add \
Lithotripsy Add \
Magnetic Resonance Imaging Add \
Medical Social Services Add \
Nuclear Medicine — Diagnostic Add \
Nutritional Add v
Podiatry Add \
Primary Medical Care O/P Add \
Radiology — Diagnostic Add \
Therapy — Physical Add \

The Emergency Department will provide services 24 hours a day, seven days a week. The facility will have two to four
non-acute care holding beds for assessment and monitoring of patients. Other ambulatory services at the Westchester
Square Campus will be provided Monday through Friday from 7:00 am to 7:00 pm.
Montefiore Medical Center hospitals have the following New York State designations:

Montefiore Medical Center - Jack D Weiler:

Regional Perinatal Center; and

Stroke Center.

Montefiore Medical Center - North Division:
Level 3 Perinatal Center.

Montefiore Medical Center - Henry & Lucy Moses:
AIDS Center; and

Stroke Center.

The inpatient utilization statistics for MMC’s three (3) acute care hospitals are shown below:

Montefiore Hospitals:
Inpatient Utilization by Major Service Category
Occupancy
Average Based
Daily on Current Current
Service Discharges | Census Beds Beds
MMC - North (1168)
Medical/Surgical 8,297 132 58.8 224
Subtotal 13,625 207 64.6 321
Healthy Newborns 2,318 16
Grand Total 15,943 224
MMC - Moses (1169)
Medical/Surgical | 37,748 | 616 | 98.6 | 625
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Montefiore Hospitals:
Inpatient Utilization by Major Service Category
Occupancy
Average Based
Daily on Current Current
Service Discharges Census Beds Beds
Total 44,768 720 93.9 767
MMC- Weiler (3058)
Medical/Surgical 18,823 296 93.1 318
Subtotal 24,233 370 91.7 403
Healthy Newborns 3,344 24
Grand Total 27,577 393

Source: SPARCS 2011

New York Westchester Square Medical Center (NYWSMC) is 140-bed acute care hospital located in the Southeast
section of Bronx County. Approximately 99.4 percent of the hospital’s discharges are allocated to the major service
category of medical/surgical. In 2009, the hospital recorded 6,812 total inpatient discharges. By 2011, these
discharges declined by 15.0 percent, to 5,788. In 2009, NYWSMC'’s patients generated an average daily census of
127 patients. By 2011, the average daily census declined by 17.3 percent to 105. The related overall occupancy rate
was 90.4 percent in 2009. This declined to 84.4 percent in 2010, and 75.2 percent in 2011.

New York Westchester Square Medical Center:
Inpatient Utilization by Major Service Category
Current
Service Category 2009 2010 2011 Beds
Discharges
Medical/Surgical 6,757 6,450 5,767
Pediatric 0 0 1
Obstetric 9 5 1
General Psychiatric 18 3 4
Chemical Dependency 28 22 15
Total 6,812 6,480 5,788
Average Daily Census
Medical/Surgical 126 118 105
Pediatric 0 0 0
Obstetric 0 0 0
General Psychiatric 0 0 0
Chemical Dependency 0 0 0
Total 127 118 105
Occupancy Based on Current Beds
Medical/Surgical 89.9 84.1 74.9 140
Pediatric 0.0 0.0 0.0 0
Obstetric 0.0 0.0 0.0 0
General Psychiatric 0.0 0.0 0.0 0
Chemical Dependency 0.0 0.0 0.0 0
Total 90.4 84.4 75.2 140

Source: SPARCS 2009 - 2011

New York Westchester Square Medical Center Service Area

Based on the NYWSMC’s SPARCS inpatient discharges for the years 2007 through 2011, zip codes 10461, 10469,
10462, 10473, 10465, 10472, 10467, 10460, 10475, and 10459 define the NYWSMC medical/surgical service area.
During the period, NYWSMC was the fourth hospital of choice for inpatient medical/surgical services by residents of
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the service area. NYWSMC captured 9.1 percent of the market from the service area. The majority of the residents in
the service area chose Montefiore Medical Center — Weiler, Montefiore Medical Center — Moses, and Jacobi Medical
Center for their inpatient medical/surgical needs. These facilities captured, respectively, 21.3 percent, 20.4 percent
and 12.0 percent of NYWSMC’s medical/surgical market area. Lincoln Medical & Mental Health Center, St Barnabas
Hospital, and Montefiore Medical Center - North Division were also able to capture a sizeable amount of NYWSMC’s
market, ranging from 4.1 percent to 5.9 percent.

Distribution of Major Service Category Medical/Surgical Discharges:
Based on New York Westchester Square Medical Center’s Service Area
Average

Hospital PFI Discharges % Market
Montefiore Med Center - Jack D Weiler Hosp of A Einstein College 3058 13,648 21.3
Montefiore Medical Center - Henry & Lucy Moses Div 1169 13,041 20.4
Jacobi Medical Center 1165 7,687 12.0
New York Westchester Square Medical Center 1185 5,854 9.1
Montefiore Medical Center - North Division 1168 3,803 5.9
St Barnabas Hospital 1176 2,943 4.6
Lincoln Medical & Mental Health Center 1172 2,617 4.1
Bronx-Lebanon Hospital Center - Concourse Division 1178 1,841 2.9
North Central Bronx Hospital 1186 1,500 2.3
Mount Sinai Hospital 1456 1,149 1.8
New York Presbyterian Hospital - Columbia Presbyterian Center 1464 1,085 1.7
New York Presbyterian Hospital - New York Weill Cornell Center 1458 887 14
Lenox Hill Hospital 1450 745 1.2
Lawrence Hospital Center 1122 527 0.8
Calvary Hospital Inc 1175 480 0.7
Other NYS 9999 6,190 9.7
Total 63,997 100.0

Source SPARCS, Average 2007 — 2011

New York Westchester Square Medical Center Emergency Department Utilization

SPARCS Emergency Department (ED) data for 2007 through 2011 show that New York Westchester Square Medical
Center recorded an average of 21,763 total ED visits a year. Of these, approximately 28 percent were admitted into
the hospital, the remaining 72 percent were treated and released.

New York Westchester Square Medical Center:
Emergency Department Statistics

Year Total % Admitted
2007 21,865 30.2
2008 21,337 32.6
2009 21,737 28.9
2010 22,028 26.5
2011 21,846 23.1

Source: SPARCS, 2007 - 2011

New York Westchester Square Medical Center Ambulatory Surgery Statistics

In 2006, NYWSMC recorded 7,182 ambulatory surgery procedures. By 2007, these procedures declined by 9.4
percent to 6,509. The downward trend in ambulatory surgery procedures performed at the hospital continued from
2008, 2009, and 2010, as there were 5,924, 5,710 and 5,308 procedures, respectively, in these years.
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New York Westchester Square Medical Center:
Ambulatory Surgery Statistics

Year Ambulatory Surgery Procedures
2006 7,182

2007 6,509

2008 5,924

2009 5,710

2010 5,308

Source: Institutional Cost Reports 2006 — 2010

Discussion

The closure of NYWSMC could result in the need to absorb an average of approximately 105 medical/surgical patients
from the service area on any given day. Two of Montefiore’s acute care hospitals are the providers of medical/surgical
care in NYWSMC's service area. Montefiore is planning to implement solutions to address the projected increase in
inpatient utilization.

If medical/surgical inpatient use from the service area continues to follow the same pattern, it is likely that the
medical/surgical average daily censuses of Montefiore Medical Center - Weiler and Montefiore Medical Center -
Moses could increase by up to 25 patients on any given day. The 2011 medical/surgical occupancy rates for Weiler
and Moses are 8 and 14 percentage points above the desired planning medical/surgical optimum of 85 percent.
Montefiore is aware of the impact that the closure of NYWSMC'’s inpatient beds will have on its current
medical/surgical beds and has begun to implement plans to address the projected increase in the service area.

Jacobi Medical Center’s medical/surgical average daily census could also increase by about 14 patients per day. In
2011 Jacobi’s medical/surgical ADC was 189 patients. It is possible that Jacobi’s medical/surgical ADC could increase
to 203 patients on any given day, for a projected occupancy rate of 83.9 percent, just under the desired planning
optimum.

Conclusion

Montefiore has an established history of providing programs and services to address the health care needs of the
residents in its service area. By acquiring the assets of New York Westchester Square Medical and creating an
ambulatory division at the site, MMC will ensure that the residents of NYWSMC'’s service area will continue to receive
the health care services that they need.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background

Montefiore Medical Center is in the process of acquiring the assets, including the real property, of New York
Westchester Square Medical Center. Upon the acquisition, Westchester Square will close. Montefiore is requesting
to certify an extension site to include the State’s first off-campus emergency department, ambulatory surgery facilities,
imaging services, and other outpatient clinical services. It will not include any inpatient beds or services. The site will
be known as Montefiore Medical Center - Westchester Square Campus.

The proposal includes some immediate construction/renovations including fire alarm upgrades, roof replacements,
boiler replacements and miscellaneous minor facility upgrades. It also includes a large informational technology
investment to make the location part of the Montefiore IT system, including software and the networking infrastructure.
Future certificate of need proposals are anticipated upon further evaluations due to the age of the facility and on-going
assessments regarding the need for primary and specialty care in the community.
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Programmatic Considerations and Compliance with Applicable Codes, Rules and Regulations
Montefiore is an academic medical center and a pioneer accountable care organization and lead health home.
Montefiore will fully incorporate the Westchester Square patients and the Westchester Square campus into its
operations and its integrated health care delivery system. There will be one electronic medical record system, full
clinical integration, integrated medical staff and integrated quality assurance. Montefiore will contingently appoint
Westchester Square medical staff, not currently on the Montefiore medical staff and having requested appointment,
based on satisfaction of primary source verification as outlined in their credentialing proposal and accepted by the
Department. Contingent appointment will be in effect until the complete credentialing files are approved under state,
federal and Montefiore requirements. The full service emergency department (ED) will operate 24 hours per day, each
day of the year. Montefiore and the Department will work with the Fire Department of New York to ensure only basic
life support (BLS) ambulance transports are brought to the site. Additionally, Montefiore will provide the timely
transport of patients who present to the ED at this site, but are in need of admission or a higher level of care.

Because an off-site emergency department without inpatient beds is a new model of care in New York State, the
Department recommends a five-year limited life approval for the proposed ED. During this period, the facility will be
required to report operational and quality measures to the Department to aid in the evaluation of this model of care.

An off-campus emergency department is acceptable on the federal level as long as the facility meets the applicable
conditions of participation. Montefiore has worked with the Centers for Medicare and Medicaid Services (CMS) and is
aware of the requirements and provisions with which they must comply. The Department will also work with CMS to
ensure the program is in compliance with such standards.

Conclusion
Based on the results of this review, a favorable recommendation can be made for the proposal.

Recommendation
From a programmatic perspective, approval is recommended.

Financial Analysis

Asset Purchase Agreement
The applicant has submitted an executed asset purchase agreement for the purchase of New York Westchester
Square Medical Center, the terms of which is summarized below:

Date: December 5, 2012
Seller: New York Westchester Square Medical Center
Purchaser: Montefiore Medical Center

Assets Acquired: All rights, title and interest of the Seller in and to each Owned Property and under
each purchased real property lease; all plans and surveys, including without
limitation, those related to utilities, easements and roads, “as built” plans, engineer
drawings and architectural renderings and similar items owned by Seller; all
insurance proceeds and insurance proceeds receivable arising from any claim
made under the Seller’s insurance policies relating directly to the Purchased Assets
and arising during the period prior to the Closing; all rights of the Seller under or
pursuant to all warranties, representations and guarantees made by suppliers,
manufacturers and contractors to the extent relating to services provided to the
Seller after the Closing or to the extent affecting any Purchased Assets; all goodwill
and other intangible assets owned by the Seller and associated with the Business,
including customer and supplies lists and the goodwill associated with the
Purchased Intellectual Property; any rights, claims or causes of action of the Seller
against third parties relating to the Purchased Assets; prepaid deposits related to
Purchased Assets of any purchased real property leases and Seller’s furniture,
equipment and inventory, identified to be acquired by the Purchaser.

Excluded Assets:  All cash, cash equivalents, bank deposits or similar cash items of the Seller
regardless of whether on hand or in banks or other financial institutions, all
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securities, all security entitlements, security accounts, commodity contracts and
commodity accounts, all cash retainers held by any professional retained by the
Bankruptcy Court and all cash rendered as part of the Purchase Price; all Pre-
Closing, Accounts Receivable, as of the Closing Date of the contemplated
transactions, and all bank accounts and lock boxes of the Seller into which deposits
for Pre-Closing Accounts Receivable and other rights of payment for goods and
services and made; all rights and claims under the Executed Contracts; any rights
to refunds, settlements and retroactive adjustments, to the extent applicable in
whole or in part to periods ending on or before the Closing Date arising in
connection with the Seller’s Medicare and Medicaid provider numbers and related
participation agreements or any other third party healthcare payor program; all other
Seller’'s deposits or prepaid charges and expenses or pre-paid deposits; the Seller's
Medicare and Medicaid provider numbers and related provider agreements used in
the Business and any use of the name “New York Westchester Square Medical
Center” or any service marks, trademarks, trade names, identifying symbols, logos,
emblems or signs.

Assumption of

Liabilities: At the Closing, Purchaser shall assume, effective as of the Closing, certain
liabilities, including certain amounts accrued on behalf of the Seller's employees in
an amount not to exceed $3,000,000, which amount shall be deducted from the
Base Price. The assumed liabilities shall include: Liabilities of Seller under each
assigned contract and purchased real property leases arising from and after the
Closing Date and the aggregate Amounts required to be paid pursuant to Section
365 of the Bankruptcy Code and the value of the accrued paid time off in hours
assumed by Purchaser for each of Seller’s Eligible 1199 Employees or other former
employees of Seller.

Purchase Price: The consideration for the Purchased Assets shall be in an amount of cash equal to
$15,300,000 less the aggregate amount of the Assumed Liabilities increased in an
amount not to exceed $3,000,000.

Payment of

Purchase Price: ~ Cash at Closing.

The applicant shall submit an affidavit, which is acceptable to the Department, in which the applicant agrees,
notwithstanding any agreement, arrangement or understanding between the applicant and the transferor to the
contrary, to be liable and responsible for any Medicaid overpayments made to the facility and/or surcharges,
assessments or fees due from the transferor pursuant to Article 28 of the Public Health Law with respect to the period
of time prior to the applicant acquiring its interest, without releasing the transferor of its liability and responsibility.
There presently are no known liabilities.

Total Project Cost and Financing
Total project cost, which is for land acquisition, building acquisition, and equipment acquisition, is estimated at
$20,000,000, itemized as follows:

Land Acquisition $1,140,995
Building Acquisition 14,159,005
Renovation and Demolition 838,000
Architect/Engineering Fees 67,040
Other Fees (Consultant) 332,960
Moveable Equipment 500,613
Telecommunications 2,850,000
CON Fee 2,000
Additional Processing Fee 109,387
Total Project Cost $20,000,000

Project costs are based on an April 1, 2013 construction start date and a one month construction period.
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The applicant’s financing plan appears as follows:

HEAL 21 Grant $20,000,000

Operating Budget for Montefiore Medical Center
The applicant has submitted an operating budget, in 2012 dollars, for the first year subsequent to the change in
operator, which is summarized below:

Incremental Revenues $40,217,985
Incremental Expenses:
Operating $37,965,742
Capital 2,307,275
Total Incremental Expenses $40,273,017
Excess of Revenues over Expenses $(55,032)

The applicant has indicated that the projected incremental net income in year 3 will be $946,966.

The applicant has submitted an operating budget for the combined operations for the first year of operation,
summarized below:

Revenues:
Operating Revenues $2,836,005,708
Grants 72,656,000
Other 107,198,000
Total Revenues $3,015,859,708
Expenses:
Operating $2,945,014,742
Capital 2,305,277
Total Expenses $2,947,320,019
Excess of Revenues over $68,539,689
Expenses
Utilization:
Inpatient: (Discharges) 84,753
Outpatient: (Visits) 1,727,162

Grants and other revenues are projected to remain constant from 2011 levels.

Utilization for the combined Montefiore operations by payor source for inpatient services is as follows:

Historical Year One
Medicaid Fee-for-Service 14.60% 14.53%
Medicaid Managed Care 24.63% 24.48%
Medicare Fee-for-Service 21.05% 21.18%
Medicare Managed Care 17.29% 17.42%
Commercial Fee-for-Service 11.65% 11.62%
Commercial Managed Care 8.71% 8.70%
Charity Care 1.61% 1.60%
Other .46% 47%
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Utilization for the combined Montefiore operations by payor source for outpatient services is as follows:

Historical Year One
Medicaid Fee-for-Service 10.51% 10.42%
Medicaid Managed Care 32.80% 32.59%
Medicare Fee-for-Service 9.98% 10.10%
Medicare Managed Care 11.38% 11.36%
Commercial Fee-for-Service 15.16% 15.25%
Commercial Managed Care 13.18% 13.29%
Charity Care 0.00% .08%
Private Pay 6.39% 6.28%
Other .60% .63%

Expense assumptions are based on the historical experience of Montefiore Medical Center. The applicant assumed
that all of the historical ambulatory surgery, referred ambulatory activity, and 90% of the emergency department
activity would remain on site, operated by Montefiore. Of Westchester Square’s over 5,000 inpatient admissions, it
was assumed that 1,000 would migrate to Montefiore when inpatient services at Westchester Square were closed.

Capability and Feasibility
The purchase price and the total project cost totals $20,000,000 and will be met via HEAL 21 grant funds. The
applicant must submit an executed HEAL 21 grant contract that is acceptable to the Department of Health.

Working capital requirements are estimated at $6,711,836, which appears reasonable based on two months of first
year incremental expenses. The applicant will meet the working capital requirement via hospital operations.
Presented as BFA Attachment A are the 2010 and 2011 certified financial statements of Montefiore Medical Center,
which indicates the availability of sufficient funds to meet the working capital requirement.

The submitted budget indicates an excess of revenues over expenses of $68,539,689 during the first year for the
combined operations. Revenues are based on current reimbursement methodologies.

As shown on Attachment A, the hospital had an average positive working capital position and an average positive net
asset position during the period 2010 through 2011. Also, the hospital achieved an average operating excess of
revenues over expenses of $73,961,000 during the period 2010 through 2011.

Presented as BFA Attachment B are the September 30, 2012 internal financial statements of Montefiore Medical
Center. As shown on Attachment B, the hospital had a positive working capital position and a positive net asset
position during the period through September 30, 2012. Also, the hospital achieved an operating excess of revenues
over expenses of $74,137,000 during the period through September 30, 2012.

Presented as BFA Attachment C are the 2010 and 2011 certified financial statements of New York Westchester
Square Medical Center. As shown on Attachment C, the hospital had an average negative working capital position
and an average negative net asset position during the period 2010 through 2011. Also, the hospital incurred an
average operating loss of $1,900,500 during the period 2010 through 2011.

Presented as BFA Attachment D are the September 30, 2012 and the October 31, 2012 internal financial statements
of New York Westchester Square Medical Center. As shown, the hospital had a negative working capital position and
a negative net asset position fro them periods. Also, the hospital incurred an operating loss of $3,648,609 through
October 31, 2012.

Subject to the noted contingencies, it appears that the applicant has demonstrated the capability to proceed in a
financially feasible manner; approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

]
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Attachments

BFA Attachment A 2010 and 2011 certified financial statements of Montefiore Medical Center

BFA Attachment B September 30, 2012 internal financial statements of Montefiore Medical
Center

BFA Attachment C 2010 and 2011 certified financial statements of New York Westchester
Square Medical Center.

BFA Attachment D September 30, 2012 and October 31, 2012 internal financial statements of
New York Square Westchester Medical Center

]
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New York State Department of Health
Public Health and Health Planning Council

February 7, 2012

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 Exhibit #8
Number Applicant/Facility E.P.R.C. Recommendation
1. 121395 B Havemeyer ASC, LLC Contingent Approval
d/b/a Havemeyer Ambulatory
Surgery Center
(Kings County)
2. 122016 B Omnicare Multi-Specialty Contingent Approval
Center, LLC
(Kings County)
Dialysis Services — Establish/Construct Exhibit #9
Number Applicant/Facility E.P.R.C. Recommendation
1. 122066 E Hauppauge Dialysis Center, LLC  Contingent Approval
(Suffolk County)
2. 122067 E Watertown Dialysis Center, LLC ~ Contingent Approval
(Jefferson County)
3. 122175 E Avantus Renal Therapy New Contingent Approval
York, LLC
(New York County)
4. 122242 E LSL Newburgh, LLC d/b/a Liberty Contingent Approval

Hudson Valley Dialysis
(Orange County)



Residential Health Care Facility — Establish/Construct

Number

1. 121099 E

Applicant/Facility

Parkview Care and Rehabilitation
Center, Inc.

d/b/a Parkview Care and
Rehabilitation Center

(Nassau County)

Certified Home Health Agencies — Establish/Construct

Number
1. 122078 E
2. 122165 E

Applicant/Facility

Litson Certified Care, Inc. d/b/a
Willcare
(Greene County)

Hudson Valley Home Care
(Dutchess County)

Amended and Restated Certificate of Incorporation

Applicant

1. JTM Health Facilities Foundation, Inc.

HOME HEALTH AGENCY LICENSURES

Number

2076-L

2153-L

Applicant/Facility

Ideal Care SP, LLC
(Ulster, Dutchess, Orange,
Sullivan and Greene Counties)

Garden Homecare, LLC
(Erie County)

Exhibit #10

E.P.R.C. Recommendation

Approval

Exhibit #11

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval

Exhibit #12

E.P.R.C. Recommendation

Approval
Exhibit #13

E.P.R.C. Recommendation

Contingent Approval

Contingent Approval



Public Health and Health
Planning Council

NEW YORK

state department of

HEALTH

Project # 121395-B

Havemeyer ASC, LLC
d/b/a Havemeyer Ambulatory Surgery Center

County: Kings (Brooklyn) Program: Ambulatory Surgery Center

Purpose: Establishment and Construction Submitted: May 21, 2012

Executive Summary

Description

Havemeyer ASC, LLC, a to-be-formed proprietary
limited liability company, requests approval for the
establishment and construction of a multi-specialty
ambulatory surgery center to serve the residents of
Kings County. The Center will provide general surgical
services, and will lease space located at 168
Havemeyer Street, Brooklyn, and will be known as
Havemeyer Ambulatory Surgery Center.

The proposed sole member of Havemeyer ASC, LLC,
is Harout Nalbandian, MD (100%).

No responses were received to the Department’s
inquiry to local hospitals regarding the impact of the
proposed ASC in the service area.

Total project costs are estimated at $3,574,915.

DOH Recommendation

Contingent approval, with an expiration of the
operating certificate five years from the date of its
issuance, should the operator not comply with the
conditions of approval granted this CON.

Need Summary

Havemeyer Ambulatory Surgery Center projects 7,700
visits in the first year of operation and 9,317 by year
three. It will serve the Greenpoint neighborhood in
Brooklyn and will have two operating rooms. The
proposed location is in a Health Professional Shortage
Area (HPSA) for primary care services and has a
Medically Underserved Area/Population (MUA/MUP)
designation.

Program Summary

Based on the information reviewed, staff found nothing
that would reflect adversely upon the applicant’s
character and competence or standing in the
community.

Financial Summary
Total project costs will be met with equity of $357,491
and a bank loan of $3,217,424 (15 yrs. @ 7.00%).

Budget: Revenues: $ 3,388,758
Expenses: 2,851,807
Gain/(Loss): $ 536,951

Subject to the noted contingencies, it appears that the
applicant has demonstrated the capability to proceed
in a financially feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval with an expiration of the operating certificate five years from the date of its issuance is recommended

contingent upon:

1.

Submission of a check for the amount enumerated in the approval letter, payable to the New York State Department of
Health. Public Health Law Section 2802.7 states that all construction applications requiring review by the Public Health
and Health Planning Council shall pay an additional fee of fifty-five hundredths of one percent of the total capital value of
the project, exclusive of CON fees. [PMU]

Submission of a signed agreement with an outside independent entity satisfactory to the Department to provide annual
reports to the DOH beginning in the second year of operation. Reports shall include:

e Data showing actual utilization including procedures;

o Data showing breakdown of visits by payor source;

o Data showing number of patients who need follow-up care in a hospital within seven days after
ambulatory surgery;

o Data showing number of emergency transfers to a hospital;

o Data showing percentage of charity care provided, and

¢ Number of nosocomial infections recorded during the year in question. [RNR]

Submission to the Department by the governing body of the ambulatory surgery center an Organizational Mission
Statement which identifies, at a minimum, the populations and communities to be served by the center. This shall
include include identification of underserved populations (such as racial and ethnic minorities, women, and handicapped
persons) and the center’'s commitment to meet the health care needs of the community. This shall also include the
provision that services will be provided to those in need regardless of ability to pay. The statement shall also include
commitment to the development of policies and procedures to assure that charity care is available to those who cannot
afford to pay. [RNR]

Submission of an executed transfer and affiliation agreement, acceptable to the Department, with a local acute care
hospital. [HSP]

Submission of an executed affiliation agreement between Havemeyer ASC, LLC, Wyckoff Heights Medical Center, and
Brooklyn Hospital Center that is acceptable to the Department. [BFA]

Submission of a loan commitment that is acceptable to the Department. [BFA]

The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in BAEFP Drawing
Submission Guidelines DSG-01. [AER]

Approval conditional upon

1.

ouArwN

The submission of a CON or other licensing extension application required by the Department prior to expiration date of
the operating certificate issued pursuant to this CON, seeking extension of the operating certificate of the ambulatory
surgery center. [PMU]

The staff of the facility must be separate and distinct from staff of other entities. [HSP]

The signage must clearly denote the facility is separate and distinct from other adjacent entities. [HSP]

The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]

The clinical space must be used exclusively for the approved purpose. [HSP]

The submission of Final Construction Documents, signed and sealed by the project architect, as described in BAEFP
Drawing Submission Guidelines DSG-01, prior to the applicant’s start of construction. [AER]

The applicant shall complete construction by July 1, 2014 in accordance with 10 NYCRR Part 710.2(b)(5) and 710.10(a),
if construction is not completed on or before that date, this may constitute abandonment of the approval and this
approval shall be deemed cancelled, withdrawn and annulled without further action by the Commissioner. [AER]

Council Action Date
February 7, 2013.
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Need Analysis

Background
Havemeyer ASC, LLC d/b/a Havemeyer Ambulatory Surgery Center seeks to establish and construct a freestanding
multi-specialty ambulatory surgery center at 168 Havemeyer Street, Brooklyn, NY 11211, in Kings County.

Analysis
The primary service area will be the Greenpoint neighborhood in Brooklyn.

There are eight (8) freestanding ambulatory surgery centers in Kings County as follows:

1 - Orthopedic

2 - Ophthalmology
2- Gastroenterology
3- Endoscopy

Kings County also has five (5) multi-specialty freestanding ambulatory surgery centers (Source: HFIS).

As noted, the proposed location is in a Health Professional Shortage Area (HPSA) for primary care services and has a
Medically Underserved Area/Population (MUA/MUP) designation. The number of ambulatory surgery patients in Kings
County increased by 9 percent from 2008 to 2009 and by 2 percent from 2009 to 2010 (Source: SPARCS, 2008-10).
The proposed ASC will operate Monday-Friday, 7:00 a.m.-6:00 p.m., or as needed.

The applicant has provided a statement that the proposed financial/referral structure has been assessed in light of
anti-kickback and self-referral laws, with consultation of the legal counsel. This statement is acceptable to the
Department.

Conclusion
Based on the growth in ambulatory surgery patients in Kings County and the HPSA designations in the service area,
from a need perspective, contingent approval is recommended.

Recommendation
From a need perspective, contingent approval is recommended.

Programmatic Analysis

Background
Establish a diagnostic and treatment center that will also be federally certified as an ambulatory surgery center.

Proposed Operator Havemeyer ASC, LLC

Doing Business As Havemeyer Ambulatory Surgery Center
Site Address 168 Havemeyer Street, Brooklyn
Surgical Specialties Multi-Specialty including:

General Surgery
Obstetrics & Gynecology
Pain Management
Ophthalmology

Urology

Orthopedic

Periodontal

Operating Rooms 2

Procedure Rooms 0
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Hours of Operation Monday through Friday from 7:00 am to 6:00 pm (Extended
as necessary).
Staffing (1% Year / 3 Year) 20 FTEs / 31 FTEs

Medical Director(s) Harout Nalbandian

Emergency, In-Patient and Expected to be provided by Wyckoff Heights Medical Center
Backup Support Services 3.0 miles and 10 minutes away
Agreement and Distance

On-call service Access to the facility’s on-call service during hours when the

facility is closed.

Character and Competence
The sole member of the LLC is Harout Nalbandian, MD, a physician currently in private practice.

Staff from the Division of Certification & Surveillance reviewed the disclosure information submitted regarding licenses
held, formal education, training in pertinent health and/or related areas, employment history, a record of legal actions,
and a disclosure of the applicant’s ownership interest in other health care facilities. Licensed individuals were checked
against the Office of Medicaid Management, the Office of Professional Medical Conduct, and the Education
Department databases as well as the US Department of Health and Human Services Office of the Inspector General
Medicare exclusion database.

Integration with Community Resources

The center anticipates the transfer and affiliation agreement will include a provision for referring patients who present
themselves to the center in need of primary care services. Additionally, there is a primary care private practice located
in the same building. The center will participate in community health events and local religious institutions to help
ensure the community is aware of their services.

The applicant intends to utilize an Electronic Medical Record System and is in the process of evaluating different
programs. Additionally, the applicant has a desire to integrate in the local Regional Health information Organization or
Exchange.

Compliance with Applicable Codes, Rules and Regulations

The medical staff will ensure that procedures performed at the facility conform to generally accepted standards of
practice and that privileges granted are within the physician's scope of practice and/or expertise. The facility’s
admissions policy will include anti-discrimination regarding age, race, creed, color, national origin, marital status, sex,
sexual orientation, religion, disability, or source of payment. All procedures will be performed in accordance with all
applicable federal and state codes, rules and regulations, including standards for credentialing, anesthesiology
services, nursing, patient admission and discharge, a medical records system, emergency care, quality assurance and
data requirements.

Recommendation
From a programmatic perspective, contingent approval is recommended.

Financial Analysis

Lease Rental Agreement
The applicant has submitted an executed lease rental agreement for the site to be occupied. The terms of which are
summarized below:

Premises: 3,300 square feet located at 168 Havemeyer St., Brooklyn, NY 11211

Lessor: Havemeyer Realty, LLC

Lessee: Havemeyer ASC,LLC

Rental: $180,000 annually ($54.54 per sq. ft.) (rent will increase 3% per year over the term)
Term: 10 years

Provisions:  Lessor is providing necessary repairs and maintenance, heating/air conditioning, and utilities.

]
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The applicant has provided two letters indicating the rent reasonableness. The applicant has indicated that the lease
agreement will be a non-arms length lease agreement.

Total Project Cost and Financing
Total project cost, which is for construction and the acquisition of moveable equipment, is estimated at $3,574,915
further itemized as follows:

Renovation & Demolition $2,275,639
Design Contingency 227,564
Construction Contingency 227,564
Planning Consultant Fees 25,000
Architect/Engineering Fees 182,051
Other Fees 125,000
Moveable Equipment 239,057
Telecommunications 37,100
Financing Cost 153,141
Interim Interest Expense 61,256
CON Fee 2,000
Additional Processing Fee 19,544
Total Project Cost $3,574,915

Project costs are based on a January 2014 construction start date and six month construction period. The applicant’s
financing plan appears as follows:

Equity $357,491
Loan to Havemeyer ASC, LLC (Term 15 years at 7.00%)* $3,217,424

*A letter of interest has been submitted from a financial institution for a loan indicating the stated amount above.

Operating Budget
The applicant has submitted an operating budget, in 2012 dollars, for the first and third years of operation,
summarized below:

Year One Year Three
Revenues $2,796,254 $3,388,758
Expenses:
Operating $1,810,865 $2,203,611
Capital 638,196 648,196
Total Expenses $2,449,061 $2,851,807
Net Income $347,193 $536,951
Utilization: (Procedures) 3,343 4,045
Cost Per Procedure $732.59 $705.02

Utilization by payor source for the first and third years is as follows:

Years One and Three

Commercial Fee-for-Service 21%
Commercial Managed Care 21%
Medicare Fee-for-Service 39%
Medicaid Fee-for-Service 5%
Medicaid Managed Care 9%
Self Pay 3%
Charity Care 2%
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Expense and utilization assumptions are based on the current physician’s experience and participating surgeons and
their estimate of the cases they would bring to the Center. Expense assumptions are based on the experience of the
participating physicians, as well as the projections and experience of other freestanding ambulatory surgery centers in
New York State.

Capability and Feasibility

The total project cost of $3,574,915 will be met via equity of $357,491 and a bank loan of $ 3,217,424 at an interest
rate of 7% for a term of 15 years. A letter of interest from the lending institution has been submitted. Also, as
presented on BFA Attachment A, is the personal net worth statement for the sole member receiving membership
interest indicating sufficient equity as a result of this application.

Working capital requirements, estimated at $475,302 appear reasonable based on two months’ of third year expenses.
The proposed member will provide $237,651 in equity to meet the working capital requirement as presented in BFA
Attachment A, personal net worth statement indicating sufficient funds. Also, Havemeyer ASC, LLC, will provide the
residual $237,651 via a working capital loan with a term of 15 years at 7% for which a letter of interest has been
submitted from the financial institution.

Presented as BFA Attachment B, is the pro-forma balance sheet of Havemeyer ASC, LLC, which indicates a positive
shareholders’ equity position of $595,142 as of the first day of operation.

The submitted budget projects a net income of $347,193 and $536,951 during the first and third years of operation,
respectively. Revenues are based on current reimbursement methodologies for ambulatory surgery services. The
budget appears reasonable.

Subject to the noted contingencies, it appears that the applicant has demonstrated the capability to proceed in a
financially feasible manner, and contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

Attachments

BFA Attachment A Personal Net Worth Statement- Havemeyer ASC, LLC

BFA Attachment B Pro-forma Balance Sheet- Havemeyer ASC, LLC

BHFP Attachment Map
Supplemental Information
Outreach

Below are presented summaries of responses by hospitals to letters from the Department asking for information on the
impact of the proposed ambulatory surgery center (ASC) in their service areas. There follows a summary of the
applicant’s response to DOH'’s request for information on the proposed facility’s volume of surgical cases, the sources
of those cases, and on how staff will be recruited and retained by the ASC.

Facility: Wyckoff Heights Medical Center
374 Stockholm Street
Brooklyn, New York 11237

]
Project # 121395-B Exhibit Page 6



No response.

Facility: Brooklyn Hospital Center — Downtown Campus
121 DeKalb Avenue
Brooklyn, New York 11201

No response.

Facility: Interfaith Medical Center
1545 Atlantic Avenue
Brooklyn, New York 11213

No response.

Facility: Woodhull Medical and Mental Health Center
760 Broadway
Brooklyn, New York 11206

No response.

Supplemental Information from Applicant

¢ Need and Sources of Cases

The applicant states that the projected volume of cases for the proposed ASC is based on the actual experience of the
physicians who have expressed an interest in performing procedures at the facility. The applicant also states that
patients will use the proposed ASC because of its convenience in scheduling and the fact that it will be located in an
out-of-hospital setting.

e Staff Recruitment and Retention

The applicant plans to recruit the necessary staff through a hiring program and also states that individuals have
already expressed interest in applying for positions in the ASC. To the extent that additional staff is needed, the
operators are committed not to actively seek to attract staff from local hospitals. The applicant expects to retain staff
through salaries, benefits and continuing education opportunities that are comparable to or better than the region’s
standards. The ASC will also offer flexible work schedules and focused hours of operation, with periodic long
weekends or extra days off for exceptional performance.

e Office-Based Cases

The applicant states that approximately 15 percent of the procedures projected for the proposed ASC are currently
performed in an office-based setting.

OHSM Comment

There were no hospital comments submitted in opposition to this application. Therefore, the Department finds no
reason to consider reversal or modification of the recommendation for five-year limited life approval of the proposed
ASC based on public need, financial feasibility and operator character and competence.

]
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RESOLUTION

RESOLVED, that the Public Health and Health Planning Council, pursuant to the
provisions of Section 2801-a of the Public Health Law, on this 7th day of February, 2013,
having considered any advice offered by the Regional Health Systems Agency, the staff of the
New York State Department of Health, and the Establishment and Project Review Committee of
this Council and after due deliberation, hereby proposes to approve the following application to
establish and construct a freestanding multi-specialty ambulatory surgery center to be located at
168 Havemeyer Street, Brooklyn, and with the contingencies, if any, as set forth below and
providing that each applicant fulfills the contingencies and conditions, if any, specified with
reference to the application, and be it further

RESOLVED, that upon fulfillment by the applicant of the conditions and
contingencies specified for the application in a manner satisfactory to the Public Health and
Health Planning Council and the New York State Department of Health, the Secretary of the
Council is hereby authorized to issue the approval of the Council of the application, and be it
further

RESOLVED, that any approval of this application is not to be construed as in any
manner releasing or relieving any transferor (of any interest in the facility that is the subject of
the application) of responsibility and liability for any Medicaid (Medicaid Assistance Program --
Title XIX of the Social Security Act) or other State fund overpayments made to the facility
covering the period during which any such transferor was an operator of the facility, regardless
of whether the applicant or any other entity or individual is also responsible and liable for such
overpayments, and the State of New York shall continue to hold any such transferor responsible
and liable for any such overpayments, and be it further

RESOLVED, that upon the failure, neglect or refusal of the applicant to submit
documentation or information in order to satisfy a contingency specified with reference to the
application, within the stated time frame, the application will be deemed abandoned or
withdrawn by the applicant without the need for further action by the Council, and be it further

RESOLVED, that upon submission of documentation or information to satisfy a
contingency specified with reference to the application, within the stated time frame, which
documentation or information is not deemed sufficient by Department of Health staff, to satisfy
the contingency, the application shall be returned to the Council for whatever action the Council
deems appropriate.

NUMBER: FACILITY/APPLICANT:

121395 B Havemeyer ASC, LLC d/b/a Havemeyer
Ambulatory Surgery Center



APPROVAL CONTINGENT UPON:

Approval with an expiration of the operating certificate five years from the date of its

issuance is recommended contingent upon:

1.

No

Submission of a check for the amount enumerated in the approval letter, payable to the New
York State Department of Health. Public Health Law Section 2802.7 states that all
construction applications requiring review by the Public Health and Health Planning Council
shall pay an additional fee of fifty-five hundredths of one percent of the total capital value of
the project, exclusive of CON fees. [PMU]

Submission of a sighed agreement with an outside independent entity satisfactory to the
Department to provide annual reports to the DOH beginning in the second year of operation.
Reports shall include:

e Data showing actual utilization including procedures;
e Data showing breakdown of visits by payor source;
e Data showing number of patients who need follow-up care in a hospital within seven
days after
ambulatory surgery;
e Data showing number of emergency transfers to a hospital,
e Data showing percentage of charity care provided, and
e Number of nosocomial infections recorded during the year in question. [RNR]

Submission to the Department by the governing body of the ambulatory surgery center an
Organizational Mission Statement which identifies, at a minimum, the populations and
communities to be served by the center. This shall include include identification of
underserved populations (such as racial and ethnic minorities, women, and handicapped
persons) and the center's commitment to meet the health care needs of the community.
This shall also include the provision that services will be provided to those in need
regardless of ability to pay. The statement shall also include commitment to the
development of policies and procedures to assure that charity care is available to those who
cannot afford to pay. [RNR]

Submission of an executed transfer and affiliation agreement, acceptable to the Department,
with a local acute care hospital. [HSP]

Submission of an executed affiliation agreement between Havemeyer ASC, LLC, Wyckoff
Heights Medical Center, and Brooklyn Hospital Center that is acceptable to the Department.
[BFA]

Submission of a loan commitment that is acceptable to the Department. [BFA]

The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as
described in BAEFP Drawing Submission Guidelines DSG-01. [AER]

APPROVAL CONDITIONAL UPON:

1.

The submission of a CON or other licensing extension application required by the
Department prior to expiration date of the operating certificate issued pursuant to this CON,
seeking extension of the operating certificate of the ambulatory surgery center. [PMU]

The staff of the facility must be separate and distinct from staff of other entities. [HSP]

The signage must clearly denote the facility is separate and distinct from other adjacent
entities. [HSP]

The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]



5. The clinical space must be used exclusively for the approved purpose. [HSP]

6. The submission of Final Construction Documents, signed and sealed by the project
architect, as described in BAEFP Drawing Submission Guidelines DSG-01, prior to the
applicant’s start of construction. [AER]

7. The applicant shall complete construction by July 1, 2014 in accordance with 10 NYCRR
Part 710.2(b)(5) and 710.10(a), if construction is not completed on or before that date, this
may constitute abandonment of the approval and this approval shall be deemed cancelled,
withdrawn and annulled without further action by the Commissioner. [AER]

Documentation submitted to satisfy the above-referenced contingencies
(4 copies) should be submitted within sixty (60) days to:

Mr. Keith McCarthy

Acting Director

Bureau of Project Management
NYS Department of Health
Empire State Plaza

Corning Tower, Room 1842
Albany, New York 12237



Public Health and Health
Planning Council

NEW YORK

state department of

HEALTH

Project # 122016-B
Omnicare Multi-Specialty Center, LLC

County: Kings (Brooklyn) Program: Ambulatory Surgery Center

Purpose: Establishment and Construction Submitted: July 10, 2012

Executive Summary

Description

Omnicare Multi-Specialty Center, LLC, an existing limited
liability company, requests approval to establish and
construct a multi-specialty freestanding ambulatory
surgery center (ASC) and diagnostic and treatment center
(D&TC). The center will be located on two floors in
leased space at 763-765 Norstrand Avenue, Brooklyn.
The new surgery center will include one operating room
and one endoscopy procedure room, a Pre-Op and
Recovery area with seven bays total accommodating the
current and future needs of the community. New York
Methodist Hospital will serve as the backup hospital.

The proposed ambulatory surgery procedures to be
provided are as follows: Gastroenterology,
Obstetrics/Gynecology, Orthopedics, Otolaryngology and
Urology. The proposed D&TC services to be provided
are as follows: Health Fairs, Medical Social Services/OP,
Nutritional O/P, Ophthalmology, Pediatrics, Physical
Medicine and Rehabilitation/ O/P, Podiatry O/P, Prenatal,
Primary Medical Care O/P, Psychology O/P, Physical
Therapy O/P and Radiology Diagnostic O/P.

The proposed members of Omnicare Multi-Specialty
Center, LLC consist of 2 individual physicians and one
individual non-physician member. Their proposed
membership interest is as shown below:

Proposed Members Interest
Evans Crevecoeur, MD 45.00%
Jean Lionnel Vaval, MD 45.00%
Omnicare Health Care Mgmt, LLC 10.00%

-- Igor Flikshteyn (20%)
-- Evans Crevecoeur (40%)
-- Jean Lionnel Vaval (40%)

The facility will enter into a consulting and administrative
services agreement with Omnicare Healthcare
Management, LLC to provide management services to
the Omnicare Multi-Specialty Center, LLC. The members
are the same as Omnicare Healthcare Management, LLC.

In response to the Department’s inquiry to local
hospitals regarding the impact of the proposed ASC in
the service area, objections were received from Kings
County Hospital Center and University Hospital of
Brooklyn. The Department does not find the comments
submitted sufficient to warrant reversal or modification of
the recommendation for five-year limited life approval.

Total project costs are estimated at $1,657,460.

DOH Recommendation

Contingent approval, with an expiration of the operating
certificate five years from the date of its issuance should
the operator not comply with the conditions of approval
granted this CON.

Need Summary

Omnicare Multi-Specialty Center, LLC proposes to
provide multi-specialty ambulatory surgery services for
the Central Brooklyn neighborhood. The location of the
proposed ASC is in a HRSA-designated Medically
Underserved Area/Population (MUA/P).

Program Summary

Based on the information reviewed, staff found nothing
that would reflect adversely upon the applicant’s
character and competence or standing in the community.

Financial Summary
Project costs will be met with $333,460 in cash and a
$1,324,000 bank loan.

Budget: Revenues: $ 2,663,821
Expenses: 2,386,428

Gain/(Loss): $ 277,393

Subject to the noted contingencies, it appears that the
applicant has demonstrated the capability to proceed in a
financially feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval with an expiration of the operating certificate five years from the date of its issuance is recommended
contingent upon:

1. Submission of a check for the amount enumerated in the approval letter, payable to the New York State Department of Health.
Public Health Law Section 2802.7 states that all construction applications requiring review by the Public Health and Health
Planning Council shall pay an additional fee of fifty-five hundredths of one percent of the total capital value of the project,
exclusive of CON fees. [PMU]

2. Submission of a sighed agreement with an outside independent entity satisfactory to the Department of Health beginning in the
second year of operation. These reports shall include:

a) Data showing actual utilization including procedures;

b) Data showing breakdown of visits by payor source;

c) Data showing number of patients who needed follow-up care in a hospital within seven days after
ambulatory surgery;

d) Data showing number of emergency transfers to a hospital;

e) Data showing percentage of charity care provided; and

f)  Number of nosocomial infections recorded during the year in question. [RNR]

3. Submission by the governing body of the ambulatory surgery center of an Organizational Mission Statement which identifies, at
a minimum, the populations and communities to be served by the center, including underserved populations (such as racial
and ethnic minorities, women and handicapped persons) and the center’'s commitment to meet the health care needs of the
community, including the provision of services to those in need regardless of ability to pay. The statement shall also include
commitment to the development of policies and procedures to assure that charity care is available to those who cannot afford
to pay. [RNR]

4. Submission of a statement, acceptable to the Department, that the applicant will consider creating or entering into an
integrated system of care that will reduce the fragmentation of the delivery system, provide coordinated care for patients, and
reduce inappropriate utilization of services. The applicant will agree to submit a report to the Department beginning in the
second year of operation and each year thereafter detailing these efforts and the results. [RNR]

5. Submission of an executed transfer and affiliation agreement, acceptable to the Department, with a local acute care hospital.
[HSP]

6. Submission of an executed assignment and assumption for the building lease that is acceptable to the Department of Health.
[BFA]

7. Submission of a loan commitment for project costs acceptable to the Department of Health. [BFA]

8. The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in BAEFP Drawing
Submission Guidelines DSG-01. [AER]

9. Submission of site control that is acceptable to the Department. [CSL]

10. Submission of a signed statement regarding anti-kickback and self-referral that is acceptable to the Department. [CSL]

11. Submission of a Services Agreement that is acceptable to the Department. [CSL]

12. Submission of a Certificate of Amendment of the Articles of Organization that is acceptable to the Department. [CSL]

13. Submission of an Operating Agreement that is acceptable to the Department. [CSL]

Approval conditional upon:

1. The submission of a CON or other licensing extension application required by the Department prior to expiration date of the

operating certificate issued pursuant to this CON, seeking extension of the operating certificate of the ambulatory surgery

center. [PMU]

The staff of the facility must be separate and distinct from staff of other entities. [HSP]

The signage must clearly denote the facility is separate and distinct from other adjacent entities. [HSP]

The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]

The clinical space must be used exclusively for the approved purpose. [HSP]

The submission of Final Construction Documents, signed and sealed by the project architect, as described in BAEFP Drawing

Submission Guidelines DSG-01, prior to the applicant’s start of construction. [AER]

7. The applicant shall complete construction by January 1, 2014 in accordance with 10 NYCRR Part 710.2(b)(5) and 710.10(a), if
construction is not completed on or before that date, this may constitute abandonment of the approval and this approval shall
be deemed cancelled, withdrawn and annulled without further action by the Commissioner. [AER]

oA LN

Council Action Date
February 7, 2013.
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Need Analysis

Background

Omnicare Multi-Specialty Center, LLC is seeking approval for the establishment and construction of an Article 28
diagnostic and treatment center to provide multi-specialty ambulatory surgery services. The proposed freestanding
multi-specialty ambulatory surgery center will be located at 765 Nostrand Avenue, Brooklyn, 11216, in Kings County.

It is projected that there will be 4,400 surgical procedures in year one and 5,324 surgical procedures in year three.
The projections are based on the actual experience of the proposed surgeons who will be utilizing the proposed
center.

Currently, Kings County has five multi-specialty freestanding Ambulatory Surgery Centers and eight single-specialty
freestanding Ambulatory Surgery Centers.

The type of ambulatory surgery service and number of cases performed at these centers are listed below:

Existing Ambulatory Surgery Centers: Kings County
ASC Type Name 2010 2011
Multi Specialty All City Family Healthcare Center, Inc. 4,181 3,593
Multi Specialty ASC of Brooklyn 2,485 3,976
Orthopedics Beth Israel ASC-Brooklyn Div. 253 887
Multi Specialty Brook Plaza ASC, Inc. 8,356 8,463
Multi Specialty Brooklyn Endoscopy and ASC, LLC 3,876 4,990
Ophthalmology Brooklyn Eye Surgery Center 4,647 4,566
Gastroenterology Digestive Diseases D & TC 675 1,829
Endoscopy Endoscopic ASC of Bay Ridge, Inc. 404 214
Endoscopy Endoscopic D & TC, LLC 4,238 4,351
Gastroenterology Gastroenterology Care, Inc. (Opened-3/17/11) N/A N/A
Endoscopy Greater NY Endoscopic Surgical Center 5,491 6,792
Multi Specialty Millennium ASC (Opened 6/8/2011) N/A N/A
Ophthalmology Sheepshead Bay Surgery Center 3,912 4,427
Total 40,528 46,099

Source: SPARCS 2010 — 2011

The applicant is committed to serving all persons in need of surgical care regardless of their ability to pay or the
source of payment.

The proposed ASC would provide services in a medically underserved area and would be only the sixth multi-specialty
ASC to be established in Brooklyn, a borough of over 2.5 million people.

Recommendation
From a need perspective, contingent approval is recommended.

Programmatic Analysis

Background

Establish a diagnostic and treatment center that will also be federally certified as an ambulatory surgery center. As
required by the Centers for Medicare and Medicaid Services the ambulatory surgery portion of the Center, including
reception, will be physically separate from the rest of the Center.
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Proposed Operator Omnicare Multi-Specialty Center, LLC

Site Address 763-765 Nostrand Avenue, Brooklyn

Services and Surgical Specialties | Primary Care Ambulatory Surgery:
Prenatal Multi-Specialty including:
Pediatrics Gastroenterology
Health fairs Obstetrics/Gynecology
Medical Social Services Orthopedics
Nutritional Otolaryngology
Ophthalmology Urology
Physical Medicine/Rehab
Podiatry
Psychology
Diagnostic Radiology
Occupational Therapy

Operating Rooms 1

Procedure Rooms 1

Hours of Operation Monday through Friday from 8:00 am to 6:00 pm (Extended as
necessary to accommodate patient needs).

Staffing (1 Yr / 3 Yr) 22.5 FTEs / 35.1 FTEs

Medical Director(s) Evans Crevecoeur

Emergency, In-Patient and Expected to be provided by New York Methodist Hospital

Backup Support Services 2.1 miles and 8 minutes away.

Agreement and Distance

On-call service Access to the facility’s on-call clinical staff during hours when

the facility is closed.

Character and Competence
The members of the LLC, each with one-third membership, are:

Name

Evans Crevecoeur, MD 45.00%
Jean Lionnel Vaval, MD 45.00%
Omnicare Health Care Mgmt, LLC 10.00%

Igor Flikshteyn (20%)
Evans Crevecoeur (40%)
Jean Lionnel Vaval (40%)

Two of the members are practicing physicians. Mr. Flikshtyen is the president of a construction company. Staff from
the Division of Certification & Surveillance reviewed the disclosure information submitted regarding licenses held,
formal education, training in pertinent health and/or related areas, employment history, a record of legal actions, and a
disclosure of the applicant’s ownership interest in other health care facilities. Licensed individuals were checked
against the Office of Medicaid Management, the Office of Professional Medical Conduct, and the Education
Department databases as well as the US Department of Health and Human Services Office of the Inspector General
Medicare exclusion database.

Additionally, the staff from the Division of Certification & Surveillance reviewed the ten-year surveillance history of all
associated facilities. Sources of information included the files, records, and reports found in the Department of Health.
Included in the review were the results of any incident and/or complaint investigations, independent professional
reviews, and/or comprehensive/focused inspections. The review found that any citations were properly corrected with
appropriate remedial action.

Integration with Community Resources

The center intends to utilize electronic medical records and is in the process of evaluating different systems.
Additionally the facility has reached out the New York Methodist Hospital to express interest in establishing a mutual
network relationship.

]
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Compliance with Applicable Codes, Rules and Regulations

The medical staff will ensure that procedures performed at the facility conform to generally accepted standards of
practice and that privileges granted are within the physician's scope of practice and/or expertise. The facility’s
admissions policy will include anti-discrimination regarding age, race, creed, color, national origin, marital status, sex,
sexual orientation, religion, disability, or source of payment. All procedures will be performed in accordance with all
applicable federal and state codes, rules and regulations, including standards for credentialing, anesthesiology
services, nursing, patient admission and discharge, a medical records system, emergency care, quality assurance and
data requirements. The Center intends to review the list acceptable procedures annually and as needed to determine
the appropriateness of adding new procedures consistent with individual physician expertise.

Recommendation
From a programmatic perspective, contingent approval is recommended.

Financial Analysis

Administrative Services Agreement

Omnicare Multi-specialty Center, LLC will enter into an Administrative Services Agreement with Omnicare Healthcare
Management. The consultant would provide certain professional business and administrative services to the D&TC
and ambulatory surgery center relating to the operation of the facility.

The applicant has submitted an executed agreement, which is summarized below:

Facility: Omnicare Multi-Specialty Center, LLC

Contractor: Omnicare Healthcare Management

Administrative Term: 1 Year, with option to renew year to year.

Compensation: $255,550 per annum ($21,295.83/month) in the first year for administrative

services with an increase of approximately 7.8% in second year and 10%
increase in years 3-5 plus an additional $100,220 in the first year and an
approximate 10% increase from year 2-5 for Billing and collection services.

Duties of the

Contractor: Omnicare Healthcare Management, as the contractor, will provide the

Financial Management, administrative services, policies and procedures,
contracting services, billing and collection services and strategic planning
and development.

Lease Rental Agreement/ Assignment and Assumption

The applicant will lease approximately 8,000 square feet of space on the second and third floors of 763-765 Norstrand
Avenue, Brooklyn, NY under the terms of the proposed assignment and assumption of an executed lease agreement
summarized below:

Date: June 19, 2012

Owner: Hazel Blue Nostrand, LLC

Assignor: Omnicare Anesthesia, P.C.

Assignee: Omnicare Multispecialty Center, LLC

Term: 14 Years

Rental: $288,000 ($36.00 per sq. ft.) per annum and increase 4% each year after.

Provisions:  Tenant responsible for maintenance, utilities, insurance and taxes.

The applicant has indicated that the lease will be an arm’s length lease arrangement. Letters of opinion from licensed
commercial real estate brokers have been submitted indicating rent reasonableness.

Total Project Cost and Financing
Total project costs for renovations and the acquisition of movable equipment is estimated at $1,657,480, itemized
below:
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Other Fees (Consulting)

150,000

Movable Equipment 1,456,400
Financing Costs 40,005
Application Fee 2,000
Additional Processing Fee 9,055
Total Project Cost $1,657,460
The applicant’s financing plan appears as follows:
Equity $ 333,460
Bank Loan @2.0% plus prime (3.25% as of 9/21/2012) over seven years 1,324,000

A letter of interest has been submitted by M&T Bank for the purchase of equipment.

Operating Budget

The applicant has submitted an operating budget in 2012 dollars, for the first and third years of operation, summarized

below:

Year One Year Three
Revenues: $1,627,886 $2,663,821

Expenses:
Operating $1,462,133 $2,259,477
Depreciation and Rent 122,343 126,951
Total Expenses $1,584,476 $2,386,428
Net Income $43,410 $277,393
Utilization: (visits) 8,400 14,000
Cost Per Visit $188.63 $170.46

Utilization by payor source for the first and third years is as follows:

First Year Third Year

Commercial Insurance 36.0% 36.0%
Medicare 35.0% 35.0%
Medicaid Fee-for-Service 10.0% 5.0%
Medicaid Managed Care 9.0% 15.0%
Self Pay 8.0% 7.0%
Charity Care 2.0% 2.0%

Expense and utilization assumptions are based on the historical data of similar proposed D&TCs in the planning area.

Capability and Feasibility
Project cost will be satisfied by a loan from M&T Bank for $1,324,000 at stated terms, with the remaining $333,460
from proposed member’s equity. BFA Attachment A shows sufficient funds.

Working capital requirements, estimated at $397,738, appear reasonable based on two months of third year
expenses, which will be satisfied through equity by the proposed members. Presented as BFA Attachment A, is a
summary of net worth statement of the proposed members of Omnicare Multi-Specialty Center, LLC, which indicates
the availability of sufficient funds for the stated levels of equity. Presented as BFA Attachment B, is the pro-forma
balance sheet of Omnicare Multi-Specialty Center, LLC as of the first day of operation, which indicates positive
member’s equity position of $883,992.

The submitted budget indicates a net income of $43,410 and $277,393 during the first and third years of operation,
respectively. The budget appears reasonable.
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Subject to the noted contingencies, it appears that the applicant has demonstrated the capability to proceed in a
financially feasible manner, and approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

Attachments

BFA Attachment A Summary Net Worth Statement of Proposed Members of Omnicare
Multi-Specialty Center, LLC

BFA Attachment B Pro-forma Balance Sheet

BHFP Attachment Map

Supplemental Information

Outreach

Below are presented summaries of responses by hospitals to letters from the Department asking for information on the
impact of the proposed ambulatory surgery center (ASC) in their service areas. There follows a summary of the
applicant’s response to DOH’s request for information on the proposed facility’s volume of surgical cases, the sources
of those cases, and on how staff will be recruited and retained by the ASC.

Facility: Kingsbrook Jewish Medical Center
585 Schenectady Avenue
Brooklyn, New York 11203

No response.
Facility: Interfaith Medical Center
1545 Atlantic Avenue
Brooklyn, New York 11213
No response.
Facility: Kings County Hospital Center

451 Clarkson Avenue
Brooklyn, New York 11203

Current Suraical Cases Cases by Reserved OR Time
OR Use g Applicant Physicians | for Applicant Physicians

Ambulatory Inpatient
04% OR 1,051" NA
60% Gl ' None NA
Suites

! Ob/Gyn and colonoscopy, endoscopy and sigmoidoscopy procedures only.
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Kings County Hospital Center opposes the application, stating that the establishment of the proposed
ASC could result in the loss of all of the hospital’s 1,051 Ob/Gyn and gastroenterological ambulatory
surgical procedures, with associated loss of $742,000 in revenue. The hospital does not describe any
adverse impact that this loss of revenue would have on Kings County’s community-oriented programs.
The hospital also states that none of the physicians of the proposed ASC are currently affiliated with
Kings County Hospital Center.

In 2010, Kings County Hospital Center experienced $60.4 million in bad debt and provided $73.3
million in charity care. In 2011, the hospital experienced $52.2 million in bad debt and provided $89.6
million in charity care. Kings County is part of the New York City Health and Hospitals Corporation
(HHC). Because the corporation is audited as a single entity, individual financial statements for Kings
County and HHC's other member hospitals are not available.

Facility: New York Methodist Hospital
506 Sixth Street
Brooklyn, New York 11215

No response.
Facility: University Hospital of Brooklyn

445 Lenox Road
Brooklyn, New York 11203

Current Suraical Cases Cases hy Reserved OR Time
OR Use 9 Applicant Physicians | for Applicant Physicians
Ambulatory Inpatient
NA 4,718 2,361 3 NoO

University Hospital of Brooklyn (UHB) opposes the application, claiming that the proposed ASC will
adversely affect the hospital’s forthcoming expansion of the hospital’s ambulatory surgery program,
which is an essential component of UHB's strategic plan to stabilize and enhance the hospital’s fiscal
position, expand access to care, and meet the demands of health care reform. UHB does not specify
the number of cases and associated revenues that might be lost to the proposed ASC. The hospital
also states that only one of the proposed ASC'’s physicians practices at UHB and that this individual
performed only three cases at the hospital in 2011.

In 2010, UHB experienced an operating loss of $49.3 million on total operating revenues of $464.3
million. In 2010, the hospital had a loss of $117.3 million on operating revenues of $556.8 million.

The hospital’'s current assets in 2010 were $211.6 million and current liabilities were $141.5 million, for
a working capital ratio of 1.5. In 2011, current assets were $216.4 million and current liabilities $216.3
million, for a working capital ratio of 1.0. UHB reports that in 2010, the hospital had bed debt costs of
$16.8 million and provided charity care valued at $1.4 million. In 2011, the hospital experienced $38.2
million in bad debt costs and provided $2.7 million in charity care.

Supplemental Information from Applicant

¢ Need and Sources of Cases

The applicant states that the projected volume of cases for the proposed ASC is based on the actual experience of the
physicians who have expressed an interest in performing procedures at the facility. The applicant also states that

]
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patients will use the proposed ASC because of its convenience in scheduling and the fact that it will be located in an
out-of-hospital setting.

e Staff Recruitment and Retention

The applicant plans to recruit the necessary staff through a hiring program and also states that individuals have
already expressed interest in applying for positions in the ASC. To the extent that additional staff is needed, the
operators are committed not to actively seek to attract staff from local hospitals. The applicant expects to retain staff
through salaries, benefits and continuing education opportunities that are comparable to or better than the region’s
standards. The ASC will also offer flexible work schedules and focused hours of operation, with periodic long
weekends or extra days off for exceptional performance.

e Office-Based Cases

The applicant states that approximately 25 percent of the procedures projected for the proposed ASC are currently
performed in an office-based setting.

OHSM Comment

Although two hospitals oppose this application, only one of the applicant physicians has operated at either facility, with
a mere three cases in 2011. The Department does not find the comments of the two hospitals sufficient to warrant
reversal or modification of the recommendation for five-year limited life approval of the proposed ASC based on public
need, financial feasibility and operator character and competence.
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RESOLUTION

RESOLVED, that the Public Health and Health Planning Council, pursuant to the
provisions of Section 2801-a of the Public Health Law, on this 7th day of February, 2013,
having considered any advice offered by the Regional Health Systems Agency, the staff of the
New York State Department of Health, and the Establishment and Project Review Committee of
this Council and after due deliberation, hereby proposes to approve the following application to
establish and construct a freestanding multi-specialty ambulatory surgery center to be located at
765 Nostrand Avenue, Brooklyn, and with the contingencies, if any, as set forth below and
providing that each applicant fulfills the contingencies and conditions, if any, specified with
reference to the application, and be it further

RESOLVED, that upon fulfillment by the applicant of the conditions and
contingencies specified for the application in a manner satisfactory to the Public Health and
Health Planning Council and the New York State Department of Health, the Secretary of the
Council is hereby authorized to issue the approval of the Council of the application, and be it
further

RESOLVED, that any approval of this application is not to be construed as in any
manner releasing or relieving any transferor (of any interest in the facility that is the subject of
the application) of responsibility and liability for any Medicaid (Medicaid Assistance Program --
Title XIX of the Social Security Act) or other State fund overpayments made to the facility
covering the period during which any such transferor was an operator of the facility, regardless
of whether the applicant or any other entity or individual is also responsible and liable for such
overpayments, and the State of New York shall continue to hold any such transferor responsible
and liable for any such overpayments, and be it further

RESOLVED, that upon the failure, neglect or refusal of the applicant to submit
documentation or information in order to satisfy a contingency specified with reference to the
application, within the stated time frame, the application will be deemed abandoned or
withdrawn by the applicant without the need for further action by the Council, and be it further

RESOLVED, that upon submission of documentation or information to satisfy a
contingency specified with reference to the application, within the stated time frame, which
documentation or information is not deemed sufficient by Department of Health staff, to satisfy
the contingency, the application shall be returned to the Council for whatever action the Council
deems appropriate.

NUMBER: FACILITY/APPLICANT:

122016 B Omnicare Multi-Specialty Center, LLC



APPROVAL CONTINGENT UPON:

Approval with an expiration of the operating certificate five years from the date of its

issuance is recommended contingent upon:

1.

10.

11.
12.

Submission of a check for the amount enumerated in the approval letter, payable to the New
York State Department of Health. Public Health Law Section 2802.7 states that all
construction applications requiring review by the Public Health and Health Planning Council
shall pay an additional fee of fifty-five hundredths of one percent of the total capital value of
the project, exclusive of CON fees. [PMU]

Submission of a sighed agreement with an outside independent entity satisfactory to the
Department of Health beginning in the second year of operation. These reports shall
include:

a) Data showing actual utilization including procedures;
b) Data showing breakdown of visits by payor source;
c) Data showing number of patients who needed follow-up care in a hospital within
seven days after
ambulatory surgery;
d) Data showing number of emergency transfers to a hospital,
e) Data showing percentage of charity care provided; and
f)  Number of nosocomial infections recorded during the year in question. [RNR]

Submission by the governing body of the ambulatory surgery center of an Organizational
Mission Statement which identifies, at a minimum, the populations and communities to be
served by the center, including underserved populations (such as racial and ethnic
minorities, women and handicapped persons) and the center's commitment to meet the
health care needs of the community, including the provision of services to those in need
regardless of ability to pay. The statement shall also include commitment to the
development of policies and procedures to assure that charity care is available to those who
cannot afford to pay. [RNR]

Submission of a statement, acceptable to the Department, that the applicant will consider
creating or entering into an integrated system of care that will reduce the fragmentation of
the delivery system, provide coordinated care for patients, and reduce inappropriate
utilization of services. The applicant will agree to submit a report to the Department
beginning in the second year of operation and each year thereafter detailing these efforts
and the results. [RNR]

Submission of an executed transfer and affiliation agreement, acceptable to the Department,
with a local acute care hospital. [HSP]

Submission of an executed assignment and assumption for the building lease that is
acceptable to the Department of Health. [BFA]

Submission of a loan commitment for project costs acceptable to the Department of Health.
[BFA]

The submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as
described in BAEFP Drawing Submission Guidelines DSG-01. [AER]

Submission of site control that is acceptable to the Department. [CSL]

Submission of a signed statement regarding anti-kickback and self-referral that is
acceptable to the Department. [CSL]

Submission of a Services Agreement that is acceptable to the Department. [CSL]
Submission of a Certificate of Amendment of the Articles of Organization that is acceptable
to the Department. [CSL]



13. Submission of an Operating Agreement that is acceptable to the Department. [CSL]

APPROVAL CONDITIONAL UPON:

1.

wnN

The submission of a CON or other licensing extension application required by the
Department prior to expiration date of the operating certificate issued pursuant to this CON,
seeking extension of the operating certificate of the ambulatory surgery center. [PMU]

The staff of the facility must be separate and distinct from staff of other entities. [HSP]

The sighage must clearly denote the facility is separate and distinct from other adjacent
entities. [HSP]

The entrance to the facility must not disrupt any other entity's clinical program space. [HSP]
The clinical space must be used exclusively for the approved purpose. [HSP]

The submission of Final Construction Documents, signed and sealed by the project
architect, as described in BAEFP Drawing Submission Guidelines DSG-01, prior to the
applicant’s start of construction. [AER]

The applicant shall complete construction by January 1, 2014 in accordance with 10
NYCRR Part 710.2(b)(5) and 710.10(a), if construction is not completed on or before that
date, this may constitute abandonment of the approval and this approval shall be deemed
cancelled, withdrawn and annulled without further action by the Commissioner. [AER]

Documentation submitted to satisfy the above-referenced contingencies

(4 copies) should be submitted within sixty (60) days to:

Mr. Keith McCarthy

Acting Director

Bureau of Project Management
NYS Department of Health
Empire State Plaza

Corning Tower, Room 1842
Albany, New York 12237



Public Health and Health
Planning Council

NEW YORK

state department of

HEALTH

Project # 122066-E
Hauppauge Dialysis Center, LLC

County: Suffolk (Hauppauge)
Purpose: Establishment

Program: Dialysis Services
Submitted: August 7, 2012

Executive Summary

Description

Hauppauge Dialysis Center, LLC, a to-be-formed limited
liability corporation, requests approval to become the new
operator of Suffolk Kidney Center, an existing 16-station
chronic dialysis center located at 30 Central Avenue,
Hauppauge. The facility will continue to provide life-
sustaining hemodialysis, peritoneal dialysis, peritoneal
dialysis training, and support services to End Stage Renal
Disease (ESRD) patients residing in the area.

The current and proposed ownership of Suffolk Kidney
Center is as follows:

Current

Apollo Hauppauge, LLC
MEMBERS:
-- Suffolk Nephrology, PLLC 50%
-- 30 Central, LLC 50%

Proposed

Hauppauge Dialysis Center, LLC
MEMBERS:
-- New York Dialysis Services, Inc. 75%
-- Suffolk Nephrology, PLLC 25%

Suffolk Nephrology, PLLC is owned by the following
individuals: Ekambaran Illamathi, MD (20%); Mitchell
Kirsch, MD (20%); Brooke Moore, MD (20%); Mark
Finger, MD (20%); and Nicolae Caraiani, MD (20%).
Donald Landry owns 100% of 30 Central, LLC.

New York Dialysis Services, Inc. (NYDS) is a wholly-
owned and dually-established subsidiary of Fresenius
Medical Care Holdings, Inc. The applicant will enter into
a Contribution and Redemption Agreement and an Article
28 Asset Purchase Agreement of the facility.

The current operator has entered into a Master
Administrative Services Agreement with NYDS, pursuant
to which NYDS continues to provide certain administrative
and support services to Apollo Hauppauge, LLC (Apollo)
in connection with Apollo’s operation of Suffolk Kidney

Center until this application is approved. It is anticipated
that at Closing, following receipt of PHHPC approval, the
Master Administrative Services Agreement will be
assigned by Apollo to, and assumed by, Hauppauge
Dialysis Center, LLC, which NYDS will continue to provide
administrative and support services for a transition period
of suitable length and, if any is required by Hauppauge
Dialysis Center, LLC as Operator, for a term to be agreed
upon by the Operator and NYDS.

DOH Recommendation
Contingent approval.

Need Summary

This project will not result in any changes in stations or
services. There is a remaining projected need for 74
stations to treat Suffolk County residents and 132 stations
to serve all people receiving ESRD services in Suffolk
County.

Program Summary

Based on the information reviewed, staff found nothing
that would reflect adversely upon the applicant’s
character and competence or standing in the community.

Financial Summary

The purchase price for the asset purchase agreement
and the contribution and redemption agreement totals
$7,600,000, which will be met from operations of
Fresenius Medical Care Holdings, Inc.

Budget: Revenues: $ 3,718,000
Expenses: 3,416,000

Gain/(Loss): $ 302,000

Subject to the noted contingency, it appears that the
applicant has demonstrated the capability to proceed in a
financially feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of an executed transfer and affiliation agreement, acceptable to the Department, with a local acute
care hospital. [HSP]

2. Submission of an assumed name or d/b/a, if applicable, acceptable to the Department. [HSP]

3. Submission of a revised lease agreement with a minimum term of ten years that is acceptable to the Department
of Health. [BFA]

4. Submission of a photocopy of a resolution of the organizer of Hauppauge Dialysis Center, LLC, acceptable to the

Department. [CSL]

Submission of a photocopy of a Certificate of Assumed Name, acceptable to the Department. [CSL]

6. Submission of a photocopy of an Assignment and Assumption of Lease, Consent and Amendment, acceptable to

the Department. [CSL]

Submission of a photocopy of a Master Administrative Services Agreement, acceptable to the Department. [CSL]

8. Submission of a photocopy of the Articles of Organization of Hauppauge Dialysis Center, LLC, acceptable to the
Department. [CSL]

9. Submission of a photocopy of the Operating Agreement of Hauppauge Dialysis Center, LLC, acceptable to the
Department. [CSL]

10. Submission of a photocopy of the Articles of Organization of Apollo FMS Hauppauge, LLC, acceptable to the
Department. [CSL]

11. Submission of a photocopy of the Operating Agreement of Apollo FMS Hauppauge, LLC, acceptable to the
Department. [CSL]

12. Submission of a photocopy of the Articles of Organization of Suffolk Nephrology, PLLC, acceptable to the
Department. [CSL]

13. Submission of a photocopy of the Operating Agreement of Suffolk Nephrology, PLLC, acceptable to the
Department. [CSL]

14. Submission of revised legal documentation reflecting the change in the proposed name of the operator from FMS
Hauppauge, LLC to Hauppauge Dialysis Center, LLC, acceptable to the Department. [CSL]

15. Submission of the Certificate of Incorporation of New York Dialysis Services, Inc., acceptable to the Department.
[CSL]

16. Submission of the Bylaws of New York Dialysis Services, Inc., acceptable to the Department. [CSL]

17. Submission of a photocopy of the Articles of Dissolution of Apollo Hauppauge, LLC or a Certificate of Amendment
to the Articles of Organization of Apollo Hauppauge, LLC, acceptable to the Department. [CSL]

o

~

Council Action Date
February 7, 2013.
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Need Analysis

Background
Hauppauge Dialysis Center, LLC seeks approval to become the owner of a 16-station dialysis facility that is currently
operated by Suffolk Kidney Center and is located at 30 Central Ave Hauppauge, 11788, in Suffolk County.

Analysis

The primary service area for the Suffolk Kidney Center is Suffolk County, which had a population of 1,498,816 in 2010.
The percentage of the population aged 65 and over was 13.9%. The nonwhite population percentage was 29 %.
These are the two population groups that are most in need of end stage renal dialysis service. Comparisons between
Suffolk County and New York State are listed below.

13.9%
29.0%

13.7%
42.0%

Ages 65 and Over:

Nonwhite:
Source: U.S. Census 2011

State Average:
State Average:

Although the nonwhite population of the county is below the State average, it is still sizable and warrants the continued
operation of existing stations.

Capacity
The Department’s methodology to estimate capacity for chronic dialysis stations is specified in Part 709.4 of Title 10
and is as follows:

One freestanding station represents 702 treatments per year. This is based on the expectation that the center will
operate 2.5 patient shifts per day at 6 days per week, which can accommodate 15 patients per week (2.5 x 6 x 15 x 52
weeks). This projected 702 treatments per year is based on a potential 780 treatments x 52 weeks x 90% utilization
rate = 702. The estimated average number of dialysis procedures each patient receives per year is 156.

One hospital based station is calculated at 499 treatments per year per station. This is the result of 2.0 shifts per day
X 6 days per week x 52 weeks x 80% utilization rate. One hospital based station can treat 3 patients per year.

Per Department policy, hospital-based stations can treat fewer patients per year. Statewide, the majority of stations
are freestanding, as are the majority of applications for new stations. As such, when calculating the need for
additional stations, the Department bases the projected need on the establishment of additional freestanding stations.

There are currently 287 free standing chronic dialysis stations operating in Suffolk County. This project will not add any
stations to the system.

Based upon DOH methodology, the 287 existing freestanding stations in Suffolk County could treat a total of 1292
patients annually.

Projected Need

2011 2016
*k*k 1
Total Total P_Fg![zlcted ***Projected
Patients Residents Patients Residents
Treated Treated Treated
Treated
1527 1439 1771 1669
Freestanding Stations Needed 340 320 394 371
Existing Stations 287 287 287 287
w/Approval of This CON 287 287 287 287
Unmet Need With Approval 53 33 107 84

**ES — Free Standing

***Based upon a estimate of a three percent annual increase
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The data in the first row, "Freestanding Stations Needed," comes from the DOH methodology of each station being
able to treat 4.5 patients, and each hospital station being able to treat 3 patients annually. The data in the next row,
"Existing Stations," comes from the Department’s Health Facilities Information System (HFIS). "Unmet Need" comes
from subtracting needed stations from existing stations. "Total Patients Treated" is from IPRO data from 2011.

Conclusion

The facility currently accommodates a population in need of access to dialysis stations in the service area and this
change in ownership will help support the continued operation of the facility’s 16 stations. Therefore, since there is
additional unmet need in the planning area and there will be no reduction in the current level of services, this
application is recommended for approval.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Background
Establish Hauppauge Dialysis Center, LLC as the new operator of Suffolk Kidney Center.

Character and Competence
The members of Hauppauge Dialysis Center, LLC are:

Name
Apollo FMS Hauppauge, LLC 100.00%
New York Dialysis Services, Inc. 75%
Suffolk Nephrology, PLLC 25%
Mark Finger, MD 20%
Ekambaram llamathi, MD 20%
Brooke Moore, MD 20%
Mitchell Kirsch, MD 20%
Nicolae Caraiani, MD 20%

New York Dialysis Services, Inc. is an established Article 28 dialysis provider operating over 30 dialysis centers
statewide and is a subsidiary of Fresenius Medical Care Holdings (FMCH). Suffolk Nephrology, PLLC is a private
physician practice composed of five nephrologists.

Staff from the Division of Certification & Surveillance reviewed the disclosure information submitted regarding licenses
held, formal education, training in pertinent health and/or related areas, employment history, a record of legal actions,
and a disclosure of the applicant’s ownership interest in other health care facilities. Licensed individuals were checked
against the Office of Medicaid Management, the Office of Professional Medical Conduct, and the Education
Department databases as well as the US Department of Health and Human Services Office of the Inspector General
Medicare exclusion database.

Drs. Kirsch and Caraiani each disclosed one pending malpractice case.

Additionally, the staff from the Division of Certification & Surveillance reviewed the ten-year surveillance history of all
associated facilities. Sources of information included the files, records, and reports found in the Department of Health.
Included in the review were the results of any incident and/or complaint investigations, independent professional
reviews, and/or comprehensive/focused inspections. The review found that any citations were properly corrected with
appropriate remedial action.

Apollo Healthcare d/b/a Niagara Renal Center was fined $2,000 in 2006 for building a dialysis center without certificate
of need approval.
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FMCH disclosed four lawsuits and investigations. One involves possible improper laboratory tests. A second involves
a subsidiary supply company. The third is investigating the relationship between retail pharmacies and outpatient
dialysis facilities and the reimbursement of medications provided to ESRD patients. The fourth involves labeling and
warnings for dialysate concentrate products. Each disclosure involves multiple parties with overlapping authority. At
this time there are no findings.

Recommendation
From a programmatic perspective, contingent approval is recommended.

Financial Analysis

Asset Purchase Agreement
The change in operational ownership will be effectuated in accordance with the agreement summarized below:

Dated: December 1, 2010

Buyer: FMS Hauppauge, LLC

Seller: Apollo Hauppauge, LLC who has the following members: 30 Central, LLC and
Suffolk Nephrology, PLLC.

Assets Acquired: Transferred Assets mean all of the assets, rights and properties of Apollo-

Hauppauge, Seller or Contributor used or useable in connection with the
Business, including without limitation copies of patient lists, patient appointment
books and other medical records for the extent permitted by applicable legal
requirements.

Excluded Assets: The transferred assets shall not include any of the following assets: pre-first
closing assets; original medical records; the rights arising under any contracts
that are not assumed contracts; any inter-company balances due to or from any
transferor or equity holder or any of their respective affiliates; all properties and
third party software that is not assignable to the Company or that the Company
chooses not to assume at Closing; all income tax refunds and tax deposits; all
minute books or similar company records and tax returns of the transferor and
any insurance policies.

Liabilities Assumed:  On the Closing Date, the Company shall assume, and shall thereafter timely pay
and perform the following obligations and liabilities of Apollo-Hauppauge;
obligations under the Assumed Contracts and professional malpractice claims
against Apollo.

Purchase Price: $3,600,000, of which $2,400,000 will have been paid to 30 Central, LLC for their
entire interest in Apollo FMS Hauppauge and $1,200,000 to be paid to Suffolk
Nephrology, PLLC in consideration of the transfer to NYDS of one half of its
ownership interest in Apollo FMS Hauppauge.

The applicant submitted an affidavit, which is acceptable to the Department, in which the applicant agrees,
notwithstanding any agreement, arrangement or understanding between the applicant and the transferor to the
Contrary, to be liable and responsible for any Medicaid overpayments made to the facility and/or surcharges,
assessments or fees due from the transferor pursuant to Article 28 of the Public Health Law with respect to the period
of time prior to the applicant acquiring its interest, without releasing the transferor of its liability and responsibility.
Currently there are no outstanding liabilities.

Contribution and Redemption Agreement
The applicant has submitted an executed contribution and redemption agreement, which is summarized below:

Dated: December 1, 2010

Company: FMS Hauppauge, LLC

Contributor: Apollo Hauppauge, LLC

Equity Holders: 30 Central, LLC and Suffolk Nephrology, PLLC
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Contribution of Assets:  On the terms and subject to the conditions of this Agreement, on the Closing
Date, effective as of the Effective Time, Contributor shall contribute, convey,
assign, and deliver of the Contributed Assets to the Company, and the
Company shall acquire and accept the Contributed Assets from the
Contributor, free and clear of any liens except for Permitted Liens.

Contributed Assets: Contributed Assets shall mean all of the Contributor’s rights, title, and interest
in and to all of its properties used or useable in connection with the business,
which includes the following: all fixed assets; all inventory to the extent
permitted by legal requirements; all proprietary rights; all proprietary software
and rights in third party software that are assignable to the Company; except
for Excluded Files and Medical Records, all other files, records, documents,
data, plans, proposals and all other recorded knowledge of the Contributor
used or generated in connection with the Business and all claims and rights
relating to the Contributed Assets or the Assumed Liabilities.

Excluded Assets: The Contributed Assets shall not include any of the following assets: all cash,
cash equivalents and short term investments of cash; all interests in any
Leased Real Property; all rights that Contributor has in any leasehold
improvements associated with Leased Property; all permits, including
Contributor's Medicare and Medicaid provider numbers and National Provider
Identification number used in the Business; all patient lists, patient
appointment books and other medical records used or generated in connection
with the Business; all telephone numbers used in the connection with the
Business and all directory listings of the such telephone numbers; all
proprietary software and rights in third party software that is not assignable to
the Company; all income tax refunds and tax deposits; any insurance policies;
any Home Program Epogen; and Accounts Receivable as of the Effective
Time; all rights relating to the use of the names under which the business has
been conducted, including Apollo-Hauppauge and Suffolk Kidney Center, and
all similar phrases and related marks as trade names and trademarks and all
rebates or refunds due to Contributor relating to items or services purchased
prior to the Effective Time.

Liabilities Assumed: The liabilities arising after the Effective Time under the Assumed Contracts
and the obligation for up to 80 hours of accrued vacation time and up to 32
hours of sick time for each employee hired by the Company.

Purchase Price: The consideration of the transfer to the Company of the Contributed Assets is
$4,000,000.

Consulting and Administrative Services Agreement
FMS Hauppauge, LLC will enter into a consulting administrative services agreement with New York Dialysis Services,
Inc., the terms of which are summarized below:

Date: April 23, 2012

Company: New York Dialysis Services, Inc.
Facility Operator: FMS Hauppauge, LLC

Term: 20 years

Services Provided: Responsibilities of the consultant are as follows: Company licenses to Owner on
an exclusive basis the use of the equipment; the Company will provide all full time
and part time personnel necessary to manage and operate the non physician
aspects of the Business, of which the personnel will be employees or independent
contractors of the Company; the Company shall prepare and submit on behalf of
the Owner all bills for items and services provided by the Business; the Company
shall verify patient eligibility, enrollment and termination with respect to Medicare,
Medicaid and other third party payor programs, and shall respond to billing
inquiries from patients, payors and physicians; the Company shall provide, or
arrange fro the provision of, accounting and financial services to the Owner;
Company will provide to the Owner during the term of this agreement copies of its
standard policy manuals for use by the Business; the Company shall negotiate,
execute and maintain contracts and arrangements for and in the name of the
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Owner with such individuals or entities appropriate for the Business; the Company
shall perform medical record audits and conduct utilization review and quality
assurance/control review and at the request of the Owner, the Company will assist
in the development and maintenance of a program for home dialysis, including
CAPD, CCPD and home hemodialysis.

Compensation: Monthly service fee equal to $61,665 per month, which is $739,980 annually. The
Service Fee shall be adjusted annually as of each anniversary of the date of this
agreement to reflect a fair market value rate for the 12 month period then
beginning, and the parties shall use commercially reasonable efforts to complete
negotiations regarding such adjustments by the date two months prior to the
Anniversary Month. If the parties have not reached agreement by the anniversary
date, then until agreement is reached, the Service Fee for the 12 month period
then beginning shall increase by a rate equal to the same percentage as the
percentage increase over the previous calendar year, if any, in the Consumer
Price Index.

Although the agreement provides for the contracting of multiple services, the facility will maintain ultimate authority and
responsibility for the conduct of the operation of the facility. Specifically, the operator will retain authority for
maintenance of the facility’s fiscal stability, level of services and quality of care; hiring and termination of key
management personnel such as the administrative; controlling and maintaining books and business records; disposing
of assets and incurring liabilities; adopting and enforcing policies; and employment of all professional staff.

The applicant indicates that the fee is based on current market rates for the proposed services for the dialysis entity
and that the amount of compensation provided for within the Consulting and Administrative Services Agreement is in
compliance with the commercially reasonable standard for such agreements.

Limited Administrative Services Agreement
The applicant has submitted an executed limited administrative services agreement, which is summarized below:

Date: December 1, 2010

Company: FMS New York Services, LLC, an affiliate of Fresenius Medical Care Holdings, Inc.

Facility Operator FMS Hauppauge, LLC

(Administrator):

Term: 20 years

Services Provided: The Company will provide all full time and part time personnel necessary to
manage and operate the non-physician aspects of the Business, of which such
personnel will be employees or independent contractors of the Company; the
Company shall prepare and submit on behalf of the Business all bills for items and
services provided by the Business and shall administer controls and systems for
the recording and collection of the revenues of the Business; the Company shall
provide, or arrange for the provision of accounting and financial services to the
Administrator for the Business; the Company will provide to the Administrator
during the term of this Agreement copies of its standard policy manuals for use by
the Business; the Company shall make available to the Business owner the
opportunity to participate in the FMS New York Services affiliate’s Ultracare
Program; the Company shall negotiate, execute and maintain contracts and
arrangements for in the name of the Business owner with such individuals or
entities appropriate for the Business; the Company shall provide such project
development assistance as the Administrator may reasonably required in
connection with any expansion or modification to the business office and clinic
space; the Company shall perform medical record audits and conduct utilization
review and quality assurance/control review for the Business; the Company will
assist in the development and maintenance of a program for home dialysis,
including CAPD, CCPD and home hemodialysis and the Company will provide
training (including compliance training) and education to all Company employees
who render services to the Business.
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Compensation: Monthly service fee equal to $19,110 per month, which is $229,320 annually.
Also, there will be a project development fee equal to seven percent (7%) of “Total
Project Costs”, which includes the cost of architectural and engineering fees, the
total amount payable to any general contractor or other contractors.

The fee is based on current market rates for the proposed services for the dialysis entity.

Lease Rental Agreement
The applicant has submitted an assignment of the current lease; the terms are summarized below:

Premises: 6,000 sq. ft. located at 30 Central Avenue, Hauppauge, New York

Lessor: J&S Realty Holding Co., LLC

Lessee: FMS Hauppauge, LLC

Term: The expiration of the lease is June 30, 2013 and the tenant has one renewal option under
the lease for a period of five years.

Rental: $7,994.18 per month- $95,930.16 annually ($15.98 per sq. ft.)

Provisions: The lessee shall be responsible for maintenance and utilities.

The applicant has indicated that they have been in discussion with the landlord relative to a new lease with a lease
term of ten years. As a contingency of approval, the applicant must provide a lease agreement with a term of ten
years, which is acceptable to the Department of Health.

Operating Budget
The applicant has submitted an operating budget for the first year after the change in operator. The budget,
summarized below, reflects first year revenues and first year expenses in 2012 dollars.

Revenues* $3,718,000
Expenses:

Operating $3,241,000

Capital 175,000
Total Expenses: $3,416,000
Net Income: $302,000
Utilization: (treatments) 11,520
Cost Per Treatment: $296.53

*Includes epogen and other pharmaceuticals.

Utilization by payor source for the first year after the change in ownership is as follows:

Medicare 81.46%
Medicaid .69%
HMO 6.74%
Commercial 11.11%

Expense and utilization assumptions are based on the historical experience of Suffolk Kidney Center.

Capability and Feasibility
The purchase price for the asset purchase agreement and the contribution and redemption agreement totals
$7,600,000, which will be met from operations of Fresenius Medical Care Holdings, Inc.

Working capital requirements are estimated at $570,000, which appears reasonable based on two months of first year
expenses. The working capital requirements will be met via equity from Fresenius Medical Care Holdings, Inc.
Presented as BFA Attachment A are the 2010 and 2011 certified financial statements of Fresenius Medical Care
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Holdings, Inc., which indicates the availability of sufficient funds for the equity contribution to meet the purchase price
and the working capital requirement.

The submitted budget projects a net income of $302,000 during the first year after the change in operator. Revenues
are based on current reimbursement methodologies. The submitted budget appears reasonable.

Presented as BFA Attachment B are the 2010 certified financial statements and the 2011 internal financial statements
of Apollo Hauppauge, LLC.

As shown on Attachment B, the facility had an average positive working capital position and an average positive net
asset position from 2010 and 2011. Also, the facility achieved an average net income of $783,138 from 2010 and
2011.

Presented as BFA Attachment C are the August 31, 2012 internal financial statements of Apollo Hauppauge, LLC. As
shown on Attachment C, the facility had a positive working capital position and a positive net asset position through
August 31, 2012. Also, the facility achieved a net income of $586,670 through August 31, 2012.

Subject to the noted contingency, the applicant has demonstrated the capability to proceed in a financially feasible
manner and contingent approval is recommended.

Recommendation
From a financial perspective, contingent approval is recommended.

Attachments

BFA Attachment A Financial Summary- 2010 and 2011 certified financial statements of
Fresenius Medical Care Holdings, Inc.

BFA Attachment B Financial Summary- 2010 certified financial statements and the 2011 internal
financial statements of Apollo Hauppauge, LLC

BFA Attachment C August 31, 2012 internal financial statements of Apollo Hauppauge, LLC
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RESOLUTION

RESOLVED, that the Public Health and Health Planning Council, pursuant to the
provisions of Section 2801-a of the Public Health Law, on this 7th day of February, 2013,
having considered any advice offered by the Regional Health Systems Agency, the staff of the
New York State Department of Health, and the Establishment and Project Review Committee of
this Council and after due deliberation, hereby proposes to approve the following application to
establish Hauppauge Dialysis Center, LLC as the new operator of Suffolk Kidney Center, an
existing diagnostic and treatment center, and with the contingencies, if any, as set forth below
and providing that each applicant fulfills the contingencies and conditions, if any, specified with
reference to the application, and be it further

RESOLVED, that upon fulfillment by the applicant of the conditions and
contingencies specified for the application in a manner satisfactory to the Public Health and
Health Planning Council and the New York State Department of Health, the Secretary of the
Council is hereby authorized to issue the approval of the Council of the application, and be it
further

RESOLVED, that any approval of this application is not to be construed as in any
manner releasing or relieving any transferor (of any interest in the facility that is the subject of
the application) of responsibility and liability for any Medicaid (Medicaid Assistance Program --
Title XIX of the Social Security Act) or other State fund overpayments made to the facility
covering the period during which any such transferor was an operator of the facility, regardless
of whether the applicant or any other entity or individual is also responsible and liable for such
overpayments, and the State of New York shall continue to hold any such transferor responsible
and liable for any such overpayments, and be it further

RESOLVED, that upon the failure, neglect or refusal of the applicant to submit
documentation or information in order to satisfy a contingency specified with reference to the
application, within the stated time frame, the application will be deemed abandoned or
withdrawn by the applicant without the need for further action by the Council, and be it further

RESOLVED, that upon submission of documentation or information to satisfy a
contingency specified with reference to the application, within the stated time frame, which
documentation or information is not deemed sufficient by Department of Health staff, to satisfy
the contingency, the application shall be returned to the Council for whatever action the Council
deems appropriate.

NUMBER: FACILITY/APPLICANT:

122066 E Hauppauge Dialysis Center, LLC



APPROVAL CONTINGENT UPON:

10.

11.

12.

13.

14.

15.

16.

17.

Submission of an executed transfer and affiliation agreement, acceptable to the Department,
with a local acute care hospital. [HSP]

Submission of an assumed name or d/b/a, if applicable, acceptable to the Department.
[HSP]

Submission of a revised lease agreement with a minimum term of ten years that is
acceptable to the Department of Health. [BFA]

Submission of a photocopy of a resolution of the organizer of Hauppauge Dialysis Center,
LLC, acceptable to the Department. [CSL]

Submission of a photocopy of a Certificate of Assumed Name, acceptable to the
Department. [CSL]

Submission of a photocopy of an Assignment and Assumption of Lease, Consent and
Amendment, acceptable to the Department. [CSL]

Submission of a photocopy of a Master Administrative Services Agreement, acceptable to
the Department. [CSL]

Submission of a photocopy of the Articles of Organization of Hauppauge Dialysis Center,
LLC, acceptable to the Department. [CSL]

Submission of a photocopy of the Operating Agreement of Hauppauge Dialysis Center, LLC,
acceptable to the Department. [CSL]

Submission of a photocopy of the Articles of Organization of Apollo FMS Hauppauge, LLC,
acceptable to the Department. [CSL]

Submission of a photocopy of the Operating Agreement of Apollo FMS Hauppauge, LLC,
acceptable to the Department. [CSL]

Submission of a photocopy of the Articles of Organization of Suffolk Nephrology, PLLC,
acceptable to the Department. [CSL]

Submission of a photocopy of the Operating Agreement of Suffolk Nephrology, PLLC,
acceptable to the Department. [CSL]

Submission of revised legal documentation reflecting the change in the proposed name of
the operator from FMS Hauppauge, LLC to Hauppauge Dialysis Center, LLC, acceptable to
the Department. [CSL]

Submission of the Certificate of Incorporation of New York Dialysis Services, Inc.,
acceptable to the Department. [CSL]

Submission of the Bylaws of New York Dialysis Services, Inc., acceptable to the
Department. [CSL]

Submission of a photocopy of the Articles of Dissolution of Apollo Hauppauge, LLC or a
Certificate of Amendment to the Articles of Organization of Apollo Hauppauge, LLC,
acceptable to the Department. [CSL]



APPROVAL CONDITIONAL UPON:

N/A

Documentation submitted to satisfy the above-referenced contingencies
(4 copies) should be submitted within sixty (60) days to:

Mr. Keith McCarthy

Acting Director

Bureau of Project Management
NYS Department of Health
Empire State Plaza

Corning Tower, Room 1842
Albany, New York 12237



Public Health and Health
Planning Council

NEW YORK

state department of

HEALTH

Project # 122067-E
Watertown Dialysis Center, LLC

County: Jefferson (Watertown)
Purpose: Establishment

Program: Dialysis Services
Submitted: August 7, 2012

Executive Summary

Description

Watertown Dialysis Center, LLC, a to-be-formed-limited
liability corporation, requests approval to become the new
operator of Renal Care of Northern New York, LLC
(RCNNY), an existing 24-station chronic dialysis center
located at 19328 Washington Street, Watertown. The
facility will continue to provide, life-sustaining
hemodialysis, peritoneal dialysis, peritoneal dialysis
training, and support services to End Stage Renal
Disease (ESRD) patients residing in the area.

The current and proposed ownership of Renal Care of
Northern New York, LLC is as follows:

Current

Renal Care of Northern New York, LLC
MEMBERS:
-- Apollo Healthcare, LLC (50%)
-- Nephrology Associates Holding, LLC (50%)

Proposed
Watertown Dialysis Center, LLC

MEMBERS:
-- New York Dialysis Services, Inc. (75%)
-- Nephrology Associates Holding, LLC (25%)

Apollo Health Care, LLC, is owned by Donald Landry,
M.D (50%), Ph.D., and Michael Sloma (50%), and
Nephrology Associates Holdings, LLC is owned 100% by
Khalid P. Sindhu, M.D.

New York Dialysis Services, Inc. is a wholly-owned and
dually established subsidiary of Fresenius Medical Care
Holdings, Inc. The applicant will enter into a Contribution
and Redemption Agreement and an Article 28 Asset
Purchase Agreement of the facility. These agreements
will be discussed in a subsequent section.

The current operator has entered into a Master
Administrative Services Agreement with New York
Dialysis Services, Inc. (NYDS) pursuant to which NYDS

will provide certain administrative and facility support
services to RCNNY, in connection with their operation of
the facility until this application is finally approved. It is
anticipated that at closing, following receipt of PHHPC
approval, the Master Administrative Services Agreement
will be assigned by RCNNY to, and assumed by,
Watertown Dialysis Center, LLC. NYDS will continue to
provide administrative and facility support services for a
transition period of suitable length, for a term to be agreed
upon by the Operator and NYDS.

DOH Recommendation
Contingent approval.

Need Summary

This project is a change in ownership and does not result
in any capacity or service changes. Jefferson County has
a need for an additional two stations to treat residents or
ten stations to treat all patients receiving treatments.

Program Summary

Based on the information reviewed, staff found nothing
that would reflect adversely upon the applicant’s
character and competence or standing in the community.

Financial Summary

The purchase price for the asset purchase agreement
and the contribution and redemption agreement totals
$5,400,000, which will be met from operations of
Fresenius Medical Care Holdings, Inc.

Budget: Revenues: $ 6,245,000
Expenses 6,055,000

Gain/(Loss): $ 190,000

It appears that the applicant has demonstrated the
capability to proceed in a financially feasible manner.
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Recommendations

Health Systems Agency
There will be no HSA recommendation for this application.

Office of Health Systems Management
Approval contingent upon:

1. Submission of an executed transfer and affiliation agreement, acceptable to the Department, with a local acute
care hospital. [HSP]

2. Submission of an assumed name or d/b/a, if applicaple, acceptable to the Department. [HSP]

3. Submission of a photocopy of a resolution of Watertown Dialysis Center, LLC, acceptable to the Department.
[CSL]

4. Submission of a photocopy of a Certificate of Assumed Name, acceptable to the Department. [CSL]

5. Submission of a photocopy of an Assignment and Assumption of Lease, Consent and Amendment, acceptable to
the Department. [CSL]

6. Submission of a photocopy of a Master Administrative ervices Agreement, acceptable to the Department. [CSL]

7. Submission of a photocopy of the Articles of Organization of Watertown Dialysis Center, LLC, acceptable to the
Department. [CSL]

8. Submission of a photocopy of the Operating Agreement of Watertown Dialysis Center, LLC, acceptable to the
Department. [CSL]

9. Submission of information regarding Apollo FMS Watertown, LLC, acceptable to the Department. [CSL]

10. Submission of a photocopy of the Articles of Organization of Apollo FMS Watertown, LLC, acceptable to the
Department. [CSL]

11. Submission of a photocopy of the Operating Agreement of Apollo FMS Watertown, LLC, acceptable to the
Department. [CSL]

12. Submission of a photocopy of the Articles of Organization of Nephrology Associates Holdings, LLC, acceptable to
the Department. [CSL]

13. Submission of a photocopy of the Operating Agreement of Nephrology Associates Holdings, LLC, acceptable to
the Department. [CSL]

14. Submission of revised legal documentation reflecting the change in the proposed name of the operator from FMS
Watertown, LLC to Watertown Dialysis Center, LLC, acceptable to the Department. [CSL]

15. Submission of the Certificate of Incorporation of New York Dialysis Services, Inc. acceptable to the Department.
[CSL]

16. Submission of the Bylaws of New York Dialysis Services, Inc, acceptable to the Department. [CSL]

17. Submission of a photocopy of the Articles of Dissolution of Renal Care of Northern New York, LLC or a Certificate
of Amendment to the Articles or Organization of Renal Care of Northern New York, LLC, acceptable to the
Department. [CSL]

Council Action Date
February 7, 2013.

]
Project # 122067-E Exhibit Page 2



Need Analysis

Background
FMS Watertown, LLC seeks approval to be the new operator of Renal Care of Northern New York, a 24 station
dialysis center located at 19328 Washington Street, Watertown, 13601, in Jefferson County.

The population Jefferson County was 117,910 in 2010. The percentage of residents age 65 and over was 11.2% and
the nonwhite population was 15.7%. These are the population groups that are most in need of end stage renal dialysis
services.

Ages 65 and Over: 11.2% State Average: 13.7%

Nonwhite: 15.7% State Average: 42.0%
Source: U.S. Census 2010

Capacity
The Department’s methodology to estimate capacity for chronic dialysis stations is specified in Part 709.4 of Title 10
and is as follows:

One free standing station represents 702 treatments per year. This is based on the expectation that the center will
operate 2.5 patient shifts per day at 6 days per week, which can accommodate 15 patients per week (2.5 x 6 x 15 x 52
weeks). This projected 702 treatments per year is based on a potential 780 treatments x 52 weeks x 90% utilization
rate = 702.

One hospital based station is calculated at 499 treatments per year per station. This is the result of 2.0 shifts per day
X 6 days per week x 52 weeks x 80% utilization rate. One hospital based station can treat 3 patients per year.

Per Department policy, hospital-based stations can treat fewer patients per year. Statewide, the majority of stations
are freestanding, as are the majority of applications for new stations. As such, when calculation the need for
additional stations, the Department bases the projected need on establishing additional freestanding stations.

There is currently 1 facility with 24 freestanding dialysis stations operating in Jefferson County. This project will not
add any net new freestanding stations to the system.

Based upon DOH methodology, existing stations could treat a total of 108 patients annually.

2011 2016
Total Total o I?rrggglc ted] s Projected
Patients Residents Patients Residents
Treated Treated Treated Treated
152 114 177 133
Freestanding Stations Needed 34 26 40 30
Existing Stations 24 24 24 24
w/Approval of This CON 24 24 24 24
Unmet Need With Approval 10 2 16 6

**ES — Freestanding
***Based upon a estimate of a three percent annual increase

The data in the first row, "Freestanding Stations Needed," comes from the DOH methodology of each station being
able to treat 4.5 patients. The data in the next row, "Existing Stations,” comes from the Department’s Health Facilities
Information System (HFIS). "Unmet Need" comes from subtracting needed stations from existing stations. "Total
Patients Treated" is from IPRO data from 2011.
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Conclusion

The proposed establishment of FMS Watertown, LLC as the new operator of Renal Care of Northern New York, LLC
will help ensure the continued operation of the facility’s 24 dialysis stations, which serve an area of current unmet need
and of projected additional need by 2016.

Recommendation
From a need perspective, approval is recommended.

Programmatic Analysis

Establish Watertown Dialysis Center, LLC as the new operator of Renal Care of Northern New York.

Character and Competence
The members of Watertown Dialysis Center, LLC are:

Name
Apollo FMS Watertown, LLC 100%
New York Dialysis Services, Inc. 75%
Nephrology Associates, LLC 25%
Khalid Sindhu, MD 100%

New York Dialysis Services, Inc. is an established Article 28 dialysis provider operating over 30 dialysis centers
statewide and is a subsidiary of Fresenius Medical Care Holdings (FMCH). The sole member of Nephrology
Associates, Khalid Sindhu, is a practicing nephrologist.

Staff from the Division of Certification & Surveillance reviewed the disclosure information submitted regarding licenses
held, formal education, training in pertinent health and/or related areas, employment history, a record of legal actions,
and a disclosure of the applicant’s ownership interest in other health care facilities. Licensed individuals were checked
against the Office of Medicaid Management, the Office of Professional Medical Conduct, and the Education
Department databases as well as the US Department of Health and Human Services Office of the Inspector General
Medicare exclusion database.

Additionally, the staff from the Division of Certification & Surveillance reviewed the ten-year surveillance history of all
associated facilities. Sources of information included the files, records, and reports found in the Department of Health.
Included in the review were the results of any incident and/or complaint investigations, independent professional
reviews, and/or comprehensive/focused inspections. The review found that any citations were properly corrected with
appropriate remedial action.

Apollo Healthcare d/b/a Niagara Renal Center was fined $2,000 in 2006 for building a dialysis center without certificate
of need approval.

FMCH disclosed four lawsuits and investigations. One involves possible improper laboratory tests. A second involves
a subsidiary supply company. The third is investigating the relationship between retail pharmacies and outpatient
dialysis facilities and the reimbursement of medications provided to ESRD patients. The fourth involves labeling and
warnings for dialysate concentrate products. Each disclosure involves multiple parties with overlapping authority. At
this time there are no findings.

Recommendation
From a programmatic perspective, contingent approval is recommended.
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Financial Analysis

Asset Purchase Agreement
The applicant will purchase the operation of Renal Care of Northern, New York, and LLC under the terms of the
executed asset contribution and purchase agreement, summarized below:

Date: December 1, 2010

Buyer: Watertown Dialysis Center, LLC - Members are: 75% New York Dialysis Services,
Inc., and 25% Nephrology Associates Holding, LLC

Seller: Renal Care of Northern New York, LLC (RCNNY), (Owners Apollo Health Care,
LLC (50%) and Nephrology Associates Holdings, LLC (50%).

Purchased Assets: Transferred Assets mean all of the assets, rights and properties of RCNNY, Seller

or Contributor used or useable in connection with the Business, including without
limitation, copies of patient lists, patient appointment books and other medical
records for the extent permitted by applicable legal requirements.

Excluded Assets: The transferred assets shall not include any of the following assets: pre-first
closing assets; original medical records; the rights arising under any contracts that
are not assumed contracts; any inter-company balances due to or from any
transferor or equity holder or any of their respective affiliates; all properties and
third party software that is not assignable to the Company or that the Company
chooses not to assume at closing; all income tax refunds and tax deposits; all
minute books or similar company records and tax returns of the transferor and any
insurance policies.

Assumed Liabilities:  On the closing date, the Company shall assume, and shall thereafter timely pay
and perform the following obligations and liabilities of Apollo-Hauppauge;
obligations under the Assumed Contracts and professional malpractice claims
against RCNNY.

Purchase Price: $5,400,000 (3,600,000 to Apollo Health Care, LLC and 1,800,000 to Nephrology
Associates Holdings, LLC and a 25% ownership interest in Watertown Dialysis
Center, LLC).

The applicant submitted an affidavit, which is acceptable to the Department, in which the applicant agrees,
notwithstanding any agreement, arrangement or understanding between the applicant and the transferor to the
contrary, to be liable and responsible for any Medicaid overpayments made to the facility and/or surcharges,
assessments or fees due from the transferor pur