STATE OF NEW YORK
PUBLIC HEALTH AND HEALTH PLANNING COUNCIL

COMMITTEE DAY

AGENDA

November 18, 2021
10:15 a.m.

Empire State Plaza, Concourse Level, Meeting Room 6, Albany

I.  SPECIAL COMMITTEE ON CODES, REGULATIONS, AND LEGISLATION

Angel Gutiérrez, Chair

For Emergency Adoption
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763.13,766.11, 794.3 & 1001.11 of Title 10 NYCRR & Sections 487.9, 488.9 and 490.9 of

Title 18 NYCRR (Prevention of COVID-19 Transmission by Covered Entities)

21-15 Addition of Sections 2.9 and 2.62 to Title 10 NYCRR (COVID-19 Reporting and Testing)
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763.13, 766.11, 794.3 & 1001.11 of Title 10 NYCRR & Sections 487.9, 488.9 and 490.9 of

Title 18 NYCRR (Prevention of COVID-19 Transmission by Covered Entities)

21-08 Amendment of Section 756.3 and Repeal of Section 756.4 of Title 10 NYCRR
(Abortion Services



I1.

***CONVENE SPECIAL FULL COUNCIL MEETING***

COMMITTEE ON ESTABLISHMENT AND PROJECT REVIEW

Peter Robinson, Chair

A. Applications for Establishment and Construction of Health Care Facilities/Agencies
Acute Care Services- Establish and Construct Exhibit # 1
Number Applicant/Facility
I. 212009E Long Island Community Hospital and Hospice
(Suffolk County)
Diagnostic and Treatment Centers - Establish/Construct Exhibit # 2
Number Applicant/Facility
1. 201273 B CFR Advance Services, LLC d/b/a Village Med
& Rehabilitation

(Queens County)

2. 211132B Arena Care LLC
(Suffolk County)
3. 211262 E Montefiore Westchester Community Corp. t/b/k/a
Montefiore Einstein Advanced Care
(Westchester County)
4. 211270 B Samaritan Daytop Health, Inc.
(Bronx County)
5. 212015B RiverSpring Project Corp. t/b/k/a RiverSpring DTC Corp.
(Kings County)
6. 212032B Emes Vision Center LLC
(Kings County)
Certified Home Health Agencies - Establish/Construct Exhibit # 3
Number Applicant/Facility
1. 211107E Northern Lights Home Health Care
(St. Lawrence County)
2. 211169 E OGL Holdings, LLC d/b/a Mount Sinai at Home
(Nassau County)



B. Certificates Exhibit # 4

Certificate of Amendment of the Certificate of Incorporation
Applicant

1.  Hudson River Healthcare, Inc.

Certificate of Dissolution

Applicant

1. Buena Vida Corporation



SUMMARY OF EXPRESS TERMS

These regulations clarify the authority and duty of the New York State Department of Health
(“Department”) and local health departments to protect the public in the event of an outbreak of
communicable disease, through appropriate public health orders issued to persons diagnosed
with or exposed to a communicable disease. These regulations also require hospitals to report
syndromic surveillance data to the Department upon direction from the Commissioner and

clarify reporting requirements for clinical laboratories with respect to communicable diseases.



Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Sections 225, 576, and 2803 of the Public Health Law, Section 2.2
of Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of the State of
New York is amended, Section 2.6 is repealed and a new Section 2.6 is added, a new Section
2.13 is added, Sections 2.25 through 2.30 are repealed, a new Section 58-1.14 is added, and
Section 405.3 is amended, to be effective upon filing with the Secretary of State, to read as

follows:

Subdivision (b) and (c) of Section 2.2 are amended, and new subdivisions (h) through (q) are

added, to read as follows:

(b) [A case is defined as] Case shall mean a person who has been diagnosed [as likely to have]

as having a particular disease or condition. The diagnosis may be based [solely] on clinical

judgment, signs and symptoms combined with known exposure based on the best available

evidence of transmissibility to a case or suspected case, [solely] and/or on laboratory

evidence, [or on both criteria] as applicable.

(c) [A suspected case is defined as] Suspected case shall mean a person who has been

[diagnosed] determined as [likely to have] possibly having a particular disease or condition.

[The suspected diagnosis] A suspected case may be based [solely] on signs and symptoms,

signs and symptoms combined with known exposure based on the best available evidence of

transmissibility to a case or suspected case, [or solely] and/or on laboratory evidence, [or on

both criteria] as applicable. The term “‘suspected case” shall include persons under




investigation, consistent with any guidance that the Commissioner of Health may issue with

respect to a particular disease.

(h) Contact shall mean any person known to have been sufficiently associated with a case or

(1)

W)

suspected case that, based on the best available evidence of transmissibility, such person has

had the opportunity to contract a particular disease or condition.

Isolation shall mean the physical separation and confinement of an individual or group of

individuals who are infected or reasonably determined by the State Commissioner of Health

or local health authority to be infected with a highly contagious disease or organism, for such

time as will prevent or limit the transmission of the reportable disease or organism to non-

1solated individuals, in the clinical judgment of the State Commissioner of Health, or of the

local health authority and consistent with any direction that the State Commissioner of

Health may issue.

Quarantine shall mean the physical separation and confinement of an individual or groups of

individuals who are reasonably determined by the State Commissioner of Health or local

health authority to have been exposed to a highly contagious communicable disease, but who

do not show signs or symptoms of such disease, for such time as will prevent transmission of

the disease, in the clinical judegment of the State Commissioner of Health, or of the local




health authority and consistent with any direction that the State Commissioner of Health may

1Ssue.

(k) Home guarantine or home isolation shall mean quarantine or isolation in a person’s home,

consistent with this Part and any direction that the State Commissioner of Health may issue:

(1) Congregate quarantine shall mean quarantine at a location operated or contracted by the

State or local health authority, consistent with this Part and any direction that the State

Commissioner of Health may issue, where multiple persons are quarantined:

(m)Highly contagious communicable disease shall mean a communicable disease or unusual

disease that the State Commissioner of Health determines may present a serious risk of harm

to the public health, for which isolation or quarantine may be required to prevent its spread.

(n) Monitor shall mean contacting a person who is the subject of an isolation or quarantine order

by the State Department of Health or local health authority, to ensure compliance with the

order and to determine whether such person requires a higher level of medical care,

consistent with any direction that the State Commissioner of Health may issue.

(0) Mandatory quarantine shall mean quarantine pursuant to a legal order consistent with this

Part.

(p) Yoluntary quarantine shall mean quarantine pursuant to a voluntary agreement with a public

health authority.

(q) Confinement shall mean enforcement of an isolation or quarantine order through the use or

possible use of law enforcement personnel.




Section 2.6 is repealed and replaced as follows:

2.6 Investigations and Response Activities.

(a) Except where other procedures are specifically provided in law, every local health authority,
either personally or through a qualified representative, shall immediately upon receiving a
report of a case, suspected case, outbreak, or unusual disease, investigate the circumstances
of such report at any and all public and private places in which the local health authority has
reason to believe, based on epidemiological or other relevant information available, that such
places are associated with such disease. Such investigations and response activities shall,
consistent with any direction that the State Commissioner of Health may issue:

(1) Verify the existence of a disease or condition;

(2) Ascertain the source of the disease-causing agent or condition;

(3) Identify unreported cases;

(4) Locate and evaluate contacts of cases and suspected cases, as well as those reasonably
expected to have been exposed to the disease;

(5) Collect and submit, or cause to be collected or submitted, for laboratory examination
such specimens as may furnish necessary or appropriate information for determining the
source of disease, or to assist with diagnosis; and furnish or cause to be furnished with
such specimens pertinent data on forms prescribed by the State Commissioner of Health,
including but not limited to the history of cases, physical findings and details of the
epidemiological investigation;

(6) Examine the processes, structures, conditions, machines, apparatus, devices, equipment,
records, and material within such places that may be relevant to the investigation of

disease or condition;



(7) Instruct a responsible member of a household or entity, as applicable, to implement
appropriate actions to prevent further spread of a disease; and
(8) Take any other steps to reduce morbidity and mortality that the local health authority

determines to be appropriate.

(b) When a case or suspected case of a disease, condition, outbreak, or unusual disease occurs in
any business, organization, institution, or private home, the person in charge of the business,
organization, institution or the home owner, as well as any individuals or entities required to
report pursuant to sections 2.10 and 2.12 of this Part, shall cooperate with the State
Department of Health and local health authorities in the investigation of such disease,

condition, outbreak, or unusual disease.

(c) Investigation Updates and Reports.

(1) Upon request of the State Department of Health, the local health authority shall submit
updates and reports on outbreak investigations to the State Department of Health. The
content, timeframe, and manner of submission of such updates shall be determined by the
State Department of Health.

(2) The local health authority shall complete investigation reports of outbreaks within 30
days of the conclusion of the investigation in a manner prescribed by the State
Commissioner of Health, unless the State Commissioner of Health prescribes a different

time period.



(d) Commissioner authority to lead investigation and response activities.

(1) The State Commissioner of Health may elect to lead investigation and response activities
where:

(1) Residents of multiple jurisdictions within the State are affected by an outbreak of
a reportable disease, condition, or unusual disease; or

(i1) Residents in a jurisdiction or jurisdictions within the State and in another state or
states are affected by an outbreak of a reportable disease, condition, or unusual
disease; or

(ii1)An outbreak of an unusual disease or a reportable disease or condition involves a
single jurisdiction with the high potential for statewide impact.

(2) Where the State Commissioner of Health elects to lead investigation and response
activities pursuant to paragraph (1) of this subdivision, local health authorities shall take
all reasonable steps to assist in such investigation and response, including supply of
personnel, equipment or information. Provided further that the local health authority shall
take any such action as the State Commissioner of Health deems appropriate and that is
within the jurisdiction of the local health authority. Any continued investigation or
response by the local health authority shall be solely pursuant to the direction of the State
Commissioner of Health, and the State Commissioner of Health shall have access to any

investigative materials which were heretofore created by the local health authority.

New section 2.13 is added to read as follows:

2.13  Isolation and Quarantine Procedures



(a) Duty to issue isolation and quarantine orders

(1) Whenever appropriate to control the spread of a highly contagious communicable
disease, the State Commissioner of Health may issue and/or may direct the local
health authority to issue isolation and/or quarantine orders, consistent with due
process of law, to all such persons as the State Commissioner of Health shall
determine appropriate.

(2) Paragraph (1) of this subdivision shall not be construed as relieving the authority and
duty of local health authorities to issue isolation and quarantine orders to control the
spread of a highly contagious communicable disease, consistent with due process of
law, in the absence of such direction from the State Commissioner of Health.

(3) For the purposes of isolation orders, isolation locations may include home isolation or
such other residential or temporary housing location that the public health authority
issuing the order determines appropriate, where symptoms or conditions indicate that
medical care in a general hospital is not expected to be required, and consistent with
any direction that the State Commissioner of Health may issue. Where symptoms or
conditions indicate that medical care in a general hospital is expected to be required,
the isolation location shall be a general hospital.

(4) For the purposes of quarantine orders, quarantine locations may include home
quarantine, other residential or temporary housing quarantine, or quarantine at such
other locations as the public health authority issuing the order deems appropriate,

consistent with any direction that the State Commissioner of Health may issue.

(b) Any isolation or quarantine order shall specify:



(1) The basis for the order;

(2) The location where the person shall remain in isolation or quarantine, unless travel is
authorized by the State or local health authority, such as for medical care;

(3) The duration of the order;

(4) Instructions for traveling to the isolation or quarantine location, if appropriate;

(5) Instructions for maintaining appropriate distance and taking such other actions as to
prevent transmission to other persons living or working at the isolation or quarantine
location, consistent with any direction that the State Commissioner of Health may issue;

(6) If the location of isolation or quarantine is not in a general hospital, instructions for
contacting the State and/or local health authority to report the subject person’s health
condition, consistent with any direction that the State Commissioner of Health may issue;

(7) If the location of isolation or quarantine is a multiple dwelling structure, that the person
shall remain in their specific dwelling and in no instance come within 6 feet of any other
person, and consistent with any direction that the State Commissioner of Health may
issue;

(8) If the location of isolation or quarantine is a detached structure, that the person may go
outside while remaining on the premise, but shall not leave the premise or come within 6
feet of any person who does not reside at the premise, or such other distance as may be
appropriate for the specific disease, and consistent with any direction that the State
Commissioner of Health may issue;

(9) Such other limitations on interactions with other persons as are appropriate, consistent

with any direction that the State Commissioner of Health may issue;



(10) Notification of the right to request that the public health authority issuing the
order inform a reasonable number of persons of the conditions of the isolation or
quarantine order;

(11) A statement that the person has the right to seek judicial review of the order;

(12) A statement that the person has the right to legal counsel, and that if the person is

unable to afford legal counsel, counsel will be appointed upon request.

(c) Whenever a person is subject to an isolation or quarantine order, the State Department of
Health or local health authority, or the local health authority at the State Department of
Health’s direction shall, consistent with any direction issued by the State Commissioner of
Health:

(1) monitor such person to ensure compliance with the order and determine whether such
person requires a higher level of medical care;

(2) whenever appropriate, coordinate with local law enforcement to ensure that such
person comply with the order; and

(3) the extent such items and services are not available to such person, provide or arrange
for the provision of appropriate supports, supplies and services, including, but not

limited to: food, laundry, medical care, and medications.

(d) If the location of an isolation or quarantine order is owned by a landlord, hotel, motel or

other person or entity, no such landlord or person associated with such hotel, motel or other

person or entity shall enter the isolation or quarantine location without permission of the

10



local health authority, and consistent with any direction that the State Commissioner of

Health may issue.

(e) No article that is likely to be contaminated with infective material may be removed from a
premise where a person is isolated or quarantined unless the local health authority determines
that such article has been properly disinfected or protected from spreading infection, or
unless the quarantine period expires and there is no risk of contamination. Such
determinations shall be made pursuant to any direction that the State Commissioner of Health

may issue.

(f) Any person who violates a public health order shall be subject to all civil and criminal
penalties as provided for by law. For purposes of civil penalties, each day that the order is

violated shall constitute a separate violation of this Part.

(g) Duty of attending physician

(1) Every attending physician shall immediately, upon discovering a case or suspected
case of a highly contagious reportable communicable disease, cause the patient to be
appropriately isolated and contact the State Department of Health and the local health
authority where the patient is isolated and, if different, the local health authority where

the patient resides.

(2) Such physician shall advise other members of the household regarding precautions to
be taken to prevent further spread of the disease, consistent with any direction that the

State Commissioner of Health may issue.

11



(3) Such physician shall furnish the patient, or caregiver of such patient where applicable,
with detailed instructions regarding the disinfection and disposal of any contaminated

articles, consistent with any direction that the State Commissioner of Health may issue.

Sections 2.25, 2.26, 2.27. 2.28, 2.29, and 2.30 are repealed.

Paragraph (11) of subdivision (d) of section 405.3 is amended, paragraph (12) is renumbered

paragraph (13), and a new paragraph (12) is added, to read as follows:

(d) Records and reports. Any information, records or documents provided to the department shall
be subject to the applicable provisions of the Public Health Law, Mental Hygiene Law,
Education Law, and the Public Officers Law in relation to disclosure. The hospital shall maintain
and furnish to the Department of Health, immediately upon written request, copies of all

documents, including but not limited to:

(11) written minutes of each committee's proceedings. These minutes shall include at least the

following:

(1) attendance;

(i1) date and duration of the meeting;

(i11) synopsis of issues discussed and actions or recommendations made; [and]

(12) whenever the commissioner determines that there exists an outbreak of a highly contagious

communicable disease pursuant to Part 2 of this Title or other public health emergency, such

12



syndromic surveillance data as the commissioner deems appropriate, which the hospital shall

submit in the manner and form determined by the commissioner; and

(13) any record required to be kept by the provisions of this Part.

New section 58-1.14 1s added to read as follows:

Section 58-1.14 Reporting of certain communicable diseases.

(a) The commissioner shall designate those communicable diseases, as defined by section 2.1 of
the Sanitary Code, that require prompt action, and shall make available on the Department’s

website a list of such communicable diseases.

(b) Laboratories performing tests for screening, diagnosis or monitoring of communicable
diseases requiring prompt action pursuant to subdivision (a) of this section, for New York State

residents and/or New York State health care providers, shall:

(1) immediately report to the commissioner all positive results for such communicable

diseases in a manner and format as prescribed by the commissioner; and

(i1) report all results, including positive, negative and indeterminate results, to the

commissioner in a time and manner consistent with Public Health Law § 576-c.

Section 405.3 is amended by adding a new subdivision (g) as follows:

(g) Whenever the commissioner determines that there exists an outbreak of a highly contagious

communicable disease pursuant to Part 2 of this Title or other public health emergency, the

13



commissioner may direct general hospitals, as defined in Article 28 of the public health law, and
consistent with the federal Emergency Medical Treatment and Labor Act (EMTALA), to accept
patients pursuant to such procedures and conditions as the commissioner may determine

appropriate.

14



REGULATORY IMPACT STATEMENT

Statutory Authority:

The statutory authority for the regulatory amendments to Part 2 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York is Section 225 of the
Public Health Law (PHL), which authorizes the Public Health and Health Planning Council
(PHHPC), subject to the approval of the Commissioner of Health (Commissioner), to establish
and amend the State Sanitary Code (SSC) provisions related to any matters affecting the security
of life or health or the preservation and improvement of public health in the State of New York.
Additionally, Section 2103 of the PHL requires all local health officers to report cases of
communicable disease to the New York State Department of Health (Department).

The statutory authority for the proposed new section 58-1.14 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York is section 576 of the
PHL, which authorizes the Department to adopt regulations prescribing the requirements for the
proper operation of a clinical laboratory, including the methods and the manner in which testing
or analyses of samples shall be performed and reports submitted.

The statutory authority for the proposed amendments to section 405.3 of Title 10 of the
Official Compilation of Codes, Rules and Regulations of the State of New York is section 2803
of the PHL, which authorizes 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.

15



Legislative Objectives:

The legislative objective of PHL § 225 is, in part, to protect the public health by
authorizing PPHPC, with the approval of the Commissioner, to amend the SSC to address public
health issues related to communicable disease.

The legislative objective of PHL § 576 is, in part, to promote public health by
establishing minimum standards for clinical laboratory testing and reporting of test results,
including to the Department for purposes of taking prompt action to address outbreaks of
disease.

The legislative objective of PHL § 2803 includes among other objectives authorizing
PHHPC, with the approval of the Commissioner, to adopt regulations concerning the operation

of facilities licensed pursuant to Article 28 of the PHL, including general hospitals.

Needs and Benefits:

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health
conditions.

On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of

confirmed cases of COVID-19 in the United States, a public health emergency existed and had

16



existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) has identified a concerning national trend of
increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases have risen more
than 10-fold, and over 99 percent of the sequenced recent positives in New York State were the
Delta variant.

In light of this situation, these regulations update, clarify and strengthen the Department’s
authority as well as that of local health departments to take specific actions to control the spread
of disease, including actions related to investigation and response to a disease outbreak, as well
as the issuance of isolation and quarantine orders.

The following is a summary of the amendments to the Department’s regulations:

Part 2 Amendments:

- Relocate and update definitions, and add new definitions
e Repeal and replace current section 2.6, related to investigations, to make existing
clarify local health department authority.
- Sets forth specific actions that local health departments must take to investigate
a case, suspect case, outbreak, or unusual disease.
- Requires individuals and entities subject to a public health investigation to

cooperate with the Department and local health departments.

17



While the Department works collaboratively with local health departments on a
variety of public health issues, including disease control, this regulation clarifies
the authority for the Commissioner to lead disease investigation activities under
certain circumstances (i.e., where there is potential for statewide impact,
multiple jurisdictions impacted, or impact on one or more New York State
jurisdictions and another state or states), while working collaboratively with
impacted local health departments. In all other situations, local health
departments retain the primary authority and responsibility to control
communicable disease within their respective jurisdictions, with the Department

providing assistance as needed.

(1) Codifies in regulation the requirement that local health departments send reports the

Department during an outbreak.

e New section 2.13 added to clarify isolation and quarantine procedures.

Clarify that the State Department of Health has the authority to issue isolation
and quarantine orders, as do local departments of health.

Clarifies locations where isolation or quarantine may be appropriate.

Sets forth requirements for the content of isolation and quarantine orders.
Specifies other procedures that apply when a person is isolated or quarantined.
Explicitly states that violation of an order constitutes grounds for civil and/or
criminal penalties

Relocates and updates existing regulatory requirements that require the

attending physician to report cases and suspected cases to the local health

18



authority, and to requires physicians to provide instructions concerning how to
protect others.
Part 58 Amendments
e New section 58-1.14 added clarifying reporting requirements for certain
communicable diseases

- Requires the Commissioner to designate those communicable disease that
require prompt action, and to make available a list of such disease on the
State Department of Health website.

- Requires clinical laboratories to immediately report positive test results for
communicable diseases identified as requiring prompt attention, in a manner
and format identified by the Commissioner.

- Requires clinical laboratories to report all test result, including negative and
indeterminate results, for communicable diseases identified as requiring
prompt attention, via the Electronic Clinical Laboratory Reporting System
(ECLRS).

Part 405 Amendments
e Mandates hospitals to report syndromic surveillance data during an outbreak of a
highly contagious communicable disease.
e Permits the Commissioner to direct hospitals to take patients during an outbreak of a
highly contagious communicable disease, which is consistent with the federal

Emergency Medical Treatment and Labor Act (EMTALA).

19



COSTS:

Costs to Regulated Parties:

The requirement that hospital submit syndromic surveillance reports when request during
an outbreak is not expected to result in any substantial costs. Hospitals are already regularly and
voluntarily submitting data to the Department, and nearly all of them submit such reports
electronically. With regard to the Commissioner directing general hospitals to accept patients
during an outbreak of a highly contagious communicable disease, hospitals are already required
to adhere to the federal Emergency Medical Treatment and Labor Act (EMTALA).

Accordingly, both of these proposed amendments will not impose any substantial additional cost
to hospitals.

Clinical laboratories must already report communicable disease testing results using the
ECLRS and must also immediately report communicable diseases pursuant to PHL § 2102. The
regulation simply clarifies existing requirements and is not anticipated to imposes any substantial
additional costs beyond those costs that laboratories would incur in the absence of these
regulations.

Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of
local governments. As such, these regulations do not impose any substantial additional costs

beyond what local health departments would incur in the absence of these regulations.

Costs to Local and State Governments:
Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of

local governments. As such, these regulations do not impose any substantial additional costs
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beyond what local health departments would incur in the absence of these regulations. Further,
making explicit the Department’s authority to lead investigation activities will result in increased
coordination of resources, likely resulting in a cost-savings for State and local governments.

Any clinical laboratories operated by a local government must already report
communicable disease testing results using the ECLRS and must also immediately report
communicable diseases pursuant to PHL § 2102. The regulation simply clarifies existing
requirements and is not anticipated to imposes any substantial additional costs beyond those
costs that laboratories would incur in the absence of these regulations.

To the extent that the State Department of Health and local health departments issue
isolation and quarantine orders in response to COVID-19, such actions will impose costs upon
the state. As the scope of any outbreak is difficult to predict, the cost to the State of issuing such

orders cannot be predicted at this time.

Paperwork:

Some hospitals may be required to make additional syndromic surveillance reports that
they are not already making. Otherwise, these regulations do not require any additional
paperwork.

Local Government Mandates:

Under existing regulation, local health departments already have the authority and

responsibility to take actions to control the spread of disease within their jurisdictions. The

proposed amendments clarify these existing authorities and duties.
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Duplication:

There is no duplication in existing State or federal law.

Alternatives:

The alternative would be to leave in place the current regulations on disease investigation
and isolation and quarantine. However, many of these regulatory provisions have not been
updated in fifty years and should be modernized to ensure appropriate response to a disease

outbreak, such as COVID-19.

Federal Standards:
States and local governments have primary authority for controlling disease within their
respective jurisdictions. Accordingly, there are no federal statutes or regulations that apply to

disease control within NYS.

Compliance Schedule:

These emergency regulations will become effective upon filing with the Department of
State and will expire, unless renewed, 90 days from the date of filing. As the COVID-19
pandemic is consistently and rapidly changing, it is not possible to determine the expected
duration of need at this point in time. The Department will continuously evaluate the expected
duration of these emergency regulations throughout the aforementioned 90-day effective period
in making determinations on the need for continuing this regulation on an emergency basis or
issuing a notice of proposed rulemaking for permanent adoption. This notice does not constitute

a notice of proposed or revised rule making for permanent adoption.
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Contact Person:

Katherine Ceroalo

New York State Department of Health

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

Empire State Plaza

Albany, New York 12237

(518) 473-7488

(518) 473-2019 (FAX)

REGSONA@health.ny.gov
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REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:
Under existing regulation, local health departments already have the authority and
responsibility to take actions to control the spread of disease within their jurisdictions. The

proposed amendments clarify these existing authorities and duties.

Compliance Requirements:

Under existing regulation, local health departments already have the authority and
responsibility to take actions to control the spread of disease within their jurisdictions. The
proposed amendments clarify these existing authorities and duties. With respect to mandating
syndromic surveillance reporting during an outbreak of a highly infectious communicable
disease, hospitals are already reporting syndromic surveillance data regularly and voluntarily.
With respect to clinical laboratories, they must already report communicable disease testing
results using the ECLRS and must also immediately report communicable diseases pursuant to
PHL § 2102. The regulation simply clarifies existing requirements and is not anticipated to
imposes any substantial additional costs beyond those costs that laboratories would incur in the

absence of these regulations.

Professional Services:

It is not expected that any professional services will be needed to comply with this rule.
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Compliance Costs:

Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of
local governments. As such, these regulations do not impose any substantial additional costs
beyond what local health departments would incur in the absence of these regulations.

Further, making explicit the Department’s authority to lead investigation activities will
result in increased coordination of resources, likely resulting in a cost-savings for State and local

governments.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, any adverse impacts are expected to be minimal. The
Department, however, will work with regulated entities to ensure they are aware of the new

regulations and have the information necessary to comply.

Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small business and local governments were
not consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity provided comments during the notice and comment period.
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RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and

the villages, individuals, institutions, communities, programs and such other entities or resources

as are found therein.”

The following 44 counties have a population of less than 200,000 based upon 2020

United States Census data:

Allegany County
Broome County
Cattaraugus County

Greene County
Hamilton County
Herkimer County

Schoharie County
Schuyler County
Seneca County

Cayuga County Jefferson County St. Lawrence County
Chautauqua County Lewis County Steuben County
Chemung County Livingston County Sullivan County
Chenango County Madison County Tioga County
Clinton County Montgomery County Tompkins County
Columbia County Ontario County Ulster County
Cortland County Orleans County Warren County
Delaware County Oswego County Washington County
Essex County Otsego County Wayne County
Franklin County Putnam County Wyoming County

Fulton County
Genesee County

Rensselaer County
Schenectady County
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The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the United States

Census estimated county populations for 2010:

Albany County Monroe County Orange County

Dutchess County Niagara County Saratoga County

Erie County Oneida County Suffolk County
Onondaga County

Reporting, Recordkeeping, and Other Compliance Requirements; and Professional
Services:

As the proposed regulations largely clarify existing responsibilities and duties among
regulated entities and individuals, no additional recordkeeping, compliance requirements, or
professional services are expected. With respect to mandating syndromic surveillance reporting
during an outbreak of a highly infectious communicable disease, hospitals are already reporting
syndromic surveillance data regularly and voluntarily. Additionally, the requirement for local
health departments to continually report to the Department during an outbreak is historically a
practice that already occurs. With respect to clinical laboratories, they must already report
communicable disease testing results using the ECLRS and must also immediately report

communicable diseases pursuant to PHL § 2102.

Compliance Costs:
As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, no initial or annual capital costs of compliance are expected

above and beyond the cost of compliance for the requirements currently in Parts 2, 58 and 405.
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Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, any adverse impacts are expected to be minimal. The
Department, however, will work with local health departments to ensure they are aware of the

new regulations and have the information necessary to comply.

Rural Area Participation:
Due to the emergent nature of COVID-19, parties representing rural areas were not
consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity provided comments during the notice and comment period.
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JOB IMPACT STATEMENT
The Department of Health has determined that this regulatory change will not have a

substantial adverse impact on jobs and employment, based upon its nature and purpose.
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EMERGENCY JUSTIFICATION

Where compliance with routine administrative procedures would be contrary to public
interest, the State Administrative Procedure Act (SAPA) § 202(6) empowers state agencies to
adopt emergency regulations necessary for the preservation of public health, safety, or general
welfare. In this case, compliance with SAPA for filing of this regulation on a non-emergency
basis, including the requirement for a period of time for public comment, cannot be met because
to do so would be detrimental to the health and safety of the general public.

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health
conditions.

On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of
confirmed cases of COVID-19 in the United States, a public health emergency existed and had
existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

New York State first identified cases on March 1, 2020 and thereafter became the national

epicenter of the outbreak.
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Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) has identified a concerning national trend of
increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases have risen more
than 10-fold, and over 99 percent of the sequenced recent positives in New York State were the
Delta variant.

Based on the foregoing, the Department has determined that these regulations, while
applicable to several diseases, are necessary to promulgate on an emergency basis to control the
spread of COVID-19 in New York State. Accordingly, current circumstances necessitate
immediate action, and pursuant to the State Administrative Procedure Act Section 206(6), a

delay in the issuance of these emergency regulations would be contrary to public interest.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Sections 201, 206, and 225 of the Public Health Law, Title 10
(Health) of the Official Compilation of Codes, Rules and Regulations of the State of New York
is amended by repealing Subpart 66-3 and repealing and replacing Section 2.60, to be effective

upon filing with the Secretary of State, to read as follows:

Subpart 66-3 is hereby repealed.

Section 2.60 is repealed and replaced to read as follows:

2.60. Face Coverings for COVID-19 Prevention

(a) As determined by the Commissioner based on COVID-19 incidence and prevalence, as well
as any other public health and/or clinical risk factors related to COVID-19 disease spread, any
person who is over age two and able to medically tolerate a face-covering may be required to
cover their nose and mouth with a mask or face-covering when: (1) in a public place and unable
to maintain, or when not maintaining, social distance; or (2) in certain settings as determined by
the Commissioner, which may include schools, public transit, homeless shelters, correctional
facilities, nursing homes, and health care settings, and which may distinguish between
individuals who are vaccinated against COVID-19 and those that are not vaccinated. The
Commissioner shall issue findings regarding the necessity of face-covering requirements at the

time such requirements are announced.



(b) Businesses must provide, at their expense, face-coverings for their employees required to

wear a mask or face-covering pursuant to subdivision (a) of this section.

(c) large-scale indoor event venues with more than five thousand attendees shall require patrons
to wear face coverings consistent with subdivision (a) of this section; may require all patrons to
wear a face covering irrespective of vaccination status; and may deny admittance to any person
who fails to comply. This regulation shall be applied in a manner consistent with the federal
American with Disabilities Act, New York State or New York City Human Rights Law, and any
other applicable provision of law.

(d) No business owner shall deny employment or services to or discriminate against any person
on the basis that such person elects to wear a face-covering that is designed to inhibit the
transmission of COVID-19, but that is not designed to otherwise obscure the identity of the

individual.

(e) For purposes of this section face-coverings shall include, but are not limited to, cloth masks,
surgical masks, and N-95 respirators that are worn to completely cover a person’s nose and
mouth.

(f) Penalities and enforcement.

(1) A violation of any provision of this Section is subject to all civil and criminal
penalties as provided for by law. Individuals or entities that violate this Section are
subject to a maximum fine of $1,000 for each violation. For purposes of civil
penalties, each day that an entity operates in a manner inconsistent with the Section
shall constitute a separate violation under this Section.

(i1))  All local health officers shall take such steps as may be necessary to enforce the

provisions of this Section accordance with the Public Health Law and this Title.



REGULATORY IMPACT STATEMENT

Statutory Authority:
The statutory authority for adding a new Section 2.60 is sections 201, 206, and 225 of the

Public Health Law.

Legislative Objectives:

The legislative objective of PHL § 201 includes authorizing the New York State
Department of Health (“Department’) to control and promote the control of communicable
diseases to reduce their spread. Likewise, the legislative objective of PHL § 206 includes
authorizing the Commissioner of Health to take cognizance of the interests of health and life of
the people of the state, and of all matters pertaining thereto and exercise the functions, powers
and duties of the department prescribed by law, including control of communicable diseases. The
legislative objective of Public Health Law § 225 is, in part, to protect the public health by
authorizing PHHPC, with the approval of the Commissioner, to amend the State Sanitary Code

to address public health issues related to communicable disease.

Needs and Benefits:

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health

conditions.



On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of
confirmed cases of COVID-19 in the United States, a public health emergency existed and had
existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) and the Department have identified a
concerning national trend of increasing circulation of the SARS-CoV-2 Delta variant. Cases in
New York are over 10-fold their levels in late June 2021, and greater than 99 percent of the
sequenced recent positives in New York State were the Delta variant.

These regulations provide that masking may be required under certain circumstances, as
determined by the Commissioner based on COVID-19 incidence and prevalence, as well as any

other public health and/or clinical risk factors related to COVID-19 disease spread.

COSTS:

Costs to Regulated Parties:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have been a
partner in implementing measures to limit the spread and/or mitigate the impact of COVID-19
within the state since March of 2020. Accordingly, this regulation does not impose additional

costs to regulated parties.



Costs to Local and State Governments:

State and local government are authorized to enforce civil and criminal penalties related
to the violation of these regulations, and there may be some cost of enforcement, however such
costs are anticipated to be minimal as these provisions continue existing enforcement

requirements.

Paperwork:

This regulation imposes no additional paperwork.

Local Government Mandates:

As part of ongoing efforts to address the COVID-19 pandemic, local governments have
been a partner in implementing and enforcing measures to limit the spread and/or mitigate the
impact of COVID-19 within their jurisdictions since March of 2020. Further, local governments
have separate authority and responsibilities to control disease within their jurisdictions pursuant

to PHL sec. 2100 and Part 2 of the State Sanitary Code.

Duplication:

There is no duplication of federal law.

Alternatives:
The alternative would be to not promulgate these emergency regulations. However, this

alternative was rejected, as the Department believes this regulation will facilitate the



Department’s ability to respond to the evolving nature of this serious and ongoing communicable

disease outbreak.

Federal Standards:
States and local governments have primary authority for controlling disease within their
respective jurisdictions. Accordingly, there are no federal statutes or regulations that apply to

disease control within NYS.

Compliance Schedule:

The regulations will become effective upon filing with the Department of State and will
expire, unless renewed, 90 days from the date of filing. As the COVID-19 pandemic is
consistently and rapidly changing, it is not possible to determine the expected duration of need at
this point in time. The Department will continuously evaluate the expected duration of these
emergency regulations throughout the aforementioned 90-day effective period in making
determinations on the need for continuing this regulation on an emergency basis or issuing a
notice of proposed ruling-making for permanent adoption. This notice does not constitute a
notice of proposed or revised rule making for permanent adoption.

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




REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:

As part of ongoing efforts to address the COVID-19 pandemic, businesses and local
government have been a partner in implementing measures to limit the spread and/or mitigate the
impact of COVID-19 within the state since March of 2020. Accordingly, this regulation will not

have a significant impact on or cost to small business and local government.

Compliance Requirements:

These regulations update previously filed emergency regulations to provide that masking
may be required under certain circumstances, as determined by the Commissioner based on
COVID-19 incidence and prevalence, as well as any other public health and/or clinical risk

factors related to COVID-19 disease spread.

Professional Services:

It is not expected that any professional services will be needed to comply with this rule.

Compliance Costs:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, this regulation will not have a

significant impact.



Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, any adverse impacts are expected

to be minimal.

Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small business and local governments were

not consulted.



RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

The following 44 counties have an estimated population of less than 200,000 based upon

the 2019 United States Census county populations projections:

Allegany County Greene County Schoharie County

Broome County Hamilton County Schuyler County

Cattaraugus County Herkimer County Seneca County

Cayuga County Jefferson County St. Lawrence County
Chautauqua County Lewis County Steuben County
Chemung County Livingston County Sullivan County

Chenango County
Clinton County
Columbia County
Cortland County

Delaware County

Madison County
Montgomery County
Ontario County

Orleans County

Tioga County
Tompkins County
Ulster County

Warren County



Essex County Oswego County Washington County

Franklin County Otsego County Wayne County

Fulton County Putnam County Wyoming County

Genesee County Rensselaer County Yates County
Schenectady County

The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the 2019 United States

Census population projections:

Albany County Niagara County Saratoga County
Dutchess County Oneida County Suffolk County
Erie County Onondaga County

Monroe County Orange County

Reporting, recordkeeping, and other compliance requirements; and professional services:
These regulations update previously filed emergency regulations to provide that masking

may be required under certain circumstances, as determined by the Commissioner based on

COVID-19 incidence and prevalence, as well as any other public health and/or clinical risk

factors related to COVID-19 disease spread.

Compliance Costs:
As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have

been a partner in implementing measures to limit the spread and/or mitigate the impact of
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COVID-19 within the state since March of 2020. Accordingly, this regulation does not impose

additional costs to regulated parties.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, adverse impacts are expected to

be minimal.

Rural Area Participation:

Due to the emergent nature of COVID-19, parties representing rural areas were not

consulted.
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JOB IMPACT STATEMENT
The Department of Health has determined that this regulatory change is necessary to
prevent further complete closure of the businesses impacted, and therefore, while there may be
lost revenue for many businesses, the public health impacts of continued spread of COVID-19

are much greater.
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EMERGENCY JUSTIFICATION

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health
conditions.

On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of
confirmed cases of COVID-19 in the United States, a public health emergency existed and had
existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) and the Department have identified a
concerning national trend of increasing circulation of the SARS-CoV-2 Delta variant. Cases in
New York are over 10-fold their levels in late June 2021, and greater than 99 percent of the
sequenced recent positives in New York State were the Delta variant.

To that end, these regulations provide that masking may be required under certain
circumstances, as determined by the Commissioner based on COVID-19 incidence and

prevalence, as well as any other public health and/or clinical risk factors related to COVID-19
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disease spread. Based on the foregoing, the Department has determined that these emergency
regulations are necessary to control the spread of COVID-19, necessitating immediate action.
Accordingly, pursuant to the State Administrative Procedure Act Section 202(6), a delay in the

issuance of these emergency regulations would be contrary to public interest.
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SUMMARY OF EXPRESS TERMS

These regulations are intended to implement section 2801-h of the Public Health Law
(PHL) and section 461-u of the Social Services Law (SSL), as enacted by Chapter 108 of the Laws
of 2021. These statutory amendments required the Commissioner of Health to promulgate
regulations governing personal caregiving visitors in all licensed nursing homes and adult care
facilities. According to the statute, a “personal caregiving visitor” means a family member, close
friend, or legal guardian of a resident designated by such resident, or such resident’s lawful
representative, to assist with personal caregiving or compassionate caregiving for the resident.
Personal caregiving is defined as care and support of a resident to benefit such resident’s mental,
physical, or social well-being, and compassionate caregiving is defined as personal caregiving
provided in anticipation of the end of the resident’s life or in the instance of significant mental,
physical or social decline or crisis (see PHL § 2801-h[1][a-c], SSL § 461-u[1][a-c]).

In accordance with the statutory directive, the new regulatory sections amend 10 NYCRR
415.3(d) to add new paragraphs (3), (4), and (5) concerning, respectively, personal caregiving
visitation, additional provisions relating to compassionate caregiving, and authority for the
Department of Health to review a nursing home’s personal caregiving visitation policies and
procedures. Likewise, for adult care facilities, the regulation adds a new section 485.18 of 18
NYCRR to address general visitation rights in an adult care facility (section 485.18[b]), personal
caregiving visitation (section 485.18[c]), additional provisions relating to compassionate
caregiving (section 485.18[d]), and authority for the Department of Health to review an adult care
facility’s personal caregiving visitation policies and procedures (section 485.18[¢]).

More specifically, the regulatory amendments relating to personal caregiving visitation, as

contained in the new 10 NYCRR 415.3(d)(3) and 18 NYCRR 485.18(c), provide that such



visitation shall be permitted in a nursing home and adult care facility during a public health
emergency declared under section twenty-four or section twenty-eight of the Executive Law,
notwithstanding general visitation restrictions in the facility, and subject to certain limitations,
including the need to limit or temporarily suspend personal caregiving visitation due to an increase
in local infection rates, temporary inadequate staff capacity, an acute emergency situation such as
loss of an essential service, or because the personal caregiving visitor poses a threat to the safety
and well-being of the resident or any resident or personnel in the facility. The regulations
governing personal caregiving visitation further: (i) set forth procedures for residents or their
lawful representatives to designate and change their designation of personal caregiving visitors;
(i1) provide that a resident shall be entitled to designate at least two personal caregiving visitors;
(i11) require that all personal caregiving visitors follow infection prevention safety protocols
required for nursing home and adult care facility staff, such as communicable disease testing,
health screenings, and donning appropriate personal protective equipment; and (iv) set forth
standards for a facility to determine the maximum frequency and duration of personal caregiving
visits and the total number of personal caregiving visitors allowed to visit the facility at any one
time.

The new 10 NYCRR 415.3(d)(4) and 18 NYCRR 485.18(d) establish additional provisions
for compassionate caregiving provided by personal caregiving visitors. These sections set forth
the situations in which a resident is eligible for a compassionate caregiving visitor and the

requirements for screening compassionate caregiving visitors prior to their entry into the facility.



Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by section 2801-h and 2803 of the Public Health Law and sections 461,
461-e, and 461-u of the Social Services Law, Section 415.3 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York (NYCRR) is hereby
amended and a new Section 485.18 of Title 18 of the NYCRR is hereby added, to be effective

upon filing with the Secretary of State, to read as follows:

Subparagraph (iv) of paragraph (2) of subdivision (d) of Section 415.3 of 10 NYCRR is amended
to read as follows:
(iv) provide immediate access to any resident by the following:

ok %
(f) immediate family or other relatives of the resident, subject to the resident's right to deny or
withdraw consent at any time; [and]

(2) personal caregiving visitors, as defined in subdivision (1) of section 2801-h of the Public

Health Law and pursuant to criteria specified in paragraph (3) of this subdivision, including

those providing compassionate caregiving. as defined in subdivision (1) of section 2801-h of the

Public Health Law and pursuant to criteria specified in paragraph (4) of this subdivision; and

[(g)] (h) others who are visiting with the consent of the resident, subject to reasonable restrictions

and the resident's right to deny or withdraw consent at any time;

Subdivision (d) of Section 415.3 of 10 NYCRR is amended to add new paragraphs (3), (4), and
(5) to read as follows:

(3) Personal caregiving visitors.




(1) During a public health emergency declared under section twenty-four or section twenty-eight

of the executive law, the facility must continue to allow residents to access their designated

personal caregiving visitors, notwithstanding any restrictions or prohibitions relating to

residential health care visitation resulting from the declared public health emergency, subject to

the following restrictions:

(a) If a facility has reasonable cause to believe that a resident will not benefit from

accessing their designated personal caregiving visitors, and such reasoning has been

documented in the resident’s individualized comprehensive plan of care, a facility may

require a health or mental health professional duly licensed or certified in New York

State under the Education Law, and who need not be associated with the nursing home,

including but not limited to a physician, registered nurse, licensed clinical social worker,

psychologist. or psychiatrist, to provide a written statement that the personal caregiving

will substantially benefit the resident’s quality of life, including a statement from such

medical provider that the personal caregiving visitation will enhance the resident’s

mental, physical, or psychosocial well-being, or any additional criteria evidencing a

benefit to quality of life as determined by the Department. Such written statements from

the medical provider shall be maintained in the resident’s individualized comprehensive

plan of care.

(b) Notwithstanding any provision of this subparagraph (i), a facility may temporarily

suspend or limit personal caregiving visitors to protect the health, safety and welfare of

residents if: the declared public health emergency is related to a communicable disease

and the Department determines that local infection rates are at a level that presents a

serious risk of transmission of such communicable disease within local facilities: the




facility is experiencing temporary inadequate staffing and has reported such staffing

shortage to the Department of Health and any other State or federal agencies as required

by law, regulation, or other directive; or an acute emergency situation exists at the

facility, including loss of heat, loss of elevator service, or other temporary loss of an

essential service. Provided, however, that in the event a facility suspends or limits

personal caregiving visitation pursuant to this clause, the facility shall notify residents, all

designated personal caregiving visitors, and the applicable Department regional office of

such suspension or limitation and the duration thereof within twenty-four hours of

implementing the visitation suspension or limitation. Additionally, for each day of the

suspension or limitation, the facility shall document the specific reason for the suspension

or limitation in their administrative records. The facility shall further provide a means for

all residents to engage in remote visitation with their designated personal caregiving

visitor(s), including but not limited to phone or video calls, until such time that the

suspension or limitation on personal caregiving visitation has ended.

(c) Notwithstanding any provision of this subparagraph (i), a facility may prohibit a

personal caregiving visitor from entering if the facility has reasonable cause to believe

that permitting the personal caregiving visitor to meet with the resident is likely to pose a

threat of serious physical, mental, or psychological harm to such resident. In the event the

facility determines that denying such personal caregiving visitor access to the resident is

in the resident’s best interests pursuant to this subparagraph, the facility must document

the date of and reason for visitation refusal in the resident’s individualized

comprehensive plan of care, and on the same date of the refusal the facility shall

communicate its decision to the resident and their designated representative. Further, a




facility may refuse access to or remove from the premises any personal caregiving visitor

who is causing or reasonably likely to cause physical injury to any facility resident or

personnel.

(i1) The facility shall develop written policies and procedures to ask residents, or their designated

representatives in the event the resident lacks capacity, at time of admission or readmission, or

for existing residents within fourteen days of the effective date of this paragraph, which

individuals the resident elects to serve as their personal caregiving visitor during declared public

health emergencies. A resident shall be entitled to designate at least two personal caregiving

visitors at one time.

(ii1) The facility shall maintain a written record of the resident’s designated personal caregiving

visitors in the resident’s individualized comprehensive plan of care, and shall document when

personal caregiving and compassionate caregiving is provided in the resident’s individualized

comprehensive plan of care.

(iv) As part of its ongoing review of a resident’s comprehensive plan of care, the facility shall

regularly inquire of all current residents, or their designated representative if the resident lacks

capacity, whether the facility’s current record of designated personal caregiving visitors remains

accurate, or whether the resident, or their designated representative if the resident lacks capacity,

wishes to make any changes to their personal caregiving visitor designations. The facility shall

update the resident’s individualized comprehensive plan of care with the date the facility sought

updates from the resident and indicate any changes to the resident’s personal caregiving visitor

designations therein. Such inquiries shall be made no less frequently than quarterly and upon a

change in the resident’s condition: upon review of a facility’s visitation policies and procedures,




the Department may also require the facility inquire of any resident whether the facility’s current

record of designated personal caregiving visitors remains accurate.

(v) The facility shall require all personal caregiving visitors to adhere to infection control

measures established by the facility and consistent with any guidelines from the Department, or

in the absence of applicable Department guidance, consistent with long term care facility

infection control guidelines from the U.S. Centers for Disease Control and Prevention and the

Centers for Medicare and Medicaid Services. Such infection control measures may include, but

need not be limited to:

(a) testing all personal caregiving visitors for any communicable disease that is the

subject of the declared public health emergency, which may include rapid on-site testing

or requiring the visitor to present a negative test result dated no more than seven days

prior to the visit;

(b) checking the personal caregiving visitor’s body temperature upon entry to the facility,

and denying access to any visitor with a temperature above 100 degrees Fahrenheit;

(c) conducting health screenings of all personal caregiving visitors upon entry to the

facility, including screenings for signs and symptoms of any communicable disease that

1s the subject of the declared public health emergency or any other communicable disease

which is prevalent in the facility’s geographic area, and recording the results of such

screenings;

(d) requiring all personal caregiving visitors to don all necessary personal protective

equipment appropriately, and providing such personal protective equipment to all

personal caregiving visitors; and




(e) enforcing social distancing between persons during visitation, including personal

caregiving visitation, except as necessary to provide personal caregiving by the personal

caregiving visitor for the resident.

(vi) The facility shall establish policies and procedures regarding the frequency and duration of

personal caregiving visits and limitations on the total number of personal caregiving visitors

allowed to visit the resident and the facility at any one time. Such policies shall not be construed

to limit access by other visitors that would otherwise be permitted under state or federal law or

regulation. The facility shall ensure its policies and procedures respect resident privacy and take

1nto account visitation protocols in the event a resident occupies a shared room. In establishing

frequency and duration limits, the facility policy shall ensure that residents are able to receive

their designated personal caregiving visitors for the resident's desired frequency and length of

time, and any restrictions on that desired frequency and duration must be:

(a) attributable to the resident's clinical or personal care needs:

(b) necessary to ensure the resident’s roommate has adequate privacy and space to

receive their own designated personal caregiving visitors: or

(c) because the desired visitation frequency or duration would impair the effective

implementation of applicable infection control measures, including social distancing of at

least six feet between the visitors and others in the facility, having sufficient staff to

effectively screen all personal caregiving visitors and monitor visits to ensure infection

control protocols are being followed throughout, and having a sufficient supply of

necessary personal protective equipment for all personal caregiving visitors.

(4) Compassionate caregiving.




(1) In the event a resident experiences a long-term or acute physical, mental, or psychosocial

health condition for which, in the opinion of the resident, their representative, or a health care

professional (including but not limited to a physician, registered nurse, licensed clinical social

worker, psychologist. or psychiatrist), a compassionate caregiving visitor would improve the

resident’s quality of life, the resident or their representative shall designate at least two

compassionate caregiving visitors at one time. and the facility shall record such designation in

the resident’s individualized comprehensive plan of care. A resident’s designated personal

caregiving visitors may also provide compassionate caregiving.

(i1) Situations in which a resident is eligible for a compassionate caregiving visitor include but

are not limited to the following:

(a) end of life;

(b) the resident, who was living with their family before recently being admitted to an

adult care facility, is struggling with the change in environment and lack of physical

family support:

(c) the resident is grieving after a friend or family member recently passed away:

(d) the resident needs cueing and encouragement with eating or drinking, and such

cueing was previously provided by family and/or caregiver(s), and the resident is now

experiencing weight loss or dehydration; and

(e) the resident, who used to talk and interact with others, is experiencing emotional

distress, seldom speaking, or crying more frequently (when the resident had rarely cried

in the past).

(ii1) Compassionate caregiving visitation shall be permitted at all times, regardless of any general

visitation restrictions or personal caregiving visitation restrictions in effect in the facility.




Provided, however, that the facility shall require compassionate caregiving visitors to be

screened for communicable diseases prior to entering the facility and visits must be conducted

using appropriate social distancing between the resident and visitor if applicable based on

guidance from the Department or the U.S. Centers for Disease Control and Prevention: if,

however. personal contact would be beneficial for the resident’s mental or psychosocial well-

being, the facility shall establish policies and procedures to ensure that such necessary physical

contact follows appropriate infection prevention guidelines, including the visitor’s use of

personal protective equipment and adhering to hand hygiene protocols before and after resident

contact, and that the physical contact is limited in duration.

(5) The Department shall have discretion to review and require modifications to a facility’s

personal caregiving visitation and compassionate caregiving visitation policies and procedures to

ensure conformity with paragraphs (3) and (4) of this subdivision and any applicable visitation

guidelines issued by the Department or the Centers for Medicare and Medicaid Services.

A new Section 485.18 of 18 NYCRR, titled Personal and Compassionate Caregiving Visitation,
is added to read as follows:

(a) This section shall apply to all adult care facilities, including every adult care facility regulated
pursuant to Parts 487, 488 and 490 of this Title and Part 1001 of Title 10 of the NYCRR.

(b) Subject to the resident’s right to deny or withdraw consent at any time, all adult care facilities
must provide immediate access to any resident of visitors of their choice, including but not
limited to immediate family or other relatives of the resident and any others who are visiting with

the consent of the resident. Provided, however, that the facility may establish policies and
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procedures to establish reasonable restrictions on such visitation, including but not limited to:
setting forth visitation hours; denying access to any visitor suffering from a communicable
disease; terminating visitation with any visitor causing a threat to the health or safety of any
resident; and setting a cap on the number of visitors allowed in the facility at any one time. Any
such restrictions or limitations on visitation shall be communicated in writing to residents.
(c) Personal caregiving visitors.
(1) During a public health emergency declared under section twenty-four or section twenty-eight
of the executive law, the facility must continue to allow residents to access their designated
personal caregiving visitors, as defined in subdivision (1) of section 2801-h of the Public Health
Law, notwithstanding any restrictions or prohibitions relating to residential health care facility
visitation resulting from the declared public health emergency, subject to the following
restrictions:
(1) If a facility has reasonable cause to believe that a resident will not benefit from
accessing their designated personal caregiving visitors, and such reasoning has been
documented in the resident’s case management record, a facility may require a health or
mental health professional duly licensed or certified in New York State under the
Education Law, and who is not associated with the facility, including but not limited to a
physician, registered nurse, licensed clinical social worker, psychologist, or psychiatrist,
to provide a written statement that the personal caregiving will substantially benefit the
resident’s quality of life, including a statement from such medical provider that the
personal caregiving visitation will enhance the resident’s mental, physical, or

psychosocial well-being, or any additional criteria evidencing a benefit to quality of life
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as determined by the Department. Such written statements shall be maintained in the
resident’s case management record.

(i1) Notwithstanding any provision of this paragraph, a facility may temporarily suspend
or limit personal caregiving visitors to protect the health, safety and welfare of residents,
if: the declared public health emergency is related to a communicable disease and the
Department determines that local infection rates are at a level that presents a serious risk
of transmission of such communicable disease within local facilities; the facility is
experiencing temporary inadequate staffing and has reported such staffing shortage to the
Department of Health any other State or federal agencies as required by law, regulation,
or other directive; or an acute emergency situation exists at the facility, including loss of
heat, loss of elevator service, or other temporary loss of an essential service. Provided,
however, that in the event a facility suspends or limits personal caregiving visitation
pursuant to this subparagraph, the facility shall notify residents, all designated personal
caregiving visitors, and the applicable Department regional office of such suspension or
limitation and the duration thereof within twenty-four hours of implementing the
visitation suspension or limitation. Additionally, for each day of the suspension or
limitation, the facility shall document the specific reason for the suspension or limitation
in their administrative records. The facility shall further provide a means for all residents
to engage in remote visitation with their designated personal caregiving visitor(s),
including but not limited to phone or video calls, until such time that the suspension or
limitation on personal caregiving visitation has ended.

(ii1) Notwithstanding any provision of this paragraph, a facility may also prohibit a

personal caregiving visitor from entering if the facility has reasonable cause to believe
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that permitting the personal caregiving visitor to meet with the resident is likely to pose a
threat of serious physical, mental, or psychological harm to such resident. In the event the
facility determines that denying such personal caregiving visitor access to the resident is
in the resident’s best interests pursuant to this subparagraph, the facility must document
the date of and reason for visitation refusal in the resident’s case management record, and
on the same date of the refusal the facility shall communicate its decision to the resident
and their designated representative. Further, a facility may refuse access to or remove
from the premises any personal caregiving visitor who is causing or reasonably likely to
cause physical injury to any facility resident or personnel.
(2) The facility shall develop written policies and procedures to ask residents, or their designated
representatives in the event the resident lacks capacity, at time of admission or readmission, or
for existing residents within fourteen days of the effective date of this paragraph, which
individuals the resident elects to serve as their personal caregiving visitor during declared local
or state health emergencies. A resident shall be entitled to designate at least two personal
caregiving visitors at one time.
(3) The facility shall maintain a written record of the resident’s designated personal caregiving
visitors in the resident’s case management record, and shall document when personal caregiving
and compassionate caregiving is provided in the case management record.
(4) As part of its ongoing review of a resident’s case management needs, the facility shall
regularly inquire of all current residents, or their designated representative if the resident lacks
capacity, whether the facility’s current record of designated personal caregiving visitors remains
accurate, or whether the resident, or their designated representative if the resident lacks capacity,

wishes to make any changes to their personal caregiving visitor designations. The facility shall
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update the resident’s case management record with the date the facility sought updates from the
resident and indicate any changes to the resident’s personal caregiving visitor designations
therein. Such inquiries shall be made no less frequently than every six months and upon a
change in the resident’s condition; upon review of a facility’s visitation policies and procedures,
the Department may also require the facility inquire of any resident whether the facility’s current
record of designated personal caregiving visitors remains accurate.
(5) The facility shall require all personal caregiving visitors to adhere to infection control
measures established by the facility and consistent with any guidelines from the Department, or
in the absence of applicable Department guidance, consistent with long term care facility
infection control guidelines from the U.S. Centers for Disease Control and Prevention. Such
infection control measures may include, but need not be limited to:
(1) testing all personal caregiving visitors for any communicable disease that is the
subject of the declared public health emergency, which may include rapid on-site testing
or requiring the visitor to present a negative test result from no more than seven days
prior to the visit;
(i1) checking the personal caregiving visitor’s body temperature upon entry to the facility,
and denying access to any visitor with a temperature above 100 degrees Fahrenheit;
(ii1) conducting health screenings of all personal caregiving visitors upon entry to the
facility, including screenings for signs and symptoms of any communicable disease that
is the subject of the declared public health emergency or any other communicable disease
which is prevalent in the facility’s geographic area, and recording the results of such

screenings;
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(iv) requiring all personal caregiving visitors to don all necessary personal protective

equipment appropriately, and providing such personal protective equipment to all

personal caregiving visitors; and

(v) enforcing social distancing between persons during visitation, including personal

caregiving visitation, except as necessary to provide personal caregiving by the personal

caregiving visitor for the resident.
(6) The facility shall establish policies and procedures regarding the frequency and duration of
personal caregiving visits and limitations on the total number of personal caregiving visitors
allowed to visit the resident and the facility at any one time. Such policies shall not be construed
to limit access by other visitors that would otherwise be permitted under state or federal law or
regulation. The facility shall ensure its policies and procedures respect resident privacy and take
into account visitation protocols in the event a resident occupies a shared room. In establishing
frequency and duration limits, the facility policy shall ensure that residents are able to receive
their designated personal caregiving visitors for the resident's desired frequency and length of
time, and any restrictions on that desired frequency and duration must be:

(1) attributable to the resident’s clinical or personal care needs;

(i1) necessary to ensure the resident’s roommate has adequate privacy and space to

receive their own designated personal caregiving visitors; or

(ii1) because the desired visitation frequency or duration would impair the effective

implementation of applicable infection control measures, including social distancing of at

least six feet between the visitors and others in the facility, having sufficient staff to

effectively screen all personal caregiving visitors and monitor visits to ensure infection
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control protocols are being followed throughout, and having a sufficient supply of
necessary personal protective equipment for all personal caregiving visitors.
(d) Compassionate caregiving.
(1) In the event a resident experiences a long-term or acute physical, mental, or psychosocial
health condition for which, in the opinion of the resident, their representative, or a health care
professional (including but not limited to a physician, registered nurse, licensed clinical social
worker, psychologist, or psychiatrist), a compassionate caregiving visitor would improve the
resident’s quality of life, the resident or their representative shall designate at least two
compassionate caregiving visitors at one time, and the facility shall record such designation in
the resident’s case management record. A resident’s designated personal caregiving visitors may
also provide compassionate caregiving.
(2) Situations in which a resident is eligible for a compassionate caregiving visitor include but
are not limited to the following:
(1) end of life;
(i1) the resident, who was living with their family before recently being admitted to an
adult care facility, is struggling with the change in environment and lack of physical
family support;
(ii1) the resident is grieving after a friend or family member recently passed away;
(iv) the resident needs cueing and encouragement with eating or drinking, and such
cueing was previously provided by family and/or caregiver(s), and the resident is now

experiencing weight loss or dehydration; and
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(v) the resident, who used to talk and interact with others, is experiencing emotional

distress, seldom speaking, or crying more frequently (when the resident had rarely cried

in the past).
(3) Compassionate caregiving visitation shall be permitted at all times, regardless of any general
visitation restrictions or personal caregiving visitation restrictions in effect in the facility.
Provided, however, that the facility shall require compassionate caregiving visitors to be
screened for communicable diseases prior to entering the facility and visits must be conducted
using appropriate social distancing between the resident and visitor if applicable based on
guidance from the Department or the U.S. Centers for Disease Control and Prevention; if,
however, personal contact would be beneficial for the resident’s well-being, the facility shall
establish policies and procedures to ensure such physical contact follows appropriate infection
prevention guidelines, including the visitor’s use of personal protective equipment and adhering
to hand hygiene protocols before and after resident contact, and that physical contact is limited in
duration.
(e) The Department shall have discretion to review and require modifications to a facility’s
personal caregiving visitation and compassionate caregiving visitation policies and procedures to
ensure conformity with subdivisions (¢) and (d) of this section and any applicable visitation

guidelines issued by the Department or the Centers for Medicare and Medicaid Services.
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REGULATORY IMPACT STATEMENT

Statutory Authority:
The statutory authority is provided under sections 2801-h and 2803 of the Public Health
Law (PHL) and sections 461, 461-e, and 461-u of the Social Services Law (SSL).

PHL § 2801-h and SSL § 461-u specifically authorize the New York State Department
of Health (Department) to promulgate regulations relating to personal caregiving visitors and
compassionate caregiving visitors in nursing homes and adult care facilities (ACFs).

SSL § 461 requires the Department to promulgate regulations establishing general
standards applicable to ACFs. SSL § 461-e authorizes the Department to promulgate regulations
to require ACFs to maintain certain records with respect to the facilities’ residents and the

operation of the facility.

Legislative Objectives:

The legislative objective of PHL § 2801-h and SSL § 461-u is to ensure residents’ rights
to visitation are respected by allowing residents of nursing homes and ACFs to have access to
their designated personal caregiving visitors and compassionate caregiving visitors during a
declared State or local public health emergency. Further, the legislative objective of SSL § 461

is to promote the health and well-being of residents of ACFs.

Needs and Benefits:

These regulations are necessary pursuant to the statutory directives in PHL § 2801-h and
SSL § 461-u, which direct the Commissioner of Health to promulgate regulations governing
personal caregiving visitation and compassionate caregiving visitation in nursing homes and

ACFs during a declared State or local public health emergency.
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These regulations are beneficial insofar as they will provide clarity to facility operators
and administrators, residents, and their family members regarding whether certain visitors are
permitted to access a nursing home or ACF during a declared local or State health emergency,

notwithstanding any visitation restrictions currently in effect within the facility.

COSTS:

Costs to Regulated Parties:

There are no anticipated costs to regulated parties. The regulations require facilities to
establish policies and procedures regarding personal caregiving visitation and compassionate
caregiving visitation that comply with these regulations and the governing statutes, PHL § 2801-
h and SSL § 461-u. Insofar as facilities are obligated to establish policies and procedures for

other facility operations, this responsibility should be managed using existing resources.

Costs to Local and State Governments:
There are no anticipated costs to any regulated parties, including nursing homes and

ACFs operated by a local or State government.

Costs to the Department of Health:
This regulation will not result in any additional operational costs to the Department of
Health. Any increased surveillance and enforcement activities relating to this regulation will be

handled with existing resources.

Paperwork:
This regulation requires facilities to develop and maintain visitation policies relating to
personal caregiving visitation and compassionate caregiving visitation. However, this

requirement is expected to be of minimal burden to facilities, which are currently obligated to
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develop and maintain other policies and procedures relating to facility operations, and the
requirements for such visitation policies and procedures are thoroughly detailed in these

regulations and the governing statutes, PHL § 2801-h and SSL § 461-u.

Local Government Mandates:

Nursing homes and ACFs operated by local governments will be affected and will be
subject to the same requirements as any other nursing home licensed under PHL Article 28 or
ACF licensed under SSL Article 7, Title 2. Currently, there are 21 nursing homes operated by
local governments (counties and municipalities) and 6 nursing homes operated by the State.

Additionally, there are currently two adult care facilities operated by county governments.

Duplication:

These regulations do not duplicate any State or federal rules.

Alternatives:
There are no viable alternatives. The alternative of not issuing these regulations was
rejected given the statutory directive to promulgate these regulations, pursuant to PHL § 2801-h

and SSL § 461-u.

Federal Standards:

The federal Centers for Medicare & Medicaid Services (CMS) has issued visitation
guidance applicable to Medicaid- and Medicare-enrolled nursing homes, titled “Nursing Home
Visitation - COVID-19 (REVISED)” (QSO-20-39-NH), revised April 27, 2021. This visitation
guidance discusses general visitation in nursing homes including compassionate care visitation.
The Department has reviewed this CMS guidance and finds that the proposed regulations are
consistent with the CMS guidance insofar as they both relate to compassionate care visitation in

nursing homes. No other federal standards apply.
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Compliance Schedule:

The regulations will become effective upon filing with the Secretary of State.

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

21



REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:

This regulation will not impact local governments or small businesses unless they
operate a nursing home or adult care facility (ACF). Currently, there are 21 nursing homes
operated by local governments (counties and municipalities) and 6 nursing homes operated by
the State. Additionally, there are currently two ACFs operated by county governments
(Chenango and Warren Counties). Additionally, to date, 79 nursing homes in New York qualify
as small businesses given that they have 100 or fewer employees. There are also 483 ACFs that

have 100 or fewer employees and therefore qualify as small businesses.

Compliance Requirements:

This regulation requires nursing homes and ACFs to develop policies and procedures
relating to compassionate caregiver visitation and personal caregiver visitation that are consistent
with these regulations and the governing statutes, Public Health Law (PHL) § 2801-h and Social

Services Law (SSL) § 461-u.

Professional Services:

No professional services are required by this regulation.

Compliance Costs:

There are no costs associated with this regulation.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.
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Minimizing Adverse Impact:

This regulation is consistent with resident right standards and current CMS and
Department visitation guidance. Therefore, the Department expects no adverse impact to
facilities given that nursing homes and ACFs are currently required to comply with similar
standards and are expected to have already developed policies and procedures in accordance with
those existing standards. In any event, the Department is required by PHL § 2801-h and SSL §
461-u to promulgate these regulations; as such, any adverse impact on covered facilities cannot

be avoided due to the statutory mandate.

Small Business and Local Government Participation:

Facilities were put on notice of the forthcoming promulgation of these regulations upon
the enactment of PHL § 2801-h and SSL § 461-u, as enacted by Chapter 108 of the Laws of
2021. Additionally, the Department plans to advise all facilities, including those operated by
small businesses and local governments, of the publication of these regulations and the

opportunity to submit any questions relating to such regulations to the Department.
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Type and Estimated Numbers of Rural Areas:

RURAL AREA FLEXIBILITY ANALYSIS

Although this rule applies uniformly throughout the state, including rural areas, for the

purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state

defined by Executive Law § 481(7) (SAPA § 102(10)). Per Executive Law § 481(7), rural areas

are defined as “counties within the state having less than two hundred thousand population, and

the municipalities, individuals, institutions, communities, and programs and such other entities or

resources found therein. In counties of two hundred thousand or greater population ‘rural areas’

means towns with population densities of one hundred fifty persons or less per square mile, and

the villages, individuals, institutions, communities, programs and such other entities or resources

as are found therein.”

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

States Census estimated county populations for 2010:

Allegany County Greene County Schoharie County
Cattaraugus County Hamilton County Schuyler County
Cayuga County Herkimer County Seneca County
Chautauqua County Jefferson County St. Lawrence County
Chemung County Lewis County Steuben County
Chenango County Livingston County Sullivan County
Clinton County Madison County Tioga County
Columbia County Montgomery County Tompkins County
Cortland County Ontario County Ulster County
Delaware County Orleans County Warren County
Essex County Oswego County Washington County
Franklin County Otsego County Wayne County
Fulton County Putnam County Wyoming County

Genesee County

Rensselaer County

Yates County

Schenectady County
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The following counties have populations of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the United States

Census estimated county populations for 2010:

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

Both licensed nursing homes and ACFs are located in these identified rural areas.

Reporting, recordkeeping, and other compliance requirements; and professional services:

This regulation imposes no additional paperwork.

Compliance Costs:

There are no costs associated with this regulation.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

This regulation is consistent with resident right standards and current CMS and
Department visitation guidance. Therefore, the Department expects no adverse impact to
facilities given that nursing homes and ACFs are currently required to comply with similar
standards and are expected to have already developed policies and procedures in accordance with
those existing standards. In any event, the Department is required by PHL § 2801-h and SSL §
461-u to promulgate these regulations; as such, any adverse impact on covered facilities cannot

be avoided due to the statutory mandate.
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Rural Area Participation:

Facilities were put on notice of the forthcoming promulgation of these regulations upon
the enactment of PHL § 2801-h and SSL § 461-u, as enacted by Chapter 108 of the Laws of
2021. Additionally, the Department plans to advise all facilities, including those located in rural
areas, of the publication of these regulations and the opportunity to submit any questions relating

to such regulations to the Department.
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STATEMENT IN LIEU OF JOB IMPACT STATEMENT

A Job Impact Statement for these regulations is not being submitted because it is apparent
from the nature and purposes of the amendments that they will not have a substantial adverse

impact on jobs and/or employment opportunities.
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EMERGENCY JUSTIFICATION

Chapter 108 of the Laws of 2021, which amended Public Health Law (PHL) § 2801-h
and Social Services Law (SSL) § 461-u, requires nursing homes and adult care facilities (ACFs)
to permit personal and compassionate caregiving visitations. The new law became effective
immediately and required that regulations be promulgated within forty-five days after enactment.
Thus, the law authorized the promulgation of emergency regulations.

The purpose of the new law is to benefit the health and general well-being of nursing
home and ACF residents. This emergency rulemaking is necessary to satisfy the statutory
requirement, provide clarity to facility operators and administrators as well as residents and their
families regarding the process for implementing personal caregiving requirements under the
newly enacted law.

Furthermore, throughout the COVID-19 pandemic, visitation guidance for long-term care
facilities has been issued by several authorities, including the Department and federal Centers for
Medicare & Medicaid Services (CMS). Facility outreach to the Department and surveillance
activities show that many nursing homes and adult care facilities have not appropriately adhered
to these guidance documents or have implemented their own form of personal caregiving
visitation policies. This emergency rulemaking will assist facilities in understanding their legal
obligations with respect to visitation, for the purposes of preparing the facility’s visitation
policies and procedures in the event of a declared State or local public health emergency, by
providing additional information as to who may access a facility during periods of visitation
closure, and what, if any, restrictions can be implemented on personal caregiving and

compassionate caregiving visitation.
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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, as
well as Social Services Law Sections 461 and 461-¢, Title 10 (Health) of the Official
Compilation of Codes, Rules and Regulations of the State of New York, is amended, to be

effective upon filing with the Department of State, to read as follows:

Part 2 is amended to add a new section 2.61, as follows:

2.61. Prevention of COVID-19 transmission by covered entities.
(a) Definitions.
(1) “Covered entities” for the purposes of this section, shall include:

(1) 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;
(i1) 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;
(ii1) hospices as defined in section 4002 of the Public Health Law; and
(iv) adult care facility under the Department’s regulatory authority, as set forth in

Article 7 of the Social Services Law.



(2) “Personnel,” for the purposes of this section, shall mean all persons employed or
affiliated with a covered entity, 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 COVID-19, they

could potentially expose other covered personnel, patients or residents to the disease.

(3) “Fully vaccinated,” for the purposes of this section, shall be determined by the
Department in accordance with applicable federal guidelines and recommendations.
Unless otherwise specified by the Department, documentation of vaccination must
include the manufacturer, lot number(s), date(s) of vaccination; and vaccinator or vaccine
clinic site, in one of the following formats:

(1) record prepared and signed by the licensed health practitioner who administered the
vaccine, which may include a CDC COVID-19 vaccine card;

(1) an official record from one of the following, which may be accepted as
documentation of immunization without a health practitioner’s signature: a foreign
nation, NYS Countermeasure Data Management System (CDMS), the NYS
Immunization Information System (NYSIIS), City Immunization Registry (CIR), a
Department-recognized immunization registry of another state, or an electronic health
record system; or

(ii1) any other documentation determined acceptable by the Department.



(c) Covered entities shall continuously require personnel to be fully vaccinated against COVID-
19, absent receipt of an exemption as allowed below. Covered entities shall require all personnel
to receive at least their first dose before engaging in activities covered under paragraph (2) of
subdivision (a) of this section. Documentation of such vaccination shall be made in personnel
records or other appropriate records in accordance with applicable privacy laws, except as set

forth in subdivision (d) of this section.

(d) Exemptions. Personnel shall be exempt from the COVID-19 vaccination requirements set
forth in subdivision (c) of this section as follows:

(1) Medical exemption. If any licensed physician, physician assistant, or certified nurse
practitioner certifies that immunization with COVID-19 vaccine is detrimental to the
health of member of a covered entity’s personnel, based upon a pre-existing health
condition, the requirements of this section relating to COVID-19 immunization shall be
inapplicable only until such immunization is found no longer to be detrimental to such
personnel member’s health. The nature and duration of the medical exemption must be
stated in the personnel employment medical record, or other appropriate record, and must
be in accordance with generally accepted medical standards, (see, for example, the
recommendations of the Advisory Committee on Immunization Practices of the U.S.
Department of Health and Human Services), and any reasonable accommodation may be
granted and must likewise be documented in such record. Covered entities shall
document medical exemptions in personnel records or other appropriate records in
accordance with applicable privacy laws by: (i) September 27, 2021 for general hospitals

and nursing homes; and (ii) October 7, 2021 for all other covered entities. For all covered



entities, documentation must occur continuously, as needed, following the initial dates for
compliance specified herein, including documentation of any reasonable accommodation

therefor.

(e) Upon the request of the Department, covered entities must report and submit documentation,
in a manner and format determined by the Department, for the following:
(1) the number and percentage of personnel that have been vaccinated against COVID-
19;
(2) the number and percentage of personnel for which medical exemptions have been
granted;

(3) the total number of covered personnel.

(f) Covered entities shall develop and implement a policy and procedure to ensure compliance

with the provisions of this section and submit such documents to the Department upon request.

(g) The Department may require all personnel, whether vaccinated or unvaccinated, to wear an
appropriate face covering for the setting in which such personnel are working in a covered entity.

Covered entities shall supply face coverings required by this section at no cost to personnel.

Subparagraph (vi) of paragraph (10) of subdivision (b) of Section 405.3 of Part 405 is added to

read as follows:



(vi) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation immediately available upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (5) of subdivision (a) of Section 415.19 of Part 415 is added to read as follows:

(5) collects documentation of COVID-19 or documentation of a valid medical exemption to such

vaccination, for all personnel pursuant to section 2.61 of this title. in accordance with applicable

privacy laws, and making such documentation immediately available upon request by the

Department, as well as any reasonable accommodation addressing such exemption.

Paragraph (7) of subdivision (d) of Section 751.6 is added to read as follows:

(7) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (6) of subdivision (c¢) of Section 763.13 is added to read as follows:

(6) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making




such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (7) of subdivision (d) of Section 766.11 is added to read as follows:

(7) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (8) of subdivision (d) of Section 794.3 is added to read as follows:

(8) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (5) of subdivision (q) of Section 1001.11 is added to read as follows:

(5) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.




Paragraph (18) of subdivision (a) of Section 487.9 of Title 18 is added to read as follows:

(18) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of Title 10, in accordance with applicable privacy laws. and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (14) of subdivision (a) of Section 488.9 of Title 18 is added to read as follows:

(14) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of Title 10, in accordance with applicable privacy laws. and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (15) of subdivision (a) of Section 490.9 of Title 18 is added to read as follows:

(15) Operator shall collect documentation of COVID-19 vaccination or a valid medical

exemption to such vaccination, pursuant to section 2.61 of Title 10, in accordance with

applicable privacy laws, and making such documentation available immediately upon request by

the Department, as well as any reasonable accommodation addressing such exemption.




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

Article 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, 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. 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.

Social Service Law (SSL) Section 461 requires the Department to promulgate regulations
establishing general standards applicable to Adult Care Facilities (ACF). SSL Section 461-¢
authorizes the Department to promulgate regulations to require adult care facilities to maintain

certain records with respect to the facilities residents and the operation of the facility.

Legislative Objectives:

The legislative objective of PHL Section 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, 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. PHL

Article 40 declares that hospice is a socially and financially beneficial alternative to conventional



curative care for the terminally ill. Lastly, the legislative objective of SSL Section 461 is to

promote the health and well-being of residents of ACFs.

Needs and Benefits:

The vaccine mandate for health care workers, which required general hospital and
nursing home personnel to receive their first dose of COVID-19 vaccine by September 27, 2021,
and required all other covered entities to receive their first dose of COVID-19 vaccine by
October 7, 2021, has greatly increased the percentage of health care workers who are vaccinated
against COVID-19. COVID cases, hospitalizations, and deaths are decreasing in New York
State, and the continuation of these regulations will help ensure that the epidemiology curve
continues downward in furtherance of the New York State Department of Health’s mission to
reduce morbidity and mortality. These regulations are helping New York State reduce sickness
and death from COVID-19.

The Centers for Disease Control and Prevention (CDC) has identified a concerning
national trend of increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases
have risen more than 10-fold, and over 99 percent of the sequenced recent positives in New York
State were the Delta variant. Recent New York State data show that unvaccinated individuals
are approximately 5 times as likely to be diagnosed with COVID-19 compared to vaccinated
individuals. Those who are unvaccinated have over 10 times the risk of being hospitalized with
COVID-19.

The COVID-19 vaccines are safe and effective. They offer the benefit of helping to
reduce the number of COVID-19 infections, including the Delta variant, which is a critical

component to protecting public health. Certain settings, such as healthcare facilities and

10



congregate care settings, pose increased challenges and urgency for controlling the spread of this
disease because of the vulnerable patient and resident populations that they serve. Unvaccinated
personnel in such settings have an unacceptably high risk of both acquiring COVID-19 and
transmitting the virus to colleagues and/or vulnerable patients or residents, exacerbating staffing
shortages, and causing unacceptably high risk of complications.

In response to this significant public health threat, through this emergency regulation, the
Department is requiring covered entities to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, and provide
reasonable accommodations therefor to protect the wellbeing of the patients, residents and
personnel in such facilities. Documentation and information regarding personnel vaccinations
as well as exemption requests granted are required to be provided to the Department immediately

upon request.

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

Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, as well as any reasonable
accommodations. 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.
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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 PHL 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 ensure that
personnel are fully vaccinated against COVID-19 and document such vaccination in personnel or
other appropriate records. They must also review and make determinations on requests for
medical exemptions, which must also be documented in personnel or other appropriate records,
along with any reasonable accommodations.

Although the costs to the State or local governments cannot be determined with precision,
the Department does not expect these costs to be significant. State facilities should already be
ensuring COVID-19 vaccination among their personnel, subject to State directives. Further, these
entities are expected to realize savings as a result of the reduction in COVID-19 in personnel and

the attendant loss of productivity and available staff.

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:
Covered entities operated by local governments will be subject to the same requirements

as any other covered entity subject to this regulation.

Paperwork:

This measure will require covered entities to ensure that personnel are fully vaccinated
against COVID-19 and document such vaccination in personnel or other appropriate records.
Covered entities must also review and make determinations on requests for medical exemptions,
which must also be documented in personnel or other appropriate records along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with
any reasonable accommodations. Facilities and agencies must develop and implement a policy
and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Duplication:

This regulation will not conflict with any state or federal rules.

Alternative Approaches:
One alternative would be to require covered entities to test all personnel in their facility

before each shift worked. This approach is limited in its effect because testing only provides a
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person’s status at the time of the test and testing every person in a healthcare facility every day is
impractical and would place an unreasonable resource and financial burden on covered entities if
PCR tests couldn’t be rapidly turned around before the commencement of the shift. Antigen tests
have not proven as reliable for asymptomatic diagnosis to date.

Another alternative to requiring covered entities to mandate vaccination would be to
require covered entities to mandate all personnel to wear a fit-tested N95 face covering at all
times when in the facility, in order to prevent transmission of the virus. However, acceptable face
coverings, which are not fit-tested N95 face coverings have been a long-standing requirement in
these covered entities, and, while helpful to reduce transmission it does not prevent transmission
and; therefore, masking in addition to vaccination will help reduce the numbers of infections in

these settings even further.

Federal Requirements:
There are no minimum standards established by the federal government for the same or

similar subject areas.

Compliance Schedule:

These emergency regulations will become effective upon filing with the Department of
State and will expire, unless renewed, 90 days from the date of filing. As the COVID-19
pandemic is consistently and rapidly changing, it is not possible to determine the expected
duration of need at this point in time. The Department will continuously evaluate the expected
duration of these emergency regulations throughout the aforementioned 90-day effective period

in making determinations on the need for continuing this regulation on an emergency basis or
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issuing a notice of proposed rule making for permanent adoption. This notice does not constitute

a notice of proposed or revised rule making for permanent adoption.

Contact Person: Ms. Katherine E. Ceroalo
NYS Department of Health
Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, NY 12237
(518) 473-7488
(518) 473-2019 —-FAX
REGSQNA@health.ny.gov
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REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:

This regulation will not impact local governments or small businesses unless they
operate a covered entity as defined in the emergency regulation. Currently, 5 general hospitals,
79 nursing homes, 75 certified home health agencies (CHHASs), 20 hospices and 1,055 licensed
home care service agencies (LHCSAs), and 483 adult care facilities (ACFs) are small businesses
(defined as 100 employees or less), independently owned and operated affected by this rule.
Local governments operate 19 hospitals, 137 diagnostic and treatment facilities, 21 nursing

homes, 12 CHHAs, at least 48 LHCSAs, 1 hospice, and 2 ACFs.

Compliance Requirements:

Covered entities are required to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with
any reasonable accommodations. Facilities and agencies must develop and implement a policy
and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Professional Services:
There are no additional professional services required as a result of this regulation.

Compliance Costs:
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Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, along with any reasonable
accommodations. 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.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of
personnel. Further, it is the Department’s understanding that many facilities across the State
have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small businesses and local governments were
not consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity to provide comments during the notice and comment period.
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RURAL AREA FLEXIBILITY ANALYSIS
Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

The following 44 counties have an estimated population of less than 200,000 based upon

2020 United States Census data:

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

Delaware County
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Essex County Oswego County Washington County

Franklin County Otsego County Wayne County

Fulton County Putnam County Wyoming County

Genesee County Rensselaer County Yates County
Schenectady County

The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon 2019 United States

Census population projections:

Albany County Niagara County Saratoga County
Dutchess County Oneida County Suffolk County
Erie County Onondaga County

Monroe County Orange County

Reporting, recordkeeping, and other compliance requirements; and professional services:

Covered entities are required to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with

any reasonable accommodations. Facilities and agencies must develop and implement a policy
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and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Compliance Costs:

Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, along with any reasonable
accommodations. 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.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of
personnel. Further, it is the Department’s understanding that many facilities across the State
have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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Rural Area Participation:

Due to the emergent nature of COVID-19, parties representing rural areas were not
consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity to provide comments during the notice and comment period.
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JOB IMPACT STATEMENT

Nature of Impact:
Covered entities may terminate personnel who are not fully vaccinated and do not have a valid
medical exemption and are unable to otherwise ensure individuals are not engaged in

patient/resident care or expose other covered personnel.

Categories and numbers affected:
This rule may impact any individual who falls within the definition of “personnel” who is
not fully vaccinated against COVID-19 and does not have a valid medical exemption on file with

the covered entity for which they work or are affiliated.

Regions of adverse impact:
The rule would apply uniformly throughout the State and the Department does not
anticipate that there will be any regions of the state where the rule would have a disproportionate

adverse impact on jobs or employment.

Minimizing adverse impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of

personnel. Further, it is the Department’s understanding that many facilities across the State
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have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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EMERGENCY JUSTIFICATION

The Centers for Disease Control and Prevention (CDC) has identified a concerning
national trend of increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases
have risen 10-fold, and over 99 percent of the sequenced recent positives in New York State
were the Delta variant. Recent New York State data show that unvaccinated individuals are
approximately 5 times as likely to be diagnosed with COVID-19 compared to vaccinated
individuals. Those who are unvaccinated have over 11 times the risk of being hospitalized with
COVID-19.

The COVID-19 vaccines are safe and effective. They offer the benefit of helping to
reduce the number of COVID-19 infections, including the Delta variant, which is a critical
component to protecting public health. Certain settings, such as healthcare facilities and
congregate care settings, pose increased challenges and urgency for controlling the spread of this
disease because of the vulnerable patient and resident populations that they serve. Unvaccinated
personnel in such settings have an unacceptably high risk of both acquiring COVID-19 and
transmitting the virus to colleagues and/or vulnerable patients or residents, exacerbating staffing
shortages, and causing unacceptably high risk of complications.

In response to this significant public health threat, through this emergency regulation, the
Department is requiring covered entities to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, and provide
reasonable accommodations therefor to protect the wellbeing of the patients, residents and

personnel in such facilities. Documentation and information regarding personnel vaccinations as
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well as exemption requests granted are required to be provided to the Department immediately
upon request.

Based on the foregoing, the Department has determined that these emergency regulations
are necessary to control the spread of COVID-19 in the identified regulated facilities or entities.
As described above, current circumstances and the risk of spread to vulnerable resident and
patient populations by unvaccinated personnel in these settings necessitate immediate action and,
pursuant to the State Administrative Procedure Act Section 202(6), a delay in the issuance of

these emergency regulations would be contrary to public interest.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by sections 201, 206, and 225 of the Public Health Law, Title 10
(Health) of the Official Compilation of Codes, Rules and Regulations of the State of New York
is adding new sections 2.9 and 2.62, to be effective upon filing with the Secretary of State, to

read as follows:

Section 2.9 is added to read as follows:

2.9. COVID-19 Reporting in Schools. In addition to all other reporting requirements in this Part,
every kindergarten, elementary, intermediate, or secondary school as well as any pre-
kindergarten programs and school districts, as identified by the Department, shall report to the
Department of Health, on a daily basis, in a form and manner to be determined by the
Commissioner, all COVID-19 testing, positive test results reported in any manner to the school,
and related information among students, teaching staff, and any other employees or volunteers.
Such daily report shall include any other data elements as the Commissioner determines to be

appropriate to track outbreaks of COVID-19 within such schools and school districts.

Section 2.62 1s added to read as follows:

2.62. COVID-19 Testing Requirements.

(a) As determined by the Commissioner based on COVID-19 incidence and prevalence, as well
as any other public health and/or clinical risk factors related to COVID-19 disease spread, the
Commissioner may require routine COVID-19 testing in certain settings, which may include

schools, homeless shelters, correctional facilities, nursing homes, and health care settings, and



which may distinguish between individuals who have received full vaccination against COVID-
19 and those who have not. Such testing determination may also include alternatives to testing
as well as prevention protocols pending test results based on symptoms and/or exposure in
certain settings.

(1) Entities subject to routine COVID-19 testing pursuant to a Commissioner’s
determination may accept documentation demonstrating full vaccination in lieu of imposing such
testing requirements, if permitted in a Commissioner’s determination. “Full vaccination”, for the
purposes of this section, shall be determined by the Department in accordance with applicable
federal guidelines and recommendations. Unless otherwise specified by the Department,
documentation of full vaccination must include the manufacturer, lot number(s), date(s) of
vaccination; and vaccinator or vaccine clinic site, in one of the following formats:

(1) record prepared and signed by the licensed health practitioner who
administered the vaccine, which may include a CDC COVID-19 vaccine card;

(i1) an official record from one of the following, which may be accepted as
documentation of immunization without a health practitioner’s signature: a foreign
nation, NYS Countermeasure Data Management System (CDMS), the NYS
Immunization Information System (NYSIIS), City Immunization Registry (CIR), a
Department-recognized immunization registry of another state, or an electronic health
record system,;

(ii1) Excelsior Pass; or

(iv) any other documentation determined acceptable by the Department.

(2) Entities subject to a Commissioner’s determination pursuant to this section shall

document testing or vaccination in appropriate records in accordance with applicable



privacy laws and submit data and information related thereto to the Department in a
manner and format set forth in such determination.
(3 The Commissioner shall issue findings regarding the necessity of testing requirements

at the time such requirements are announced.

(b) Enforcement and Penalties

(1) All local health officers shall take such steps as may be necessary to assist with the
enforcement of the provisions of this section in accordance with the Public Health Law and this
Title.

(2) A violation of any provision of this section is subject to all civil and criminal penalties
as provided for by law. Entities that violate this section are subject to a maximum fine of $1,000
for each violation. For purposes of civil penalties, each day that an entity operates in a manner

inconsistent with the section shall constitute a separate violation under this section.



REGULATORY IMPACT STATEMENT

Statutory Authority:

The statutory authority for adding a new section 2.9 and 2.60 is sections 201, 206, and
225 of the Public Health Law (PHL). Subdivision (c) of section 201 of the PHL requires the
Department to supervise the reporting and control of disease. Subdivision (d) of section 206 of
the PHL requires the Commissioner to investigate the causes of diseases and epidemics. Section
225 of the Public Health Law (PHL) authorizes the Public Health and Health Planning Council
(PHHPC), subject to the approval of the Commissioner of Health (Commissioner), to establish
and amend the State Sanitary Code (SSC) provisions related to any matters affecting the security

of life or health or the preservation and improvement of public health in the State of New York.

Legislative Objectives:

The legislative objective of PHL § 201 includes authorizing the New York State
Department of Health (“Department’) to control and promote the control of communicable
diseases to reduce their spread. Likewise, the legislative objective of PHL § 206 includes
authorizing the Commissioner of Health to take cognizance of the interests of health and life of
the people of the state, and of all matters pertaining thereto and exercise the functions, powers
and duties of the department prescribed by law, including control of communicable diseases. The
legislative objective of Public Health Law § 225 is, in part, to protect the public health by
authorizing PHHPC, with the approval of the Commissioner, to amend the State Sanitary Code

to address public health issues related to communicable disease.



Needs and Benefits:

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are substantially similar to a common cold to severe
pneumonia requiring medical care in a general hospital and can be fatal, with a disproportionate
risk of severe illness for older adults and/or those who have serious underlying medical
conditions.

The Centers for Disease Control and Prevention (CDC) and the Department have
identified a concerning national trend of increasing circulation of the SARS-CoV-2 Delta
variant. Cases in New York are over 10-fold their levels in late June 2021, and greater than 99
percent of the sequenced recent positives in New York State were the Delta variant.

In response to this significant public health threat, the Department of Health seeks to
empower the Commissioner through this emergency regulation to issue determinations requiring
the immediate implementation of heightened COVID-19 testing protocols for population
segments that may be at increased risk of transmission due, in part, to their employment or
residential circumstances. Regular COVID-19 testing enables the immediate identification of
COVID-19-positive individuals, even if they are not symptomatic, so that they can isolate and
prevent further transmission. Additionally, the reporting of positive COVID-19 test results to
public health authorities facilitates the rapid initiation of contact tracing to ensure close contacts
are quarantined, tested, and isolated as needed.

These regulations also permit the Department to require reporting of testing and positive
reports among school students, teaching staff, and any other employees or volunteers. It is

important for the Department to monitor COVID-19 testing and positive reports in schools, given



the number of students that are currently unvaccinated. Children ages 5 through 11 years old
were only recently authorized by the U.S. Food and Drug Administration (FDA) to receive
COVID-19 vaccinations. For those in the 12-17 age group, the CDC data estimates that 70.2%
of this population has been vaccinated in New York State, with 61.6% in this age group
completing a COVID-19 vaccine series. By carrying forward the reporting requirements that
were in place for the 2020-2021 school year, the Department will be able to track COVID-19
incidence and prevalence in school settings for the upcoming school year. This will allow the
Department to work with school districts and local health departments to implement targeted

prevention strategies, where needed to limit the spread of the virus.

COSTS:

Costs to Regulated Parties:

In imposing testing requirements pursuant to a Commissioner’s determination, the
Commissioner, in consultation with the Department, will consider costs and how they may be
offset. For example, testing for certain populations is supported by federal grant funding. The
State has received approximately 335 million dollars in federal Epidemiology and Laboratory
Capacity for Infectious Diseases Cooperative (ELC) Agreement School Reopening Funding
through at least July 31, 2022 with the possibility for future funding periods. The New York City
Department of Health and Mental Hygiene has received an award for this purpose of
approximately 251 million dollars. These amounts are believed to be sufficient to offset any
costs associated with any school-related testing in New York State that may be required pursuant
to this regulation, such that the fiscal impact on Local Health Departments and schools is

minimized. Costs for testing can also be offset by testing that is offered under Operation



Expanded Testing which is free testing in K-12 schools and other congregate settings which is
funded by the Department of Health and Human Services (HHS) and Department of Defense

(DoD).

With regard to the COVID-19 school reporting requirement, schools had to submit daily
reports related to COVID-19 testing and positive reports for the 2020-2021 school year. These
regulations carry forward this reporting requirement and is not expected to generate any

additional cost.

Costs to Local and State Governments:
Costs to local health departments and the Department are expected to be minimal and
related to monitoring compliance with these regulations, which can be incorporated into existing

reporting and oversight activities and resources.

Paperwork:

This measure will require documentation related to the testing requirement, as well as
documentation to opt-out of testing by providing documentation of full vaccination against
COVID-19 in appropriate records. No additional paperwork requirements are anticipated for the
school reporting requirement, which is expected to take the form of electronic submission to the

Department.

Local Government Mandates:
These regulations impose an obligation on schools and school districts to report COVID-

19 testing and positive report data for students, teaching staff, and any other employees or



volunteers. Local government may also be impacted if subject to a Commissioner’s testing
determination.
Duplication:

There is no duplication of federal law.

Alternatives:

The alternative to the school reporting requirement would be to not require COVID-19
related reporting for schools and school districts. A lack of the regulation would translate to a
lack of accuracy in case statistics and delays or inadequate contact tracing. In addition, the
Department would lose the ability to communicate with the community about COVID
transmission patterns at the individual school level.

The alternative to permitting the Commissioner to issue determinations to require testing
in certain settings would limit the ability for the Department to monitor trends related to COVID-
19 transmission in more vulnerable populations, making it more difficult to work with partners to
implement prevention strategies. Regular testing also helps to isolate infected individuals more
quickly, as well as identify any contacts that need to be quarantined to prevent additional spread

of COVID-19.

Federal Standards:
States and local governments have primary authority for controlling disease within their
respective jurisdictions. Accordingly, there are no federal statutes or regulations that apply to

disease control within NYS.



Compliance Schedule:

The regulations will become effective upon filing with the Department of State and will
expire, unless renewed, 90 days from the date of filing. As the COVID-19 pandemic is
consistently and rapidly changing, it is not possible to determine the expected duration of need at
this point in time. The Department will continuously evaluate the expected duration of these
emergency regulations throughout the aforementioned 90-day effective period in making
determinations on the need for continuing this regulation on an emergency basis or issuing a
notice of proposed ruling making for permanent adoption. This notice does not constitute a

notice of proposed or revised rule making for permanent adoption.

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




REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:

As part of ongoing efforts to address the COVID-19 pandemic, small businesses and
local governments have been a partner in implementing measures to limit the spread and/or
mitigate the impact of COVID-19 within the state since March of 2020. Given the testing and
reporting mechanisms that have already been established in many settings, it is not anticipated
that this regulation will have a significant impact on or cost to these entities. With regard to the
school COVID-19 reporting requirement, this regulation will apply to private schools, including
parochial schools, some of which may be small businesses, as well as public schools operated by

local governments.

Compliance Requirements:

These regulations provide that testing may be required under certain circumstances, and
in certain settings, as determined by the Commissioner based on COVID-19 incidence and
prevalence, as well as any other public health and/or clinical risk factors related to COVID-19
disease spread. As part of a Commissioner’s testing-related determination, this regulation
permits the Commissioner to request information/data related to the elements set forth in the
determination. These regulations also set forth specific COVID-19 testing and positive report
reporting requirements for schools, carrying forward the reporting requirements in place during

the 2020-2021 school year.
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Professional Services:

As testing is a requirement of this regulation, the types of professional services that will
be needed to comply with this rule include diagnostic and screening testing services offered by
clinical laboratories that hold the appropriate New York State approval to carry out testing.
Because there will be flexibility in the types of tests that can be used to operationalize testing, the
types of clinical laboratories that can be used for testing will depend on the type of testing being
performed. If a laboratory-based nucleic acid amplification tests (e.g., PCR) will be used to
meet the testing requirement, testing will need to be performed off-site by a fully permitted
clinical laboratory. In this scenario, individuals are sent to a partner for testing, or an
arrangement can be made to conduct sample collection on-site for testing off-site at the clinical
laboratory. If rapid waived tests will be used to meet the testing requirement, testing can be
performed by a Limited Service Laboratory (LSL). Due to the lower requirements that need to
be met for waived testing, an LSL can be established for on-site testing of individuals (e.g.,

performing testing on-site at a school).

Compliance Costs:

In imposing testing requirements pursuant to a Commissioner’s determination, the
Commissioner, in consultation with the Department, will consider costs and how they may be
offset. For example, testing for certain populations is supported by federal grant funding. The
State has received approximately 335 million dollars in federal Epidemiology and Laboratory
Capacity for Infectious Diseases Cooperative (ELC) Agreement School Reopening Funding
through at least July 31, 2022 with the possibility for future funding periods. The New York City

Department of Health and Mental Hygiene has received an award for this purpose of
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approximately 251 million dollars. These amounts are believed to be sufficient to offset any
costs associated with any school-related testing in New York State that may be required pursuant
to this regulation, such that the fiscal impact on Local Health Departments and schools is
minimized. Costs for testing can also be offset by testing that is offered under Operation
Expanded Testing which is free testing in K-12 schools and other congregate settings which is
funded by the Department of Health and Human Services (HHS) and Department of Defense
(DoD).

With regard to the COVID-19 school reporting requirement, schools had to submit daily
reports related to COVID-19 testing and diagnoses for the 2020-2021 school year. These
regulations carry forward this reporting requirement and is not expected to generate any

additional cost.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule requirements.

Minimizing Adverse Impact:

Any adverse impacts related to school reporting requirements are expected to be minimal,
as it carries forward reporting requirements that schools were required to implement last year.
The Department, however, will work with schools to ensure they are aware of the new
regulations and have the information necessary to comply.

With regard to minimizing adverse impacts related to the Commissioner’s authority to
issue test-related determinations, many settings have been increasingly implementing COVID-19

prevention strategies, with testing being one such example. Specifically, schools became
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familiar with COVID-19 testing last year when the Department provided no cost antigen test
cards as part of the microcluster testing initiative. Some schools have already implemented
regular pooled surveillance testing to give communities confidence in the safety of their schools.
Where the Commissioner issues a testing-related determination, the Department will work with

the entities subject to such determination to provide the guidance necessary to comply.

Small Business and Local Government Participation:

Due to the emergent nature of COVID-19, small business and local governments were

not consulted.
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RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

The following 44 counties have an estimated population of less than 200,000 based upon

the 2019 United States Census county populations projections:

Allegany County Greene County Schoharie County

Broome County Hamilton County Schuyler County

Cattaraugus County Herkimer County Seneca County

Cayuga County Jefferson County St. Lawrence County
Chautauqua County Lewis County Steuben County
Chemung County Livingston County Sullivan County

Chenango County
Clinton County
Columbia County
Cortland County

Delaware County

Madison County
Montgomery County
Ontario County

Orleans County

14

Tioga County
Tompkins County
Ulster County

Warren County



Essex County Oswego County Washington County

Franklin County Otsego County Wayne County

Fulton County Putnam County Wyoming County

Genesee County Rensselaer County Yates County
Schenectady County

The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the 2019 United States

Census population projections:

Albany County Niagara County Saratoga County
Dutchess County Oneida County Suffolk County
Erie County Onondaga County

Monroe County Orange County

Reporting, recordkeeping, and other compliance requirements; and professional services:

These regulations provide that testing may be required under certain circumstances and in
certain settings, as determined by the Commissioner based on COVID-19 incidence and
prevalence, as well as any other public health and/or clinical risk factors related to COVID-19
disease spread. As part of a Commissioner’s testing-related determination, this regulation
permits the Commissioner to request information/data related to the elements set forth in the
determination. Lastly, these regulations also set forth specific COVID-19 testing and positive
test reporting requirements for schools, carrying forward the reporting requirements in place

during the 2020-2021 school year.
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Compliance Costs:

In imposing testing requirements pursuant to a Commissioner’s determination, the
Commissioner, in consultation with the Department, will consider costs and how they may be
offset. For example, testing for certain populations is supported by federal grant funding. The
State has received approximately 335 million dollars in federal Epidemiology and Laboratory
Capacity for Infectious Diseases Cooperative (ELC) Agreement School Reopening Funding
through at least July 31, 2022 with the possibility for future funding periods. The New York City
Department of Health and Mental Hygiene has received an award for this purpose of
approximately 251 million dollars. These amounts are believed to be sufficient to offset any
costs associated with any school-related testing in New York State that may be required pursuant
to this regulation, such that the fiscal impact on Local Health Departments and schools is
minimized. Costs for testing can also be offset by testing that is offered under Operation
Expanded Testing which is free testing in K-12 schools and other congregate settings which is
funded by the Department of Health and Human Services (HHS) and Department of Defense
(DoD).

With regard to the COVID-19 school reporting requirement, schools had to submit daily
reports related to COVID-19 testing and diagnoses for the 2020-2021 school year. These
regulations carry forward this reporting requirement and is not expected to generate any

additional cost.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule requirements.

16



Minimizing Adverse Impact:

Any adverse impacts related to school reporting requirements are expected to be minimal,
as it carries forward reporting requirements that schools were required to implement last year.
The Department, however, will work with schools to ensure they are aware of the new
regulations and have the information necessary to comply.

With regard to minimizing adverse impacts related to the Commissioner’s authority to
issue test-related determinations, many settings have been increasingly implementing COVID-19
prevention strategies, with testing being one such example. Specifically, schools became
familiar with COVID-19 testing last year when the Department provided no cost antigen test
cards as part of the microcluster testing initiative. Some schools have already implemented
regular pooled surveillance testing to give communities confidence in the safety of their schools.
Where the Commissioner issues a testing-related determination, the Department will work with

the entities subject to such determination to provide the guidance necessary to comply.

Rural Area Participation:

Due to the emergent nature of COVID-19, parties representing rural areas were not

consulted.
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JOB IMPACT STATEMENT
A Job Impact Statement is not being submitted with this rule because it is evident from
the subject matter of the rule that it will have no impact on jobs and employment opportunities.
The primary purposes of this rule is to carry forward COVID-19 related reporting and to permit
the Commissioner to impose COVID-19 testing requirements in certain settings based on

specified criteria.

18



EMERGENCY JUSTIFICATION

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are substantially similar to a common cold to severe
pneumonia requiring medical care in a general hospital and can be fatal, with a disproportionate
risk of severe illness for older adults and/or those who have serious underlying medical health
conditions.

The Centers for Disease Control and Prevention (CDC) and the Department have
identified a concerning national trend of increasing circulation of the SARS-CoV-2 Delta
variant. Cases in New York are over 10-fold their levels in late June 2021, and greater than 99
percent of the sequenced recent positives in New York State were the Delta variant.

In response to this significant public health threat, the Department of Health seeks to
empower the Commissioner through this emergency regulation to issue determinations requiring
the immediate implementation of heightened COVID-19 testing protocols for population
segments that may be at increased risk of transmission due, in part, to their employment or
residential circumstances. Regular COVID-19 testing enables the immediate identification of
COVID-19-positive individuals, even if they are not symptomatic, so that they can isolate and
prevent further transmission. Additionally, the reporting of positive COVID-19 test results to
public health authorities facilitates the rapid initiation of contact tracing to ensure close contacts
are quarantined, tested, and isolated as needed.

These regulations also permit the Department to require reporting of testing and
diagnoses among school students, teaching staff, and any other employees or volunteers. It is

important for the Department to monitor COVID-19 testing and diagnoses in schools, given the
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number of students that are currently unvaccinated. Children ages 5 through 11 years old only
recently were authorized by the FDA to receive COVID-19 vaccinations. For those in the 12-17
age group, the CDC data estimates that 70.2% of this population has been vaccinated in New
York State, with 61.6% in this age group completing a COVID-19 vaccine series. By carrying
forward the reporting requirements that were in place for the 2020-2021 school year, the
Department will be able to track COVID-19 incidence and prevalence in school settings for the
upcoming school year. This will allow the Department to work with school districts and local
health departments to implement targeted prevention strategies, where needed to limit the spread
of the virus.

Based on the foregoing, the Department has determined that these emergency regulations
are necessary to control the spread of COVID-19, necessitating immediate action. Accordingly,
pursuant to the State Administrative Procedure Act Section 202(6), a delay in the issuance of

these emergency regulations would be contrary to public interest.
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SUMMARY OF EXPRESS TERMS

These regulations clarify the authority and duty of the New York State Department of Health
(“Department”) and local health departments to protect the public in the event of an outbreak of
communicable disease, through appropriate public health orders issued to persons diagnosed
with or exposed to a communicable disease. These regulations also require hospitals to report
syndromic surveillance data to the Department upon direction from the Commissioner and

clarify reporting requirements for clinical laboratories with respect to communicable diseases.



Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Sections 225, 576, and 2803 of the Public Health Law, Section 2.2
of Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of the State of
New York is amended, Section 2.6 is repealed and a new Section 2.6 is added, a new Section
2.13 is added, Sections 2.25 through 2.30 are repealed, a new Section 58-1.14 is added, and
Section 405.3 is amended, to be effective upon publication of a Notice of Adoption in the New

York State Register, to read as follows:

Subdivision (b) and (c) of Section 2.2 are amended, and new subdivisions (h) through (q) are

added, to read as follows:

(b) [A case is defined as] Case shall mean a person who has been diagnosed [as likely to have]

as having a particular disease or condition. The diagnosis may be based [solely] on clinical

judgment, signs and symptoms combined with known exposure based on the best available

evidence of transmissibility to a case or suspected case, [solely] and/or on laboratory

evidence, [or on both criteria] as applicable.

(¢) [A suspected case is defined as] Suspected case shall mean a person who has been

[diagnosed] determined as [likely to have] possibly having a particular disease or condition.

[The suspected diagnosis] A suspected case may be based [solely] on signs and symptoms,

signs and symptoms combined with known exposure based on the best available evidence of

transmissibility to a case or suspected case, [or solely] and/or on laboratory evidence, [or on

both criteria] as applicable. The term “suspected case” shall include persons under




investigation, consistent with any guidance that the Commissioner of Health may issue with

respect to a particular disease.

(h) Contact shall mean any person known to have been sufficiently associated with a case or

(1)

W)

suspected case that, based on the best available evidence of transmissibility, such person has

had the opportunity to contract a particular disease or condition.

Isolation shall mean the physical separation and confinement of an individual or group of

individuals who are infected or reasonably determined by the State Commissioner of Health

or local health authority to be infected with a highly contagious disease or organism, for such

time as will prevent or limit the transmission of the reportable disease or organism to non-

1solated individuals, in the clinical judgment of the State Commissioner of Health, or of the

local health authority and consistent with any direction that the State Commissioner of

Health may issue.

Quarantine shall mean the physical separation and confinement of an individual or groups of

individuals who are reasonably determined by the State Commissioner of Health or local

health authority to have been exposed to a highly contagious communicable disease, but who

do not show signs or symptoms of such disease, for such time as will prevent transmission of

the disease, in the clinical judgment of the State Commissioner of Health, or of the local




health authority and consistent with any direction that the State Commissioner of Health may

1Ssue.

(k) Home guarantine or home isolation shall mean quarantine or isolation in a person’s home,

consistent with this Part and any direction that the State Commissioner of Health may issue;

(1) Congregate quarantine shall mean quarantine at a location operated or contracted by the

State or local health authority, consistent with this Part and any direction that the State

Commissioner of Health may issue, where multiple persons are quarantined;

(m)Highly contagious communicable disease shall mean a communicable disease or unusual

disease that the State Commissioner of Health determines may present a serious risk of harm

to the public health, for which isolation or quarantine may be required to prevent its spread.

(n) Monitor shall mean contacting a person who is the subject of an isolation or quarantine order

by the State Department of Health or local health authority, to ensure compliance with the

order and to determine whether such person requires a higher level of medical care,

consistent with any direction that the State Commissioner of Health may issue.

(o) Mandatory quarantine shall mean quarantine pursuant to a legal order consistent with this

Part.

(p) Yoluntary quarantine shall mean quarantine pursuant to a voluntary agreement with a public

health authority.

(q) Confinement shall mean enforcement of an isolation or quarantine order through the use or

possible use of law enforcement personnel.




Section 2.6 is repealed and replaced as follows:

2.6 Investigations and Response Activities.

(a) Except where other procedures are specifically provided in law, every local health authority,
either personally or through a qualified representative, shall immediately upon receiving a
report of a case, suspected case, outbreak, or unusual disease, investigate the circumstances
of such report at any and all public and private places in which the local health authority has
reason to believe, based on epidemiological or other relevant information available, that such
places are associated with such disease. Such investigations and response activities shall,
consistent with any direction that the State Commissioner of Health may issue:

(1) Verify the existence of a disease or condition;

(2) Ascertain the source of the disease-causing agent or condition;

(3) Identify unreported cases;

(4) Locate and evaluate contacts of cases and suspected cases, as well as those reasonably
expected to have been exposed to the disease;

(5) Collect and submit, or cause to be collected or submitted, for laboratory examination
such specimens as may furnish necessary or appropriate information for determining the
source of disease, or to assist with diagnosis; and furnish or cause to be furnished with
such specimens pertinent data on forms prescribed by the State Commissioner of Health,
including but not limited to the history of cases, physical findings and details of the
epidemiological investigation;

(6) Examine the processes, structures, conditions, machines, apparatus, devices, equipment,
records, and material within such places that may be relevant to the investigation of

disease or condition;



(7) Instruct a responsible member of a household or entity, as applicable, to implement
appropriate actions to prevent further spread of a disease; and
(8) Take any other steps to reduce morbidity and mortality that the local health authority

determines to be appropriate.

(b) When a case or suspected case of a disease, condition, outbreak, or unusual disease occurs in
any business, organization, institution, or private home, the person in charge of the business,
organization, institution or the home owner, as well as any individuals or entities required to
report pursuant to sections 2.10 and 2.12 of this Part, shall cooperate with the State
Department of Health and local health authorities in the investigation of such disease,

condition, outbreak, or unusual disease.

(c) Investigation Updates and Reports.

(1) Upon request of the State Department of Health, the local health authority shall submit
updates and reports on outbreak investigations to the State Department of Health. The
content, timeframe, and manner of submission of such updates shall be determined by the
State Department of Health.

(2) The local health authority shall complete investigation reports of outbreaks within 30
days of the conclusion of the investigation in a manner prescribed by the State
Commissioner of Health, unless the State Commissioner of Health prescribes a different

time period.



(d) Commissioner authority to lead investigation and response activities.

(1) The State Commissioner of Health may elect to lead investigation and response activities
where:

(1) Residents of multiple jurisdictions within the State are affected by an outbreak of
a reportable disease, condition, or unusual disease; or

(i1) Residents in a jurisdiction or jurisdictions within the State and in another state or
states are affected by an outbreak of a reportable disease, condition, or unusual
disease; or

(ii1))An outbreak of an unusual disease or a reportable disease or condition involves a
single jurisdiction with the high potential for statewide impact.

(2) Where the State Commissioner of Health elects to lead investigation and response
activities pursuant to paragraph (1) of this subdivision, local health authorities shall take
all reasonable steps to assist in such investigation and response, including supply of
personnel, equipment or information. Provided further that the local health authority shall
take any such action as the State Commissioner of Health deems appropriate and that is
within the jurisdiction of the local health authority. Any continued investigation or
response by the local health authority shall be solely pursuant to the direction of the State
Commissioner of Health, and the State Commissioner of Health shall have access to any

investigative materials which were heretofore created by the local health authority.

New section 2.13 is added to read as follows:

2.13  Isolation and Quarantine Procedures



(a) Duty to issue isolation and quarantine orders

(1) Whenever appropriate to control the spread of a highly contagious communicable
disease, the State Commissioner of Health may issue and/or may direct the local
health authority to issue isolation and/or quarantine orders, consistent with due
process of law, to all such persons as the State Commissioner of Health shall
determine appropriate.

(2) Paragraph (1) of this subdivision shall not be construed as relieving the authority and
duty of local health authorities to issue isolation and quarantine orders to control the
spread of a highly contagious communicable disease, consistent with due process of
law, in the absence of such direction from the State Commissioner of Health.

(3) For the purposes of isolation orders, isolation locations may include home isolation or
such other residential or temporary housing location that the public health authority
issuing the order determines appropriate, where symptoms or conditions indicate that
medical care in a general hospital is not expected to be required, and consistent with
any direction that the State Commissioner of Health may issue. Where symptoms or
conditions indicate that medical care in a general hospital is expected to be required,
the isolation location shall be a general hospital.

(4) For the purposes of quarantine orders, quarantine locations may include home
quarantine, other residential or temporary housing quarantine, or quarantine at such
other locations as the public health authority issuing the order deems appropriate,

consistent with any direction that the State Commissioner of Health may issue.

(b) Any isolation or quarantine order shall specify:



(1) The basis for the order;

(2) The location where the person shall remain in isolation or quarantine, unless travel is
authorized by the State or local health authority, such as for medical care;

(3) The duration of the order;

(4) Instructions for traveling to the isolation or quarantine location, if appropriate;

(5) Instructions for maintaining appropriate distance and taking such other actions as to
prevent transmission to other persons living or working at the isolation or quarantine
location, consistent with any direction that the State Commissioner of Health may issue;

(6) If the location of isolation or quarantine is not in a general hospital, instructions for
contacting the State and/or local health authority to report the subject person’s health
condition, consistent with any direction that the State Commissioner of Health may issue;

(7) If the location of isolation or quarantine is a multiple dwelling structure, that the person
shall remain in their specific dwelling and in no instance come within 6 feet of any other
person, and consistent with any direction that the State Commissioner of Health may
1Ssue;

(8) If the location of isolation or quarantine is a detached structure, that the person may go
outside while remaining on the premise, but shall not leave the premise or come within 6
feet of any person who does not reside at the premise, or such other distance as may be
appropriate for the specific disease, and consistent with any direction that the State
Commissioner of Health may issue;

(9) Such other limitations on interactions with other persons as are appropriate, consistent

with any direction that the State Commissioner of Health may issue;



(10) Notification of the right to request that the public health authority issuing the
order inform a reasonable number of persons of the conditions of the isolation or
quarantine order;

(11) A statement that the person has the right to seek judicial review of the order;

(12) A statement that the person has the right to legal counsel, and that if the person is

unable to afford legal counsel, counsel will be appointed upon request.

(c) Whenever a person is subject to an isolation or quarantine order, the State Department of
Health or local health authority, or the local health authority at the State Department of
Health’s direction shall, consistent with any direction issued by the State Commissioner of
Health:

(1) monitor such person to ensure compliance with the order and determine whether such
person requires a higher level of medical care;

(2) whenever appropriate, coordinate with local law enforcement to ensure that such
person comply with the order; and

(3) the extent such items and services are not available to such person, provide or arrange
for the provision of appropriate supports, supplies and services, including, but not

limited to: food, laundry, medical care, and medications.

(d) If the location of an isolation or quarantine order is owned by a landlord, hotel, motel or

other person or entity, no such landlord or person associated with such hotel, motel or other

person or entity shall enter the isolation or quarantine location without permission of the
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local health authority, and consistent with any direction that the State Commissioner of

Health may issue.

(e) No article that is likely to be contaminated with infective material may be removed from a
premise where a person is isolated or quarantined unless the local health authority determines
that such article has been properly disinfected or protected from spreading infection, or
unless the quarantine period expires and there is no risk of contamination. Such
determinations shall be made pursuant to any direction that the State Commissioner of Health

may issue.

(f) Any person who violates a public health order shall be subject to all civil and criminal
penalties as provided for by law. For purposes of civil penalties, each day that the order is

violated shall constitute a separate violation of this Part.

(g) Duty of attending physician

(1) Every attending physician shall immediately, upon discovering a case or suspected
case of a highly contagious reportable communicable disease, cause the patient to be
appropriately isolated and contact the State Department of Health and the local health
authority where the patient is isolated and, if different, the local health authority where

the patient resides.

(2) Such physician shall advise other members of the household regarding precautions to
be taken to prevent further spread of the disease, consistent with any direction that the

State Commissioner of Health may issue.
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(3) Such physician shall furnish the patient, or caregiver of such patient where applicable,
with detailed instructions regarding the disinfection and disposal of any contaminated

articles, consistent with any direction that the State Commissioner of Health may issue.

Sections 2.25, 2.26, 2.27. 2.28, 2.29, and 2.30 are repealed.

Paragraph (11) of subdivision (d) of section 405.3 is amended, paragraph (12) is renumbered

paragraph (13), and a new paragraph (12) is added, to read as follows:

(d) Records and reports. Any information, records or documents provided to the department shall
be subject to the applicable provisions of the Public Health Law, Mental Hygiene Law,
Education Law, and the Public Officers Law in relation to disclosure. The hospital shall maintain
and furnish to the Department of Health, immediately upon written request, copies of all

documents, including but not limited to:

(11) written minutes of each committee's proceedings. These minutes shall include at least the

following:

(1) attendance;

(i1) date and duration of the meeting;

(i11) synopsis of issues discussed and actions or recommendations made; [and]

(12) whenever the commissioner determines that there exists an outbreak of a highly contagious

communicable disease pursuant to Part 2 of this Title or other public health emergency, such

12



syndromic surveillance data as the commissioner deems appropriate, which the hospital shall

submit in the manner and form determined by the commissioner; and

(13) any record required to be kept by the provisions of this Part.

New section 58-1.14 is added to read as follows:

Section 58-1.14 Reporting of certain communicable diseases.

(a) The commissioner shall designate those communicable diseases, as defined by section 2.1 of
the Sanitary Code, that require prompt action, and shall make available on the Department’s

website a list of such communicable diseases.

(b) Laboratories performing tests for screening, diagnosis or monitoring of communicable
diseases requiring prompt action pursuant to subdivision (a) of this section, for New York State

residents and/or New York State health care providers, shall:

(1) immediately report to the commissioner all positive results for such communicable

diseases in a manner and format as prescribed by the commissioner; and

(ii) report all results, including positive, negative and indeterminate results, to the

commissioner in a time and manner consistent with Public Health Law § 576-c.

Section 405.3 is amended by adding a new subdivision (g) as follows:

(g) Whenever the commissioner determines that there exists an outbreak of a highly contagious

communicable disease pursuant to Part 2 of this Title or other public health emergency, the

13



commissioner may direct general hospitals, as defined in Article 28 of the public health law, and
consistent with the federal Emergency Medical Treatment and Labor Act (EMTALA), to accept
patients pursuant to such procedures and conditions as the commissioner may determine

appropriate.
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REGULATORY IMPACT STATEMENT

Statutory Authority:

The statutory authority for the regulatory amendments to Part 2 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York is Section 225 of the
Public Health Law (PHL), which authorizes the Public Health and Health Planning Council
(PHHPC), subject to the approval of the Commissioner of Health (Commissioner), to establish
and amend the State Sanitary Code (SSC) provisions related to any matters affecting the security
of life or health or the preservation and improvement of public health in the State of New York.
Additionally, Section 2103 of the PHL requires all local health officers to report cases of
communicable disease to the New York State Department of Health (Department).

The statutory authority for the proposed new section 58-1.14 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York is section 576 of the
PHL, which authorizes the Department to adopt regulations prescribing the requirements for the
proper operation of a clinical laboratory, including the methods and the manner in which testing
or analyses of samples shall be performed and reports submitted.

The statutory authority for the proposed amendments to section 405.3 of Title 10 of the
Official Compilation of Codes, Rules and Regulations of the State of New York is section 2803
of the PHL, which authorizes 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.
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Legislative Objectives:

The legislative objective of PHL § 225 is, in part, to protect the public health by
authorizing PPHPC, with the approval of the Commissioner, to amend the SSC to address public
health issues related to communicable disease.

The legislative objective of PHL § 576 is, in part, to promote public health by
establishing minimum standards for clinical laboratory testing and reporting of test results,
including to the Department for purposes of taking prompt action to address outbreaks of
disease.

The legislative objective of PHL § 2803 includes among other objectives authorizing
PHHPC, with the approval of the Commissioner, to adopt regulations concerning the operation

of facilities licensed pursuant to Article 28 of the PHL, including general hospitals.

Needs and Benefits:

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health
conditions.

On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of

confirmed cases of COVID-19 in the United States, a public health emergency existed and had
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existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) has identified a concerning national trend of
increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases have risen more
than 10-fold, and over 99 percent of the sequenced recent positives in New York State were the
Delta variant.

In light of this situation, these regulations update, clarify and strengthen the Department’s
authority as well as that of local health departments to take specific actions to control the spread
of disease, including actions related to investigation and response to a disease outbreak, as well
as the issuance of isolation and quarantine orders.

The following is a summary of the amendments to the Department’s regulations:

Part 2 Amendments:

- Relocate and update definitions, and add new definitions
e Repeal and replace current section 2.6, related to investigations, to make existing
clarify local health department authority.
- Sets forth specific actions that local health departments must take to investigate
a case, suspect case, outbreak, or unusual disease.
- Requires individuals and entities subject to a public health investigation to

cooperate with the Department and local health departments.
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While the Department works collaboratively with local health departments on a
variety of public health issues, including disease control, this regulation clarifies
the authority for the Commissioner to lead disease investigation activities under
certain circumstances (i.e., where there is potential for statewide impact,
multiple jurisdictions impacted, or impact on one or more New York State
jurisdictions and another state or states), while working collaboratively with
impacted local health departments. In all other situations, local health
departments retain the primary authority and responsibility to control
communicable disease within their respective jurisdictions, with the Department

providing assistance as needed.

(1) Codifies in regulation the requirement that local health departments send reports the

Department during an outbreak.

e New section 2.13 added to clarify isolation and quarantine procedures.

Clarify that the State Department of Health has the authority to issue isolation
and quarantine orders, as do local departments of health.

Clarifies locations where isolation or quarantine may be appropriate.

Sets forth requirements for the content of isolation and quarantine orders.
Specifies other procedures that apply when a person is isolated or quarantined.
Explicitly states that violation of an order constitutes grounds for civil and/or
criminal penalties

Relocates and updates existing regulatory requirements that require the

attending physician to report cases and suspected cases to the local health
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authority, and to requires physicians to provide instructions concerning how to
protect others.
Part 58 Amendments
e New section 58-1.14 added clarifying reporting requirements for certain
communicable diseases

- Requires the Commissioner to designate those communicable disease that
require prompt action, and to make available a list of such disease on the
State Department of Health website.

- Requires clinical laboratories to immediately report positive test results for
communicable diseases identified as requiring prompt attention, in a manner
and format identified by the Commissioner.

- Requires clinical laboratories to report all test result, including negative and
indeterminate results, for communicable diseases identified as requiring
prompt attention, via the Electronic Clinical Laboratory Reporting System
(ECLRS).

Part 405 Amendments
e Mandates hospitals to report syndromic surveillance data during an outbreak of a
highly contagious communicable disease.
e Permits the Commissioner to direct hospitals to take patients during an outbreak of a
highly contagious communicable disease, which is consistent with the federal

Emergency Medical Treatment and Labor Act (EMTALA).
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COSTS:

Costs to Regulated Parties:

The requirement that hospital submit syndromic surveillance reports when request during
an outbreak is not expected to result in any substantial costs. Hospitals are already regularly and
voluntarily submitting data to the Department, and nearly all of them submit such reports
electronically. With regard to the Commissioner directing general hospitals to accept patients
during an outbreak of a highly contagious communicable disease, hospitals are already required
to adhere to the federal Emergency Medical Treatment and Labor Act (EMTALA).

Accordingly, both of these proposed amendments will not impose any substantial additional cost
to hospitals.

Clinical laboratories must already report communicable disease testing results using the
ECLRS and must also immediately report communicable diseases pursuant to PHL § 2102. The
regulation simply clarifies existing requirements and is not anticipated to imposes any substantial
additional costs beyond those costs that laboratories would incur in the absence of these
regulations.

Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of
local governments. As such, these regulations do not impose any substantial additional costs

beyond what local health departments would incur in the absence of these regulations.

Costs to Local and State Governments:
Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of

local governments. As such, these regulations do not impose any substantial additional costs
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beyond what local health departments would incur in the absence of these regulations. Further,
making explicit the Department’s authority to lead investigation activities will result in increased
coordination of resources, likely resulting in a cost-savings for State and local governments.

Any clinical laboratories operated by a local government must already report
communicable disease testing results using the ECLRS and must also immediately report
communicable diseases pursuant to PHL § 2102. The regulation simply clarifies existing
requirements and is not anticipated to imposes any substantial additional costs beyond those
costs that laboratories would incur in the absence of these regulations.

To the extent that the State Department of Health and local health departments issue
isolation and quarantine orders in response to COVID-19, such actions will impose costs upon
the state. As the scope of any outbreak is difficult to predict, the cost to the State of issuing such

orders cannot be predicted at this time.

Paperwork:

Some hospitals may be required to make additional syndromic surveillance reports that
they are not already making. Otherwise, these regulations do not require any additional
paperwork.

Local Government Mandates:

Under existing regulation, local health departments already have the authority and

responsibility to take actions to control the spread of disease within their jurisdictions. The

proposed amendments clarify these existing authorities and duties.
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Duplication:

There is no duplication in existing State or federal law.

Alternatives:

The alternative would be to leave in place the current regulations on disease investigation
and i1solation and quarantine. However, many of these regulatory provisions have not been
updated in fifty years and should be modernized to ensure appropriate response to a disease

outbreak, such as COVID-19.

Federal Standards:
States and local governments have primary authority for controlling disease within their
respective jurisdictions. Accordingly, there are no federal statutes or regulations that apply to

disease control within NYS.

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

New York State Register.

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

22


mailto:REGSQNA@health.ny.gov

REGULATORY FLEXIBILITY ANALYSIS

Effect on Small Business and Local Government:
Under existing regulation, local health departments already have the authority and
responsibility to take actions to control the spread of disease within their jurisdictions. The

proposed amendments clarify these existing authorities and duties.

Compliance Requirements:

Under existing regulation, local health departments already have the authority and
responsibility to take actions to control the spread of disease within their jurisdictions. The
proposed amendments clarify these existing authorities and duties. With respect to mandating
syndromic surveillance reporting during an outbreak of a highly infectious communicable
disease, hospitals are already reporting syndromic surveillance data regularly and voluntarily.
With respect to clinical laboratories, they must already report communicable disease testing
results using the ECLRS and must also immediately report communicable diseases pursuant to
PHL § 2102. The regulation simply clarifies existing requirements and is not anticipated to
imposes any substantial additional costs beyond those costs that laboratories would incur in the

absence of these regulations.

Professional Services:

It is not expected that any professional services will be needed to comply with this rule.
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Compliance Costs:

Although there are costs associated with disease investigation and response for any
outbreak, these regulations clarify and strengthen the existing authorities and responsibilities of
local governments. As such, these regulations do not impose any substantial additional costs
beyond what local health departments would incur in the absence of these regulations.

Further, making explicit the Department’s authority to lead investigation activities will
result in increased coordination of resources, likely resulting in a cost-savings for State and local

governments.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, any adverse impacts are expected to be minimal. The
Department, however, will work with regulated entities to ensure they are aware of the new

regulations and have the information necessary to comply.

Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small business and local governments were
not consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity provided comments during the notice and comment period.
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RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and

the villages, individuals, institutions, communities, programs and such other entities or resources

as are found therein.”

The following 44 counties have a population of less than 200,000 based upon 2020

United States Census data:

Allegany County
Broome County
Cattaraugus County
Cayuga County
Chautauqua County
Chemung County
Chenango County
Clinton County
Columbia County
Cortland County
Delaware County
Essex County
Franklin County
Fulton County
Genesee County

Greene County
Hamilton County
Herkimer County
Jefferson County
Lewis County
Livingston County
Madison County
Montgomery County
Ontario County
Orleans County
Oswego County
Otsego County
Putnam County
Rensselaer County
Schenectady County
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Schoharie County
Schuyler County
Seneca County

St. Lawrence County
Steuben County
Sullivan County
Tioga County
Tompkins County
Ulster County
Warren County
Washington County
Wayne County
Wyoming County
Yates County



The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the United States

Census estimated county populations for 2010:

Albany County Monroe County Orange County

Dutchess County Niagara County Saratoga County

Erie County Oneida County Suffolk County
Onondaga County

Reporting, Recordkeeping, and Other Compliance Requirements; and Professional
Services:

As the proposed regulations largely clarify existing responsibilities and duties among
regulated entities and individuals, no additional recordkeeping, compliance requirements, or
professional services are expected. With respect to mandating syndromic surveillance reporting
during an outbreak of a highly infectious communicable disease, hospitals are already reporting
syndromic surveillance data regularly and voluntarily. Additionally, the requirement for local
health departments to continually report to the Department during an outbreak is historically a
practice that already occurs. With respect to clinical laboratories, they must already report
communicable disease testing results using the ECLRS and must also immediately report

communicable diseases pursuant to PHL § 2102.

Compliance Costs:
As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, no initial or annual capital costs of compliance are expected

above and beyond the cost of compliance for the requirements currently in Parts 2, 58 and 405.
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Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As the proposed regulations largely clarify existing responsibility and duties among
regulated entities and individuals, any adverse impacts are expected to be minimal. The
Department, however, will work with local health departments to ensure they are aware of the

new regulations and have the information necessary to comply.

Rural Area Participation:
Due to the emergent nature of COVID-19, parties representing rural areas were not
consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity provided comments during the notice and comment period.
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JOB IMPACT STATEMENT
The Department of Health has determined that this regulatory change will not have a

substantial adverse impact on jobs and employment, based upon its nature and purpose.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Sections 201, 206, and 225 of the Public Health Law, Title 10
(Health) of the Official Compilation of Codes, Rules and Regulations of the State of New York
is amended by repealing Subpart 66-3 and repealing and replacing Section 2.60, to be effective

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

Subpart 66-3 is hereby repealed.

Section 2.60 is repealed and replaced to read as follows:

2.60. Face Coverings for COVID-19 Prevention

(a) As determined by the Commissioner based on COVID-19 incidence and prevalence, as well
as any other public health and/or clinical risk factors related to COVID-19 disease spread, any
person who is over age two and able to medically tolerate a face-covering may be required to
cover their nose and mouth with a mask or face-covering when: (1) in a public place and unable
to maintain, or when not maintaining, social distance; or (2) in certain settings as determined by
the Commissioner, which may include schools, public transit, homeless shelters, correctional
facilities, nursing homes, and health care settings, and which may distinguish between
individuals who are vaccinated against COVID-19 and those that are not vaccinated. The
Commissioner shall issue findings regarding the necessity of face-covering requirements at the

time such requirements are announced.



(b) Businesses must provide, at their expense, face-coverings for their employees required to

wear a mask or face-covering pursuant to subdivision (a) of this section.

(c) large-scale indoor event venues with more than five thousand attendees shall require patrons
to wear face coverings consistent with subdivision (a) of this section; may require all patrons to
wear a face covering irrespective of vaccination status; and may deny admittance to any person
who fails to comply. This regulation shall be applied in a manner consistent with the federal
American with Disabilities Act, New York State or New York City Human Rights Law, and any
other applicable provision of law.

(d) No business owner shall deny employment or services to or discriminate against any person
on the basis that such person elects to wear a face-covering that is designed to inhibit the
transmission of COVID-19, but that is not designed to otherwise obscure the identity of the

individual.

(e) For purposes of this section face-coverings shall include, but are not limited to, cloth masks,
surgical masks, and N-95 respirators that are worn to completely cover a person’s nose and
mouth.

(f) Penalities and enforcement.

(1) A violation of any provision of this Section is subject to all civil and criminal
penalties as provided for by law. Individuals or entities that violate this Section are
subject to a maximum fine of $1,000 for each violation. For purposes of civil
penalties, each day that an entity operates in a manner inconsistent with the Section
shall constitute a separate violation under this Section.

(i1))  All local health officers shall take such steps as may be necessary to enforce the

provisions of this Section accordance with the Public Health Law and this Title.



REGULATORY IMPACT STATEMENT

Statutory Authority:
The statutory authority for adding a new Section 2.60 is sections 201, 206, and 225 of the

Public Health Law.

Legislative Objectives:

The legislative objective of PHL § 201 includes authorizing the New York State
Department of Health (“Department’) to control and promote the control of communicable
diseases to reduce their spread. Likewise, the legislative objective of PHL § 206 includes
authorizing the Commissioner of Health to take cognizance of the interests of health and life of
the people of the state, and of all matters pertaining thereto and exercise the functions, powers
and duties of the department prescribed by law, including control of communicable diseases. The
legislative objective of Public Health Law § 225 is, in part, to protect the public health by
authorizing PHHPC, with the approval of the Commissioner, to amend the State Sanitary Code

to address public health issues related to communicable disease.

Needs and Benefits:

The 2019 Coronavirus (COVID-19) is a disease that causes mild to severe respiratory
symptoms, including fever, cough, and difficulty breathing. People infected with COVID-19
have had symptoms ranging from those that are mild (like a common cold) to severe pneumonia
that requires medical care in a general hospital and can be fatal, with a disproportionate risk of
severe illness for older adults and/or those who have serious underlying medical health

conditions.



On January 30, 2020, the World Health Organization (WHO) designated the COVID-19
outbreak as a Public Health Emergency of International Concern. On a national level, the
Secretary of Health and Human Services determined on January 31, 2020 that as a result of
confirmed cases of COVID-19 in the United States, a public health emergency existed and had
existed since January 27, 2020, nationwide. Thereafter, the situation rapidly evolved throughout
the world, with many countries, including the United States, quickly progressing from the
identification of travel-associated cases to person-to-person transmission among close contacts of
travel-associated cases, and finally to widespread community transmission of COVID-19.

Now, over a year and half after the first cases were identified in the United States,
Centers for Disease Control and Prevention (CDC) and the Department have identified a
concerning national trend of increasing circulation of the SARS-CoV-2 Delta variant. Cases in
New York are over 10-fold their levels in late June 2021, and greater than 99 percent of the
sequenced recent positives in New York State were the Delta variant.

These regulations provide that masking may be required under certain circumstances, as
determined by the Commissioner based on COVID-19 incidence and prevalence, as well as any

other public health and/or clinical risk factors related to COVID-19 disease spread.

COSTS:

Costs to Regulated Parties:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have been a
partner in implementing measures to limit the spread and/or mitigate the impact of COVID-19
within the state since March of 2020. Accordingly, this regulation does not impose additional

costs to regulated parties.



Costs to Local and State Governments:

State and local government are authorized to enforce civil and criminal penalties related
to the violation of these regulations, and there may be some cost of enforcement, however such
costs are anticipated to be minimal as these provisions continue existing enforcement

requirements.

Paperwork:

This regulation imposes no additional paperwork.

Local Government Mandates:

As part of ongoing efforts to address the COVID-19 pandemic, local governments have
been a partner in implementing and enforcing measures to limit the spread and/or mitigate the
impact of COVID-19 within their jurisdictions since March of 2020. Further, local governments
have separate authority and responsibilities to control disease within their jurisdictions pursuant

to PHL sec. 2100 and Part 2 of the State Sanitary Code.

Duplication:

There is no duplication of federal law.

Alternatives:
The alternative would be to not promulgate these regulations. However, this alternative
was rejected, as the Department believes this regulation will facilitate the Department’s ability to

respond to the evolving nature of this serious and ongoing communicable disease outbreak.



Federal Standards:
States and local governments have primary authority for controlling disease within their
respective jurisdictions. Accordingly, there are no federal statutes or regulations that apply to

disease control within NYS.

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

New York State Register.

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

Effect on Small Business and Local Government:

As part of ongoing efforts to address the COVID-19 pandemic, businesses and local
government have been a partner in implementing measures to limit the spread and/or mitigate the
impact of COVID-19 within the state since March of 2020. Accordingly, this regulation will not

have a significant impact on or cost to small business and local government.

Compliance Requirements:

These regulations update previously filed emergency regulations to provide that masking
may be required under certain circumstances, as determined by the Commissioner based on
COVID-19 incidence and prevalence, as well as any other public health and/or clinical risk

factors related to COVID-19 disease spread.

Professional Services:

It is not expected that any professional services will be needed to comply with this rule.

Compliance Costs:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, this regulation will not have a

significant impact.



Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, any adverse impacts are expected

to be minimal.

Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small business and local governments were

not consulted.



RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

The following 44 counties have an estimated population of less than 200,000 based upon

the 2019 United States Census county populations projections:

Allegany County Greene County Schoharie County

Broome County Hamilton County Schuyler County

Cattaraugus County Herkimer County Seneca County

Cayuga County Jefferson County St. Lawrence County
Chautauqua County Lewis County Steuben County
Chemung County Livingston County Sullivan County

Chenango County
Clinton County
Columbia County
Cortland County

Delaware County

Madison County
Montgomery County
Ontario County

Orleans County

Tioga County
Tompkins County
Ulster County

Warren County



Essex County Oswego County Washington County

Franklin County Otsego County Wayne County

Fulton County Putnam County Wyoming County

Genesee County Rensselaer County Yates County
Schenectady County

The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the 2019 United States

Census population projections:

Albany County Niagara County Saratoga County
Dutchess County Oneida County Suffolk County
Erie County Onondaga County

Monroe County Orange County

Reporting, recordkeeping, and other compliance requirements; and professional services:
These regulations update previously filed emergency regulations to provide that masking

may be required under certain circumstances, as determined by the Commissioner based on

COVID-19 incidence and prevalence, as well as any other public health and/or clinical risk

factors related to COVID-19 disease spread.

Compliance Costs:
As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have

been a partner in implementing measures to limit the spread and/or mitigate the impact of
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COVID-19 within the state since March of 2020. Accordingly, this regulation does not impose

additional costs to regulated parties.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the state since March of 2020. Accordingly, adverse impacts are expected to

be minimal.

Rural Area Participation:

Due to the emergent nature of COVID-19, parties representing rural areas were not

consulted.
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JOB IMPACT STATEMENT
The Department of Health has determined that this regulatory change is necessary to
prevent further complete closure of the businesses impacted, and therefore, while there may be
lost revenue for many businesses, the public health impacts of continued spread of COVID-19

are much greater.
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SUMMARY OF EXPRESS TERMS

These regulations are intended to implement section 2801-h of the Public Health Law
(PHL) and section 461-u of the Social Services Law (SSL), as enacted by Chapter 108 of the Laws
of 2021. These statutory amendments required the Commissioner of Health to promulgate
regulations governing personal caregiving visitors in all licensed nursing homes and adult care
facilities. According to the statute, a “personal caregiving visitor” means a family member, close
friend, or legal guardian of a resident designated by such resident, or such resident’s lawful
representative, to assist with personal caregiving or compassionate caregiving for the resident.
Personal caregiving is defined as care and support of a resident to benefit such resident’s mental,
physical, or social well-being, and compassionate caregiving is defined as personal caregiving
provided in anticipation of the end of the resident’s life or in the instance of significant mental,
physical or social decline or crisis (see PHL § 2801-h[1][a-c], SSL § 461-u[1][a-c]).

In accordance with the statutory directive, the new regulatory sections amend 10 NYCRR
415.3(d) to add new paragraphs (3), (4), and (5) concerning, respectively, personal caregiving
visitation, additional provisions relating to compassionate caregiving, and authority for the
Department of Health to review a nursing home’s personal caregiving visitation policies and
procedures. Likewise, for adult care facilities, the regulation adds a new section 485.18 of 18
NYCRR to address general visitation rights in an adult care facility (section 485.18[b]), personal
caregiving visitation (section 485.18[c]), additional provisions relating to compassionate
caregiving (section 485.18[d]), and authority for the Department of Health to review an adult care
facility’s personal caregiving visitation policies and procedures (section 485.18[¢]).

More specifically, the regulatory amendments relating to personal caregiving visitation, as

contained in the new 10 NYCRR 415.3(d)(3) and 18 NYCRR 485.18(c), provide that such



visitation shall be permitted in a nursing home and adult care facility during a public health
emergency declared under section twenty-four or section twenty-eight of the Executive Law,
notwithstanding general visitation restrictions in the facility, and subject to certain limitations,
including the need to limit or temporarily suspend personal caregiving visitation due to an increase
in local infection rates, temporary inadequate staff capacity, an acute emergency situation such as
loss of an essential service, or because the personal caregiving visitor poses a threat to the safety
and well-being of the resident or any resident or personnel in the facility. The regulations
governing personal caregiving visitation further: (i) set forth procedures for residents or their
lawful representatives to designate and change their designation of personal caregiving visitors;
(i1) provide that a resident shall be entitled to designate at least two personal caregiving visitors;
(i11) require that all personal caregiving visitors follow infection prevention safety protocols
required for nursing home and adult care facility staff, such as communicable disease testing,
health screenings, and donning appropriate personal protective equipment; and (iv) set forth
standards for a facility to determine the maximum frequency and duration of personal caregiving
visits and the total number of personal caregiving visitors allowed to visit the facility at any one
time.

The new 10 NYCRR 415.3(d)(4) and 18 NYCRR 485.18(d) establish additional provisions
for compassionate caregiving provided by personal caregiving visitors. These sections set forth
the situations in which a resident is eligible for a compassionate caregiving visitor and the

requirements for screening compassionate caregiving visitors prior to their entry into the facility.



Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by section 2801-h and 2803 of the Public Health Law and sections 461,
461-¢, and 461-u of the Social Services Law, Section 415.3 of Title 10 of the Official
Compilation of Codes, Rules and Regulations of the State of New York (NYCRR) is hereby
amended and a new Section 485.18 of Title 18 of the NYCRR is hereby added, to be effective

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

Subparagraph (iv) of paragraph (2) of subdivision (d) of Section 415.3 of 10 NYCRR is amended
to read as follows:
(iv) provide immediate access to any resident by the following:
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(f) immediate family or other relatives of the resident, subject to the resident's right to deny or
withdraw consent at any time; [and]

(2) personal caregiving visitors, as defined in subdivision (1) of section 2801-h of the Public

Health Law and pursuant to criteria specified in paragraph (3) of this subdivision, including

those providing compassionate caregiving, as defined in subdivision (1) of section 2801-h of the

Public Health Law and pursuant to criteria specified in paragraph (4) of this subdivision; and

[(g)] (h) others who are visiting with the consent of the resident, subject to reasonable restrictions

and the resident's right to deny or withdraw consent at any time;

Subdivision (d) of Section 415.3 of 10 NYCRR is amended to add new paragraphs (3), (4), and
(5) to read as follows:

(3) Personal caregiving visitors.




(1) During a public health emergency declared under section twenty-four or section twenty-eight

of the executive law, the facility must continue to allow residents to access their designated

personal caregiving visitors, notwithstanding any restrictions or prohibitions relating to

residential health care visitation resulting from the declared public health emergency. subject to

the following restrictions:

(a) If a facility has reasonable cause to believe that a resident will not benefit from

accessing their designated personal caregiving visitors, and such reasoning has been

documented in the resident’s individualized comprehensive plan of care. a facility may

require a health or mental health professional duly licensed or certified in New York

State under the Education Law, and who need not be associated with the nursing home,

including but not limited to a physician, registered nurse, licensed clinical social worker,

psychologist, or psychiatrist, to provide a written statement that the personal caregiving

will substantially benefit the resident’s quality of life. including a statement from such

medical provider that the personal caregiving visitation will enhance the resident’s

mental, physical, or psychosocial well-being, or any additional criteria evidencing a

benefit to quality of life as determined by the Department. Such written statements from

the medical provider shall be maintained in the resident’s individualized comprehensive

plan of care.

(b) Notwithstanding any provision of this subparagraph (1), a facility may temporarily

suspend or limit personal caregiving visitors to protect the health, safety and welfare of

residents if: the declared public health emergency is related to a communicable disease

and the Department determines that local infection rates are at a level that presents a

serious risk of transmission of such communicable disease within local facilities:; the




facility is experiencing temporary inadequate staffing and has reported such staffing

shortage to the Department of Health and any other State or federal agencies as required

by law, regulation, or other directive: or an acute emergency situation exists at the

facility, including loss of heat. loss of elevator service, or other temporary loss of an

essential service. Provided, however, that in the event a facility suspends or limits

personal caregiving visitation pursuant to this clause, the facility shall notify residents. all

designated personal caregiving visitors, and the applicable Department regional office of

such suspension or limitation and the duration thereof within twenty-four hours of

implementing the visitation suspension or limitation. Additionally, for each day of the

suspension or limitation, the facility shall document the specific reason for the suspension

or limitation in their administrative records. The facility shall further provide a means for

all residents to engage in remote visitation with their designated personal caregiving

visitor(s), including but not limited to phone or video calls, until such time that the

suspension or limitation on personal caregiving visitation has ended.

(c) Notwithstanding any provision of this subparagraph (i), a facility may prohibit a

personal caregiving visitor from entering if the facility has reasonable cause to believe

that permitting the personal caregiving visitor to meet with the resident is likely to pose a

threat of serious physical, mental, or psychological harm to such resident. In the event the

facility determines that denying such personal caregiving visitor access to the resident is

in the resident’s best interests pursuant to this subparagraph, the facility must document

the date of and reason for visitation refusal in the resident’s individualized

comprehensive plan of care, and on the same date of the refusal the facility shall

communicate its decision to the resident and their designated representative. Further, a




facility may refuse access to or remove from the premises any personal caregiving visitor

who is causing or reasonably likely to cause physical injury to any facility resident or

personnel.

(i1) The facility shall develop written policies and procedures to ask residents, or their designated

representatives in the event the resident lacks capacity, at time of admission or readmission, or

for existing residents within fourteen days of the effective date of this paragraph, which

individuals the resident elects to serve as their personal caregiving visitor during declared public

health emergencies. A resident shall be entitled to designate at least two personal caregiving

visitors at one time.

(ii1) The facility shall maintain a written record of the resident’s designated personal caregiving

visitors in the resident’s individualized comprehensive plan of care, and shall document when

personal caregiving and compassionate caregiving is provided in the resident’s individualized

comprehensive plan of care.

(iv) As part of its ongoing review of a resident’s comprehensive plan of care, the facility shall

regularly inquire of all current residents, or their designated representative if the resident lacks

capacity, whether the facility’s current record of designated personal caregiving visitors remains

accurate, or whether the resident, or their designated representative if the resident lacks capacity,

wishes to make any changes to their personal caregiving visitor designations. The facility shall

update the resident’s individualized comprehensive plan of care with the date the facility sought

updates from the resident and indicate any changes to the resident’s personal caregiving visitor

designations therein. Such inquiries shall be made no less frequently than quarterly and upon a

change in the resident’s condition; upon review of a facility’s visitation policies and procedures,




the Department may also require the facility inquire of any resident whether the facility’s current

record of designated personal caregiving visitors remains accurate.

(v) The facility shall require all personal caregiving visitors to adhere to infection control

measures established by the facility and consistent with any guidelines from the Department, or

in the absence of applicable Department guidance, consistent with long term care facility

infection control guidelines from the U.S. Centers for Disease Control and Prevention and the

Centers for Medicare and Medicaid Services. Such infection control measures may include. but

need not be limited to:

(a) testing all personal caregiving visitors for any communicable disease that is the

subject of the declared public health emergency, which may include rapid on-site testing

or requiring the visitor to present a negative test result dated no more than seven days

prior to the visit;

(b) checking the personal caregiving visitor’s body temperature upon entry to the facility,

and denying access to any visitor with a temperature above 100 degrees Fahrenheit:

(c) conducting health screenings of all personal caregiving visitors upon entry to the

facility, including screenings for signs and symptoms of any communicable disease that

1s the subject of the declared public health emergency or any other communicable disease

which is prevalent in the facility’s geographic area, and recording the results of such

screenings;

(d) requiring all personal caregiving visitors to don all necessary personal protective

equipment appropriately, and providing such personal protective equipment to all

personal caregiving visitors: and




(e) enforcing social distancing between persons during visitation, including personal

caregiving visitation, except as necessary to provide personal caregiving by the personal

caregiving visitor for the resident.

(vi) The facility shall establish policies and procedures regarding the frequency and duration of

personal caregiving visits and limitations on the total number of personal caregiving visitors

allowed to visit the resident and the facility at any one time. Such policies shall not be construed

to limit access by other visitors that would otherwise be permitted under state or federal law or

regulation. The facility shall ensure its policies and procedures respect resident privacy and take

1nto account visitation protocols in the event a resident occupies a shared room. In establishing

frequency and duration limits, the facility policy shall ensure that residents are able to receive

their designated personal caregiving visitors for the resident's desired frequency and length of

time, and any restrictions on that desired frequency and duration must be:

(a) attributable to the resident's clinical or personal care needs;

(b) necessary to ensure the resident’s roommate has adequate privacy and space to

receive their own designated personal caregiving visitors; or

(c) because the desired visitation frequency or duration would impair the effective

implementation of applicable infection control measures, including social distancing of at

least six feet between the visitors and others in the facility, having sufficient staff to

effectively screen all personal caregiving visitors and monitor visits to ensure infection

control protocols are being followed throughout, and having a sufficient supply of

necessary personal protective equipment for all personal caregiving visitors.

(4) Compassionate caregiving.




(1) In the event a resident experiences a long-term or acute physical, mental, or psychosocial

health condition for which, in the opinion of the resident, their representative, or a health care

professional (including but not limited to a physician, registered nurse, licensed clinical social

worker, psychologist., or psychiatrist), a compassionate caregiving visitor would improve the

resident’s quality of life, the resident or their representative shall designate at least two

compassionate caregiving visitors at one time, and the facility shall record such designation in

the resident’s individualized comprehensive plan of care. A resident’s designated personal

caregiving visitors may also provide compassionate caregiving.

(i1) Situations in which a resident is eligible for a compassionate caregiving visitor include but

are not limited to the following:

(a) end of life;

(b) the resident, who was living with their family before recently being admitted to an

adult care facility, is struggling with the change in environment and lack of physical

family support;

(c) the resident is grieving after a friend or family member recently passed away:

(d) the resident needs cueing and encouragement with eating or drinking, and such

cueing was previously provided by family and/or caregiver(s), and the resident is now

experiencing weight loss or dehydration; and

(e) the resident, who used to talk and interact with others, is experiencing emotional

distress, seldom speaking, or crying more frequently (when the resident had rarely cried

in the past).

(ii1) Compassionate caregiving visitation shall be permitted at all times, regardless of any general

visitation restrictions or personal caregiving visitation restrictions in effect in the facility.




Provided, however, that the facility shall require compassionate caregiving visitors to be

screened for communicable diseases prior to entering the facility and visits must be conducted

using appropriate social distancing between the resident and visitor if applicable based on

guidance from the Department or the U.S. Centers for Disease Control and Prevention; if,

however, personal contact would be beneficial for the resident’s mental or psychosocial well-

being, the facility shall establish policies and procedures to ensure that such necessary physical

contact follows appropriate infection prevention guidelines, including the visitor’s use of

personal protective equipment and adhering to hand hygiene protocols before and after resident

contact, and that the physical contact is limited in duration.

(5) The Department shall have discretion to review and require modifications to a facility’s

personal caregiving visitation and compassionate caregiving visitation policies and procedures to

ensure conformity with paragraphs (3) and (4) of this subdivision and any applicable visitation

guidelines issued by the Department or the Centers for Medicare and Medicaid Services.

A new Section 485.18 of 18 NYCRR, titled Personal and Compassionate Caregiving Visitation,
is added to read as follows:

(a) This section shall apply to all adult care facilities, including every adult care facility regulated
pursuant to Parts 487, 488 and 490 of this Title and Part 1001 of Title 10 of the NYCRR.

(b) Subject to the resident’s right to deny or withdraw consent at any time, all adult care facilities
must provide immediate access to any resident of visitors of their choice, including but not
limited to immediate family or other relatives of the resident and any others who are visiting with

the consent of the resident. Provided, however, that the facility may establish policies and
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procedures to establish reasonable restrictions on such visitation, including but not limited to:
setting forth visitation hours; denying access to any visitor suffering from a communicable
disease; terminating visitation with any visitor causing a threat to the health or safety of any
resident; and setting a cap on the number of visitors allowed in the facility at any one time. Any
such restrictions or limitations on visitation shall be communicated in writing to residents.
(c) Personal caregiving visitors.
(1) During a public health emergency declared under section twenty-four or section twenty-eight
of the executive law, the facility must continue to allow residents to access their designated
personal caregiving visitors, as defined in subdivision (1) of section 2801-h of the Public Health
Law, notwithstanding any restrictions or prohibitions relating to residential health care facility
visitation resulting from the declared public health emergency, subject to the following
restrictions:
(1) If a facility has reasonable cause to believe that a resident will not benefit from
accessing their designated personal caregiving visitors, and such reasoning has been
documented in the resident’s case management record, a facility may require a health or
mental health professional duly licensed or certified in New York State under the
Education Law, and who is not associated with the facility, including but not limited to a
physician, registered nurse, licensed clinical social worker, psychologist, or psychiatrist,
to provide a written statement that the personal caregiving will substantially benefit the
resident’s quality of life, including a statement from such medical provider that the
personal caregiving visitation will enhance the resident’s mental, physical, or

psychosocial well-being, or any additional criteria evidencing a benefit to quality of life
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as determined by the Department. Such written statements shall be maintained in the
resident’s case management record.

(i1) Notwithstanding any provision of this paragraph, a facility may temporarily suspend
or limit personal caregiving visitors to protect the health, safety and welfare of residents,
if: the declared public health emergency is related to a communicable disease and the
Department determines that local infection rates are at a level that presents a serious risk
of transmission of such communicable disease within local facilities; the facility is
experiencing temporary inadequate staffing and has reported such staffing shortage to the
Department of Health any other State or federal agencies as required by law, regulation,
or other directive; or an acute emergency situation exists at the facility, including loss of
heat, loss of elevator service, or other temporary loss of an essential service. Provided,
however, that in the event a facility suspends or limits personal caregiving visitation
pursuant to this subparagraph, the facility shall notify residents, all designated personal
caregiving visitors, and the applicable Department regional office of such suspension or
limitation and the duration thereof within twenty-four hours of implementing the
visitation suspension or limitation. Additionally, for each day of the suspension or
limitation, the facility shall document the specific reason for the suspension or limitation
in their administrative records. The facility shall further provide a means for all residents
to engage in remote visitation with their designated personal caregiving visitor(s),
including but not limited to phone or video calls, until such time that the suspension or
limitation on personal caregiving visitation has ended.

(ii1) Notwithstanding any provision of this paragraph, a facility may also prohibit a

personal caregiving visitor from entering if the facility has reasonable cause to believe
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that permitting the personal caregiving visitor to meet with the resident is likely to pose a
threat of serious physical, mental, or psychological harm to such resident. In the event the
facility determines that denying such personal caregiving visitor access to the resident is
in the resident’s best interests pursuant to this subparagraph, the facility must document
the date of and reason for visitation refusal in the resident’s case management record, and
on the same date of the refusal the facility shall communicate its decision to the resident
and their designated representative. Further, a facility may refuse access to or remove
from the premises any personal caregiving visitor who is causing or reasonably likely to
cause physical injury to any facility resident or personnel.
(2) The facility shall develop written policies and procedures to ask residents, or their designated
representatives in the event the resident lacks capacity, at time of admission or readmission, or
for existing residents within fourteen days of the effective date of this paragraph, which
individuals the resident elects to serve as their personal caregiving visitor during declared local
or state health emergencies. A resident shall be entitled to designate at least two personal
caregiving visitors at one time.
(3) The facility shall maintain a written record of the resident’s designated personal caregiving
visitors in the resident’s case management record, and shall document when personal caregiving
and compassionate caregiving is provided in the case management record.
(4) As part of its ongoing review of a resident’s case management needs, the facility shall
regularly inquire of all current residents, or their designated representative if the resident lacks
capacity, whether the facility’s current record of designated personal caregiving visitors remains
accurate, or whether the resident, or their designated representative if the resident lacks capacity,

wishes to make any changes to their personal caregiving visitor designations. The facility shall
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update the resident’s case management record with the date the facility sought updates from the
resident and indicate any changes to the resident’s personal caregiving visitor designations
therein. Such inquiries shall be made no less frequently than every six months and upon a
change in the resident’s condition; upon review of a facility’s visitation policies and procedures,
the Department may also require the facility inquire of any resident whether the facility’s current
record of designated personal caregiving visitors remains accurate.
(5) The facility shall require all personal caregiving visitors to adhere to infection control
measures established by the facility and consistent with any guidelines from the Department, or
in the absence of applicable Department guidance, consistent with long term care facility
infection control guidelines from the U.S. Centers for Disease Control and Prevention. Such
infection control measures may include, but need not be limited to:
(1) testing all personal caregiving visitors for any communicable disease that is the
subject of the declared public health emergency, which may include rapid on-site testing
or requiring the visitor to present a negative test result from no more than seven days
prior to the visit;
(i1) checking the personal caregiving visitor’s body temperature upon entry to the facility,
and denying access to any visitor with a temperature above 100 degrees Fahrenheit;
(ii1) conducting health screenings of all personal caregiving visitors upon entry to the
facility, including screenings for signs and symptoms of any communicable disease that
is the subject of the declared public health emergency or any other communicable disease
which is prevalent in the facility’s geographic area, and recording the results of such

screenings;
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(iv) requiring all personal caregiving visitors to don all necessary personal protective

equipment appropriately, and providing such personal protective equipment to all

personal caregiving visitors; and

(v) enforcing social distancing between persons during visitation, including personal

caregiving visitation, except as necessary to provide personal caregiving by the personal

caregiving visitor for the resident.
(6) The facility shall establish policies and procedures regarding the frequency and duration of
personal caregiving visits and limitations on the total number of personal caregiving visitors
allowed to visit the resident and the facility at any one time. Such policies shall not be construed
to limit access by other visitors that would otherwise be permitted under state or federal law or
regulation. The facility shall ensure its policies and procedures respect resident privacy and take
into account visitation protocols in the event a resident occupies a shared room. In establishing
frequency and duration limits, the facility policy shall ensure that residents are able to receive
their designated personal caregiving visitors for the resident's desired frequency and length of
time, and any restrictions on that desired frequency and duration must be:

(1) attributable to the resident’s clinical or personal care needs;

(11) necessary to ensure the resident’s roommate has adequate privacy and space to

receive their own designated personal caregiving visitors; or

(ii1) because the desired visitation frequency or duration would impair the effective

implementation of applicable infection control measures, including social distancing of at

least six feet between the visitors and others in the facility, having sufficient staff to

effectively screen all personal caregiving visitors and monitor visits to ensure infection
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control protocols are being followed throughout, and having a sufficient supply of
necessary personal protective equipment for all personal caregiving visitors.
(d) Compassionate caregiving.
(1) In the event a resident experiences a long-term or acute physical, mental, or psychosocial
health condition for which, in the opinion of the resident, their representative, or a health care
professional (including but not limited to a physician, registered nurse, licensed clinical social
worker, psychologist, or psychiatrist), a compassionate caregiving visitor would improve the
resident’s quality of life, the resident or their representative shall designate at least two
compassionate caregiving visitors at one time, and the facility shall record such designation in
the resident’s case management record. A resident’s designated personal caregiving visitors may
also provide compassionate caregiving.
(2) Situations in which a resident is eligible for a compassionate caregiving visitor include but
are not limited to the following:
(1) end of life;
(i1) the resident, who was living with their family before recently being admitted to an
adult care facility, is struggling with the change in environment and lack of physical
family support;
(ii1) the resident is grieving after a friend or family member recently passed away;
(iv) the resident needs cueing and encouragement with eating or drinking, and such
cueing was previously provided by family and/or caregiver(s), and the resident is now

experiencing weight loss or dehydration; and
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(v) the resident, who used to talk and interact with others, is experiencing emotional

distress, seldom speaking, or crying more frequently (when the resident had rarely cried

in the past).
(3) Compassionate caregiving visitation shall be permitted at all times, regardless of any general
visitation restrictions or personal caregiving visitation restrictions in effect in the facility.
Provided, however, that the facility shall require compassionate caregiving visitors to be
screened for communicable diseases prior to entering the facility and visits must be conducted
using appropriate social distancing between the resident and visitor if applicable based on
guidance from the Department or the U.S. Centers for Disease Control and Prevention; if,
however, personal contact would be beneficial for the resident’s well-being, the facility shall
establish policies and procedures to ensure such physical contact follows appropriate infection
prevention guidelines, including the visitor’s use of personal protective equipment and adhering
to hand hygiene protocols before and after resident contact, and that physical contact is limited in
duration.
(e) The Department shall have discretion to review and require modifications to a facility’s
personal caregiving visitation and compassionate caregiving visitation policies and procedures to
ensure conformity with subdivisions (c) and (d) of this section and any applicable visitation

guidelines issued by the Department or the Centers for Medicare and Medicaid Services.
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REGULATORY IMPACT STATEMENT

Statutory Authority:
The statutory authority is provided under sections 2801-h and 2803 of the Public Health
Law (PHL) and sections 461, 461-¢, and 461-u of the Social Services Law (SSL).

PHL § 2801-h and SSL § 461-u specifically authorize the New York State Department
of Health (Department) to promulgate regulations relating to personal caregiving visitors and
compassionate caregiving visitors in nursing homes and adult care facilities (ACFs).

SSL § 461 requires the Department to promulgate regulations establishing general
standards applicable to ACFs. SSL § 461-e authorizes the Department to promulgate regulations
to require ACFs to maintain certain records with respect to the facilities’ residents and the

operation of the facility.

Legislative Objectives:

The legislative objective of PHL § 2801-h and SSL § 461-u is to ensure residents’ rights
to visitation are respected by allowing residents of nursing homes and ACFs to have access to
their designated personal caregiving visitors and compassionate caregiving visitors during a
declared State or local public health emergency. Further, the legislative objective of SSL § 461

is to promote the health and well-being of residents of ACFs.

Needs and Benefits:

These regulations are necessary pursuant to the statutory directives in PHL § 2801-h and
SSL § 461-u, which direct the Commissioner of Health to promulgate regulations governing
personal caregiving visitation and compassionate caregiving visitation in nursing homes and

ACFs during a declared State or local public health emergency.
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These regulations are beneficial insofar as they will provide clarity to facility operators
and administrators, residents, and their family members regarding whether certain visitors are
permitted to access a nursing home or ACF during a declared local or State health emergency,

notwithstanding any visitation restrictions currently in effect within the facility.

COSTS:

Costs to Regulated Parties:

There are no anticipated costs to regulated parties. The regulations require facilities to
establish policies and procedures regarding personal caregiving visitation and compassionate
caregiving visitation that comply with these regulations and the governing statutes, PHL § 2801-
h and SSL § 461-u. Insofar as facilities are obligated to establish policies and procedures for

other facility operations, this responsibility should be managed using existing resources.

Costs to Local and State Governments:
There are no anticipated costs to any regulated parties, including nursing homes and

ACFs operated by a local or State government.

Costs to the Department of Health:
This regulation will not result in any additional operational costs to the Department of
Health. Any increased surveillance and enforcement activities relating to this regulation will be

handled with existing resources.

Paperwork:
This regulation requires facilities to develop and maintain visitation policies relating to
personal caregiving visitation and compassionate caregiving visitation. However, this

requirement is expected to be of minimal burden to facilities, which are currently obligated to
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develop and maintain other policies and procedures relating to facility operations, and the
requirements for such visitation policies and procedures are thoroughly detailed in these

regulations and the governing statutes, PHL § 2801-h and SSL § 461-u.

Local Government Mandates:

Nursing homes and ACFs operated by local governments will be affected and will be
subject to the same requirements as any other nursing home licensed under PHL Article 28 or
ACF licensed under SSL Article 7, Title 2. Currently, there are 21 nursing homes operated by
local governments (counties and municipalities) and 6 nursing homes operated by the State.

Additionally, there are currently two adult care facilities operated by county governments.

Duplication:

These regulations do not duplicate any State or federal rules.

Alternatives:
There are no viable alternatives. The alternative of not issuing these regulations was
rejected given the statutory directive to promulgate these regulations, pursuant to PHL § 2801-h

and SSL § 461-u.

Federal Standards:

The federal Centers for Medicare & Medicaid Services (CMS) has issued visitation
guidance applicable to Medicaid- and Medicare-enrolled nursing homes, titled “Nursing Home
Visitation - COVID-19 (REVISED)” (QSO-20-39-NH), revised April 27, 2021. This visitation
guidance discusses general visitation in nursing homes including compassionate care visitation.
The Department has reviewed this CMS guidance and finds that the proposed regulations are
consistent with the CMS guidance insofar as they both relate to compassionate care visitation in

nursing homes. No other federal standards apply.
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Compliance Schedule:

The regulations will become effective upon publication of a Notice of Adoption in the

New York State Register.

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

Effect on Small Business and Local Government:

This regulation will not impact local governments or small businesses unless they
operate a nursing home or adult care facility (ACF). Currently, there are 21 nursing homes
operated by local governments (counties and municipalities) and 6 nursing homes operated by
the State. Additionally, there are currently two ACFs operated by county governments
(Chenango and Warren Counties). Additionally, to date, 79 nursing homes in New York qualify
as small businesses given that they have 100 or fewer employees. There are also 483 ACFs that

have 100 or fewer employees and therefore qualify as small businesses.

Compliance Requirements:

This regulation requires nursing homes and ACFs to develop policies and procedures
relating to compassionate caregiver visitation and personal caregiver visitation that are consistent
with these regulations and the governing statutes, Public Health Law (PHL) § 2801-h and Social

Services Law (SSL) § 461-u.

Professional Services:

No professional services are required by this regulation.

Compliance Costs:

There are no costs associated with this regulation.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.
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Minimizing Adverse Impact:

This regulation is consistent with resident right standards and current CMS and
Department visitation guidance. Therefore, the Department expects no adverse impact to
facilities given that nursing homes and ACFs are currently required to comply with similar
standards and are expected to have already developed policies and procedures in accordance with
those existing standards. In any event, the Department is required by PHL § 2801-h and SSL §
461-u to promulgate these regulations; as such, any adverse impact on covered facilities cannot

be avoided due to the statutory mandate.

Small Business and Local Government Participation:

Facilities were put on notice of the forthcoming promulgation of these regulations upon
the enactment of PHL § 2801-h and SSL § 461-u, as enacted by Chapter 108 of the Laws of
2021. Additionally, the Department plans to advise all facilities, including those operated by
small businesses and local governments, of the publication of these regulations and the

opportunity to submit any questions relating to such regulations to the Department.
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RURAL AREA FLEXIBILITY ANALYSIS

Type and Estimated Numbers of Rural Areas:

Although this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Executive Law § 481(7) (SAPA § 102(10)). Per Executive Law § 481(7), rural areas
are defined as “counties within the state having less than two hundred thousand population, and
the municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

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

States Census estimated county populations for 2010:

Allegany County Greene County Schoharie County
Cattaraugus County Hamilton County Schuyler County
Cayuga County Herkimer County Seneca County
Chautauqua County Jefferson County St. Lawrence County
Chemung County Lewis County Steuben County

Chenango County

Livingston County

Sullivan County

Clinton County Madison County Tioga County
Columbia County Montgomery County Tompkins County
Cortland County Ontario County Ulster County
Delaware County Orleans County Warren County
Essex County Oswego County Washington County
Franklin County Otsego County Wayne County
Fulton County Putnam County Wyoming County

Genesee County

Rensselaer County

Yates County

Schenectady County
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The following counties have populations of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon the United States

Census estimated county populations for 2010:

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

Both licensed nursing homes and ACFs are located in these identified rural areas.

Reporting, recordkeeping, and other compliance requirements; and professional services:

This regulation imposes no additional paperwork.

Compliance Costs:

There are no costs associated with this regulation.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

This regulation is consistent with resident right standards and current CMS and
Department visitation guidance. Therefore, the Department expects no adverse impact to
facilities given that nursing homes and ACFs are currently required to comply with similar
standards and are expected to have already developed policies and procedures in accordance with
those existing standards. In any event, the Department is required by PHL § 2801-h and SSL §
461-u to promulgate these regulations; as such, any adverse impact on covered facilities cannot

be avoided due to the statutory mandate.
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Rural Area Participation:

Facilities were put on notice of the forthcoming promulgation of these regulations upon
the enactment of PHL § 2801-h and SSL § 461-u, as enacted by Chapter 108 of the Laws of
2021. Additionally, the Department plans to advise all facilities, including those located in rural
areas, of the publication of these regulations and the opportunity to submit any questions relating

to such regulations to the Department.
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STATEMENT IN LIEU OF JOB IMPACT STATEMENT

A Job Impact Statement for these regulations is not being submitted because it is apparent
from the nature and purposes of the amendments that they will not have a substantial adverse

impact on jobs and/or employment opportunities.
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Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by Public Health Law Sections 225, 2800, 2803, 3612, and 4010, as
well as Social Services Law Sections 461 and 461-¢, 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 2.61, as follows:

2.61. Prevention of COVID-19 transmission by covered entities.
(a) Definitions.
(1) “Covered entities” for the purposes of this section, shall include:

(1) 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;
(i1) 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;
(i11) hospices as defined in section 4002 of the Public Health Law; and
(iv) adult care facility under the Department’s regulatory authority, as set forth in

Article 7 of the Social Services Law.



(2) “Personnel,” for the purposes of this section, shall mean all persons employed or
affiliated with a covered entity, 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 COVID-19, they

could potentially expose other covered personnel, patients or residents to the disease.

(3) “Fully vaccinated,” for the purposes of this section, shall be determined by the
Department in accordance with applicable federal guidelines and recommendations.
Unless otherwise specified by the Department, documentation of vaccination must
include the manufacturer, lot number(s), date(s) of vaccination; and vaccinator or vaccine
clinic site, in one of the following formats:

(1) record prepared and signed by the licensed health practitioner who administered the
vaccine, which may include a CDC COVID-19 vaccine card;

(1) an official record from one of the following, which may be accepted as
documentation of immunization without a health practitioner’s signature: a foreign
nation, NYS Countermeasure Data Management System (CDMS), the NY'S
Immunization Information System (NYSIIS), City Immunization Registry (CIR), a
Department-recognized immunization registry of another state, or an electronic health
record system; or

(ii1) any other documentation determined acceptable by the Department.



(c) Covered entities shall continuously require personnel to be fully vaccinated against COVID-
19, absent receipt of an exemption as allowed below. Covered entities shall require all personnel
to receive at least their first dose before engaging in activities covered under paragraph (2) of
subdivision (a) of this section. Documentation of such vaccination shall be made in personnel
records or other appropriate records in accordance with applicable privacy laws, except as set

forth in subdivision (d) of this section.

(d) Exemptions. Personnel shall be exempt from the COVID-19 vaccination requirements set
forth in subdivision (c) of this section as follows:

(1) Medical exemption. If any licensed physician, physician assistant, or certified nurse
practitioner certifies that immunization with COVID-19 vaccine is detrimental to the
health of member of a covered entity’s personnel, based upon a pre-existing health
condition, the requirements of this section relating to COVID-19 immunization shall be
inapplicable only until such immunization is found no longer to be detrimental to such
personnel member’s health. The nature and duration of the medical exemption must be
stated in the personnel employment medical record, or other appropriate record, and must
be in accordance with generally accepted medical standards, (see, for example, the
recommendations of the Advisory Committee on Immunization Practices of the U.S.
Department of Health and Human Services), and any reasonable accommodation may be
granted and must likewise be documented in such record. Covered entities shall
document medical exemptions in personnel records or other appropriate records in
accordance with applicable privacy laws by: (i) September 27, 2021 for general hospitals

and nursing homes; and (ii) October 7, 2021 for all other covered entities. For all covered



entities, documentation must occur continuously, as needed, following the initial dates for
compliance specified herein, including documentation of any reasonable accommodation

therefor.

(e) Upon the request of the Department, covered entities must report and submit documentation,
in a manner and format determined by the Department, for the following:
(1) the number and percentage of personnel that have been vaccinated against COVID-
19;
(2) the number and percentage of personnel for which medical exemptions have been
granted;

(3) the total number of covered personnel.

(f) Covered entities shall develop and implement a policy and procedure to ensure compliance

with the provisions of this section and submit such documents to the Department upon request.

(g) The Department may require all personnel, whether vaccinated or unvaccinated, to wear an
appropriate face covering for the setting in which such personnel are working in a covered entity.

Covered entities shall supply face coverings required by this section at no cost to personnel.

Subparagraph (vi) of paragraph (10) of subdivision (b) of Section 405.3 of Part 405 is added to

read as follows:



(vi) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation immediately available upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (5) of subdivision (a) of Section 415.19 of Part 415 is added to read as follows:

(5) collects documentation of COVID-19 or documentation of a valid medical exemption to such

vaccination, for all personnel pursuant to section 2.61 of this title, in accordance with applicable

privacy laws, and making such documentation immediately available upon request by the

Department. as well as any reasonable accommodation addressing such exemption.

Paragraph (7) of subdivision (d) of Section 751.6 is added to read as follows:

(7) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department. as well as any

reasonable accommodation addressing such exemption.

Paragraph (6) of subdivision (c) of Section 763.13 is added to read as follows:

(6) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making




such documentation available immediately upon request by the Department. as well as any

reasonable accommodation addressing such exemption.

Paragraph (7) of subdivision (d) of Section 766.11 is added to read as follows:

(7) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (8) of subdivision (d) of Section 794.3 is added to read as follows:

(8) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.

Paragraph (5) of subdivision (q) of Section 1001.11 is added to read as follows:

(5) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of this Title, in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department, as well as any

reasonable accommodation addressing such exemption.




Paragraph (18) of subdivision (a) of Section 487.9 of Title 18 is added to read as follows:

(18) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of Title 10. in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department. as well as any

reasonable accommodation addressing such exemption.

Paragraph (14) of subdivision (a) of Section 488.9 of Title 18 is added to read as follows:

(14) documentation of COVID-19 vaccination or a valid medical exemption to such vaccination,

pursuant to section 2.61 of Title 10. in accordance with applicable privacy laws, and making

such documentation available immediately upon request by the Department. as well as any

reasonable accommodation addressing such exemption.

Paragraph (15) of subdivision (a) of Section 490.9 of Title 18 is added to read as follows:

(15) Operator shall collect documentation of COVID-19 vaccination or a valid medical

exemption to such vaccination, pursuant to section 2.61 of Title 10. in accordance with

applicable privacy laws, and making such documentation available immediately upon request by

the Department. as well as any reasonable accommodation addressing such exemption.




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

Article 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, 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. 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.

Social Service Law (SSL) Section 461 requires the Department to promulgate regulations
establishing general standards applicable to Adult Care Facilities (ACF). SSL Section 461-¢
authorizes the Department to promulgate regulations to require adult care facilities to maintain

certain records with respect to the facilities residents and the operation of the facility.

Legislative Objectives:

The legislative objective of PHL Section 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, 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. PHL

Article 40 declares that hospice is a socially and financially beneficial alternative to conventional



curative care for the terminally ill. Lastly, the legislative objective of SSL Section 461 is to

promote the health and well-being of residents of ACFs.

Needs and Benefits:

The vaccine mandate for health care workers, which required general hospital and
nursing home personnel to receive their first dose of COVID-19 vaccine by September 27, 2021,
and required all other covered entities to receive their first dose of COVID-19 vaccine by
October 7, 2021, has greatly increased the percentage of health care workers who are vaccinated
against COVID-19. COVID cases, hospitalizations, and deaths are decreasing in New York
State, and the continuation of these regulations will help ensure that the epidemiology curve
continues downward in furtherance of the New York State Department of Health’s mission to
reduce morbidity and mortality. These regulations are helping New York State reduce sickness
and death from COVID-19.

The Centers for Disease Control and Prevention (CDC) has identified a concerning
national trend of increasing circulation of the SARS-CoV-2 Delta variant. Since early July, cases
have risen more than 10-fold, and over 99 percent of the sequenced recent positives in New York
State were the Delta variant. Recent New York State data show that unvaccinated individuals
are approximately 5 times as likely to be diagnosed with COVID-19 compared to vaccinated
individuals. Those who are unvaccinated have over 10 times the risk of being hospitalized with
COVID-19.

The COVID-19 vaccines are safe and effective. They offer the benefit of helping to
reduce the number of COVID-19 infections, including the Delta variant, which is a critical

component to protecting public health. Certain settings, such as healthcare facilities and
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congregate care settings, pose increased challenges and urgency for controlling the spread of this
disease because of the vulnerable patient and resident populations that they serve. Unvaccinated
personnel in such settings have an unacceptably high risk of both acquiring COVID-19 and
transmitting the virus to colleagues and/or vulnerable patients or residents, exacerbating staffing
shortages, and causing unacceptably high risk of complications.

In response to this significant public health threat, through this regulation, the
Department is requiring covered entities to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, and provide
reasonable accommodations therefor to protect the wellbeing of the patients, residents and
personnel in such facilities. Documentation and information regarding personnel vaccinations
as well as exemption requests granted are required to be provided to the Department immediately

upon request.

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

Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, as well as any reasonable
accommodations. 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.
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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 PHL 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 ensure that
personnel are fully vaccinated against COVID-19 and document such vaccination in personnel or
other appropriate records. They must also review and make determinations on requests for
medical exemptions, which must also be documented in personnel or other appropriate records,
along with any reasonable accommodations.

Although the costs to the State or local governments cannot be determined with precision,
the Department does not expect these costs to be significant. State facilities should already be
ensuring COVID-19 vaccination among their personnel, subject to State directives. Further, these
entities are expected to realize savings as a result of the reduction in COVID-19 in personnel and

the attendant loss of productivity and available staff.

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.

Local Government Mandates:
Covered entities operated by local governments will be subject to the same requirements

as any other covered entity subject to this regulation.
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Paperwork:

This measure will require covered entities to ensure that personnel are fully vaccinated
against COVID-19 and document such vaccination in personnel or other appropriate records.
Covered entities must also review and make determinations on requests for medical exemptions,
which must also be documented in personnel or other appropriate records along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with
any reasonable accommodations. Facilities and agencies must develop and implement a policy
and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Duplication:

This regulation will not conflict with any state or federal rules.

Alternative Approaches:

One alternative would be to require covered entities to test all personnel in their facility
before each shift worked. This approach is limited in its effect because testing only provides a
person’s status at the time of the test and testing every person in a healthcare facility every day is
impractical and would place an unreasonable resource and financial burden on covered entities if
PCR tests couldn’t be rapidly turned around before the commencement of the shift. Antigen tests

have not proven as reliable for asymptomatic diagnosis to date.
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Another alternative to requiring covered entities to mandate vaccination would be to
require covered entities to mandate all personnel to wear a fit-tested N95 face covering at all
times when in the facility, in order to prevent transmission of the virus. However, acceptable face
coverings, which are not fit-tested N95 face coverings have been a long-standing requirement in
these covered entities, and, while helpful to reduce transmission it does not prevent transmission
and; therefore, masking in addition to vaccination will help reduce the numbers of infections in

these settings even further.

Federal Requirements:
There are no minimum standards established by the federal government for the same or

similar subject areas.

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

New York State Register.

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

Effect on Small Business and Local Government:

This regulation will not impact local governments or small businesses unless they
operate a covered entity as defined in the emergency regulation. Currently, 5 general hospitals,
79 nursing homes, 75 certified home health agencies (CHHAs), 20 hospices and 1,055 licensed
home care service agencies (LHCSASs), and 483 adult care facilities (ACFs) are small businesses
(defined as 100 employees or less), independently owned and operated affected by this rule.
Local governments operate 19 hospitals, 137 diagnostic and treatment facilities, 21 nursing

homes, 12 CHHAs, at least 48 LHCSAs, 1 hospice, and 2 ACFs.

Compliance Requirements:

Covered entities are required to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with
any reasonable accommodations. Facilities and agencies must develop and implement a policy
and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Professional Services:

There are no additional professional services required as a result of this regulation.
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Compliance Costs:

Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, along with any reasonable
accommodations. 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.

Economic and Technological Feasibility:

There are no economic or technological impediments to the rule changes.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of
personnel. Further, it is the Department’s understanding that many facilities across the State
have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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Small Business and Local Government Participation:
Due to the emergent nature of COVID-19, small businesses and local governments were
not consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity to provide comments during the notice and comment period.
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RURAL AREA FLEXIBILITY ANALYSIS
Type and Estimated Numbers of Rural Areas:

While this rule applies uniformly throughout the state, including rural areas, for the
purposes of this Rural Area Flexibility Analysis (RAFA), “rural area” means areas of the state
defined by Exec. Law § 481(7) (SAPA § 102(10)). Per Exec. Law § 481(7), rural areas are
defined as “counties within the state having less than two hundred thousand population, and the
municipalities, individuals, institutions, communities, and programs and such other entities or
resources found therein. In counties of two hundred thousand or greater population ‘rural areas’
means towns with population densities of one hundred fifty persons or less per square mile, and
the villages, individuals, institutions, communities, programs and such other entities or resources
as are found therein.”

The following 44 counties have an estimated population of less than 200,000 based upon

2020 United States Census data:

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

Delaware County
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Essex County Oswego County Washington County

Franklin County Otsego County Wayne County

Fulton County Putnam County Wyoming County

Genesee County Rensselaer County Yates County
Schenectady County

The following counties of have population of 200,000 or greater, and towns with
population densities of 150 person or fewer per square mile, based upon 2019 United States

Census population projections:

Albany County Niagara County Saratoga County
Dutchess County Oneida County Suffolk County
Erie County Onondaga County

Monroe County Orange County

Reporting, recordkeeping, and other compliance requirements; and professional services:

Covered entities are required to ensure their personnel are fully vaccinated against
COVID-19, and to document evidence thereof in appropriate records. Covered entities are also
required to review and make determinations on medical exemption requests, along with any
reasonable accommodations.

Upon the request of the Department, covered entities must report the number and
percentage of total covered personnel, as well as the number and percentage that have been
vaccinated against COVID-19 and those who have been granted a medical exemption, along with

any reasonable accommodations. Facilities and agencies must develop and implement a policy
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and procedure to ensure compliance with the provisions of this section, making such documents

available to the Department upon request.

Compliance Costs:

Covered entities must ensure that personnel are fully vaccinated against COVID-19 and
document such vaccination in personnel or other appropriate records. Covered entities must also
review and make determinations on requests for medical exemptions, which must also be
documented in personnel or other appropriate records, along with any reasonable
accommodations. 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.

Minimizing Adverse Impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of
personnel. Further, it is the Department’s understanding that many facilities across the State
have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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Rural Area Participation:

Due to the emergent nature of COVID-19, parties representing rural areas were not
consulted. If these regulations are proposed for permanent adoption, all parties will have an

opportunity to provide comments during the notice and comment period.
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JOB IMPACT STATEMENT

Nature of Impact:
Covered entities may terminate personnel who are not fully vaccinated and do not have a valid
medical exemption and are unable to otherwise ensure individuals are not engaged in

patient/resident care or expose other covered personnel.

Categories and numbers affected:
This rule may impact any individual who falls within the definition of “personnel” who is
not fully vaccinated against COVID-19 and does not have a valid medical exemption on file with

the covered entity for which they work or are affiliated.

Regions of adverse impact:
The rule would apply uniformly throughout the State and the Department does not
anticipate that there will be any regions of the state where the rule would have a disproportionate

adverse impact on jobs or employment.

Minimizing adverse impact:

As part of ongoing efforts to address the COVID-19 pandemic, regulated parties have
been a partner in implementing measures to limit the spread and/or mitigate the impact of
COVID-19 within the Department since March of 2020. Further, the Department currently has
an emergency regulation in place, which requires nursing homes and adult care facilities to offer
COVID-19 vaccination to personnel and residents, which has helped to facilitated vaccination of

personnel. Further, it is the Department’s understanding that many facilities across the State
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have begun to impose mandatory vaccination policies. Lastly, on August 18, 2021, President
Biden announced that as a condition of participating in the Medicare and Medicaid programs, the
United States Department of Health and Human Services will be developing regulations

requiring nursing homes to mandate COVID-19 vaccination for workers.
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Pursuant to the authority vested in the Commissioner of Health by Public Health Law section
2803, Section 756.3 of Title 10 of the Official Compilation of Codes, Rules and Regulations of
the State of New York (NYCRR) is amended and Section 756.4 is repealed and replaced, to be
effective upon publication of a Notice of Adoption in the New York State Register, to read as

follows:

Section 756.3 is amended to read as follows:
The operator shall ensure that:
(a) prior to performing the procedure, the patient receives a [complete physical

examination] clinically relevant examination, which may be satisfied, when clinically

appropriate, through a review of the patient’s medical history and discussion of patient

symptoms conducted through telemedicine. [with appropriate tests for a positive

pregnancy diagnosis and sonography if there is a question of gestational age, and] T[t]he

results [are] of such examination shall be documented in the patient’s medical record;

(b) after the procedure, an evaluation of the [physical and emotional] status of the patient
is made and documented in the patient’s medical record;

(c) information and counseling about [alternative] methods of [birth control]
contraception are made available [by a health care professional] to all patients who want
such information;

(d) referral is made to another facility for family planning services, if not available at the
center, and if desired by the patient; and

(e) [the determination of blood group and Rh type is made prior to the termination of
pregnancy. The patient is evaluated for the risk of sensitization to Rho(D) antigen and,] a

determination of blood group and Rh type, if clinically indicated, is made in accordance




with evidence based clinical guidelines. [i]If the use of Rh immune globulin is indicated

and the patient consents, an appropriate dosage is administered within 72 hours after the

termination of pregnancy.

Section 756.4 is REPEALED and a new section 756.4 is added to read as follows:

756.4 Health care practitioner services

The operator shall ensure that:

(a) a health care practitioner licensed, certified, or authorized under title eight of the education
law, acting within such practitioner’s lawful scope of practice, performs the abortion; and

(b) an abortion is performed only when, according to the practitioner’s reasonable and good faith
professional judgment based on the facts of the patient’s case: the patient is within twenty-four
weeks from the commencement of pregnancy, or there is an absence of fetal viability, or the

abortion is necessary to protect the patient’s life or health.



REGULATORY IMPACT STATEMENT
Statutory Authority:
The statutory authority is provided under Public Health Law (PHL) § 2803(2), which
permits the Public Health and Health Planning Council (PHHPC), upon approval of the
Commissioner of Health, to adopt rules necessary to effectuate the provisions and purposes of

PHL Article 28.

Legislative Objectives:

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. Specifically, PHL § 2800 provides 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.”



Needs and Benefits:

The proposed regulatory changes are necessary to protect and promote the health of New
Yorkers seeking to access abortion services, consistent with PHL § 2800. The proposed
amendments will better enable abortion service clinics, as PHL Article 28 diagnostic and
treatment centers, to provide safe, high-quality services by aligning the regulations with current
clinical standards for providing abortion care. In particular, repeal of section 756.4, which
limited provision of abortion care to physicians, and replacement with language that mirrors PHL
§ 2599-bb, is necessary in light of the passage of the Reproductive Health Act of 2019.
Specifically, the Act affirmed that any health care provider—not merely physicians—Iicensed
and certified under Title 8 of the Education Law and acting within their scope of practice may
provide abortion care. The proposed regulatory changes will thus advance the purposes of the
Reproductive Health Act, which aimed to codify into state law the fundamental protections
relating to abortion access articulated in Roe v. Wade and ensure access to safe, legal abortion in
New York State.

The proposed regulatory amendments are also necessary to conform New York’s
abortion regulations to recent federal case law relating to abortion access, including Whole
Women’s Health v Hellerstedt (579 U.S.  , 136 S.Ct. 2292 [2016]), June Medical Services
LLC v Russo (591 U.S. , Nos. 18-1323, 18-1460, [2020]), and Am. Coll. of Obstetricians &
Gynecologists v United States FDA (2020 US Dist LEXIS 122017 [D Md July 13, 2020]).
Specifically, section 756.4(b), which requires a physician with admitting privileges at a hospital
to conduct an abortion, is unconstitutional according to a recent United States Supreme Court
case in June Medical Services, which held that a similar Louisiana law requiring physician
hospital admitting privileges in order to conduct an abortion poses an undue burden on a

woman’s right to abortion and is therefore unconstitutional.
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With respect to the proposed amendments to section 756.3(a), which would permit
clinically-relevant examinations to be conducted via telemedicine, this change is required for
consistency with a recent ruling from the United States District Court for the District of
Maryland. In that case, the court granted a nationwide preliminary injunction requiring that the
U.S. Food and Drug Administration (FDA) temporarily suspend enforcement of the in-person
dispensing requirements for the medication mifepristone, when used for medication abortion
(Am. Coll. of Obstetricians & Gynecologists v United States FDA, 2020 US Dist LEXIS 122017,
at *1 [D Md July 13, 2020]). The Court held that the FDA’s requirement that mifepristone be
dispensed in person during the COVID-19 emergency improperly infringed on access to
constitutionally protected medication abortions.

Similarly, subdivisions (a) and (e) of section 756.3 unnecessarily subject all patients,
regardless of clinical necessity, to COVID-19 risks by requiring in-person physical examinations
and Rh factor testing in order to access abortion during the pandemic. Although the COVID-19
state of emergency will eventually resolve, subdivisions (a) and (e) of section 756.3 must be
amended as proposed to ensure that current regulatory requirements do not create barriers to

accessing abortion services when in-person visits are not clinically necessary.

COSTS:
Costs to Private Regulated Parties:

The private parties subject to the proposed regulations are licensed diagnostic and
treatment centers (D&TCs). This proposal is expected to have minimal costs on D&TCs,

because the amendments will bring the regulations in line with current clinical practices.



Costs to Local Government:

This proposal will not impact local governments.

Costs to the Department of Health:
The Department will utilize existing resources to review compliance with the amended

regulatory requirements.

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

agencies.

Local Government Mandate:
No new local government program, project or activity is required by the proposed

regulations.

Paperwork:
No new paperwork requirements would be imposed under the proposed regulatory

changes.

Duplication:

These regulatory amendments do not duplicate existing State or federal requirements.



Alternatives:

The Department found no viable alternatives to the proposed regulations. Not amending
the regulations was rejected as an option, because the existing regulations, adopted over 30 years
ago, are not aligned with current clinical best practices. Failing to make the proposed regulatory
changes would also place New York State at odds with federal law, to the extent that current
regulations require that at least one physician in the clinic has admitting privileges at a hospital;
similar admitting privileges requirements were found unconstitutional by the U.S. Supreme
Court in 2016 and 2020 (see Whole Women'’s Health v Hellerstedt, 136 S.Ct. at 2292; June

Medical Services, Nos. 18-1323, 18-1460).

Federal Standards:

The proposed regulations do not duplicate or conflict with any federal regulations.
Indeed, this proposal will bring the Department’s regulations in line with federal case law,
including two recent U.S. Supreme Court decisions: Whole Women'’s Health v Hellerstedt (136

S.Ct. at 2292) and June Medical Services (Nos. 18-1323, 18-1460).

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

Contact Person: Katherine Ceroalo
New York State Department of Health
Bureau of Program Counsel, Regulatory Affairs Unit
Corning Tower Building, Room 2438
Empire State Plaza
Albany, New York 12237
(518) 473-7488
(518) 473-2019 (FAX)
REGSOQNA @health.ny.gov
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STATEMENT IN LIEU OF
REGULATORY FLEXIBILITY ANALYSIS
No regulatory flexibility analysis is required pursuant to section 202-(b)(3)(a) of the State
Administrative Procedure Act. The proposed amendment does not impose an adverse economic
impact on small businesses or local governments, and it does not impose reporting, record

keeping or other compliance requirements on small businesses or local governments.



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

a result of the proposed amendments.



STATEMENT IN LEIU OF

JOB IMPACT STATEMENT

A Job Impact Statement for the proposed regulatory amendments is not being submitted
because it is apparent from the nature and purposes of the amendments that they will not have a

substantial adverse impact on jobs and/or employment opportunities.
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Executive Summary

applicant files that application, an affidavit is
included from the applicant that the applicant
shall refrain from exercising control over the
CHHA (a “no control” affidavit) pending the
decision of PHHPC.

Description

Brookhaven Memorial Hospital Medical Center,
Inc. (Brookhaven) is the operator of Long Island
Community Hospital, a 306-bed Article 28
hospital in Patchogue (Suffolk County), Long
Island Community Hospital Home Care, an
Article 36 certified home health care agency
(CHHA) serving Suffolk County, and Long Island
Community Hospital Hospice, an Article 40
hospice serving Suffolk County (collectively,
LICH). This certificate of need (CON)
application seeks approval to establish NYU
Langone Health System, Inc. (NYU Langone), a
not-for-profit corporation whose sole member is
New York University, as the active parent and
co-operator of LICH'’s Article 28 hospital and the
parent of the Article 40 hospice. Additionally,
upon Public Health and Health Planning Council
(PHHPC) approval, Brookhaven will change its
corporate name to Long Island Community
Hospital at NYU Langone Health.

NYU Langone is also seeking approval from the
Office of Mental Health (OMH), the Office of
Addiction Services and Supports (OASAS), and
their corresponding Behavioral Health Services
Advisory Council to become the sponsor of
Brookhaven'’s Article 31 and Article 32 beds and
services. Approval from OMH and OASAS are
contingencies on this CON.

Brookhaven and NYU Langone intend to submit
a separate CON at a future date to seek
establishment approval for the CHHA. Because
this is a change in controlling person for an
Article 36 home care agency, the applicant can
submit the application within thirty days after the
change in control for the CHHA pursuant to 10
NYCRR 760.15 (a), provided that when the

An Affiliation Agreement was executed by both
parties on July 2, 2021, which is intended to
enable NYU Langone and LICH to streamline
the provision and coordination of the highest
quality of patient care and improve financial
stability.

LICH has served the communities of south and
central Suffolk for 65 years, serving more than
400,000 patients, but with a breakeven
operating margin, LICH lacks adequate cash
flow to make significant investments in its
campus and ambulatory programs. The
proposed affiliation will provide LICH with
access to additional capital and NYU Langone’s
operational efficiencies and strategies and afford
LICH’s patients' seamless access to tertiary and
quaternary care.

NYU and LICH intend to jointly develop and
refine master facilities and capital plans for
LICH’s primary and secondary areas that will
include consideration of new service lines and
healthcare-related acquisitions that will enhance
needed health services throughout those service
areas. NYU has committed $100 million to
transform LICH and to implement NYU
Langone’s enterprise-wide systems (including
EPIC) and infrastructure improvements in
LICH’s inpatient and ambulatory facilities and
programs that are intended to enhance quality
metrics and patient outcomes.
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The affiliation will be affected in two steps. In
Phase One, the subject of this application and a
future application regarding the CHHA, NYU
Langone will become the sole corporate
member and the active parent and co-operator
of the LICH licensed facilities and agencies. As
noted before, there will be a future CON to
effectuate the change in control for the CHHA.
In Phase Two of the affiliation, which will occur
no later than three years after the completion of
Phase One, LICH will, upon receipt of PHHPC
and all other required approvals, merge with and
into NYU Langone Hospitals (NYULH), the
Article 28 facility of which NYU Langone Health
System is the passive parent, with NYULH being
the surviving corporation.

As the active parent and co-operator, NYU
Langone Health System will have the rights,
powers, and authorities with respect to LICH as
described in 10 NYCRR 405.1(c).

OPCHSM Recommendation
Contingent Approval

Need Summary

The proposed affiliation is intended to enable
LICH to streamline care and expand services
while improving financial stability.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).

Financial Summary

There are no project costs associated with this
application. The submitted budget for LICH
indicates an excess of revenues over expenses
of $38,014 and $3,082,054 during the first and
third years, respectively.

Budget Year One Year Three

Revenue $260,823,014 $288,561,554
Expense $260,785,000 $285.479,500
Excess Revenues $38,014 $3,082,054

Over Expenses
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and Health Systems Management

Approval contingent upon:

1. Submission of documentation of approval from the Office of Mental Health, acceptable to the
Department of Health (Department). [PMU]

2. Submission of documentation of approval from the Office of Addiction Services and Supports,
acceptable to the Department. [PMU]

3. Submission of a photocopy of an executed Certificate of Amendment of the Certificate of
Incorporation of Brookhaven Memorial Hospital Medical Center, Inc., acceptable to the Department.
[CSL]

4. Submission of a photocopy of an executed Certificate of Amendment of the Certificate of
Incorporation of NYU Langone Health System, acceptable to the Department. [CSL]

Approval conditional upon:

1. This project must be completed by one year from the date of the recommendation letter, including all
pre-opening processes, if applicable. Failure to complete the project by this date may constitute an
abandonment of the project by the applicant and the expiration of the approval. It is the responsibility
of the applicant to request prior approval for an extension to the project approval expiration date.
[PMU]

Council Action Date
December 9, 2021

|
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| Need and Program Analysis

Description

NYU Langone is an integrated health care delivery system that includes NYU Langone Health, NYU
Grossman School of Medicine, NYU Long Island School of Medicine, and its affiliated hospitals, and other

health care facilities.

NYU Langone currently operates 1,350 licensed beds in six inpatient facilities and over 350 ambulatory
facilities throughout the NYC area and holds an Article 36 license to operate a certified home health
agency and an Article 31 license to provide inpatient mental health services. In addition, NYU Langone
Health System is the co-operator of a federally qualified health center, seven full-service primary care
clinics, and over 45 school-based health centers.

LICH is a 306-bed hospital with six extension clinics. The hospital is certified for the following beds and

services:
Bed Type Bed Count
Coronary Care 7
Intensive Care 17
Medical / Surgical 252
Pediatric 10
Psychiatric 20
Service Service

Ambulatory Surgery - Multi Specialty
Cardiac Catheterization - Adult

Medical Services - Primary Care
Medical Social Services

Diagnostic Medical/Surgical

Cardiac Catheterization - Nuclear Medicine - Diagnostic
Electrophysiology (EP) Nuclear Medicine - Therapeutic
Cardiac Catheterization - Percutaneous Pediatric

Coronary Intervention (PCI) Primary Stroke Center
Certified Mental Health Services O/P Psychiatric

Clinical Laboratory Service
Coronary Care

Emergency Department
Intensive Care

Lithotripsy

Medical Services - Other Medical
Specialties

LICH’s historical bed utilization is as follows:

Radiology - Diagnostic

Renal Dialysis - Acute

Renal Dialysis - Chronic

SAFE Center

Therapy - Speech Language Pathology

LICH Utilization, Beds, and Average Daily Census
2017 2018 2019 2020*
Services Beds | ADC Occ. | ADC Occ. |ADC | Occ. | ADC | Occ.
Med/Surg*™ | 276 | 184 | 66.67% [ 184 | 66.67% | 170 | 61.59% [ 143 [ 51.81%
Pediatric 10 0 0.00% 0 0.00% 0 0.00% 0 0.00%
Psychiatric | 20 21 1105.00% | 20 | 100.00% | 17 |85.00% | 11 | 55.00%
Total 306 [ 205 | 66.99% | 204 | 66.67% | 187 | 61.11% | 154 | 50.33%

Source: SPARCS
*2020 was impacted by the COVID-19 pandemic

**includes Medical/Surgical, Coronary Care, and Intensive Care beds
- |
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Brookhaven Memorial Hospital Medical Center, Inc. d/b/a Long Island Community Hospital Hospice
currently serves Suffolk County from an office located at 105 West Main Street, Patchogue, NY 11772.
There will be no changes to the counties served or services provided.

Service Service

Audiology Nursing

Baseline Services - Hospice Nutritional
Bereavement Pastoral Care

Clinical Laboratory Service Personal Care

Home Health Aide Pharmaceutical Service
Homemaker Physician Services
Housekeeper Psychology

Therapy - Occupational

Medical Social Services Therapy - Physical

Medical Supplies Equipment and Therapy - Respiratory

Appliances Therapy - Speech Language Pathology

Inpatient Services

Upon approval of this application, the hospice will be known as Long Island Community Hospital at NYU
Langone Health d/b/a Long Island Community Hospice at NYU Langone Health.

Currently, LICH lacks adequate cash flow to continue making significant investments in its campus and
ambulatory programs. NYU Langone will incorporate its network and infrastructure for population health
management, including its information technology platforms and health analytics arrangement, which is
expected to reduce the average length of stay helping improve costs. Through this affiliation, NYU
Langone will provide needed resources to help LICH expand health services to provide improved care to
service area residents.

Character and Competence
The NYU Langone Health System board, comprised of 55 members, was subject to a Character and
Competence review. The Trustees of NYU Langone Health System are:

Name Name Name
William Berkley Ken Langone Richard Richman
Susan Block-Casadin Sidney Lapidus Linda Gosden Robinson

Casey Box

Thomas Lee

Edward Rosenwald, Jr.

Edgar Bronfman, Jr.

Martin Lipton

Alan Schwartz

Walter Buckley

Stephen Mack

Bernard Schwartz

Kenneth Chenault

Roberto Mignone

Larry Silverstein

Melanie Clark

Edward MInskoff

Carla Solomon

Gary Cohn

Thomas Montag

William Steere

William Constantine

Thomas Murphy Sr.

Daniel Sundheim

Fiona Drunkenmiller

Thomas Murphy Jr.

Chandika Tandon

Laurence Fink

Frank Nickell

Allen Thorpe

Lori Fink

Debra Perelman

Alice Tisch

Luis Fraga

Ron Perelman

Thomas Tisch

Pablo Fresco

Isaac Perlmutter

Robert Valetta

Soraya Gage

Laura Perlmutter

Jan Vileck, MD

Trucy Gottesman

Douglas Phillips

Bradley Wechsler

Robert Grossman, MD

Stephanie Pianka

Anthony Welters

Andrew Hamilton

Michael Rafferty

Mel Kazmazin

Stephanie Rein

|
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William Berkley has been the current Executive Chairman of the Board of W.R. Berkley Corporation
where he is responsible for offering property-casualty insurance and reinsurance products. He is a
Trustee of the Finance Committee, Executive Committee, and Investment and Debt Committee.

Susan Block Casdin is the Chair of the Board of KiDs of NYU, the Advisory Board of Pediatrics at NYU
Langone Medical Center, which provides support for research and clinical activities across children’s
services at NYU Langone’s Children’s Hospital. She is also a Board Member of NYU Langone Medical
Center and Advisory Board Member of the NYU Perlmutter Cancer Institute. She is the Founder and Co-
Chair of The Hassenfield Committee, a charitable organization that funds psycho-social and emotional
support services at the Children’s Center for cancer and blood disorders. She is a Trustee of the Patient
Care and Quality Assurance Operations Committee of the Perlmutter Cancer Institute and is a founder of
the Hassenfield Child Health Innovation Institute and a member of the Advisory Board at Brown
University. She also serves on the Board of Squash at the University of Pennsylvania.

Casey Box has been the Executive Director of Land is Life non-profit for over eight years where he is
responsible for managing staff and fundraising. He has also been employed as the Managing Director of
Kellar Investments, LLC, a finance company, for over 11 years where he is responsible for overseeing
investment strategies and client relations. He is on the Board of Trustees of NYU Langone Health System
and NYU Langone Hospitals.

Edgar Bronfman, Jr. is the Chairman of Waverly Capital, a private equity and investments business,
where he is responsible for private investments in multiple sectors, including healthcare, biotechnology,
financial services, and consumer goods. He has been the Executive Chairman of Facebank Group, a
sports streaming service, and he has been the General Partner of Accretive, LLC, a private equity and
investments firm. He was the previous CEO of Warner Music.

Walter Buckley has been retired since June 2016. Previously, he was the Co-founder, President, and
CEO of Buckley Muething Capital Management Inc., an investment management firm, for over 28 years
where he oversaw all company operations. Formerly, he was a Pension Fund Manager and Chairman of
Bethlehem Steel Pension Fund Trustees. He has also served on the Lehigh University Finance
Committee, and served on the Executive Committee, and was the Chairman of the Finance and
Investment Committees of St. Luke’s University Health Network. He is past Chairman of the Trustees of
the Woodrow Wilson National Fellowship Foundation and has served as a Trustee of the National
Episcopal Church.

Kenneth Chenault has been the Chairman and Managing Director for General Catalyst, a venture capital
firm, where he is responsible for identifying companies with breakout characteristics, including those that
are scaling quickly and have the potential to become significant global institutions. He was previously
employed by American Express Company for over 37 years where he began in Strategic Planning in
1981, became President and COO in 1997, and CEO in 2001. He serves on the boards of Airbnb,
Facebook, IBM, Proctor & Gamble, Harvard Corporation, and numerous nonprofit organizations.

Melanie Clark is a member of the KiDS of NYU Langone Advisory Board.

Gary Cohn is the Vice Chairman of IBM where his responsibilities include business development, client
services, public advocacy, and client relationship management. He was the previous National Economic
Council Director for the Federal Government and he was the President and COO of Goldman Sachs &
Co.

William Constantine retired in December 2020 from the position of Managing Director of 19/19
Investment Counsel, LLC, where his responsibilities were overseeing portfolio construction and ongoing
monitoring for individuals, families, foundations, endowments, and institutional clients. Previously, he was
the Managing Director of Legg Mason Investment Counsel. In addition, he has served as a Trustee of
NYU Langone Health System and a Trustee of NYU Langone Hospital. He has chaired the Audit and
Compliance Committee, been the Co-chair of the Patient Care and Quality Assurance Operations
Committee, and has been a member of the Finance Committee.

|
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Fiona Druckenmiller is the Founder and President of FD Galleries where she is responsible for all hiring,
investing, marketing, and sales. She was previously a Spiritual Counselor at Eleven Eleven Wellness
Center and she was a Portfolio Manager at The Dreyfus Corporation. She also was a Foreign Securities
Analyst for The Dreyfus Corporation and a Research Associate for Fred Alger Management. She is the
Vice-Chairman of the America Museum of Natural History and is a Trustee of NYU Langone Medical
Center.

Laurence Fink has been the CEO of BlackRock, Inc, an asset management company, for over 32 years
where he is responsible for oversight of the company.

Lori Fink is the Chair of the Board of Directors of the Cancer Institute at NYU Langone Medicine where
she takes an active leadership role including helping set strategic direction at the Cancer Institute. She
has served as the Chairperson of the Campaign for Children’s Health and Co-Chair of KiDS of NYU. She
is also on the Board of Directors of Prep for Prep.

Luiz Fraga is the Founding Partner of Gavea Investimentos where he is responsible for hedge funds and
private equity funds, regulated by the Brazilian Securities and Exchange Commission. He is the Co-chief
Investment Officer and Deputy Chairman of the Investment Manager’s Private Equity Committee.
Previously, he was the President of Latinvest and Senior Partner of the parent Globalvest Management
Company. He held multiple positions at Bear Sterns, including Director of Emerging Markets, Director of
Brazilian Investments Banking Operations, Head of Fixed Income, and Head of Corporate Finance for
Brazil. In addition, he was the Director of the New York branch of Unibanco and worked in Citibank’s
Corporate Banking Divison in Brazil.

Paolo Fresco has been retired since 2003. He was previously employed as the Chairman of Fiat
Automobiles and was the Vice-Chairman and Executive Officer of GE Headquarters Fairfield. He was
also the Senior Vice President of GE International for DE London, and he was the Company Lawyer and
CEO of CGE ltaly, a division of GE.

Soraya Gage has been the Acting Executive Producer for NBC News Audio Unit for approximately one
year where she is responsible for the lead development, production, marketing, and overseeing for the
Audio Unit. She was the previous General Manager and Vice President of NBC News Learn of NBC
News for approximately 10 years where she built and grew the start-up education platform based on
archives of NBC News into a leading video-based education resource reaching six million students in 45
states. Previously she was the Vice President of Production of Peacock Production of NBC News, the
General Manager of Education Nation of NBC News, and the Producer/Senior Producer of Dateline NBC.

Trudy Elbaum Gottesman is a Trustee of the Patient Care and Quality Assurance Operating Committee
and is a member of the KiDS of NYU Langone Advisory Board.

Dr. Robert Grossman has been the CEO of NYU Langone Hospitals for over 13 years where he is
responsible for the overall management of the hospital, including overseeing more than 40,000 faculty
and staff across six inpatient locations and over 350 sites throughout New York and Florida.

Andrew Hamilton has been the President of New York University for over five years where he has
increased the rate of applications on first-year admissions and diversity and has also increased research
expenditures at a higher rate than other U.S. colleges or universities. Previously, he was the Vice-
Chancellor of Oxford University.

Melvin Karmazin retired in January 2013 from his position as the CEO of Sirius XM Radio, where he
pioneered deals with Ford and BMW to increase the accessibility of Sirius radio and was responsible for
recruiting and attaining programming rights.

Kenneth Langone has been the President and CEO of Invermed Associates, LLC, a financial and asset
management firm, for over 48 years where his responsibilities include exercising general oversight of the
System and enforcing the Bylaws, presiding at all meetings of the Board, deciding all questions of order,
fostering and maintaining productive and effective relations with the University, and have such additional
powers and duties assigned to him by the Board of Trustees.
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Sidney Lapidus has been retired since 2007. Previously he was the Managing Director at Warburg Picus
LLC for approximately 40 years where he was responsible for private equities. He is a member of the
Omohundro Institute’s Board of Directors, Chair of the American Antiquarian Society, Chair of the
American Jewish Historical Society, and a member of the Advisory Council of the Department of History
at Princeton University.

Thomas Lee has been the President of Thomas H. Lee Capital LLC, a finance firm, for over 15 years
where he is responsible for raising approximately $22 billion of equity capital, investing in more than 100
businesses, and completing over 200 add-on acquisitions.

Martin Lipton is the Founding Partner and Practicing Attorney of Watchell, Lipton, Rosen & Katz where
he advises major corporations on mergers, acquisitions, and matters affecting corporate policy and
strategy.

Stephen Mack is the Founder, Partner, and Managing Member of Mack Real Estate Group, a real estate
investment company, where he is responsible for making all major decisions and governance matters. In
addition, he has also been a Managing Partner of Solon Mack Capital, LLC, where he conducts public
and private investments for the Mack family.

Roberto Mignone is the Founder and Partner of Bridger Management where he manages a multi-billion
dollar investment (approximately $2B) management firm that specializes in long-term equity strategies. In
his role there, he focuses on the healthcare sector.

Edward Minskoff is the Chairman and CEO of Edward L. Minskoff Equities, a real estate development
and acquisition company, where he oversees all phases of properties, which include financing, design,
development, management, and leasing.

Thomas Montag has been the COO of Bank of America Corporation for over 13 years where he is
responsible for all of the businesses that serve companies and institutional investors, including middle-
market commercial and large corporate clients, and institutional investor clients, such as Bank of America
Global Research and the global market sales and trading business.

Thomas Murphy, Jr., is the Co-founder and Partner of Crestview Partners, a private equity firm, where
he is responsible for investment origination.

Thomas Murphy, Sr., has been retired since February 1996. He is a Trustee of the Compensation and
Benefits and Finance Committees.

Frank Nickell has been the Chairman of Kelso & Company, a private equity firm, for approximately 44
years where he oversees the extensive examination of the existing and potential portfolio of the
company’s industry sector, strategic position, operations, current and historical financial results,
management and other relevant areas.

Debra Perelman has been the President and CEO of Revlon for over three years where she oversees
corporate strategy and leads Revlon’s digital platform, including forming a data and analytic group,
establishing infrastructure, and deploying resources necessary to create a leading-edge e-commerce
business. Previously, she was the COO of Revlon and was the Executive Vice President and Senior Vice
President of MacAndrews and Forbes. She is Co-founder and Vice Chairman of the Child Mind Institute,
serves as a Board Member of the Children’s Hospital of Philadelphia, and is a member of the President’s
Advisory Council at Princeton University.

Ronald Perelman has been the Chairman of the Board and CEO of MacAndrews and Forbes for over 43
years where he is an investor with a diversified portfolio of public and private companies.

Isaac Perlmutter has been the Chairman of Marvel Brands for over 10 years where he is responsible for
executive oversite of a worldwide company that is a subsidiary of The Walt Disney Company.

|
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Laura Perimutter has been the Director of The Laura and Isaac Perlmutter Foundation for approximately
24 years where she is responsible for general executive oversight of philanthropic giving.

Douglas Phillips has been CEO of GYST Advisors for over five years where he is responsible for
management and client services. He has also been the Director of Peninsula at the Chapin Estate
Homeowners Association for approximately 13 years where he is responsible for the management of the
HOA. Previously, he was the Chairman and CEO of WeiserMazers LLP and he has been a Trustee of
The New Food Economy.

Stephanie Pianka has been the Chief Financial Officer of New York University for over nine years where
she is responsible for all aspects of NYU’s fiscal strategy and financial operations. Previously, she was
the Chief Financial Officer of Tanner Inc.

Michael Rafferty has been the CEO of Rafferty Holdings for over 22 years where he is responsible for
managing the overall operations and resources of the company.

Dr. Stephanie Rein has been an Internal Medicine Physician and Clinical Instructor at NYU School of
Medicine for over 22 years. She was previously employed as a Staff Physician at a Multispecialty Practice
at NYU Langone Health. Dr. Rein completed her residency in Internal Medicine at NYU School of
Medicine and is board-certified in Internal Medicine.

Richard Richman has been the Chairman of the Board of the Richman Group of Companies for
approximately 34 years where he oversees all aspects of investment, financing, and development of the
real estate.

Linda Robinson is retired. She was the Vice-Chairman, Senior Managing Director, and Global Head of
Marketing and Communications of BlackRock for approximately 10 years. Additionally, she co-founded
Robinson, Lerer & Montgomery, a strategic communications firm, and was the Chairman for 25 years. |

Edward Rosenwald, Jr., has been the Vice-Chairman of JP Morgan Chase & Co. for over 13 years
where he is responsible for senior business relationships. He is a Member of the Board of Trustees of
Brandeis University, Central Park Conservancy, Dartmouth College, Deerfield Academy, Environmental
Defense Fund, Metropolitan Museum of Art, National Center on Addiction & Substance Abuse, National
Organization on Disability, New York University, and Teachers College.

Alan Schwartz has been the Executive Chairman of Guggenheim Partners for approximately 12 years
where he is responsible for investment management, investment advisory, investment banking, and
capital market services.

Bernard Schwartz has been the Chairman and CEO of BLS Investments for approximately 15 years
where he provides counsel on matters ranging from economic growth and competitiveness to job
creation, investment in infrastructure, innovation, technology, and research and development.

Larry Silverstein has been the Chairman of Silverstein Properties for approximately 64 years where he
is responsible for developing, owning, and managing office, residential, hotel, and retail space.

Carla Solomen has been the Principal of Anthos Media LLC for approximately 14 years where she
identifies and helps develop documentary film projects and has responsibilities consistent with the
Producers Guild of America definition of producer’s tasks.

William Steere retired as the CEO and Chairman of Pfizer in 2001.

Daniel Sundheim is the CIO and Founder of D1 Capital where he invests in both public and private
markets globally and focuses on companies within the consumer, business services, financial services,
healthcare, industrial, real estate, technology, media, and telecommunication sectors. Previously, he was
Co-CIO and Investment Analyst of Viking Capital.

|
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Chandrika Tandon is the Founder and Chair of Tandon Capital Associates where she focuses on the
measurable transformation of institutions to achieve excellence. She is also the Founder and Chair of the
Krishnamurth Tandon Foundation where she conceives and funds philanthropic initiatives in education,
the arts, and wellbeing. She is the Vice-Chairman on the Board of Trustees of NYU, Chair of the
president’s Global Council, Chair of the Board of NYU’s Tandon School of Engineering, and a member of
the Board of Overseers at the NYU Stern School of Business.

Allen Thorpe has been a Partner in Hellman & Friedman for approximately 22 years where he leads the
Firm’s New York office and their investment activities in the Healthcare and Finance sectors. He is a
Director of MultiPlan, Pharmaceutical Product Development, Edelman Financial Engines, and a member
of the Advisory Board of Grovesnor.

Alice Tisch is a Member and Former President of Kids of NYU. She is a Trustee and Former President of
the Jewish Board of Child and Family Services, and a Trustee of Moma and the Board of NYU Langone.
She serves on the Nominating and Patient Care Committees, and formerly served on the Operating
Committee.

Thomas Tisch has been a Partner at Four Partners for approximately 41 years where he assists in
managing and solving economic and financial problems.

Robert Valletta retired in 2018. He was previously a Partner at Pricewaterhouse Cooper LLC for over 37
years where he led all lines of service including assurance, tax, and advisory with revenue approaching
$1 billion. He served as a top national technical consultant for small, privately held corporations and
complex, publicly held entities in the health care sector.

Dr. Jan Vilcek is a Research Professor and Professor of Emeritus at the New York University of
Medicine. Previously, he was a Professor of Microbiology at New York University School of Medicine for
approximately 42 years. Dr. Vilcek has devoted his scientific career to the study of cytokines and was
one of the first scientists to investigate interferon. He subsequently focused on the tumor necrosis factor.
His contributions to the understanding of proteins that control the body’s defenses were instrumental in
the development of Remicade.

Bradley Wechsler has been the Chairman of IMAX Corp. for over 12 years and he has also served as
the CEO of IMAX for 15 years. He is responsible for entertainment technology and combined proprietary
software. He was previously the CEO of Elysium Management.

Anthony Welters retired in 2012. Previously he was the Senior Advisor to the CEO of United Health
Group. In addition, he was the CEO and Founder of AmeriChoice McLean. He is the Executive
Chairman of the Blacklvy Group, which focuses on building and growing commercial enterprises in Sub-
Sahara Africa. He is also Chairman of Somatus, Inc, a value-based care company. He is a member of the
Board of Directors for Parachute Health, a healthcare technology platform for clinicians, insurance
companies, and medical supply distributions.

Disclosures

Staff from the Department's Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) reviewed
the disclosure information submitted regarding licenses held, formal education, training in pertinent health
and/or related fields, employment history, a record of legal actions, and disclosure of the applicant’s
ownership interest in other health care facilities. Licensed individuals were checked against the State’s
Office of the Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Mrs. Stephanie Pianka disclosed Avaya, Inc. filed a Voluntary Chapter 11 bankruptcy petition in
January 2017.

Edgard Bronfman, Jr. disclosed in 2009, APPAC, a minority shareholder group of Vivendi Universal,
initiated an inquiry in the Paris Court of Appeal into various issues related to Vivendi. This included
Vivendi’s financial disclosures, the appropriateness of executive conversation, and trading in Vivendi
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stock by certain individuals previously associated with Vivendi. This inquiry encompassed certain trading
by Edgard Bronfman in Vivendi stock. Several individuals, including Edgard Bronfman, had been given
the status of “mis en examen” in connection with the inquiry. Although there is no equivalent to “mis en
examen” in the U.S. system of jurisprudence, it is a preliminary stage of proceedings that does not entail
any filing of charges. In January 2009, the Paris public prosecutor formally recommended that no charges
be filed and Edgard Bronfman not be referred for trial. On October 22, 2009, the investigation magistrate
rejected the prosecutor’s recommendation and released an order referring him for trial. While the inquiry
encompassed various issues, he was referred to trial solely with the respect to certain trading of Vivendi
stock. On January 21, 2011, Edgard Bronfman was found guilty of insider trading, found not liable to the
civil claimants, and was imposed a fine of 5 million euros and a suspended sentence of 15 months.
Edgard Bronfman appealed the decision, and, in November 2013, he participated in a retrial before a new
judicial panel as part of his appeal of the Trial Court’s 2011 ruling. In May 2014, the new judicial panel
rendered its decision and affirmed the Paris Trial Court’s finding that Edgard Bronfman was guilty of
insider trading, but stated that its finding would appear only in French judicial records and not public
record, and removed the suspended sentence imposed by the Paris Trial Court and suspended 2.5
million Euros of the five million Euros. The new judicial panel affirmed the Paris Trial Court’s finding that
Edgard Bronfman was not liable to civil claimants. Edgard Bronfman appealed the verdict and on April 20,
2017, the Appellate Court rejected the appeal. Edgard Bronfman believes his trading was proper and has
the option of pursuing a challenge to the Appellate Court’s decision before the European Court of Human
Rights, but the European Court of Human Rights declined to hear the challenge.

Mr. Frank Nickell disclosed that Kelso & Company, L.P., its affiliates, and Managing Directors, have been
involved in a number of litigation matters over the course of Kelso acting as the manager of its investment
funds and/or as a director of various Kelso portfolio companies. The following Kelso-related litigation and
bankruptcy proceedings occurred in the past 10 years with respect to Kelso Investment Associates VII,
L.P., Kelso Investment Associates VIII, L.P., Kelso Investment Associates IX, L.P., and Kelso Investment
Associates X, L.P.

1. In September 2015, as part of an industry-wide review, Kelso received an information request
from the SEC in regard to certain fees and expenses. Kelso has complied with SEC’s request for
information. The matter has since been closed and Kelso has received no further
communications from the SEC regarding this review.

2. In November 2018, Kelso was named in an employment dispute involving a subsidiary of Elara
Claring (the “Company”). The Company filed a motion seeking dismissal of all parties except for
CareCycle (the actual employer). The suit was subsequently amended to include only CareCycle
and Jordan Health. Kelso has been removed from the case.

3. PowerTeam Services, LLC related litigations:

o Kirk Mire v. T&D Solutions, LLC, PowerTeam Services, LLC, T&D Solutions Holding, LLC,
Kelso & Company, Alex Graham, Chuck Chaddrick and Sammy Christian, Civil Suit No.
76310-A 13t Judicial District Parish of Evangeline, Louisiana. The case was filed in June
2016. The claim was settled and resolved in December 2017 with full releases and
dismissals with prejudice.

e Cory Close v. T&D Solutions Holdings, LLC, T&D Solutions, LLC, PowerTeam Services,
LLC (“PowerTeam”), Kelso & Company, Civil Suit No. 253010-F, Ninth Judicial District
Court, Parish of Rapides, Louisiana. The case was filed in May 2015. In April 2018, the court
dismissed the action with prejudice.

e Mick J. Dubea, Lintec, LLC, Linetec Services, LLC, and Linetec Services Power Holding,
LLC (Third-party plaintiffs) v. Kelso & Company, T&D Solutions Holdings, LLC, and
PowerTeam Services, LLC (Third part defendants), Cause No. B-198,838, 60t Judicial
District, Jefferson County, Texas. The trial date, June 25, 2018, was continued and no new
date has been selected. PowerTeam has filed a motion for summary judgment seeking
dismissal of substantially all of Dubea’s claims. The motion has been fully briefed.
Deposition discovery continues. There have been numerous settlement models proposed by
both parties but none have been found acceptable. Settlement discussions will remain
ongoing during discovery.

4. On July 12, 2011, Bob Moore (Plaintiff) brought an action in New York State Court against iGPS
and certain individuals and entities, including certain individuals and entities related to Kelso
(Defendants), in connection with the termination of his employment at iGPS and his equity

|
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interests. In an order dated July 10, 2012, the Judge partially granted the Defendants’ Motion to

Dismiss and dismissed two claims for breach of fiduciary duty. On October 2, 2012, Moore filed a

Second Amended Complaint against all Defendants. The Second Amended Complaint made

several claims that Defendants breached the iGPS LLC Agreement and Mr. Moore’s employment

agreement. It also alleged the following claims: (1) tortious interference with his employment

agreement; (2) fraudulent inducement; and (3) conspiracy to commit fraud. On February 23,

2015, the court dismissed the complaint with prejudice. The plaintiff appealed and the case was

eventually moved to federal bankruptcy court due to iGPS filing for Chapter 11 bankruptcy and

later remanded back to state court in relation to the claim for breach of the LLC Agreement for
cancellation of Moore’s shares. Ultimately, On January 25, 2018, a settlement was reached for
$500,000 and a release of any and all claims against the Defendants. Kelso’s portion of the
settlement was $250,000.

5. Kelso was named as a defendant in Olga Gunther v. Custom Building Products, Inc. The Plaintiff
alleged that the Defendants directly employed or exercised control over the Plaintiff's wages,
hours, and/or working conditions and the Plaintiff was due compensation for overtime work.
Plaintiff was never an employee of Kelso. An affiliate of Kelso holds a majority interest in CBP.
Plaintiff sought monetary and punitive damages and the cost of suits. Kelso would be indemnified
by CBP for any expenses incurred in connection with this action. Plaintiff & CBP settled the action
for $42,000 and a general release and waiver of any and all claims against the Defendants.

6. Bankruptcy Proceedings:

e Pallet Company LLC (iGPS Company LLC) filed a Voluntary Chapter 11 bankruptcy petition
in the U.S. Bankruptcy Court District of Delaware. On November 14, 2013, the court
confirmed the Second Amended Chapter 11 plan proposed by the Debtor and the Official
Committee of Unsecured Creditors and the occurrence of the effective date, November 27,
2013.

e Global Geophysical Services, Inc., filed a Voluntary Chapter 11 bankruptcy petition in the
U.S. Bankruptcy Court Southern District of Texas, Corpus Christi Division. On February 9,
2015, the effective date under the plan occurred and Global Geophysical Services, Inc. and
the other debtors in possession in this case consummated the transactions contemplated
under the Plan and Backstop Agreement.

e Logan’s Roadhouse, Inc., filed a Voluntary Chapter 11 bankruptcy petition in the U.S.
Bankruptcy Court for the District of Delaware. On November 23, 2016, the Effective Date of
the Entry of Order Confirming Debtors’ First Amended Joint Plan of Reorganization Under
Chapter 11 of the Bankruptcy Codes.

e On December 14, 2016, Tervita Corporation and certain of its affiliates announced that the
Company’s previously announced recapitalization transactions became effective on
December 14, 2016, upon implementation of a court-approved plan of arrangement under the
Canada Business Corporations Act. The Recapitalization Transaction resulted in a reduction
of Tervita’s total debt from approximately C$2.6 billion to approximately C$475 million. The
equity holders received a contingent right to participate in a portion of the net proceeds from
a pre-existing lawsuit but Kelso’s equity was extinguished in the Recapitalization Transaction.
Kelso expects to receive little to no recovery. Tervita is a Fund VII portfolio company.

Compliance with Applicable Codes, Rules, and Regulations

Additionally, the staff from the Division of Certification & Surveillance reviewed the ten-year surveillance
history of all associated facilities. Sources of Information are included in the files, records, and reports
found in the Department of Health. Included in the review were the results of any incident and/or
complaint inspections, independent professional reviews, and/or comprehensive/focused inspections. The
review found that any citation was properly corrected with appropriate remedial action.

|
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Prevention Agenda

This affiliation will afford LICH access to NYULH’s clinically integrated network and infrastructure for
population health management, including its information technology platform and health analytics.

LICH is implementing interventions to support two priority areas of the 2019-2024 New York State
Prevention Agenda:

Prevent Chronic Diseases

e New York State National Diabetes Prevention Program (NYS NDPP)
¢ American Diabetes Association Program

¢ Diabetes Self-Management Education Program (DSME)

Promote Well-Being and Prevent Mental and Substance Use Disorders
¢ Mental Health Family Education

The application states that LICH engaged the local health department and other local community partners
in its Prevention Agenda efforts, including senior and community centers, civic associations, chambers of
commerce, civic and service clubs, houses of worship, YMCA, Boys and Girls Club, local government
health and social service programs, social service agencies, senior living communities, and public
libraries. LICH cites data indicators that it tracks to measure progress toward achieving local Prevention
Agenda goals, including:

e Number of graduates of self-management workshops

¢ Number of views of online Live Better videos

In 2019, the organization NYU Langone Hospitals spent $33,074,321 on community health improvement
services, representing 0.718% of total operating expenses.

Conclusion

The proposed affiliation will enable LICH to streamline care and expand services while improving financial
stability. The individual background review indicates the proposed members have met the standard for
approval as set forth in Public Health Law §2801-a(3).
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| Financial Analysis

Operating Budget
The applicant has submitted their current year (2020) operating budget, and the first- and third-year
budgets, in dollars, after approval.

Inpt Revs
Comm FFS

Comm MC
Medicare FFS
Medicare MC
Medicaid FFS
Medicaid MC
Private Pay
Other

Total Inpt Rev.

Outpt Revs
Comm FFS

Comm MC
Medicare FFS
Medicare MC
Medicaid FFS
Medicaid MC
Private Pay
OMH

Other

Total Outpt Rev

Other Op Rev

Total Revenue

Inpt Exps
Operating
Capital

Inpt Expenses

Outpt Exps
Operating
Capital
Outpt
Expenses

Total Expenses

Excess Rev
over Exp

Current Year (2020) Year One (2022)

Per Disch Total Per Disch Total
$18,638 $3,373,554 $20,442 $4,395,107
$36,809 $32,907,424 $40,372 $38,151,361
$13,671 $51,186,038 $14,714 $66,067,727
$13,409 $17,780,154 $14,432 $22,946,507
$13614 $4,778,473 $14,652 $5,128,349
$10,607 $13,407,307 $11,416 $17,295,551

$1,586 $139,583 $0 $0
$31,289 $4.974,950 $33,676 $5,556,521
$128,547,483 $159,541,123

Per Visit Total Per Visit Total
$334 $4,036,089 $350 $4,203,592
$1,935 $42,020,301 $1,972 $41,421,821
$307 $20,191,986 $307 $19,979,334
$617 $7,056,698 $668 $7,349,560
$621 $4,892,338 $628 $4,899,851
$465 $7,517,650 $489 $7,829,642
$197 $760,600 $203 $792,166
$95 $488,413 $94 $483,043
$590 $10,626,854 $598 $11,067,882
$97,590,929 $98,026,891
$45,971,551 $3,255,000
$272,109,964 $260,823,014

Per Disch Total Per Disch Total
$18,066 $151,552,003 $15,043 $145,193,390

$961 $8.061,606 $883 $8.521,500
$19,027 $159,613,609 $15,926 $153,714,890
Per Visit Total Per Visit Total
$633 $103,445,864 $606 $98,091,610
$53 $8,617,126 $56 $8,978,500
$686 $112,062,990 $662 $107,070,110

$271,676,599

$433,365

$260,785,000

$38.014
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Year Three (2024)

Per Disch Total
$21,553 $4,978,739
$43,376 $45,197,759
$15,514 $73,690,775
$15,216 $25,745,200
$15,448 $5,762,286
$12,036 $19,318,493

$0 $0
$35,505 6,284,471
$180,977,723

Per Visit Total
$367 $4,475,018
$2,080 $44,096,441
$325 $21,269,405
$680 $7,824,123
$660 $5,216,236
$505 $8,335,204
$206 $843,317
$96 486,549
$620  $11,782,538
$104,328,831
$3,255,000
$288,561,554

Per Disch Total
$15,548 $159,398,945

$894 $9,162,180
$16,442 $168,561,125
Per Visit Total
$653 $107,431,555
$58 $9,486,820
$711  $116,918,375
$285,479,500
3,082,054



Discharges
Visits

Current Year (2020)

8,389
163,460

Year One (2022)

Year Three (2024)

The following is noted concerning the submitted operating budget:
o Allinpatient and outpatient rates are based on all known contractual rates and known rate

increases.

9,652
161,841

10,252
164,541

o Expense assumptions are based on the historical experience of the facility.

¢ Inpatient utilization is based on current and historical trends for 2022. This results in an increase
of 1,263 additional discharges as compared to 2020 or an increase of 15.1%, due to the
pandemic in 2020. Using these assumptions, the First Year 2022 estimated total volume for
discharges is still lower than discharges from Fiscal Year 2019. For purposes of comparison,
2019 discharges were 10,566, therefore projections are 8.7% lower than 2019. Considering the
current trends, the applicant believes 2022 is conservative as they gradually show improvement
to pre-COVID conditions.

e For the Year Three Total Budget Net Revenue, volumes are estimated to increase by 6.2% over
the 2022 estimated discharges or 600 discharges. This anticipates an opening of an additional
Operating Room due to investments that will be made in the number of Specialty Physicians
placed in LICH’s catchment area via the NYU Affiliation. The applicant believes it is reasonable to
assume an approximate 3% growth each year leading into 2024. As noted above for 2022, the
estimated volumes for 2024 are 3% lower than 2019 actual volumes, again showing that they are
being conservative as they gradually show improvement to pre-COVID conditions.

e Outpatient Utilization is based on current and historical trends and had a 1% decrease due to
Covid. By Year Three the facility is projecting a 1.7% volume increase compared to Year One.

Utilization by payor during the current year, first year, and the third year is as follows:

Inpatient
Commercial FFS

Commercial MC
Medicare FFS
Medicare MC
Medicaid FFS
Medicaid MC
Private Pay
Charity Care
Other

Total

Outpatient
Commercial FFS

Commercial MC
Medicare FFS
Medicare MC
Medicaid FFS
Medicaid MC
Private Pay
OMH

Charity Care
Other

Total

Current Year Year One Year Three
2.16% 2.23% 2.25%
10.66% 9.79% 10.16%
44.63% 46.52% 46.33%
15.81% 16.47% 16.50%
4.18% 3.63% 3.64%
15.07% 15.70% 15.66%
1.05% 0% 0%
4.54% 3.96% 3.73%
1.90% 1.71% 1.73%
100.00% 100.00% 100.00%
Current Year Year One Year Three
7.39% 7.41% 7.41%
13.29% 12.98% 12.88%
40.28% 40.16% 39.81%
7.00% 6.80% 6.99%
4.82% 4.82% 4.80%
9.90% 9.89% 10.03%
2.37% 2.41% 2.49%
3.15% 3.18% 3.12%
.80% .92% 92%
11.00% 11.43% 11.55%
100.00% 100.00% 100.00%

Capability and Feasibility
There are no issues of capability as there are no project costs associated with this application. Upon
completion, Brookhaven will remain a separate not-for-profit corporation and will maintain both its discrete
Article 28 hospital Operating Certificate and Article 40 hospice Certificate of Approval

|
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The submitted budget for LICH indicates an excess of revenues over expenses of $38,014 and
$3,082,054 during the first and third years, respectively. Revenues are based on current reimbursement
methodologies. The submitted budget appears reasonable.

The Department reviewed the financial statements of NYU Langone Hospitals. The system is the sole
corporate member of NYU Langone Hospitals and does not have any assets or income outside of the
operation of the NYU Langone Hospitals so these are an accurate representation of the financial position
of the health system. BFA Attachment A is the 2018-2020 certified and the 1/1/2021-5/31/2021 internal
financial statements of NYU Langone Hospitals. As shown, the entity had average positive working
capital and net asset positions from 2018 through 2020, and the entity achieved an excess of revenues
over expenses of $207,548,000 in 2018, $580,603,000 in 2019, and $351,016,000 in 2020. For the year
ended August 31, 2020, NYU Langone Hospitals received $461M in Provider Relief Funds, which was
recognized as other revenues in the Consolidated Statement of Operations. In October of 2020, they
received $110.3M as an expedited payment from the New York State Division of Homeland Security and
Emergency Services related to its submission to the Federal Emergency Management Agency (FEMA).
The Internal Financial Statements show the facility achieving positive working capital and net asset
positions and generating an excess of revenues over expenses of $602,187,000 for the period 1/1/2021 -
5/31/2021. NYU Langone maintained a cash balance of $1,771,743,000 as of this period.

BFA Attachment B is the 2019-2020 certified and the 1/1/2021-8/31/2021 internal financial statements of
Brookhaven Health Care Services Corporation and Subsidiaries. As shown, the entity had an average
positive working capital position and net asset positions from 2019 through 2020, and the entity achieved
an excess of revenues over expenses of $1,681,766 in 2019 and $433,365 in 2020. LICH received
$44,415,148 in Provider Relief Funds through August 31, 2020 and an additional $6,150,000 through
December 31, 2020 for a total of $50,565,148. The Internal Financial Statements show Brookhaven
achieving positive working capital and net asset positions and deficiency of revenues over expenses of
$2,190,971 for the period 1/1/2021 -8/31/2021. As of this period, LICH had a cash balance of
$47,568,525.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BFA Attachment A Financial Summary — 2018-2020 Certified and the 1/1/21-5/31/21 Internal
Financial Statements of NYU Langone Hospitals

BFA Attachment B Financial Summary — 2019-2020 Certified and the 1/1/21-8/31/21 Internal
Financial Statements of Brookhaven Health Care Services Corp and Subsidiaries

BFA Attachment C  Organizational Chart- Pre- and Post-Closing

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF
OPPORTUNITY.

of Health

Project # 201273-B
CFR Advance Services, LLC
d/b/a Village Med & Rehabilitation

Program:
Purpose:

Diagnostic and Treatment Center County: Queens
Establishment and Construction Acknowledged: July 17, 2020

Executive Summary

Description

CFR Advance Services, LLC, an existing New
York limited liability company whose sole
member is Frederick Giovanelli, D.C., requests
approval to establish and construct an Article
28 diagnostic and treatment center (D&TC) to
be located at 61-33 Woodhaven Blvd., Rego
Park, (Queens County). Upon approval by the
Public Health and Health Planning Council
(PHHPC), the center will do business as Village
Med & Rehabilitation.

The proposed service area will be Queens
County with specific emphasis on the zip code
11374, in which the center will be located
(known as Rego Park), as well as adjoining
areas of Forest Hills and Woodhaven. The
applicant requests certification for Primary
Medical Care O/P Services and Other Medical
Specialties and will offer physical therapy
services, as well.

Eric Berger, M.D. will serve as Medical
Director. CFR Advance Services, LLC has
reached out to Long Island Jewish Forest Hills
Hospital regarding a Transfer and Affiliation
Agreement. Long Island Jewish Forest Hills
Hospital is located approximately 1.4 miles, 9
minutes from the proposed site.

OPCHSM Recommendation
Contingent Approval

Need Summary

The D&TC will provide improved access to a
variety of medical services for individuals
residing in the neighborhood of Rego Park,
and the surrounding areas in Queens
County. The applicant projects 8,424 visits in
Year One and 16,673 in Year Three.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).

Financial Summary

Total project costs of $1,297,111 will be met with
$129,711 member’s equity and a bank loan of
$1,167,400 for a ten-year term with interest
indexed to the bank’s five-year cost of funds with
an indicative rate of 5.00% as of December 2,
2020. Peapack-Gladstone Bank has provided a
letter of interest for the financing. The
proposed budget is as follows:

Year One  Year Three

Revenues $1,185,787 $2,346,872
Expenses 1,179,827 1,949,786
Net Income $5,960 $397,086
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and 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 (Department). 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 transfer and affiliation agreement, acceptable to the Department, with a
local acute care hospital. [HSP]

3. Submission of an executed bank loan commitment for project costs, acceptable to the Department.
[BFA]

4. Submission of an executed bank loan for working capital loan acceptable to the Department. [BFA]

5. Submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in
BAER Drawing Submission Guidelines DSG-1.0. [AER]

6. Submission of Engineering (MEP) Drawings, acceptable to the Department, as described in BAER
Drawing Submission Guidelines DSG-1.0. [AER]

7. Submission of a photocopy of an amended and executed Operating Agreement, acceptable to the
Department. [CSL]

8. Submission of a photocopy of amended and executed Lease Agreements, acceptable to the
Department. [CSL]

Approval conditional upon:

1. This project must be completed by February 1, 2023, including all pre-opening processes, if
applicable. Failure to complete the project by this date may constitute an abandonment of the project
by the applicant and the expiration of the approval. It is the responsibility of the applicant to request
prior approval for an extension to the project approval expiration date. [PMU]

2. Construction must start on or before June 1, 2022, and construction must be completed by
November 1, 2022, presuming the Department has issued a letter deeming all contingencies have
been satisfied prior to commencement. In accordance with 10 NYCRR Section 710.10(a), if
construction is not started on or before the start date this shall constitute abandonment of the
approval. It is the responsibility of the applicant to request prior approval for any changes to the start
and completion dates. [PMU]

3. The staff of the facility must be separate and distinct from the staff of other entities; the signage must
clearly denote the facility is separate and distinct from other entities; the clinical space must be used
exclusively for the approved purpose; and the entrance must not disrupt any other entity’s clinical
program space. [HSP]

4. The applicant must ensure registration for and training of facility staff on the Department’s Health
Commerce System (HCS). The HCS is the secure web-based means by which facilities must
communicate with the Department and receive vital information. Upon receipt of the Operating
Certificate, the Administrator/director that has day-to-day oversight of the facility’s operations shall
submit the HCS Access Form at the following link to begin the process to enroll for HCS access for
the first time or update enrollment information as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs_access_form_new_clinics.pdf. Questions may
be directed to the Division of Hospitals and Diagnostic &Treatment Centers at 518-402-1004 or email:
hospinfo@health.ny.gov [HSP]

5. The submission of Final Construction Documents, as described in BAER Drawing Submission
Guidelines DSG-05, is required prior to the applicant’s start of construction. [AER]

Council Action Date
December 9, 2021

|
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| Need and Program Analysis

Program Description

Proposed Operator CFR Advance Services, LLC
To Be Known As Village Med & Rehabilitation
Site Address 61-33 Woodhaven Boulevard
Rego Park, New York 11374 (Queens County)
Services Medical Services — Primary Care

Medical Services-Other Medical Specialties
Physical Therapy

Hours of Operation Monday through Friday 8:00 am -6:00 pm
Saturday 8:30 am-6:30 pm as need dictates

Staffing (15t Year / 3" Year) 13.25 FTEs / 23.33 FTEs
Medical Director(s) Eric Berger, M.D.
Emergency, In-Patient and Expected to be provided by
Backup Support Services Northwell LIJ Forest Hills

| Agreement and Distance 1.9 miles / 8 minutes away

Analysis

The proposed service area will be Queens County with specific emphasis on the zip code 11374, in
which the center will be located (known as Rego Park), as well as adjoining areas of Forest Hills and
Woodhaven. The population of Queens County was 2,230,722 in 2010 and is estimated to grow to
2,508,764 by 2025, an increase of 12.5%. According to Data USA, in 2019, 90.7% of the population of
Queens County has health coverage as follows:

Employee Plans 43.4%
Medicaid 25.7%
Medicare 10.5%
Non-Group Plans | 10.8%
Military or VA 0.3%

Prevention Quality Indicators (PQls) are rates of admission to the hospital for conditions for which good
outpatient care can potentially prevent the need for hospitalization, or for which early intervention can
prevent complications or more severe disease. The table below provides information on the PQI rates for
the overall PQI condition. It shows that the PQI rate for the primary service area is lower than the New
York State rate.

Hospital Admissions per 100,000 Adults for Overall PQls
Service Area
PQI Rates: 2017 | zip code 11374 | New York State
AllPQI's 1,265 1,431

The number of projected visits is 8,424 in Year One and 16,673 in Year Three. The applicant is
committed to serving all persons in need without regard to ability to pay or source of payment and is
projecting Medicaid utilization at 36% and Charity Care at 2%.

Character and Competence

The sole member of CFR Advance Services, LLC d/b/a Village Med & Rehabilitation is Frederick
Giovanelli, D.C.

Dr. Frederick Giovanelli is a Chiropractor and has owned Village Chiropractic for over 27 years where
he provides chiropractic services to patients and provides oversight and management of the practice and
facility. He has been the President of Village PT Chiropractic & Acupuncture for over seven years. As
President, he oversees all the chiropractic aspects of patient care and manages all the clerical, billing,
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scheduling of physical therapy, acupuncture, and chiropractic services. He works in conjunction with other
practitioners.

Dr. Eric Berger is the proposed Medical Director. He is the current Medical Director of Revitta, where for
the past five years he has performed cosmetic procedures and injectables. He also owned his own

private medical practice Eric Berger, M.D., where he provides patient evaluation for musculoskeletal
disorders. He was previously employed at NY Physician House Calls and previously employed at Berger
Medical Aesthetics as a solo practitioner. He also previously served as the Medical Director for the
American Council on Science and Health from 1987-1989. He earned his medical degree from the
University Auto De Guadalajara in Mexico and completed his residency in General Surgery at Cabrini
Medical Center and a residency in Otolaryngology at Jacobi Medical Center. He is board-certified in Laser
Medicine and Surgery.

Staff from the Department’s Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interest in other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and the Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

Dr. Giovanelli was named in a civil RICO case (1:2012cv-03398) at U.S. District Court for the Eastern
District of New York, on July 9, 2012. The case was between State Farm Mutual Insurance Company
versus Richard Giovanelli, cousin of Dr. Giovanelli, and involved allegations of improper payments for
medical services. The case was dismissed with prejudice on June 11, 2013.

Conclusion

Approval for this project will provide for improved access to a variety of medical services for individuals
residing in the neighborhood of Rego Park, and the surrounding communities in Queens County. The
individual background review indicates the proposed members have met the standard for approval as set
forth in Public Health Law §2801-a(3).

| Financial Analysis

Total Project Cost and Financing
Total project costs of $1,297,111 for renovations and moveable equipment are broken down as follows:

Renovation & Demolition $806,983
Design Contingency 80,698
Construction Contingency 80,698
Architect /Engineering Fees 64,559
Other Fees 50,000
Moveable Equipment 159,064
Telecommunications 73,130
Financing Costs 32,488
Interim Interest Expense 13,537
CON Fee 2,000
Additional Processing Fee 7,084
Total Project Cost $1,297,111
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The applicant’s financing plan is as follows: $129,711 member’s equity and a $1,167,400 loan for a ten-
year term with interest indexed to the bank’s five-year cost of funds with an indicative rate of 5.00% as of
December 2, 2020. Peapack-Gladstone Bank has provided a letter of interest for the loan. BFA
attachment A is the net worth statement of Frederick Giovanelli, D.C., which indicates sufficient resources
to meet the equity requirements of this application

Operating Budget
The applicant submitted their first year and third-year operating budget, in 2021 dollars, as shown below:

Year One Year Three
Revenues Per Visit Total Per Visit Total
Commercial FFS $164.98 $389,189 $165.01 $770,270
Medicare FFS $135.06 56,862 $134.94 112,539
Medicare MC $107.99 181,958 $107.98 360,126
Medicaid FFS $166.56 140,247 $166.51 277,572
Medicaid MC $128.88 273,481 $124.86 541,265
Private Pay $190.04 144,050 $189.94 285,100
Total Revenue $1,185,787 $2,346,872
Expenses
Operating $106.63 $898,173 $99.94 $1,666,298
Capital $33.44 281,654 $17.00 283,488
Total Expenses $140.07 $1,179,827 $116.94 $1,949,786
Net Income $5,960 $397,086
Visits 8,423 16,673
Cost/Visit $140.07 $116.94

Utilization by payor source during first and third years is broken down as follows:

Year One Year Three
Payor Visits % Visits %
Commercial FFS 2,359 28% 4,668 28%
Medicare FFS 421 5% 834 5%
Medicare MC 1,685 20% 3,335 20%
Medicaid FFS 842 10% 1,667 10%
Medicaid MC 2,190 26% 4,335 26%
Private Pay 758 9% 1,501 9%
Charity Care 168 2% 333 2%
Total 8,423 100% 16,673 100%

The following is noted regarding the submitted budget:

e The Medicaid Fee for Service Rate is based on the base rate plus the cost of capital, as obtained
from the Bureau of D&TC Reimbursement. The base rate is $169.02, which is what is being used as
the per-visit rate.

o The Medicaid Managed Care Rate is based on the base rate plus the cost of capital, as obtained
from the Bureau of D&TC Reimbursement. The base rate is $126.77, which is what is being used as
the per-visit rate.

e The Medicaid Managed Care is assumed to be 75% of the Medicaid APG Fee for Service rate.

e The Commercial Insurance and Medicare Fee for Service is based on the Medicare Part B Fee
Schedule.

Lease Agreement

BFA Attachment B is the exhibit of the submitted executed lease agreement financial terms, rate, and
conditions, summarized. Frederick Giovanelli is the sole member of CFR Advance Services LLC and has
submitted an affidavit confirming that there is no relationship between him and H.S. Brothers Corp. The

lease arrangement is an arm’s length agreement.
_______________________________________________________________________________________________________________________________|]
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Capability and Feasibility

The total project cost is $1,297,111 funded via $129,711 member’s equity and a $1,167,400 loan for ten-
year term with interest indexed to the bank’s five-year cost of funds with an indicative rate of 5.00% as of
December 2, 2020. Peapack-Gladstone Bank has submitted a letter of interest for the loan.

Working capital requirements are estimated at $324,964 based on two months of third-year expenses and
will be satisfied via members’ equity of $162,482 and a working capital loan of $162,482 over a three-year
term at an indicative rate of 5.00% as of December 2, 2020. Peapack-Gladstone Bank has submitted a
letter of interest for the working capital loan. BFA Attachment A is the net worth of Frederick Giovanelli,
which indicates the availability of enough funds for stated levels of equity. BFA Attachment B, the pro
forma balance sheet for the applicant, indicates that the facility will initiate operations with members
equity of $292,193.

The submitted budget indicates the facility will generate net income of $5,960 and $397,086 for the first
and third years, respectively.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BHFP Attachment A Map

BFA Attachment A Net Worth of Frederick Giovanelli

BFA Attachment B Lease Agreement

BFA Attachment C Pro Forma Balance Sheet, CFR Advance Services, LLC

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF
OPPORTUNITY.

of Health

Project # 211132-B
Arena Care LLC

Program:
Purpose:

Diagnostic and Treatment Center County: Suffolk
Establishment and Construction Acknowledged: April 13,2021

Executive Summary

Description

Arena Care, LLC (Arena Care), an existing New
York limited liability company, requests approval
to establish and construct an Article 28
diagnostic and treatment center (D&TC) at 8
Maple Avenue, Bay Shore (Suffolk County).
The center will convert an existing private
practice to a D&TC in leased space. The
applicant requests certification for primary and
specialty medical care (cardiology and vascular
services), behavioral health, x-ray, occupational
therapy, physical therapy, and speech-language
pathology services.

Arena Care, LLC will enter into a non-arm’s
length lease for the space with People Care
Bayshore, LLC, a related entity owned by
Abraham Goldberger and Mendel Kaff, which
are two of the four Arena Care LLC owners.

The proposed ownership of Arena Care is:

Member %
Abraham Goldberger 55%
Mendel Kaff 25%
Mayer Goldberger 11%
Joel Goldberger 9%

Gary Dicanio, D.O., who specializes in internal
medicine, will serve as Medical Director. The
proposed Center has negotiated a transfer
agreement for backup and emergency services
with Good Samaritan Hospital Medical Center
(Good Samaritan), located 3.3 miles and seven
(7 minutes travel time) from the proposed
Center.

OPCHSM Recommendation
Contingent Approval

Need Summary

The proposed D&TC will provide additional
access to a variety of medical services for the
residents of North Babylon, West Islip, Islip,
Bayshore, and the surrounding communities in
Suffolk County.

The applicant projects 32,800 visits in the first
year and 39,360 in the third year with Medicaid
at 73.6% and charity care at 2%.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).

Financial Summary

Total project costs of $2,878,501 will be met via
equity from the proposed members’ personal
resources. The proposed budget is as follows:

Year One Year Three
Revenues $4,661,497 $5,593,966
Expenses 4,489,721 5,406,889
Net Income $171,776 $187,077
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and 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 (Department). 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. A copy of the check must also be uploaded into NYSECON. [PMU]
Submission of an executed building lease, acceptable to the Department. [BFA]

Submission of an executed photocopy of a Certificate of Amendment of Articles of Organization
acceptable to the Department. [CSL]

Submission of Engineering (MEP) Drawings, acceptable to the Department, as described in BAER
Drawing Submission Guidelines DSG-1.0. [AER]

Submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in
BAER Drawing Submission Guidelines DSG-1.0. [AER]

Approval conditional upon:

1.

This project must be completed by March 1, 2023, including all pre-opening processes, if applicable.
Failure to complete the project by this date may constitute an abandonment of the project by the
applicant and an expiration of the approval. It is the responsibility of the applicant to request prior
approval for any extension to the project approval expiration date. [PMU]

Construction must start on or before June 1, 2022, and construction must be completed by
December 1, 2022, presuming the Department has issued a letter deeming all contingencies have
been satisfied prior to commencement. It is the responsibility of the applicant to request prior
approval for any changes to the start and completion dates. In accordance with 10 NYCRR Section
710.10(a), if construction is not started on or before the approved start date this shall constitute
abandonment of the approval. [PMU]

The staff of the facility must be separate and distinct from the staff of other entities; the signage must
clearly denote the facility is separate and distinct from other entities; the clinical space must be used
exclusively for the approved purpose; and the entrance must not disrupt any other entity’s clinical
program space. [HSP]

The applicant must ensure registration for and training of facility staff on the Department’s Health
Commerce System (HCS). The HCS is the secure web-based means by which facilities must
communicate with the Department and receive vital information. Upon receipt of the Operating
Certificate, the Administrator/director that has day-to-day oversight of the facility’s operations shall
submit the HCS Access Form at the following link to begin the process to enroll for HCS access for
the first time or update enrollment information as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs_access form_new_clinics.pdf. Questions may
be directed to the Division of Hospitals and Diagnostic &Treatment Centers at 518-402-1004 or email:
hospinfo@health.ny.gov [HSP]

The submission of Final Construction Documents, as described in BAER Drawing Submission
Guidelines DSG-05, is required prior to the applicant’s start of construction. [AER]

Council Action Date
December 9, 2021
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| Need and Program Analysis

Program Description

Proposed Operator Arena Care LLC
To Be Known As Arena Care
Site Address 8 Maple Avenue
Bay Shore, New York 11706 (Suffolk County)
Services Medical Services — Primary Care

Medical Services-Other Medical Specialties
Radiology Services (x-ray)
Cardiology
Vascular
Behavioral Health (under Article 31 threshold)
Physical Therapy
Occupational Therapy Services
Speech-Language Pathology

Hours of Operation Monday through Friday; 8 AM to 8 PM
Staffing (15t Year / 3" Year) 24.30 FTEs / 32.05 FTEs
Medical Director(s) Gary Dicanio, D.O.
Emergency, In-Patient and Will be provided by
Backup Support Services Good Samaritan Medical Center
| Agreement and Distance 3.3 miles / 7 minutes away
Analysis

The primary service area of the proposed D&TC consists of the area including North Babylon, West Islip,
Islip, and Bay Shore in Suffolk County, and includes zip codes: 11703, 11706, 11717,11718, 11729, 11751,
and 11795. The population of Suffolk County in 2010 was 1,493,350 and is estimated to grow to
1,494,816 by 2025, a slight increase of 0.1%. According to Data USA, in 2019, 95.7% of the population of
Suffolk County had health coverage, broken down as follows:

Employer Plans 58.7%
Medicaid 10.8%
Medicare 13.6%

Non-group Plans 12.1%
Military or VA Plans | 0.5%

The number of projected visits is 32,800 in Year One and 39,360 in Year Three. The center is
projecting Medicaid utilization of 73.6% and Charity Care of 2.0%. The applicant is committed to
serving all persons in need without regard to the ability to pay or source of payment.

Prevention Quality Indicators (PQIs) are rates of admission to the hospital for conditions for which good
outpatient care can potentially prevent the need for hospitalization, or for which early intervention can
prevent complications or more severe disease. The table below provides information on the PQI rates for
the overall PQI condition. It shows that the PQI rate for the primary service area is higher than the New
York State rate.

Hospital Admissions per 100,000 Adults for Overall PQls
PQI Rates: 2017 *Service Area New York State
AllPQlIs 1,628 1,431
*Service Area includes zip codes: 11703, 11706, 11717, 11718, 11729, 11751 and 11795.
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Character and Competence
The members of Arena Care, LLC are:

Name Interest
Abraham Goldberger 55%
Mendell Kaff 25%
Mayer Goldberger 11%
Joel Goldberger 9%
Total 100%

Abraham Goldberger has been the current CEO of United Staffing Solutions, Inc., a light industrial,
education, administrative support, and medical staffing firm, for over 10 years. In this role, he is
responsible for providing staffing and human resources personnel to hundreds of healthcare facilities, as
well as, being involved in client operations and management of professional staff. He has been the CEO
of YesPac, Inc, a packaging company, the Officer/Director of The Gold Group NY, LLC, which is a
company that provides real estate development services, and an owner of PCHI Holdings, Inc., which
became the 100% owner of Peoples Care, Inc., a LHCSA, in 2019 Due to the moratorium and
subsequent pandemic, an affidavit of no control is in force until such time as the Department begins
accepting LHCSA applications again.

Mendel Kaff has been the Executive Director for Home Attendant Service of Hyde Park, Inc., an LHCSA,
for six years, where he is responsible for oversight of operational and fiscal goals. He directs the day-to-
day operations of the organization while assuring quality patient care and patient satisfaction, and leads
the organization to achieve and execute its mission. He has been the Principal of MK & Associates
Consulting, Inc., a health care consulting business, for over seven years. He is well versed in the highly
regulated health care industry with a focus on quality patient care and customer satisfaction. He also has
close relationships with care-related organizations and various managed care organizations. He was the
previous President and CEO of Platinum Home Health Care, Inc. where he was responsible for oversight
and fiscal goals, as well as, directing the day-to-day operations while assuring quality patient care and
patient satisfaction. He is an owner of PCHI Holdings, Inc., which became the 100% owner of Peoples
Care, Inc., a LHCSA, in 2019. Due to the moratorium and subsequent pandemic, an affidavit of no
control is in force until such time as the Department begins accepting LHCSA applications again.

Mayer Goldberger has been the Bookkeeper for Unite Staffing Solutions, Inc. for over four years. In this
role, he maintains the day-to-day accounting functions, accruals financial statement preparations, and
performs general accounting functions of the staffing agency. He has been the Principal of Emgo
Management, Inc. where he oversees the operational aspects of commercial and residential properties.
He is responsible for maintaining the premises and increasing the value. He has also been an instructor
for the Congregation Tefila Lemoshe, where he lectures students in Talmudic studies and Jewish history.

Joel Goldberger has been a Consultant at Gold Associates of NY, Inc., a healthcare financial consulting
service, for six years. In this role, he provides clients with strategic financial planning, debt capacity
analysis, financial feasibility studies to support strategic planning and capital debt financing, transaction
due diligence, and other functions. He was previously employed as a Billing Coordinator at United
Staffing Solutions, a healthcare staffing agency, where he independently managed all billing functions by
collecting and entering data into the financial system and creating invoices for submission, and a
Pharmacy Technician at Health Mart Pharmacy. He is an owner of PCHI Holdings, Inc., which became
the 100% owner of Peoples Care, Inc., a LHCSA, in 2019. Due to the moratorium and subsequent
pandemic, an affidavit of no control is in force until such time as the Department begins accepting LHCSA
applications again.

The proposed Medical Director, Dr. Gary Dicanio, has been the Medical Director and Family Practice
Physician of Quest Medical Care, P.C., a private family practice, for over 14 years. He has also been the
Medical Director and Family Practice Physician of Health 1 Medical, P.C., an OB-GYN Attending
Physician at Lincoln Medical and Mental Health Center, an Attending Physician and Associate Director of
Residency at St. John'’s Episcopal Hospital, an OB-GYN in Ob/Gyn Associates of Northern New State
and Bay Shore OBGYN P.C., and an OB-GYN Attending Physician at Brookhaven Medical Center. Prior
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to becoming a doctor, he was a Physician’s Assistant. He earned his medical degree from New York
College of Osteopathic Medicine in Old Westbury and completed his residency in Obstetrics and
Gynecology at Catholic Medical Center of Brooklyn and Queens and Family Practice at Peninsula
Hospital Center. He is board-certified in Obstetrics and Gynecology and Family Practice.

Staff from the Department’s Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interest in other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

Conclusion

Approval for this project will provide additional access to a variety of medical services for the

residents of North Babylon, West Islip, Islip, Bayshore, and the surrounding communities in Suffolk
County. The individual background review indicates the proposed members have met the standard for
approval as set forth in Public Health Law §2801-a(3).

| Financial Analysis

Total Project Cost and Financing
Total project costs for leasehold improvements, renovations, and moveable equipment is $2,878,501;
broken down as follows:

Renovation & Demolition $1,848,000
Design Contingency 184,800
Construction Contingency 184,800
Architect /Engineering Fees 221,760
Other Fees 77,000
Moveable Equipment 344,407
CON Fee 2,000
Additional Processing Fee 15,734
Total Project Cost $2,878,501

The total project cost of $2,878,501 will be financed via the proposed members’ equity. The applicant
has indicated that Joel and Mayer Goldberger will not contribute equity towards this project; however,
their father, Abraham Goldberger, has provided a disproportionate share affidavit stating he will contribute
resources disproportionate to his membership percentage in Arena Care, LLC. BFA Attachment A is the
net worth statement of the members of Arena Care, LLC, which indicates sufficient resources to meet the
equity requirements of this application.

|
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Operating Budget
The applicant has submitted their first year and third-year operating budget, in 2021 dollars:

Year One Year Three
Revenues Per Visit Total Per Visit Total
Commercial FFS $109 $101,413 $109 $121,717
Commercial MC $92 207,210 $92 248,634
Medicare FFS $98 185,576 $98 222,613
Medicare MC $83 52,554 $83 63,032
Medicaid MC $159 3,837,866 $159 4,605,725
Private Pay $20 16,778 $20 20,125
*All Other $180 260,100 $180 312,120
Total Revenue $4,661,497 $5,593,966
Expenses
Operating $119 $3,912,400 $122 $4,808,945
Capital $18 577,321 $15 597,944
Total Expenses $138 $4,489,721 $137 $5,406,889
Net Income $171.776 $187.077
Visits 32,800 39,360
Cost/Visit $137 $137

* Other represents Workers’ Compensation and No-Fault Insurance.

Utilization by payor source during first and third years is broken down as follows:

Year One Year Three
Payor Visits % Visits %
Commercial FFS 934 2.85% 1,121 2.85%
Commercial MC 2,246 6.85% 2,695 6.85%
Medicare FFS 1,894 577% 2,272 577%
Medicare MC 632 1.93% 758 1.93%
Medicaid MC 24,136 73.58% 28,965 73.59%
Private Pay 856 2.61% 1,027 2.61%
Charity Care 657 2.00% 788 2.00%
All Other 1,445 4.41% 1,734 4.41%
Total 32,800 100.0% 39,360 100.0%

The following is noted concerning the submitted budget:

e The expense and utilization assumptions are based upon the experience of the private practice
(Quest Medical Care, P.C.) that will be converted to the Article 28 D&TC through this project.

e The number of FTEs, the mix of staff, and related operating expenses were determined based on a
combination of the projected utilization, the experience of the applicant in providing similar services,
industry standards, and the experience of similar D&TCs in New York State.

e The applicant plans to achieve the projected 20% increase in utilization in the proposed D&TC by
year three by providing services that are not currently offered through the existing private practice,
including cardiology, vascular medicine, behavioral health services, diagnostic radiology (x-ray), and
speech therapy services. Additional outreach efforts will be put in place by the new Center, which
includes outreach in places of worship and to schools and other health/social services agencies.

Lease Agreement

The applicant has submitted a non-arm’s length draft lease agreement, as shown on BFA attachment B,
and letters from two New York realtors attesting to the rent reasonableness.

|
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Capability and Feasibility

Total project costs of $2,878,501 will be met via equity from the proposed members’ personal resources.
Working capital requirements are estimated at $901,148 based on two months of third-year expenses and
will be satisfied via equity from the three members of Arena Care, LLC. BFA Attachment A provides the
net worth of the proposed members, which indicates the availability of sufficient funds for stated levels of
equity. BFA Attachment C, the pro forma balance sheet for the applicant, indicates that the facility will
initiate operations with members’ equity of $3,779,649.

The submitted budget indicates the facility will generate a net income of $171,776 and $187,077, in the
first and third years, respectively. Revenues are based on prevailing reimbursement methodologies for
D&TCs. The submitted budget appears reasonable.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BHFP Attachment Map

BFA Attachment A Net Worth Statement of Arena Care, LLC
BFA Attachment B Lease Agreement

BFA Attachment C Pro Forma Balance Sheet-Arena Care, LLC

|
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NEwYork | Department Public Health and Health
Planning Council

STATE OF

OPPORTUNITY. Of Health

Project # 211262-E
Montefiore Westchester Community Corp. t/b/k/a Montefiore
Einstein Advanced Care

Program:

Purpose: Establishment

Diagnostic and Treatment Center

County: Westchester
Acknowledged: July 9, 2021

Executive Summary

Description

Montefiore Westchester Community Corp.
(MWCC), a New York not-for-profit corporation,
requests approval to be established as an Article
28 Diagnostic & Treatment Center (D&TC) and
certify as their clinic a site that is currently an
extension clinic of Winifred Masterson Burke
Rehabilitation Hospital (Burke) located at 555
Taxter Road in EImsford (Westchester County).
MWCC is affiliated with Montefiore Health
System, Inc. (MHS), the sole member and
passive parent of MWCC. The clinic will
continue to provide the outpatient therapy
services currently provided by Burke, as well as
adding physician services for physiatry, sports
medicine/orthopedics, and allergy specialties.
Upon PHHPC approval, the applicant intends to
change the corporate name of the applicant to
Montefiore Einstein Advanced Care (MEAC).

Burke is a member hospital of MHS. MHS, the
sole member and passive parent of the
applicant, is a fully integrated healthcare delivery
system serving patients residing in the New York
City and Hudson Valley regions, with member
and affiliate locations spanning the Bronx,
Westchester, Rockland, and Orange counties.
MHS’s regional integrated delivery system offers
patients clinical expertise for primary, specialty,
and tertiary care. The establishment of the
D&TC is part of MHS’s Westchester and Hudson
Valley regional strategy to collaborate with their
ambulatory network to provide specialty and
sub-specialty care to serve patients from various
entities within the Montefiore health system, but
not be associated with exclusively with any one
hospital in the system. The proposed D&TC is

expected to be the first of several possible
locations in the Westchester and Hudson Valley.

The D&TC will occupy leased space that was
previously constructed to Article 28 specification
under CON #201078. Subsequentto the
approval of this CON, Burke will submit a
closure plan for the extension clinic site.

Ythan Goldberg, M.D., who is Board-certified in
Internal Medicine will be the Medical Director of
MEAC. The applicant provided a draft
agreement between Montefiore Medical Center
(MMC) and MWCC to provide the medical
director services. MWCC provided an executed
Transfer and Affiliation Agreement with White
Plains Hospital located 4.7 miles (10 minutes
travel time) from the center.

OPCHSM Recommendation
Contingent Approval

Need Summary

Through this project, the residents of
Westchester County will receive uninterrupted
access to therapy services, as well as,
increased access to physician specialty care,
including physiatry, sports medicine/orthopedics,
and allergy services.

The applicant projects 27,494 visits in
Year One and 32,376 in Year Three with
7.5% Medicaid utilization and 2% Charity
Care.
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Program Summary Financial Summary

The individual background review indicates the There are no project costs associated with this
proposed members have met the standard for application. The budgetis as follows:
approval as set forth in Public Health Law

§3606(2). Budget YearOne Year Three

Revenues $2,611,218 $3,424,010
Expenses 2,483,654 3,164,351
Gain $127,564 $259,659
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and Health Systems Management

Approval contingent upon:

1. Submission of an executed Assignment and Assumption of Lease Agreement, acceptable to the

Department of Health (Department). [BFA]

Submission of an executed Sub-Lease Agreement, acceptable to the Department. [BFA]

Submission of an executed Rehabilitation Services Agreement, acceptable to the Department. [BFA]

Submission of an executed Medical Specialty Services Agreement, acceptable to the Department.

[BFA]

Submission of an executed Medical Director Services Agreement, acceptable to the Department.

[BFA]

6. Submission of a signed and executed Assignment and Assumption of Lease Agreement acceptable
to the Department (CSL)

7. Submission of a signed and dated Sublease agreement acceptable to the Department. [CSL]

8. Submission of a signed and dated Lease agreement acceptable to the Department. [CSL]

9. Submission of amended Bylaws acceptable to the Department. [CSL]

PODN

o

Approval conditional upon:

1. This project must be completed by one year from the date of the recommendation letter, including all
pre-opening processes, if applicable. Failure to complete the project by this date may constitute an
abandonment of the project by the applicant and the expiration of the approval. It is the responsibility
of the applicant to request prior approval for an extension to the project approval expiration date.
[PMU]

2. The applicant must ensure registration for and training of facility staff on the Department’s Health
Commerce System (HCS). The HCS is the secure web-based means by which facilities must
communicate with the Department and receive vital information. Upon receipt of the Operating
Certificate, the Administrator/director that has day-to-day oversight of the facility’s operations shall
submit the HCS Access Form at the following link to begin the process to enroll for HCS access for
the first time or update enrollment information as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs _access_form_new_clinics.pdf. Questions may
be directed to the Division of Hospitals and Diagnostic & Treatment Centers at 518-402-1004 or email:
hospinfo@health.ny.gov [HSP]

Council Action Date
December 9, 2021
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| Need and Program Analysis |

Program Description

Montefiore Westchester Community Corp.
Proposed Operator Upon approval, the corporation name will change to:
Montefiore Einstein Advanced Care
Site Address 555 Taxter Road
Elmsford, NY (Westchester County)
Medical Services-Other Medical Specialties
Physiatry
Sports Medicine/Orthopedics
Services Allergy
Physical Therapy
Occupational Therapy
Speech-Language Pathology
Monday, Wednesday, Friday: 7:30 am —5:00 pm

Hours of Operation Tuesday, Thursday: 7:30 am — 6:00 pm
Staffing (1st Year/ 3rd Year) |17.0 FTEs / 17.4 FTEs
Medical Director(s) Ythan Goldberg, M.D.

Emergency, In-Patient and [Expected to be provided by
Backup Support Services White Plains Hospital
Agreement and Distance 3.8 miles / 12 minutes away

The clinic, after the establishment of the new operator, will focus on the provision of physician and
therapy services in lower Westchester County and the Hudson Valley region. The center will continue to
provide physical therapy, occupational therapy, and speech-language pathology services. In addition to
the rehabilitative services, the new operator will add physician specialty services at this site, including
physiatry, sports medicine/orthopedics, and allergy services. The applicant projects 27,4% visits in the
first year and 32,376 in the third year with 7.5% Medicaid utilization and 2% charity care. The applicant
has committed to serving all persons in need without regard to the ability to pay or source of payment.
According to Data USA, in 2019, 95.5% of the population of Westchester County had health coverage,
broken down as follows:

Employee Plans 55.8%
Medicaid 13.8%
Medicare 13.3%

Non-group Plans 12.3%
Military or VAPlans | 0.33%

Characterand Competence
The Board of Montefiore Westchester Community Corp. is as follows:

Name Title

Andrew Racine, M.D., PhD President
Christopher S. Panczner Secretary
Jeffrey B. Short. Treasurer

Dr. Andrew Racine has been the System Senior Vice President and Chief Medical Officer of Montefiore
Health System for over five years and the Executive Director of Montefiore Medical Group in Montefiore
Medical Center for over eight years. He is a Professor of Clinical Pediatrics at Albert Einstein College of
Medicine and is the Acting Director of Pediatrics at Jacobi Medical Center. He is also a Research
Associate at the National Bureau of Economic Research. Previously, he was an Instructor in the
Department of Pediatrics at Columbia College, a Lecturer in Clinical Pediatric Nurse Practitioner courses
at Columbia School of Nursing, and a Lecturer in Epidemiology and Biostatistics at Columbia College. Dr.
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Racine received his medical degree from the New York University of Medicine, completed his Pediatric
residency at Boston Children’s Hospital, and completed his Ph.D. atthe New York University Graduate
School of Arts and Sciences. He is board-certified in Pediatrics.

Christopher Panczner has been the Senior Vice President and General Counsel of Montefiore Medicine
and Montefiore Health System-Academic Health System for over 12 years. This role includes providing
legal counsel to the board of directors, chairmen of the board, CEO, and other senior management.
Christopher Panczner disclosed offices held in the following healthcare facilities:

Montefiore Health System, Inc 2008-present
Montefiore Medical Center 2008-present
Montefiore New Rochelle Hospital 2013-present
Montefiore Mount Vernon Hospital 2013-present
Schaffer Extended Care Center 2013-present
White Plains Hospital Medical Center 2014-present
The Winifred Masterson Burke Rehabilitation Hospital 2015-present

Jeffrey Short has been the Vice President, Transformation Officer, Chief of Staff, and Leader of Faculty
Practice of Montefiore health System and Einstein College of Medicine for over sevenyears. As the
Transformation Officer, he is responsible for organization-wide strategic and operational transformation
with $500M in annual operating improvements identified. As the Head of Faculty Practice group, he leads
5,000 employees, a 1,900 physician faculty practice, a call center receiving 2.5M calls annually, and
professional billing. Previously, he was the Senior Director of Strategy and Business Development at
NYU Langone Medical Center He was also the previously the Director of Pricewaterhouse Cooper.

The proposed Medical Director, Dr. Ythan Goldberg, is a Cardiologist at Montefiore Medical Center. He
is an Assistant Professor of Medicine at Albert Einstein College of Medicine. Dr. Goldberg completed his
medical degree at the University of Medicine and Dentistry in New Jersey and his residency in Internal
Medicine and Cardiology at Montefiore Medical Center. He is board-certified in Cardiology.

Staff from the Department's Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interestin other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

e The Departmentissued a Stipulation and Order (S&0O) dated November 14, 2017, and fined
Montefiore Medical Center Henry and Lucy Moses Campus $2,000 based on findings from a
survey completed on May 19, 2017. The deficient practice was cited in the areas of Patient Rights
and Infection Control.

e The Departmentissued a Stipulation and Order (S&O) dated October 2, 2017, and fined
Montefiore Mount Vernon Hospital $2,000 based on findings from a survey completed on October
7, 2016. The deficient practice was cited in the area of Patient Rights.

e The Departmentissued a Stipulation and Order (S&0O) dated August 17, 2017, and fined
Montefiore Medical Center $2,000 based on findings from a survey completed on April 11, 2017.
The deficient practice was cited in the area of Patient Rights.
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Conclusion

Approval for this project will provide for continued access to rehabilitative services and the addition of
physician specialties for the residents of Westchester County. The individual background review indicates
the proposed members have met the standard for approval as set forth in Public Health Law §2801-a(3).

| Financial Analysis

Operating Budget
The applicant has provided an operating budget, in 2021 dollars, for the first and third years:

Year One Year Three
Per Visit Total Per Visit Total

Revenues
Commercial FFS  $116.35 $782,539 $129.56 $1,026,120
Commercial MC $116.37 360,271 $129.57 472,413

Medicare FFS $85.77 942,326 $95.50 1,235,643
Medicare MC $85.77 211,329 $95.49 277,109
Medicaid FFS $84.89 3,820 $96.33 5,009
Medicaid MC $85.75 171,242 $95.51 224,544
Private Pay $85.36 8,536 $95.67 11,193
All Other $85.78 131,155 $95.49 171.979
Total Revenues $2,611,218 $3,424,010
Expenses
Operating $82.46 $2,267,209 $90.64 $2,934,570
Capital 7.87 216,445 7.10 229.781
Total Expenses $90.33 $2,483,654 $97.74 $3,164,351
Net Income $127,564 $259,659
Visits 27,494 32,376

The following is noted for the submitted budget:

o The payorrates are based on the rates Burke received at the extension clinic site.

o Commercial rates are based on contractual rates, which have been negotiated with commercial
carriers. The applicant projects an average rate based on the percentage of commercial revenue, the
number of plans, and the average rate per plan.

The Medicare and Medicaid rates are based on the downstate rates for the proposed services.
Charity Care projections are based on Montefiore Health Systems’ experience and the current
experience of the Burke extension clinic.

All Other includes Workers' Compensation visits and revenues.

Expense projections are based on the current experience of the hospital extension clinic.

The applicant projects first-year rehabilitative services and medical specialty visits to be 13,500 and
13,994, respectively, and third-year visits to be 15,800 for rehabilitative services and 16,576 for
medical specialties.

o Direct staffing is based on the need for an executive director, LPNs, and a human resource
manager. Physical therapy, occupational therapy, and speech therapy will be provided via the
Rehabilitative Services Agreement with Burke Rehabilitation Hospital and physician specialists will
be provided via the Medical Specialty Services Agreement with Montefiore Medical Center. The
applicant projects 17.4 FTEs in year three of operations.
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o Utilization by payor source is as follows:

Payor Year One Year Three
Commercial FFS 24.46% 24.46%
Commercial MC 11.26% 11.26%
Medicare FFS 39.96% 39.96%
Medicare MC 8.97% 8.97%
Medicaid FFS 0.16% 0.16%
Medicaid MC 7.26% 7.26%
Private Pay 0.36% 0.36%
Charity Care 2.01% 2.01%
All Other 5.56% 5.56%
Total 100.00% 100.00%

Agreements and Contracts
BFA Attachment B contains the following:
o A draft Rehabilitation Services Agreement. The Winifred Masterson Burke Rehabilitation Hospital,

Inc. will be providing all the therapy services. MWCC retains ultimate control in all final decisions
associated with the services. The applicant has submitted an executed attestation stating that
the applicant understands and acknowledges that there are powers that must not be delegated,
the applicant will not willfully engage in any illegal delegation, and understands that the
Department will hold the applicant accountable.

e Adraft Medical Specialty Services Agreement. Montefiore Medical Center will be providing all the
physician specialty services. MWCC retains ultimate control in all final decisions associated with
the services. The applicant has submitted an executed attestation stating that the applicant
understands and acknowledges that there are powers that must not be delegated, the applicant
will not willfully engage in any illegal delegation, and understands that the Department will hold
the applicant accountable.

A draft Medical Director Services Agreement between MMC and MWCC

An executed Master Lease Agreement between GHP Taxter LLC and MMC.

A draft Assignment and Assumption of the Lease Agreement between MMC and MHS.
A draft Sublease Agreement between MHS and MWCC.

Capability and Feasibility
There are no project costs for this application. The submitted budget projects a net income of $127,564
and $259,659 during Years One and Three of operations, respectively.

The working capital requirement of $527,392 is based on two months of the third-year expenses and will
be satisfied by an interestfree loan from MHS for $593,723. MHS provided a letter indicating the working
capital loan is expected to be paid back in three years, but if the D&TC'’s operations do not facilitate this
timeline, MHS and MWCC/MEAC will arrange for an appropriate time frame for repayment. If the
estimated working capital is insufficient to meet the needs of MWCC/MEAC, MHS is prepared to provide
additional money to the principal. BFA Attachment C provides the Proforma balance sheet as of the first
day of operation with $593,723.

MHS’s December 31, 2020, certified financial statements show the organization maintained a positive
working capital and positive net asset position (BFA Attachment D). The $42,735,000 deficiency of
revenue over expenses for this period includes ap proximately $678.1M of federal stimulus program
revenue. MHS’s 2020 perfformance was negatively impacted by a decline in volume and revenue from the
Covid-19 pandemic, as many hospitals in New York experienced due to temporary mandated service
closures and residual hesitancy by patients to seek care.

MHS’s June 30, 2021, internal financial statements show the organization maintained a positive working
capital and positive net asset position with a $112,436,000 deficiency of revenue over expenses for this
period (BFA Attachment E). MHS has identified and started the implementation of strategies to accelerate
the system’s financial recovery from the pandemic and has maintained a stable cash position to make this
investment. MHS’s December 31, 2020, certified Financial Statements reflect 55 days cash on hand that
increased to 108 days cash on hand as of the June 30, 2021, internal financial statements. In addition,
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the June 30, 2021, internal financial statements note current assets exceeded current liabilities by $1.8B
and $2.8B in cash, cash equivalents, marketable, and other securities.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BFA Attachment A Organizational Chart

BFA AttachmentB Agreements and Contracts

BFA AttachmentC Montefiore Westchester Community Corp - Pro Forma Balance Sheet

BFA AttachmentD Montefiore Health System, Inc. 2020 Certified Financial Statements

BFA AttachmentE  Montefiore Health System, Inc. Internal Financial Statements as of June 30, 2021
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NEwYork | Department Public Health and Health
Planning Council

STATE OF

OPPORTUNITY. Of Health

Project # 211270-B
Samaritan Daytop Health, Inc.

Program:
Purpose:

Diagnostic and Treatment Center
Establishment and Construction

County: Bronx
Acknowledged: July 29, 2021

Executive Summary

Description

Samaritan Daytop Health, Inc. (SDH), a to-be-
formed not-for-profit corporation, requests
approval to establish and construct an Article 28
diagnostic and treatment center (D&TC) at 362
East 148th Street, Bronx (Bronx County). The
applicant has indicated that they intend to apply
for designation as a Federally Qualified Health
Center (FQHC) after becoming a D&TC. The
proposed D&TC will be certified for medical
services - primary care with a focus on
delivering primary care and basic mental health
counseling.

SDH seeks to launch a primary care model
responsive to the needs of homeless individuals
and those with mental iliness and/or substance
use disorder and have co-occurring physical
health needs. In addition to this primary focus,
the D&TC will also serve the surrounding
community of low-income, medically
underserved residents of the South Bronx.

Gregory Bunt, MD, who is the current Medical
Director at Samaritan Daytop Village, will serve
as the Medical Director of SDH. The facility will
enter into a transfer and affiliation agreement
with Lincoln Hospital, which is located .5 miles
(6 minutes) from the proposed site, and will
enter into an administrative services agreement
with Samaritan Daytop Village, Inc.

SDH has no legal affiliates. However,
Samaritan Daytop Foundation and Samaritan
Daytop Village will support SDH through

contractual arrangements. Samaritan Daytop
Village offers a rich array of programs including
treatment for substance use (Article 32),
innovative services for veterans, and programs
for homeless individuals, women and children,
seniors, and families. Samaritan Daytop
Foundation has agreed to provide financial
support to SDH in the form of a loan and/or
grant. Samaritan Daytop Village will enter into
an employee lease agreement with SDH to
provide limited administrative staff.

OPCHSM Recommendation
Contingent Approval

Need Summary

Bronx residents will benefit from increased
access to outpatient primary care services,
especially those suffering from homelessness,
addiction, and mental iliness, which is the focus
of the SDH. Portions of Bronx County are HRSA-
designated as Health Professional Shortage Areas
and as a Medically Underserved Area/Population.

The applicant projects 10,500 visits in the first
year and 12,578 in the third year, with 95%
Medicaid utilization.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).

]
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Financial Summary

The total project cost of $3,511,706 will be met
via a grant of $560,752 from Samaritan Daytop
Foundation and $2,950,954 of work already
completed by the landlord. The proposed budget

is as follows:
Year One Year Three
Revenues $1,985,444 $2,884,828
Expenses 2,645,904 2,797,405
Net Income ($660,460) $87,423
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Recommendations

Health Systems Agency
There willbe no HSA recommendation for this project.

Office of Primary Care and Health Systems Management
Approval contingent upon:

1.

© OoNoORw N

—_
o

11.

Submission of a check forthe amountenumerated in the approval letter, payable to the New York State
Departmentof 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 percentof the total capital value of the project, exclusive of CON fees. [PMU]

Submission of an executed transfer and affiliation agreement, acceptable to the Department of Health.
[HSP]

Submission of an executed administrative services agreementthatis acceptable to the Department.
Submission of an executed sublease agreementthatis acceptable to the Department. [BFA]

Submission of the grantvia Samaritan Daytop Foundation thatis acceptable to the Department.
Submission of a working capital loan commitmentthatis acceptable to the Department. [BFA]

Submission of a copy of an amended and fully executed Lease Agreement. [CSL]

Submission of a copy of a fully executed Amended Certificate of Incorporation, acceptable to the
Department. [CSL]

Submission of a copy of an executed Services and Consulting agreement, acceptable to the Department.
[CSL]

. Submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in BAER

Drawing Submission Guidelines DSG-1.0. [AER]

Submission of Engineering (MEP) Drawings, acceptable to the Department, as described in BAER Drawing
Submission Guidelines DSG-1.0. [AER]

Approval conditional upon:

1.

This projectmustbe completed by March1, 2023, including all pre-opening processes, if applicable.
Failure to complete the projectby this date may constitute an abandonment of the projectby the applicant
and the expiration of the approval. Itis the responsibility of the applicantto requestpriorapproval forany
extensions to the projectapproval expiration date. [PMU]

Construction muststarton or before June 1, 2022, and construction mustbe completed by December 1,
2022, presuming the Departmenthasissued a letter deemingall contingencies have been satisfied prior to
commencement. Itis the responsibility of the applicantto requestpriorapproval forany changesto the
start and completion dates. Inaccordance with 10 NYCRR Section 710.10(a), if construction is not started
on orbefore the approved startdate this shall constitute abandonmentof the approval. [PMU]

The staff of the facility mustbe separate and distinctfrom the staff of other entities; the signage must
clearly denote the facility is separate and distinctfrom other entities; the clinical space mustbe used
exclusively forthe approved purpose; and the entrance mustnotdisruptany otherentity’s clinical program
space. [HSP]

The applicantmustensure registration for and training of facility staff on the Department’'s Health
Commerce System (HCS). The HCSis the secure web-based means by which facilities must communicate
with the Departmentand receive vital information. Upon receiptof the Operating Certificate, the
Administrator/director that has day-to-day oversight of the facility’s operations shall submitthe HCS Access
Form at the following link to begin the process to enroll for HCS access for the first time orupdate
enrolimentinformation as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs_access_form_new_clinics.pdf. Questions may be
directed to the Division of Hospitals and Diagnostic &Treatment Centers at518-402-1004 oremail:
hospinfo@health.ny.gov [HSP]

The submissionof Final Construction Documents, as described in BAER Drawing Submission Guidelines
DSG-05,is required priorto the applicant’s startof construction. [AER]

Council Action Date
December9,2021
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| Need and Program Analysis |

Program Description

Proposed Operator Samaritan Daytop Health, Inc.
To Be Known As Samaritan Daytop Health
Site Address 362 East 148" Street
Bronx, New York 10455 (Bronx County)
Services Medical Services — Primary Care
Mental Health (below Article 31 threshold)
Hours of Operation Monday through Friday 9 AMto 5 PM
Staffing (1% Year / 3" Year) 16.2 FTEs / 16.2 FTEs
Medical Director(s) Gregory Blunt, M.D.
Emergency, In-Patient and Backup | Will be provided by
Support Services Agreement and NYC H+H Lincoln
Distance 0.2 miles / 7 minutes away
Analysis

The primary service area is the neighborhood of Hunts Point/Mott Haven in Bronx County. Areas of Bronx
County are designated as a Health Professional Shortage Area (HPSA) or as a Medically Underserved
Area/Population as follows (Source-HRSA):

e High Bridge- HPSA for Primary Care and Mental Health Services: Medicaid Eligible

¢ Morrisana- Medically Underserved Area

According to Data USA, in 2019, 92.1% of the population of Bronx County had health coverage, broken
down as follows:

Employee Plans 31.3%
Medicaid 42.3%
Medicare 6.97%
Non-group Plans 11%
Military or VAPlans | 0.405%

Prevention Quality Indicators (PQIs) are rates of admission to the hospital for conditions for which good
outpatient care can potentially prevent the need for hospitalization, or for which early intervention can
prevent complications or more severe disease. The table below provides information on the PQI rates for
the overall PQI condition and shows that the PQlI rate for the primary service area® is significantly higher
than the New York Staterate.

Hospital Admissions per 100,000 Adults for Overall PQls

2017 PQI Rates Service Area* New York State

AllPQls 2,756 1,431
*Service area includes zip codes 10451,10454,10455,10459,10474

The applicant projects 10,500 visits in the first year and 12,578 in the third year, with 95% Medicaid
utilization. The applicant states they are committed to serving all persons in need without regard to the
ability to pay orsource of payment.
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Characterand Competence
The board of Samaritan Daytop Health, Inc is as follows:

Name Title
Rogelio Thomas, MD Board Chair
Carol Murphy Treasurer
Anna Flattau, MD Secretary

Dr. Anna Flattau has been the Vice-Chair of Clinical Services and the Director of Strategic Development
in the Department of Family and Social Medicine at Montefiore Medical Center for over three years.
Previously, she was the Chief Clinical Officer at OneCity Health in NYC Health + Hospitals, a Family
Physician, Founder and Director of the Wound Healing Program, Medical Director of the Hyperbaric
Oxygen Program, and Chair of the Living Donor Advocacy Committee at Montefiore Medical Center, and
the Medical Director of the Wound Healing Program at Columbia University Medical Center. She
completed her medical degree at Harvard Medical School and her residency in Family Medicine at
Columbia University Medical Center. She is board-certified in Family Medicine.

Carol Murphy has beenthe CEO of Sacopee Valley Health Center, an FQHC in Porter, ME, for over one
year where she is responsible for the financial, quality, regulatory operations, and leadership for an FQHC
in rural ME. In this role, she increased revenue, quality, patient and staff satisfaction, and staffing to meet
community needs, in addition to, successfully implementing telehealth, which has continued in a hybrid
model. Previously, she was a Strategic Leadership Consultant for Healthcare Consulting where she
consulted with FQHCs to improve quality and achieve sustainability. She was also the COO/CNO of
Bright Point Health, and she was Executive Director for a Program for All-Inclusive Care for Elders.

Dr. Rogleio Thomas has been the President/ CEO of Special Care Medical Associates P.C. for over 25
years. In addition, he is the Medical Director and a founding member, of Hands on Health Associates,
LLC. Previously, he was the Medical Director of Samaritan Daytop Village, the Medical Director
Consultant of Veritas, Inc, the Medical Director Consultant of Care for the Homeless, the Medical Director
for Project Samaritan Health Services, Inc., the Medical Director of Bronx Lebanon Special Care Center,
and the Medical Director of H.E.L.P. He also held various roles at SUNY Downstate. Dr. Thomas
completed his medical degree at Harvard Medical School and his residency in Internal Medicine and
General Preventative Medicine at Mount Sinai Medical Center. He is board-certified in Internal Medicine
and Addiction Medicine.

Dr. Gregory Bunt is the proposed Medical Director and has been the current Medical Director of
Samaritan Daytop Village for over five years. Previous positions he has held are the Vice President of
Samaritan Daytop Village, Medical Director of Daytop Village, Director of Mental Health of Daytop Village,
and Medical Director of the Outpatient Alcoholism Clinic at Gracie Square Hospital. He was in Private
Practice at the Faculty Practice Division of NYU School of Medicine and was an Attending Psychiatrist at
the Dual Diagnosis Unit. He was also an Attending Psychiatrist at Holliswood Hospital and Stony Lodge
Hospital. In addition to these roles, he was a Psychiatrist in private practice for over 10 years. Dr. Bunt
received his medical degree from NYU School of Medicine and completed his residency in Psychiatry at
the Albert Einstein School of Medicine and a fellowship in Addiction Psychiatry at NYU School of
Medicine.

Staff from the Department's Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interestin other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Dr. Anna Flattau disclosed one pending malpractice case. In 2015, it was allegedthat a child had a delay

in receiving a neurological appointment. Dr. Flattau had seen the child once for WIC paperwork. The case

is pending.

_____________________________________________________________________________________________________________________________|
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Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

Conclusion

Approval for this project will improve access to a variety of medical services for the residents of the
neighborhood of Hunts Point/Mott Haven and the surrounding communities in Bronx County, especially
those who experience homelessness, substance abuse, and/or mental health issues. The individual
background review indicates the proposed members have met the standard for approval as set forth in
Public Health Law §2801-a(3).

| Financial Analysis |

Total Project Cost and Financing
Total project cost, which is for planning consultant fees and the acquisition of moveable equipment, is
estimated at $3,511,706, and distributed as follows:

New Construction $2,487,836
Renovation and Demolition 10,717
Temporary Utilities 9,514
Asbestos Abatement or Removal 3,858
Design Contingency 292,687
Construction Contingency 146,343
Planning Consultant Fees 150,000
Architect/Engineering Fees 9,000
Other Fees (Consultant) 238,652
Moveable Equipment 126,863
Telecommunications 19,261
CON Fee 1,250
Additional Processing Fee 15,726
Total Project Cost $3,511,706
Total Reimbursable Cost $560,752

Project costs are being funded through a $560,752 grant from Samaritan Daytop Foundation and
$2,950,954 in work already completed by and paid for by the landlord. Therefore, reimbursable costs are
limited to $560,752.

|
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Operating Budget

The applicant has submitted an operating budget, in 2022 dollars, for the first and third years of operation.

Year One Year Three

Per Visit Total Per Visit Total
Revenues
Commercial FFS $65.00  $13,650 $64.88  $16,349
Medicare FFS $56.25 $5,906 $167.98  $21,165
Medicaid FFS $181.84 $381,864 $237.18 $298,612
Medicaid MC $104.97 $826,675 $237.60 $2,539,899
Private Pay $35.00 $7,349 $34.93 $8,803
Grants Revenue $750,000 $0
Total Revenues $1,985,444 $2,884,828
Expenses
Operating $211.95 $2,225,502 $188.98 $2,377,003
Capital $40.04 $420,402 $33.42 $420,402
Total Expenses  $251.99 $2,645,904 $222.40 $2,797,405
Net Income ($660,460) $87,423
Utilization (Visits) 10,500 12,578

The following is noted concerning the submitted operating budget:

e The applicant projected patients and utilization patterns specific to the unique health concerns for
individuals suffering from severe mental iliness and/or addiction, which is a population that
historically requires a higher frequency of visits and treatment plans that require more touchpoints
with providers to assure compliance and better health outcomes.

¢ Expense assumptions were based on staffing ratios for clinical support teams to comply with best
practices and requirements stated for Federally Qualified Health Centers. FQHCs also require
robust patient support services (health education, outreach, and eligibility assistance).

¢ Revenue assumptions were based on a regular first-year DTC rate and an FQHC rate in the third
year.

e Grant revenue of $750,000 will come from Samaritan Daytop Foundation.

Utilization broken down by payor source during the first and third years are as follows:

Payor Year One Year Three

Commercial FFS 2.00% 2.00%
Medicare FFS 1.00% 1.00%
Medicaid FFS 20.00% 10.00%
Medicaid MC 75.00% 84.99%
Private Pay 2.00% 2.00%
Total 100.00% 100.00%

Agreements

BFA Attachment A contains the following:

e Adraft administrative services agreement. While Samaritan Daytop Village, Inc. will provide the
administrative services listed, Samaritan Daytop Health as the Licensed Operator, retains
ultimate authority, responsibility, and control of the operations. The applicant has submitted an
executed attestation acknowledging with statutory and regulatory required reserve powers that
can’'t be delegated, and that they will not willfully engage in any illegal delegation of authority

e Adraft sublease agreement. The applicant submitted two real estate letters attesting to the rent
reasonableness of the per square foot rental.

|
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Capability and Feasibility
The total project cost of $3,511,706, will be met via a grant of $560,752 from the Samaritan Daytop
Foundation and work already completed by the landlord to build out space for $2,950,954.

Working capital requirements are estimated at $466,234, equivalent to two months of third-year
expenses. The applicant will be gifted $233,117 via Samaritan Daytop Foundation and the remainder,
$233,117, will be provided in the form of an unrestricted loan from Samaritan Daytop Foundation, Inc. at
an interest rate of 3.5% for a five-year term. The applicant has submitted a letter of interest regarding the
financing. BFA Attachment B is the June 30, 2019, and June 30, 2020, certified financial statements of
Samaritan Daytop Foundation, which indicates the availability of sufficient funds to meet the total project
cost and working capital equity requirements. BFA Attachment C is the Pro-Forma balance sheet of
Samaritan Daytop Health, which indicates a positive net asset position of $793,869 as of the first day of
operation,

The submitted budget indicates an excess of revenues over expenses of ($660,460) and $87,423 during
the first and third years, respectively. The first-year loss will be offset via working capital funds and a
grant from Samaritan Daytop Foundation. Revenues are based on a regular DTC rate in the first year
and an FQHC rate in the third year. The budget appears reasonable.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BHFP Attachment Map

BFA Attachment A Agreements

BFA Attachment B June 30, 2019, and June 30, 2020, certified financial statements of Samaritan
Daytop Foundation, Inc.

BFA Attachment C Pro Forma Balance Sheet

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF
OPPORTUNITY.

of Health

Project # 212015-B
RiverSpring Project Corp. t/b/k/a RiverSpring DTC Corp.

Program:
Purpose:

Diagnostic and Treatment Center County: Kings
Establishment and Construction Acknowledged: July 23, 2021

Executive Summary

Description

RiverSpring Project Corp., an existing New York
State, not-for-profit entity, seeks approval to
establish and construct a diagnostic and
treatment center (D&TC) and a D&TC extension
clinic to serve the Programs of All-Inclusive Care
for the Elderly (PACE) Program of ElderServe
Health, Inc. The Article 28 D&TC will be co-
located with the PACE program, with the main
site at 673 Livonia Avenue, Brooklyn (Kings
County), and the extension clinic at 63 Marcus
Garvey Boulevard, Brooklyn (Kings County).
The applicant requests certification for Medical
Services — Primary Care for both sites. The
main D&TC is expected to open in March 2023
and the extension clinic in March 2025.

ElderServe Health Inc. is the sole member and
passive parent of RiverSpring Project Corp.
which will change its name to RiverSpring DTC
Corp. upon approval of the Public Health and
Health Planning Council.

This Certificate of Need (CON) application is
only for the Article 28 D&TC; the PACE program
approval for ElderServe Health, Inc. is a
separate process under Article 44 of the NYS
Public Health Law.

On June 7, 2021, ElderServe Health, Inc.
executed a Contract of Sale to purchase a
building located at 673 Livonia Avenue in
Brooklyn which will house the D&TC main site.
Upon completion of the sale, ElderServe Health,
Inc. will renovate the building which will house
the PACE Program and the Article 28 D&TC.
RiverSpring DTC Corp. will lease the space for
the D&TC from ElderServe Health, Inc.

The New York City Housing Authority (NYCHA)
owns the land, located at 63 Marcus Garvey
Boulevard, on which a new 10-story building will
be built. The 15t floor of this new building will
house ElderServe Health, Inc’'s PACE Program
and Article 28 D&TC extension clinic.

Jonathan Gold, M.D., who is Board-Certified in
Internal Medicine, will serve as Medical Director.
The applicant provided a draft Transfer and
Affiliation Agreement with Woodhull Medical and
Mental Health Center (Woodhull), which is part
of New York City Health + Hospital’s safety-net
healthcare system and is located 4.2 miles (28
minutes travel time) from the D&TC main site,
and 0.3 miles (3 minutes travel time) from the
D&TC extension clinic.

OPCHSM Recommendation
Contingent Approval

Need Summary

Both the main D&TC and extension clinic will
provide primary care services exclusively to the
PACE Program of Elderserve Health, Inc. in Kings
County.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).
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Financial Summary

The total project cost of $1,942,643 will be met all expenses of the D&TC. RiverSpring DTC
through equity of $1,253,300 from ElderServe Corp. will invoice ElderServe Health Inc. monthly
Health, Inc. and a Statewide Health Care Facility for the expenses of the D&TC and operate the
Transformation Program grant with RiseBoro PACE Program at break-even.

Community Partnership, Inc. for $689,343. The

table below indicates the submitted budget Budget Year One Year Three
project's first and third-year net losses of $300 Revenues $541,446 $1,821,477

and $600, respectively. ElderServe Health, Inc. Expenses  $541,746 $1.822,077
provided a letter indicating a willingness to fund Gain/(Loss) ($300) ($600)

|
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and Health Systems Management
Approval contingent upon:

1.

10.

11.

12.

13.

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 transfer and affiliation agreement, acceptable to the Department of Health
(Department). [HSP]

Submission of an executed Lease Agreement for the main D&TC site located at 673 Livonia Avenue,
acceptable to the Department. [BFA]

Submission of an executed Building Space Sub-Lease Agreement for the D&TC extension clinic
located at 63 Marcus Garvey Boulevard, acceptable to the Department. [BFA]

Submission of an executed Administrative Services Agreement, acceptable to the Department. [BFA]
Submission of documentation confirming final approval of the Statewide Health Care Facility
Transformation executed grant contract awarded to RiseBoro Community Partnership, Inc.,
acceptable to Department. [BFA]

Submission of a photocopy of an executed Certificate of Amendment of the Certificate of
Incorporation of RiverSpring Project Corp., acceptable to the Department. [CSL]

Submission of a photocopy of an executed Administrative Services Agreement between RiverSpring
DTC Corp. and ElderServe Health, Inc., acceptable to the Department. [CSL]

Submission of a photocopy of a complete and executed Lease between RiverSpring DTC Corp. and
ElderServe Health, Inc. for the site to be located at 673 Livonia Avenue, Brooklyn, NY, acceptable to
the Department. [CSL]

Submission of a photocopy of a complete and executed SublLease between RiverSpring DTC Corp.
and ElderServe Health, Inc. for the site to be located at 63 Marcus Garvey Boulevard, Brooklyn, NY,
acceptable to the Department. [CSL]

Submission of a photocopy of a complete and executed Lease between ElderServe Health, Inc. and
RiseBoro Community Partnership Inc., for the site to be located at 63 Marcus Garvey Boulevard,
Brooklyn, NY, acceptable to the Department. [CSL]

Submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in
BAER Drawing Submission Guidelines DSG-1.0. [AER]

Submission of Engineering (MEP) Drawings, acceptable to the Department, as described in BAER
Drawing Submission Guidelines DSG-1.0. [AER]

Approval conditional upon:

1.

This project must be completed by April 30, 2024, including all pre-opening processes, if applicable.
Failure to complete the project by this date may constitute an abandonment of the project by the
applicant and the expiration of the approval. It is the responsibility of the applicant to request prior
approval for any extensions to the project approval expiration date. [PMU]

Construction must start on or before June 1, 2022, and construction must be completed by January
31, 2024, presuming the Department has issued a letter deeming all contingencies have been
satisfied prior to commencement. It is the responsibility of the applicant to request prior approval for
any changes to the start and completion dates. In accordance with 10 NYCRR Section 710.10(a), if
construction is not started on or before the approved start date this shall constitute abandonment of
the approval. [PMU]

The submission of Final Construction Documents, as described in BAER Drawing Submission
Guidelines DSG-05, is required prior to the applicant’s start of construction. [AER]
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4. The staff of the facility must be separate and distinct from the staff of other entities; the signage must
clearly denote the facility is separate and distinct from other entities; the clinical space must be used
exclusively for the approved purpose; and the entrance must not disrupt any other entity’s clinical
program space. [HSP]

5. The applicant must ensure registration for and training of facility staff on the Department’s Health
Commerce System (HCS). The HCS is the secure web-based means by which facilities must
communicate with the Department and receive vital information. Upon receipt of the Operating
Certificate, the Administrator/director that has day-to-day oversight of the facility’s operations shall
submit the HCS Access Form at the following link to begin the process to enroll for HCS access for
the first time or update enroliment information as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs_access_form_new_clinics.pdf. Questions may
be directed to the Division of Hospitals and Diagnostic &Treatment Centers at 518-402-1004 or email:
hospinfo@health.ny.gov [HSP]

Council Action Date
December 9, 2021
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| Need and Program Analysis

Program Description

Proposed Operator

RiverSpring Corp.

To Be Known As

Livonia PACE

Site Addresses

Main Site

Extension Site

673 Livonia Avenue
Brooklyn, New York 11207 (Kings County)

63 Marcus Garvey Boulevard
Brooklyn, New York 11206 (Kings County)

Services

Medical Services — Primary Care

Hours of Operation

Initially, two days per week 10:00 AM to 3:00 PM; then
Monday through Friday 9:00 AM to 5:00 PM

Staffing (1t Year / 3" Year)

2.30 FTEs /5.35 FTEs

Medical Director(s)

Jonathon Gold, M.D.

Emergency, In-Patient and
Backup Support Services

Will be provided by
Woodhull Medical & Mental Health Center

4.2 miles / 28 minutes away

| Agreement and Distance

Analysis
The primary service area is Kings County, which had a population of 2,504,200 in 2010 with 287,633
individuals (11.5%) who are 65 and older, which is the primary population for PACE services. Per
projection data, this population group (65 and older) is estimated to grow to 439,296 by 2025 and
represent 15.6% of the projected county population of 2,810,876. According to Data USA, in 2019, 93.7%
of the population of Kings County had health coverage, broken down as follows:

Employee Plans 41.7%
Medicaid 33.2%
Medicare 8.05%
Non-group Plans 10.5%
Military or VA Plans | 0.22%

The Program of All-Inclusive Care for the Elderly (PACE) provides comprehensive medical and social
services to community-dwelling elderly individuals, most of whom are dually eligible for Medicare and
Medicaid benefits. An interdisciplinary team of health professionals provides PACE participants with
coordinated care with the intent of enabling the individuals to remain in the community rather than receive
care in a nursing home.

The applicant projects the PACE program will grow from 306 to 2,710 visits during the first three years of
operation. The operations at the main D&TC site are expected to begin in March 2023. The applicant
anticipates D&TC extension clinic will be implemented in March 2025 coinciding with the main D&TC'’s
third year of operation. During the third year, the applicant is projecting its D&TC extension clinic will
generate 306 visits, while the main D&TC site is projected to generate 2,404 visits.

Character and Competence
The Board of Trustees of RiverSpring Corp. is as follows:

Name

Michael Greenberg, Esq
James Shifren, Esq
David Sable

Membership
Board Member

Board Member
Board Member

|
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Michael Greenberg, Esq. is the current CEO and General Counsel of Level Group, Inc. He is
responsible for communicating, on behalf of the company, with government entities and the public;
leading the development of the company’s short- and long-term strategies; evaluating the work of other
executive leaders within the company; maintaining awareness of the competitive market landscape,
expansion opportunities and industry developments; assessing the risks to the company and ensuring
they are monitored and minimized; and setting strategic goals and ensuring they are measurable and
describable. He is semi-retired from KLG Luz and Greenberg, LLP legal firm. He has been a Trustee of
Hebrew Homes and its affiliates and serves on the Managed Care Committee.

David Sable retired in 2019. He was the previous Chairman and CEO at Young and Rubicam, an
advertising firm, for approximately eight years. In those roles, he was responsible for developing the
strategic objectives and direction of the company; implementing proposed plans; budgeting and
forecasting, setting the annual budget. He was also responsible for public relations as the face of the
company; he communicated with the Board of Directors; he tracked company performance relative to
other competitors; and he established the working culture as a safe and healthy working environment. In
addition, he was previously employed as the Vice Chairman of Wunderman, an advertising firm, for
approximately 11 years.

James Shifren has been the President of Buckland Partners, an equity/long-short hedge fund firm, for
over 17 years, where his responsibilities include venture capitalism and private equity as a General
Partner. He was previously employed as a Partner at Stroock & Stroock & Lavan, LLP and previously
employed as an Associated Litigator at Stroock & Stroock & Lavan, LLP. He was a Law Clerk for the Hon.
Judith S. Kay, and was a Project Manager at the New York City Department of Housing Preservation and
Development.

Dr. Jonathon Gold is the proposed Medical Director and has been a Consultant Physician at RiverSpring
Health for over 11 years. He was previously the Vice President for Medical Affairs and Comprehensive
Care Management at Beth Abraham Family of Health Services and was the Medical Director of
Comprehensive Care Management, before retiring in 2010. He was the Director of the Department of
Medicine at Bronx Lebanon Hospital and held various positions at Memorial Sloan Kettering. Dr. Gold
received his medical degree from Columbia University College of Physicians and Surgeons and
completed his residency in Internal Medicine at The New York Hospital. He is board-certified in Internal
Medicine and Infectious Disease.

Staff from the Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interest in other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Michael Greenberg disclosed that in 2015 he commenced a suit in the New York State Court for breach
of contract. His firm, Level Group, entered into a brokerage agreement, which the other party breached.
The matter was settled in 2018.

Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

Conclusion

Approval of this project will fulfill the requirement for primary care services for Elderserve Health, Inc.’s
PACE program in Kings County. The individual background review indicates the proposed members
have met the standard for approval as set forth in Public Health Law §2801-a(3).

|
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| Financial Analysis

Total Project Cost and Financing
The total project cost for renovations is estimated at $1,942,643; broken down as follows:

Total Main Site  Extension Clinic
Land Acquisition $419,393 $419,393 $0
New Construction 539,246 $0 539,246
Renovation & Demolition 436,170 436,170 0
Asbestos Abatement or Removal 14,070 14,070 0
Design Contingency 97,434 43,509 53,925
Construction Contingency 113,980 87,018 26,962
Architect/Engineering Fees 117,050 52,340 64,710
Other Fees (Consultant, etc.) 8,907 4,407 4,500
Movable Equipment 183,778 91,889 91,889
Application Fee 2,000 0 0
Additional Processing Fee 10,615 0 0
Total Project Cost $1,942,643 $1,148,796 $781,232

The financing for this project will be as follows:

Cash $ 1,253,300
Government Grants — SHCFTP 689,343
Total $1,942,643

The construction for the main D&TC site will be completed by ElderServe Health, Inc., which will lease the
D&TC space to RiverSpring DTC Corp. The construction of the D&TC extension clinic will be completed
by RiseBoro Community Partnership, Inc., which will utilize the $689,343 of Statewide Health Care
Facility Transformation Grant award to construct and furnish the Article 28 D&TC. RiseBoro Community
Partnership, Inc. will lease space to ElderServe Health, Inc., which will sub-lease the D&TC space to
RiverSpring DTC Corp. Letters from two New York State licensed realtors have been provided attesting to
the rental rate being of fair market value.

Operating Budget
The applicant has provided an operating budget, in 2021 dollars, for the first and third year, after the
change of ownership. The budget is summarized below:

Year One Year Three
Per Visit Total Per Visit Total

Revenues

MLTCP — PACE Program $1,769.43  $541,446 $672.13 $1,821,477
Total Revenue $541,446 $1,821,477
Expenses

Operating $1,563.06 $478,295 $622.60 $1,687,243
Capital $207.35 $63,451 $49.75 $134,834
Total Expenses $1,770.41 $541,746 $672.35 $1,822,077
Net Income (Loss) 300 600
Total Visits 306 2,710
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The following is noted concerning the submitted budget:

e The projected utilization, expenses, and revenues for this D&TC project are based on the experience
of similar PACE-focused D&TCs in New York State, as well as, the projected utilization of the PACE
Program overall.

o ElderServe Health, Inc. is reimbursed by Medicare and Medicaid for the care of its PACE Program
patients, including those who chose to be served by the D&TC. The D&TC will invoice ElderServe
Health, Inc. for expenses of the D&TC resulting in a near break-even operation each year.

e The number and mix of staff were determined by the experience of the individuals at ElderServe
Health, Inc., in operating PACE Programs in the past, and on industry norms for D&TCs associated
with PACE Programs.

Agreements and Contracts
BFA Attachment D contains the following:

. A draft Administrative Services Agreement. The facility operator retains ultimate control in all final
decisions associated with the services. The applicant has submitted an attestation stating that
the applicant understands and acknowledges that there are powers that must not be delegated to
a third party, the applicant will not willfully engage in any illegal delegations of authority, and
understands that the Department will hold the applicant accountable.

. An executed contract of sale of premises located at 673 Livonia Avenue.

. A draft lease agreement memorandum for 673 Livonia Avenue, Brooklyn. The applicant has
provided an affidavit stating that the lease agreement is not an arm’s length agreement, as the
lessor and the lessee have overlapping Board Members. Letters from two New York State
licensed realtors have been provided attesting to the rental rate being of fair market value.

e Adraft lease agreement memorandum for 63 Marcus Garvey Boulevard, Brooklyn. Letters from
two New York State licensed realtors have been provided attesting to the rental rate being of fair
market value. The applicant has provided an affidavit stating that the lease agreement is not an
arm’s length agreement, as the sub-lessor and the sub-lessee have overlapping Board Members.
The affidavit further indicates the following with respect to the proposed D&TC extension clinic:

o There will be a Ground Lease Agreement from the New York City Housing Authority to
Sumner Senior Community Housing Development Fund Corporation (HDFC) and
Sumner Senior Partners, Inc.

o There will be a Ground Sub-Lease from Sumner Senior Partners, Inc. to RiseBoro
Community Partnership, Inc.

o There will be a Building Space Lease from RiseBoro Community Partnership, Inc. as
lessor to ElderServe Health, Inc. as lessee.

o There will be a building Space Sub-Lease from ElderServe Health, Inc. as sub-
lessee/sub-lessor to Riverspring DTC Corp. as sub-lessee.

Capability and Feasibility

The total project cost of $1,942,643 and will be met through equity of $1,253,300 from ElderServe Health,
Inc. and a Statewide Health Care Facility Transformation Program grant with RiseBoro Community
Partnership, Inc. for $689,343. Working capital requirements are estimated at $303,680 based on two
months of third-year expenses.

BFA Attachment A is the 2020 audited financial statements of ElderServe Health, Inc., which shows the
entity maintained a positive working capital, and net asset position during the year and reported an
operating income of $26,781,493. BFA Attachment B is the 2021 internal financial statements for
ElderServe Health, Inc. for the period ended June 30, 2021, which shows the entity maintained positive
working capital and net asset position and reported a positive operating income of $204,576. ElderServe
Health, Inc. has sufficient resources overall to fund the equity requirements. BFA Attachment C is the
Pro-Forma balance sheet for RiverSpring DTC Corp., which shows the operation will start with $500,073
in net equity.
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The submitted budget projects a net loss of $300 and $600 during Years One and Three of operations,
respectively. ElderServe Health, Inc. provided a letter indicating a willingness to fund all expenses of the
D&TC, including but not limited to salary, fringe benefits, supplies, utilities, and rent. RiverSpring DTC
Corp. will invoice ElderServe Health, Inc. monthly for the expenses of the D&TC, effectively operating the
PACE Program at break-even. The budget appears reasonable.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

Attachments

BFA Attachment A 2020 Audited Financial Statements — ElderServe Health, Inc.

BFA Attachment B June 2021 Internal Financial Statements — ElderServe Health, Inc.
BFA Attachment C ~ Pro Forma Balance Sheet of RiverSpring DTC Corp.

BFA AttachmentD  Agreements and Contracts

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF

oreortNT. | of Haalth

Project # 212032-B
Emes Vision Center LLC

Diagnostic and Treatment Center County: Kings
Establishment and Construction Acknowledged: September 14, 2021

Program:
Purpose:

Executive Summary

Description

Emes Vision Center LLC, an existing New York
State limited liability company, whose sole
member is Benzion Herbst, requests approval to
establish and construct an Article 28 diagnostic
and treatment center (D&TC) to be located at
5202-5204 16th Avenue, Brooklyn (Kings
County). The applicant requests certification for
Medical Services — Other Medical Specialties
and Optometry services. The scope of services
will include ophthalmologic and optometric care,
and consist of adult, pediatric and diabetic eye
exams, amblyopia, cataract evaluation, eye
injuries or trauma, glaucoma evaluation and
monitoring, macular degeneration, retinal
detachment, and strabismus.

Lawrence Jacobson, M.D., a board-certified
ophthalmologist will be the Medical Director. The
D&TC has a transfer and affiliation agreement
with Maimonides Medical Center, which is
located 1.0 miles (8 minutes) from the center.

OPCHSM Recommendation
Contingent Approval

Need Summary

The Borough Park neighborhood in Brooklyn will
be the primary service area and is designated by
the U.S. Health Resources & Services
Administration (HRSA) as a Medically

Underserved Area with only five private/group
practices providing ophthalmology services.

The applicant projects 5,408 visits in the first
year and 8,112 in the third year with Medicaid
utilization at 49% and charity care at 4%.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§2801-a(3).

Financial Summary
The total project cost of $616,055 will be met via
accumulated funds.

The submitted budget projects a net loss of
$18,565 and net income of $149,633 during the
first and third years, respectively. The submitted
budget appears reasonable and is as follows:

Budget Year One Year Three
Revenues $668,158  $1,002,237
Expenses $686,723 $852,604

Net Income (Loss)  ($18,565) $149,633

Project #212032-B Exhibit Page 1



Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and 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 (Department). 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 transfer and affiliation agreement, acceptable to the Department, with a
local acute care hospital. [HSP]

Submission of a photocopy of an amended and executed Operating Agreement, acceptable to the
Department. [CSL]

Submission of State Hospital Code (SHC) Drawings, acceptable to the Department, as described in
BAER Drawing Submission Guidelines DSG-1.0. [AER]

Approval conditional upon:

1.

This project must be completed by November 1, 2022, including all pre-opening processes, if
applicable. Failure to complete the project by this date may constitute an abandonment of the project
by the applicant and an expiration of the approval. It is the responsibility of the applicant to request
prior approval for any extension to the project approval expiration date. [PMU]

Construction must start on or before June 1, 2022, and construction must be completed by August 1,
2022, presuming the Department has issued a letter deeming all contingencies have been satisfied
prior to commencement. It is the responsibility of the applicant to request prior approval for any
changes to the start and completion dates. In accordance with 10 NYCRR Section 710.10(a), if
construction is not started on or before the approved start date this shall constitute abandonment of
the approval. [PMU]

The staff of the facility must be separate and distinct from the staff of other entities; the signage must
clearly denote the facility is separate and distinct from other entities; the clinical space must be used
exclusively for the approved purpose; and the entrance must not disrupt any other entity’s clinical
program space. [HSP]

The applicant must ensure registration for and training of facility staff on the Department’s Health
Commerce System (HCS). The HCS is the secure web-based means by which facilities must
communicate with the Department and receive vital information. Upon receipt of the Operating
Certificate, the Administrator/director that has day-to-day oversight of the facility’s operations shall
submit the HCS Access Form at the following link to begin the process to enroll for HCS access for
the first time or update enrollment information as necessary:
https://www.health.ny.gov/facilities/hospital/docs/hcs_access _form_new_clinics.pdf. Questions may
be directed to the Division of Hospitals and Diagnostic &Treatment Centers at 518-402-1004 or email:
hospinfo@health.ny.gov [HSP]

The submission of Final Construction Documents, as described in BAER Drawing Submission
Guidelines DSG-05, is required prior to the applicant’s start of construction. [AER]

Council Action Date
December 9, 2021
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| Need and Program Analysis

Program Description

Proposed Operator Emes Vision Center LLC
To Be Known As Emes Vision Center LLC
Site Address 5202-5204 16t
Brooklyn, New York 11204 (Kings County)
Services Medical Services-Other Medical Specialties
Ophthalmology
Optometry O/P
Hours of Operation Sunday through Thursday 9:00 am to 5:00 pm
Staffing (15t Year / 3" Year) 5.50 FTEs /6.75 FTEs
Medical Director(s) Dr. Lawrence Marc Jacobson, M.D.
Emergency, In-Patient and Expected to be provided by
Backup Support Services Maimonides Medical Center
| Agreement and Distance 1.0 miles / 8 minutes away

The proposed site currently accommodates MS Optical LLC, an optical dispensary owned by Benzion
Herbst, the proposed member. The proposed D&TC and the optical dispensary each have their own
distinct physical space and the operations, staffing, and resources of each entity will remain separate.

Analysis

The primary service area is the Borough Park neighborhood in Kings County. The new D&TC will
provide ophthalmologic care, including but not limited to: adult, pediatric, and diabetic eye exams;
amblyopia; cataract evaluation; dry eyes; eye injuries or trauma; eyelid conditions; glaucoma evaluation
and monitoring; macular degeneration (AMD); red eyes; refractive errors; retinal detachment and
disease; and strabismus. The center will also provide optometric services.

The population of Kings County in 2010 was 2,504,700 and is estimated to grow to 2,810,876 by 2025, an
increase of 12.2%. This area of Kings County is designated by HRSA as a Medically Underserved
Area/Population (Medicaid Eligible) with only five private/group practices providing ophthalmology
services to a population that has a higher prevalence of myopia and other genetic eye disorders.
According to Data USA, in 2019, 93.7% of the population of Kings County had health coverage, broken
down as follows:

Employee Plans 41.7%
Medicaid 33.2%
Medicare 8.05%
Non-group Plans 10.5%
Military or VA Plans | 0.222%

The applicant projects 5,408 visits in Year One and 8,112 in Year Three. The applicant is committed to
providing services to all patients needing care, regardless of their ability to pay or the source of payment.

The Prevention Quality Indicators (PQls) listed below are rates of admission to the hospital consisting of
conditions for which eye care outcomes may be affected, or for which early intervention can prevent
complications or more severe disease. The proposed Primary Service Area (PSA) is the Borough Park
neighborhood in Brooklyn, NY, and the primary ZIP code is 11219.

|
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The PQI data presented in this analysis represents the ZIP code 11219. The following indicators were
observed higher than expected in the most recent year of data (2017):

Zip code 11219 (2017) Expected | Observed
Diabetes Long-Term Complications 1,363 1,431
Heart Failure 285.85 322.22
Dehydration 103 123.06
Lower-Extremity Amputation among Patients with Diabetes 14.98 25.91
Prevention Quality Chronic Composite 136.32 147.34
Prevention Quality All Diabetes Composite 327.2 349.74

Character and Competence
The sole member of Emes Vision Center LLC is Benzoin Herbst

Benzoin Herbst is a Licensed Optician who has been the Owner and Manager of MS Optical LLC for
over 26 years. He received his degree in Ophthalmic Dispensing from the ASA College and TCI College
in New York.

Dr. Lawrence Jacob, proposed Medical Director, has been an Attending Surgeon at New York Eye and
Ear Infirmary for over 25 years. He has also been a surgeon at a private practice dedicated to
ophthalmology and ophthalmic surgery for over 26 years. He has also been an Assistant Professor at
New York University Medical Center and Bellevue Hospital, instructing residents on cataract and
glaucoma surgery, and a Clinical Instructor at New York Eye and Ear Infirmary. He was the previous
Chief of Ophthalmology and President of the Medical Board at Gouverneur Hospital. He received his
medical degree from Tufts University in Boston and completed his residency in Ophthalmology at New
York University. He is board-certified in Ophthalmology.

Staff from the Department's Division of Hospitals and Diagnostic & Treatment Centers (DHDTC) 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 disclosure of the applicant’s
ownership interest in other health care facilities. Licensed individuals were checked against the State’s
Office of Medicaid Management, Office of Professional Medical Conduct, and Education Department
databases, as well as, the U.S. Department of Health and Human Services Office of the Inspector
General Medicare exclusion database.

Additionally, the staff from the DHDTC reviewed the ten-year surveillance history of all associated
facilities. Sources of information included the files, records, and reports found in the Department. 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.

Dr. Jacobson disclosed being named in a malpractice suit dated November 11, 2016. The lawsuit was
brought by a patient who required intra-ocular lens placement and alleged that there was a failure to
consider their loose zonules (anchoring structure of the eye) and failure to perform proper lens
calculations. These failures lead to corneal edema, and ultimately, vision loss in the left eye, due to
further procedures, which were necessary due to lens dislocation. The matter was settled by insurance
for business reasons without any admission of negligence by Dr. Jacobson.

Conclusion

Approval for this project will improve access to a variety of ophthalmologic services for the residents of
the Borough Park neighborhood and the surrounding communities in Kings County. The individual
background review indicates the proposed members have met the standard for approval as set forth in
Public Health Law §2801-a(3).
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| Financial Analysis

Total Project Cost and Financing
The total project cost for renovations and movable equipment, estimated at $616,055, will be financed
with cash.

Renovation & Demolition $277,350
Design Contingency 27,735
Construction Contingency 27,735
Architect/Engineering Fees 25,625
Other Fees (Consultant, etc.) 46,125
Movable Equipment 206,126
Application Fee 2,000
Additional Fee 3,359
Total Project Cost $616,055

Operating Budget
The applicant has submitted an operating budget, in 2021 dollars, that is summarized below, for Years
One and Three:

Year One Year Three
Per Visit Total Per Visit Total

Revenues

Commercial FFS $150.22 $8,112  $150.22 $12,168

Commercial MC $150.00 202,800 $150.00 304,200

Medicare FFS $119.81 38,937 $119.93 58,406

Medicare MC $120.18 32,448 $119.88 48,672

Medicaid MC $115.00 304,741 $115.00 457 111

Private Pay $149.94 81,120 $150.04 121,680
Total Revenue $668,158 $1,002,237
Expenses

Operating $108.88 $588,800 $92.72 $752,175

Capital 18.10 97,923 12.38 100,429
Total $126.98 $686,723  $105.10 $852,604
Net Income / (Loss) ($18.565) $149,633
Total Visits 5,408 8,112
Cost per Visit $126.98 $105.10

The following is noted concerning the submitted budget:

¢ The mix of ophthalmology and optometry visits is 65% and 35%, respectively, which is reflected in
the per-visit average rate by the payor.

o The Medicaid Fee for Service rate is conservatively estimated based on the Medicaid freestanding
APG base rate of $169.02 as obtained from the Department’s Bureau of D&TC Reimbursement.

o The Managed Care rates are based on contractual rates that have been negotiated with Managed
Care Organizations.

o Staffing is based on expected utilization and the experience of similar practices.

e Expenses include labor costs for the staffing model that includes 5.50 FTEs during Year One and
6.75 FTEs during Year Three, as well as, professional fees, medical supplies, and rent expenses, as
documented by the lease agreement.

e The utilization is projected based on the target community experiencing a shortage of eye care
providers and whose residents demonstrate a higher prevalence of genetic eye disorders.
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Utilization by payor source for Year One and Year Three is as follows:

Payor Year One Year Three
Commercial FFS 1.0% 1.0%
Commercial MC 25.0% 25.0%
Medicare FFS 6.0% 6.0%
Medicare MC 5.0% 5.0%
Medicaid MC 49.0% 49.0%
Private Pay 10.0% 10.0%
Charity 4.0% 4.0%
Total 100.0% 100.0%

Lease Agreement

The applicant has submitted an executed lease agreement, the terms of which are summarized in BFA
Attachment B. The applicant submitted an affidavit indicating the sole member of Emes Vision Center
LLC is the managing member of both 5202 16t Ave LLC and 5204 16t Avenue LLC. The layout of the
building is such that the proposed D&TC will utilize a part of each address 5202 and 5204 16" Avenue.
The lease agreement between the landlord and the tenant is not an arm’s-length arrangement.

Capability and Feasibility

The project cost of $616,055 will be met through accumulated funds. Working capital requirements are
estimated at $142,101, based on two months of third-year expenses. BFA Attachment A is the member’s
personal net worth statement, which indicates sufficient resources overall to fund the equity requirements.

BFA Attachment C is the Pro-Forma balance sheet for Emes Vision Center LLC, which shows the
operation will start with $142,101 in member equity.

The submitted budget projects a net loss of $18,565 and a net income of $149,633, during the first and
third years, respectively. Emes Vision Center LLC has provided an affidavit that they will cover the
projected first-year loss. The budget appears reasonable.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BFA Attachment A Net Worth Statement of Emes Vision Center LLC
BFA Attachment B Lease Agreement
BFA Attachment C  Pro-Forma Balance Sheet

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF
OPPORTUNITY.

of Health

Project # 211107-E
Northern Lights Home Health Care

Program:

Purpose: Establishment

Certified Home Health Agency

County: St. Lawrence
Acknowledged: May 14, 2021

Executive Summary

Description

Northern Lights Health Care Partnership, Inc.
d/b/a Northern Lights Home Health Care
(Northern Lights) requests approval to transfer
25% interest in the Article 36 Certified Home
Health Agency (CHHA) from one withdrawing
member (Hospice of St. Lawrence Valley, Inc.)
to the remaining members equally.

Northern Lights is located at 91 Main Street,
Canton (St. Lawrence County), and is certified to
provide the following services to St. Lawrence
County residents: Home Health Aide, Personal
Care, Medical Social Services, Medical
Supplies/Equipment and Appliances, Nursing,
Nutritional, Occupational Therapy, Physical
Therapy, and Speech-Language Pathology.

The applicant, Northern Lights Health Care
Partnership, Inc., is a New York Not-For-Profit
Corporation. Currently, there are four members,
each with a 25% interest:

¢ Canton-Potsdam Hospital

¢ Claxton-Hepburn Medical Center

¢ United Helpers Management Company, Inc.

¢ Hospice of St. Lawrence Valley, Inc.

This application seeks to permit the withdrawal
of Hospice of St. Lawrence Valley, Inc., and the

equal redistribution of the membership interest
to the three remaining members. After approval,
there will be three members, each with a 33%
interest:

e Canton-Potsdam Hospital

¢ Claxton-Hepburn Medical Center

¢ United Helpers Management Company, Inc.

OPCHSM Recommendation
Approval

Need Summary
There will be no change to services or counties
served as a result of this application.

Program Summary

Northern Lights Home Health Care is an existing
CHHA that has established relationships with
hospitals and other health providers in its
service area and has an existing patient base.

Financial Summary
There are no project costs associated with this
application.
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and Health Systems Management

Approval conditional upon:

1. This project must be completed by one year from the date of the recommendation letter, including all
pre-opening processes, if applicable. Failure to complete the project by this date may constitute an
abandonment of the project by the applicant and the expiration of the approval. It is the responsibility
of the applicant to request prior approval for an extension to the project approval expiration date.
[PMU]

Council Action Date
December 9, 2021
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| Need and Program Analysis

Program Description

The current members of Northern Lights Health Care Partnership, Inc. d/b/a Northern Lights Home Health
Care are Hospice of St. Lawrence Valley, Inc. (25%), Claxton-Hepburn Medical Center (25%), United
Helpers Management Company, Inc. (25%), and Canton — Potsdam Hospital (25%).

With this application, Hospice of St. Lawrence Valley, Inc. seeks to withdraw and transfer its membership
interest to the remaining members equally. Upon approval of this application, the ownership of Northern
Lights Health Care Partnership, Inc. d/b/a Northern Lights Home Health Care will be Claxton-Hepburn
Medical Center (33.33%), United Helpers Management Company, Inc. (33.33%), and Canton — Potsdam
Hospital (33.33%).

Northern Lights Health Care Partnership, Inc. d/b/a Northern Lights Home Health Care currently serves
St. Lawrence County from an office located at 91 North Main Street, Canton, New York 13617. The
services currently offered are Home Health Aide, Personal Care, Medical Social Services, Medical
Supplies/Equipment and Appliances, Nursing, Nutritional, Occupational Therapy, Physical Therapy, and
Speech-Language Pathology. This application will have no impact on the counties served or services
provided by Northern Lights Health Care Partnership, Inc. d/b/a Northern Lights Home Health Care.

Character and Competence Review

All the entities affiliated with this application are not-for-profit corporations previously approved by the
Public Health and Health Planning Council as members of the CHHA. Under Public Health Law § 3611-
a(1) and Title 10 of the New York Codes, Rules, and Regulations Part 760, a character and competence
review is not required when an application seeks to transfer a membership interest from a previously
approved member to another previously approved member. As such, a character and competence
review is not required as part of this project.

The information provided by the Department’s Division of Home and Community Based Services has
indicated that the applicant has provided sufficient supervision to prevent harm to the health, safety, and
welfare of residents and to prevent recurrent code violations.

CHHA Quality of Patient Care Star Ratings as of September 23, 2021

CHHA Name Quality of Care Rating
Northern Lights Health Care Partnership, Inc.
d/b/a Northern Lights Home Health Care

3.5 out of 5 stars

Conclusion

Northern Lights Home Health Care is an existing CHHA that has established relationships with hospitals
and other health providers in its service area and has an existing patient base. The change in operator
will result in no changes to the service area or the services being provided by the CHHA.

|
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| Financial Analysis

Capability and Feasibility

There are no project costs associated with this application. Hospice of St. Lawrence Valley, Inc., will
evenly gift its membership among the three remaining members in Northern Lights Health Care
Partnership, Inc.

BFA Attachment B, Northern Lights Health Care Partnership, Inc. certified financial statements for 2018
and 2019, shows positive working capital and positive net assets. Annual utilization between 2018 and
2020 was approximately 19,000 visits. The CHHA was considered an essential business and did not shut
down from March 23, 2020, to May 20, 2020, due to the Governor's COVID-19 pandemic executive order.
The organization had a net loss in 2018 of ($183,738) and a net income of $481,497 in 2019. Member
contributions in 2019 were $626,209 per the certified financial statement in that fiscal year.

The applicant has indicated a plan to continue strengthening operations by right-sizing staffing levels to
demand and increasing referrals from members and other sources. BFA Attachment C, Northern Lights
Health Care Partnership, Inc. December 31, 2020 internal financial statement shows positive working
capital, positive net assets, and net income of $393,983.

In May 2020, they received a loan of $384,830 from the Small Business Administration under the
Paycheck Protection Program of the Coronavirus Aid, Relief and Economic Security (CARES) Act. Some
or all of the loan may be forgiven if certain criteria are met. Otherwise, the loan is unsecured, has a
deferment on payments for 6 months, then is payable over 18 months, and bears interest at 1%.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

BFA Attachment A Northern Lights Health Care Partnership, Inc. - Health Care Staffing Agreement

BFA Attachment B Northern Lights Health Care Partnership, Inc — 2018 and 2019 certified financial
statements

BFA Attachment C  Northern Lights Health Care Partnership, Inc — December 31, 2020 internal
financial statements

|
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NEWYORK | Department Public Health and Health
Planning Council

STATE OF
OPPORTUNITY.

of Health

Project # 211169-E
OGL Holdings, LLC d/b/a Mount Sinai at Home

Program:

Purpose: Establishment

Certified Home Health Agency

County: Nassau
Acknowledged: May 19, 2021

Executive Summary

Delaware Corporation. Care Continuum
Ventures, Inc. is a New York State not-for-profit
corporation and is an affiliate of the Mount Sinai
Health System. CHHA Attachment A shows the
proposed organizational chart.

Description

OGL Holdings, LLC, a to-be-formed limited
liability company, requests approval to become
the new operator of an existing Article 36
certified home health agency (CHHA), South
Nassau Communities Hospital, located at 1000
South Oyster Road, Hicksville (Nassau County).
Upon approval of this application, the CHHA will
operate under the assumed name Mount Sinai
at Home.

South Nassau Communities Hospital, Inc. d/b/a
Mount Sinai South Nassau (MSSN) is the
current operator of the CHHA. On April 7, 2021,
MSSN and OGL Holdings, LLC entered into an
asset contribution agreement whereby OGL
Holdings, LLC will purchase certain assets of the
CHHA from MSSN. The transaction will keep
the CHHA in the Mount Sinai Health System and
OGL Holdings, LLC will develop an expanded
business model, with enhanced community
outreach and connections to new health care
entities, to create a stronger referral system. In
addition, the applicant will enter into an
administrative services agreement with MSSN
for the provision of administrative services.

The proposed ownership is as follows
OGL Holdings, LLC
One Gustave L. Levy 100%
Place, LLC
Care Continuum Ventures, Inc. (49%)
Contessa Health Holding Company,
LLC (51%)

Contessa Health Holding Company, LLC’s sole
member is Contessa Health, Inc. (Contessa), a

OPCHSM Recommendation
Contingent Approval

Need Summary

South Nassau Communities Hospital is certified
to provide services in Nassau, Suffolk, and
Queens Counties. This change of ownership to
OGL Holdings, LLC will not result in any
changes to the counties being served or to the
services being provided by the CHHA.

Program Summary

The individual background review indicates the
proposed members have met the standard for
approval as set forth in Public Health Law
§3606(2).

Financial Summary

The purchase price for the operation is
$9,263,265 and will be met via equity from the
operations of Contessa Health Holding
Company, LLC. The proposed budget is as
follows:

Year One Year Three
Revenues  $10,471,557 $12,365,354
Expenses 10,250,933 11,761,770
Net Income $220,624 $503,584
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Health Systems Agency
There will be no HSA recommendation for this project.

Office of Primary Care and Health Systems Management
Approval contingent upon:

1.

2.

3.

8.

9.

Submission of an executed sublease agreement that is acceptable to the Department of Health
(Department). [BFA]

Submission of an executed administrative services agreement that is acceptable to the Department.
[BFA]

Submission of a photocopy of an executed Certificate of Assumed Name, acceptable to the
Department. [CSL]

Submission of a photocopy of an amended and executed Certificate of Amendment of the Articles of
Organization of OGL Holdings, LLC, acceptable to the Department. [CSL]

Submission of a photocopy of an amended and executed Amended and Rested Operating
Agreement of OGL Holdings, LLC, acceptable to the Department. [CSL]

Submission of photocopy of an executed Sublease Agreement, between South Nassau Communities
Hospital and OGL Holdings, LLC, acceptable to the Department. [CSL]

Submission of a photocopy of an amended and executed Administrative Services Agreement
between South Nassau Communities Hospital and OGL Holdings, LLC, acceptable to the
Department. [CSL]

Submission of a photocopy of an amended and executed Employee Leasing Agreement between
South Nassau Communities Hospital and OGL Holdings, LLC, acceptable to the Department. [CSL]
Submission of a complete Asset Contribution Agreement, acceptable to the Department. [CSL]

Approval conditional upon:

1.

This project must be completed by one year from the date of the recommendation letter, including all
pre-opening processes, if applicable. Failure to complete the project by this date may constitute an
abandonment of the project by the applicant and the expiration of the approval. It is the responsibility
of the applicant to request prior approval for an extension to the project approval expiration date.
[PMU]

Council Action Date
December 9, 2021
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| Need and Program Analysis

Program Description
The proposed ownership is as follows:

OGL Holdings, LLC — Operator
One Gustave L. Levy Place, LLC 100%
Contessa Health Holding Company, LLC (51%)
Care Continuum Ventures, Inc. (49%)

Care Continuum Ventures, Inc. is a New York State not-for-profit corporation and is an affiliate of the
Mount Sinai Health System.

The sole member of Contessa Health Holding Company, LLC is Contessa Health, Inc., a business
corporation formed in Delaware. On June 27, 2021, Contessa Health, Inc. and Amedisys Holding, LLC
entered into an Agreement and Plan of Merger whereby Amedisys Holdings, LLC became the 100%
shareholder of Contessa Health, Inc. Amedisys, Inc., a publicly-traded business corporation formed in
Delaware, is the sole member of Amedisys Holding, LLC.

South Nassau Communities Hospital is a CHHA serving the following counties: Queens, Suffolk, and
Nassau. The services currently offered are home health aide; medical social services; medical supplies,
equipment, and appliances; nursing; nutritional; occupational therapy; physical therapy; and speech-
language pathology therapy. There are no changes to counties served or services provided associated
with this application. Upon approval of this project, the CHHA will use the assumed name Mount Sinai at
Home.

The applicant proposes to enter into an Administrative Services Agreement with South Nassau
Communities Hospital, Inc. for the provision of administrative services. These services include employee
health services, patient financial services, development of infection prevention and control procedures,
nursing education and development, surveys, and performance management and improvement.

Character and Competence Review
The boards of managers of OGL Holdings, LLC and One Gustave L. Levy Place, LLC are identical,
as follows:

Margaret A. Pastuszko
Chief Operating Officer, Chief Strategy Officer, Executive Vice President, Mount Sinai Health Systems

Denise B. Prince
Senior Vice President and Chief Operating Officer, Population Health, Mount Sinai Health System
Affiliations
e Vitaline Home Infusion Pharmacy Services East (2011 — 2016, PA)
Vitaline Home Infusion Pharmacy Service (2011 — 2016, PA)
Geisinger Home Health (2011 — 2016, PA) (Home Health Agency)
Geisinger Hospice (2011 — 2016, PA)
Sun Home Health and Hospice (2014 — 2016) (Home Health Agency and Hospice)
Life Geisinger (2011 — 2016, PA) (PACE Program)

Rob Sharma, MD
Chief Medical Officer, South Nassau Communities Hospital

Sarah L. Brannan
Vice President of Operations, Contessa Health
Administrator, Operations, New Hanover Regional Medical Center
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Travis Messina
Co-Founder, Chief Executive Officer, Contessa Health

Robert Moskowitz, MD (TN, FL)

Corporate Medical Director, Contessa Health

Emergency Medicine Physician, TriStar Centennial Medicine
Chief Medical Officer, Satchel Health

Aaron Stein
Chief Operating Officer, Contessa Health

The board of Care Continuum Ventures, Inc. is as follows:

Jeremy H. Boal, MD

Executive Vice President and Chief Clinical Officer, Mount Sinai Health System
President, Mount Sinai Beth Israel and Downtown

Margaret Pastuszko
Disclosed above

Denise B. Prince
Disclosed above

The board of Contessa Health Holding Company, LLC is as follows:
Paul B. Kusserow — President
President and Chief Executive Officer, Amedisys, Inc.

Scott G. Ginn — Vice President & Treasurer
Chief Financial Officer, Amedisys, Inc.

Jennifer R. Guckert, Esq. (MS, FL, LA, TN) — Secretary
Senior Vice President of Legal, Deputy General Counsel, Corporate Secretary, Amedisys, Inc.

The board of Contessa Health, Inc. is as follows:
Paul Kusserow
Disclosed above

The board of Amedisys Holding, LLC is as follows:
Paul Kusserow — President
Disclosed above

Scott Ginn — Vice President & Treasurer
Disclosed above

Jennifer R. Guckert — Secretary
Disclosed above

The board of Amedisys, Inc. is as follows:
Vickie L. Capps
Retired

Molly J. Coye
Executive in Residence, AVIA

Julie D. Klapstein
Retired
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Teresa L. Kline

Self-employed

Affiliations
e SaVida Health (August 2017 — Present)
e Presbyterian Health Care Services (10/2015 — Present) (New Mexico)
e Henry Ford Health System (November 2016 — June 2019) (Michigan)

Paul Kusserow — Chairman & CEO
Disclosed above

Richard A. Lechleiter — Lead Independent Director
President, Catholic Education Foundation

Bruce D. Perkins
Self-Employed

Jeffrey A. Rideout, MD (CA)
Chief Executive Officer, Integrated Healthcare Association
Chief Executive Officer, Rideout Advisors LLC

Ivanetta Davis Samuels, Esq. (TN)
Senior Vice President, General Counsel & Corporate Secretary, Meharry Medical College

Amedisys, Inc. has stated that as a large, publicly-traded company they are party to various civil-
administrative actions, most of which are covered by insurance and are not material to Amedisys, Inc.’s
consolidated financial operations as a whole.

Amedisys, Inc. disclosed the following legal actions:

o Amedisys, Inc. entered into a settlement agreement with the United States Department of Justice
on April 23, 2014, with no admissions of liability. Concurrently, Amedisys, Inc. also entered into a
Corporate Integrity Agreement (“CIA”) with the Office of Inspector General (“OIG”). The CIA had a
term of five years, which ended on April 21, 2019. On May 5, 2020, Amedisys, Inc. received
notice from the OIG that the five-year CIA had been completed.

e Compassionate Care Hospice entered into a CIA with the OIG on January 30, 2015. The CIA had
a term of five years, which ended on January 30, 2020. On May 5, 2020, the Company received
notice from the OIG that the five-year CIA had been completed.

e On July 25, 2012, a class action complaint was filed in the United States District Court for the
District of Connecticut against Amedisys, Inc. The complaint alleged wage and hour law violations
in violation of the Federal Fair Labor Standards Act (“FLSA”), as well as, the Pennsylvania
Minimum Wage Act. On June 10, 2015, Amedisys and the plaintiffs participated in a mediation
whereby they agreed to fully resolve all of the plaintiffs’ claims in the lawsuit for eight million
dollars. The court approved the final settlement of this case on February 29, 2016, and the
settlement became effective on February 26, 2016.

e On April 2, 2015, Frontier Home Health and Hospice, LLC filed a complaint against Amedisys in
the United States District Court for the District of Connecticut alleging breach of contract,
negligent misrepresentation, and unfair and deceptive trade practices. The litigation was resolved
for $2.9 million on December 31, 2016.

e Between June 10 and July 28, 2010, several putative securities class action complaints were filed
in the United States District Court for the Middle District of Louisiana against Amedisys and
certain former senior executives. On June 12, 2017, Amedisys reached an agreement-in-principle
to settle this matter. All parties executed a binding term sheet that, subject to final documentation
and court approval, provided in part for a settiement payment of approximately $43.7 million, and
the dismissal with prejudice of the litigation. On December 19, 2017, the court entered the final
order and judgement on the case.

A search of the individuals and entities named above revealed no matches on either the Medicaid
Disqualified Provider List or the OIG Exclusion List.
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The Office of the Professions of the State Education Department, and the Office of Professional Medical
Conduct, indicate no issue with the licensure of the health professionals associated with this application.

The applicant has confirmed that the proposed financial/referral structure has been assessed in light of
anti-kickback and self-referral laws, with the consultation of legal counsel, and it is concluded that
proceeding with the proposal is appropriate.

Facility Compliance/Enforcement

A compliance review was conducted of all out-of-state healthcare facilities affiliated with Amedisys, Inc. as
part of CON# 192109, which received final Public Health and Health Planning Council approval on March
26, 2021. The following compliance information was disclosed as part of CON#192109:

The West Virginia Department of Health and Human Resources reports as follows:

o Amedisys West Virginia, LLC d/b/a Amedisys Hospice of Vienna had condition-level findings for
violations of 42 CFR 418.78 and was on a 90-day termination track in November 2015. The
agency was found to be back in compliance following a revisit survey on January 11, 2016, and
the termination track was lifted.

o Amedisys West Virginia, LLC d/b/a Amedisys Hospice of Bluefield had condition-level findings for
violations of 42 CFR 418.72 and was on a 90-day termination track in April 2012. The agency
was found to be back in compliance following a revisit on May 29, 2012, and the termination track
was lifted.

The Texas Department of Health and Human Services reports as follows:

e Compassionate Care Hospice of Central Texas, LLC was fined $1,000 for survey findings on May
1, 2017, and the penalty was paid in full on July 27, 2017.

e Compassionate Care Hospice of Bryan Texas, LLC was fined $750 for survey findings on
December 19, 2017, and the fine was paid on May 14, 2018. This agency was also fined $750 for
survey findings on March 29, 2018, and the fine was paid on September 13, 2018.

¢ Amedisys Hospice, LLC d/b/a Amedisys Hospice of San Antonio was fined $650 for survey
findings on March 22, 2019, and the penalty was paid in full on July 29, 2019.

In CON# 192109, nine states did not respond to the requests for compliance information. Amedisys, Inc.
submitted affidavits attesting to the compliance history of the health care facilities in the following states:
Missouri, Michigan, District of Columbia, Arkansas, Indiana, Connecticut, Kentucky, Ohio, and
Massachusetts. Amedisys, Inc. reported that any statements of deficiencies issued have been resolved
and no fines were assessed.

As part of the current project, an out-of-state compliance review was conducted for all healthcare facilities
acquired by Amedisys, Inc. since March 26, 2021. The applicant submitted affidavits attesting to the
compliance history of facilities in states which did not respond. The following findings were reported:

The Delaware Department of Health and Social Services, Division of Substance Abuse and Mental
Health, reports as follows:
e Savida Health Dover and Savida Health Newark are currently not in compliance, based on survey
findings. The State of Delaware reports that the agency has participated in the Corrective Action
Plan process and continues to refine its focus in Delaware to align more closely with its national
strengths.

The state of Texas reports as follows:
e Hospice Holdings DFW, LLC d/b/a Asana Hospice was fined an administrative penalty for $1,250
based on violations found during a survey on March 14, 2018, and the fine was paid in full on
August 22, 2018.

Amedisys, Inc. submitted affidavits attesting to the compliance history of all of the out-of-state healthcare
facilities in which they have ownership from March 26, 2021, until the present. Amedisys, Inc. reports that
no fines have been assessed or enforcement actions taken against these facilities.
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The information provided by the Department’s Division of Home and Community Based Services has
indicated that the applicant has provided sufficient supervision to prevent harm to the health, safety, and
welfare of patients and to prevent recurrent code violations.

CHHA Quality of Patient Care Star Ratings as of October 22, 2021
CHHA Name Quality of Care Rating

Subject CHHA
South Nassau Communities Hospital, Inc. d/b/a South Nassau
Communities Hospital CHHA
| Applicant’s Affiliated CHHAs
Tender Loving Care Health Care Services of Nassau Suffolk, LLC
d/b/a Tender Loving Care, an Amedisys Company (Medford)
Tender Loving Care Health Care Services of Nassau Suffolk, LLC
d/b/a Tender Loving Care, an Amedisys Company (Garden City)
Tender Loving Care Health Care Services of Erie Niagara LLC d/b/a
Amedisys Home Health Care (Amherst)

2.5 out of 5 stars

4.5 out of 5 stars

4.5 out of 5 stars

4.5 out of 5 stars

Conclusion

The individual background review indicates the proposed members have met the standard for approval as
set forth in Public Health Law §3606(2).

| Financial Analysis

Operating Budget
The applicant has submitted an operating budget, in 2021 dollars, during the current year and the first
and third years, summarized below:

Current Year Year One Year Three

Revenues

Commercial FFS $2,439,380 $2,225,926 $2,628,453
Medicare FFS 8,469,225 7,728,000 9,125,664
Medicare MC 11,549 10,538 12,444
Medicaid FFS 44,731 40,817 48,198
Medicaid MC 165,329 150,862 178,143
Other 345,660 315,414 372,452
Total Revenues $11,475,874 $10,471,557 $12,365,354
Expenses

Operating $10,381,332 $9,768,291 $11,247,691
Capital 0 482,642 514,079
Total Expenses $10,381,332 $10,250,933 $11,761,770
Net Income $1,094,542 $220,624 $603,584
Utilization

Visits 66,012 55,318 61,392
Hours 27,600 23,129 25,894

The following is noted concerning the submitted operating budget:
e Revenues are based on current reimbursement methodologies and historical experience.
e Expense and utilization assumptions are based on historical experience.
e The applicant’s proposed operating budget for the first year reflects a slight decrease in
utilization, operating revenues, and operating expenses, as compared with the current year
(2020). This decrease is due to the disruptive impact of COVID-19, which affected the CHHA'’s

Project #211169-E Exhibit Page 7



overall operations. Specifically, many of the CHHA FTEs were diverted to MSSN’s hospital
operations to assist with COVID-19 related duties, which resulted in the hospital absorbing these
payroll costs, and also consequently, resulted in a decrease in the CHHA's utilization and
revenues. The applicant’s proposed operating budget assumes a return to normalized operations
by the third year.

e The CHHA's forecasted third-year utilization (61,932 visits) reflects a 12% increase in utilization
over the first year. The applicant is confident that home care will be highly utilized in the post-
COVID environment and return to pre-COVID levels, but the applicant has chosen to be
conservative in its utilization projections. Although the number of visits and hours is projected to
decrease in the third year (compared with the current year), the CHHA'’s projected revenue in the
third year is increasing. This is because the projected average rate of reimbursement in the third
year ($199.66) is higher than that of the current year ($173.84). The proposed operating budget
assumes an average reimbursement rate of $189.30 for the first year, which is reflective of the
CHHA'’s average rate of reimbursement experienced in 2020, plus 2.7%. The applicant’s
projected third-year reimbursement rate reflects a 2.7% annual increase over the first-year
projected rate.

Utilization, broken down by payor source during the current year, year one, and year three after the
change in operator, is summarized below:

Payor Current Year One Year Three
Commercial FFS 20.48% 20.48% 20.48%
Medicare FFS 75.17% 73.50% 73.51%
Medicare MC 0.08% 0.08% 0.09%
Medicaid FFS 0.64% 0.64% 0.64%
Medicaid MC 1.76% 1.76% 1.76%
Charity Care 0.34% 2.01% 2.00%
Other 1.53% 1.53% 1.53%
Total 100.00% 100.00% 100.00%

Agreements and Contracts
BFA Attachment C includes the following:

e A draft sublease agreement for the site that they will occupy. The applicant has submitted two
real estate letters in support of the reasonableness of the rent per square foot, and an affidavit
indicating that the lease agreement will be a non-arm’s length lease arrangement.

e A draft administrative services agreement. The agreement is between related parties, as there is
common ownership between the two entities.

e An executed asset purchase agreement for the acquisition of the operation. Pursuant to the
Asset Contribution Agreement, Mount Sinai South Nassau will contribute the operating assets of
the CHHA to OGL Holdings, LLC, which will be the new operator of the CHHA. The fair market
value of these operating assets is $18,163,625. Contessa Health Holding Company, LLC’s
parent company, Contessa Health, will contribute cash in the amount of $9,263,265 from its
existing cash reserves of One Gustave L Levy Place, LLC (the sole member of OGL Holdings,
LLC) as consideration paid for its share of the operating assets contributed to OGL Holdings, LLC
by Mount Sinai South Nassau. These funds will not be paid to Mount Sinai South Nassau. The
purpose of Contessa Health’s $9,263,265 cash contribution is to support the CHHA'’s operations
and to invest in the future success of the CHHA. As such, One Gustave L Levy Place, LLC will
make the $9,263,265 available to OGL Holdings, LLC as needed for the successful operation of
the CHHA, and any working capital needs will be funded from this $9,263,265 cash contribution.

o The applicant has 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 36 of the Public Health Law with respect to the
period of time prior to the applicant acquiring its interest, without releasing the transferor

|
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of its liability and responsibility. Currently, the facility has no outstanding Medicaid
liabilities as of June 2, 2021.

Capability and Feasibility
The purchase price of $9,263,265 will be met via equity from the operations of Contessa Health Holding
Company and will be used as a cash contribution to OGL Holdings, LLC.

Working capital requirements are estimated at $1,960,295, based on two months of third-year expenses,
and will be met via equity from Contessa Health Holding Company, LLC.in the form of their cash
contribution to OGL Holdings, LLC. BFA Attachment A is the March 31, 2021, internal financial
statements of Contessa Health Holding Company, LLC, which indicates sufficient funds for the purchase
price and the working capital requirements.

The submitted budget indicates a net income of $220,604 and $603,584 from the first and third years
after the change in operator. Revenues are based on current reimbursement methodologies for CHHA
services. The submitted budget appears reasonable.

BFA Attachment B is the 2020 revenues and expenses for Mount Sinai South Nassau Home Care. As
shown, the CHHA achieved a net income of $744,411 during 2020.

Conclusion
The applicant has demonstrated the capability to proceed in a financially feasible manner.

| Attachments

CHHA Attachment A Proposed Organizational Chart

BFA Attachment A March 31, 2021 internal financial statements of Contessa Health Holding
Company, LLC

BFA Attachment B 2020 revenues and expenses of Mount Sinai South Nassau Home Care

BFA Attachment C Agreements and Contracts

CHHA Attachment B Amedisys, Inc. Healthcare Facilities

|
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MEMORANDUM
To: Public Health and Health Planning Council (PHHPC)
28 A /,z.’/
From: Kathy Marks _#7 — 7~
General Counsel
Date: November 2, 2021

Subject: Hudson River HealthCare, Inc.; Name Change Pursuant to NY N-PCL §804(a)(i)
and 10 NYCRR § 600.11(a)(1)

Hudson River HealthCare, inc., a New York not-for-profit corporation and established operator
of one diagnostic and treatment center, thirty-eight diagnostic and treatment center extension
clinics, three mobile diagnostic and treatment center extension clinics, and one school-based
diagnostic and treatment center extension clinic, is requesting approval to change its corporate
name to “Sun River Health, Inc.”

Hudson River HealthCare, Inc. is requesting the name change to better reflect its affiliation with
the assumed name, Sun River Health, and variations thereof, under which it currently operates.

Hudson River HealthCare, Inc. was formerly known as Peekskill Ambulatory Health Care
Centner, Inc. from August 5,1975 to April 11,1978, and Peekskill Area Health Center, Inc., from
April 12, 1978 to January 8, 1999. It changed its corporate name to Hudson River HealthCare,
Inc. on January 9, 1999. All previous corporate name changes were made with the approval of
the Public Health and Health Planning Council (PHHPC).

Approval of PHHPC is required under the Not-for-Profit Corporation Law § 804(a)(i) and 10
NYCRR § 600.11(a)(1).

There is no legal objection to the corporate name change and the Certificate of Amendment of
the Certificate of Incorporation of Hudson River HealthCare, Inc. is legally acceptable.

Attachments.

Empire State Plaza, Corning Tower. Albany, NY 12237 | health.ny. gov
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DATE:
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o~/ NEWYORK | Department
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-MEMORANDUM

Lisa Thomson
Division of Health Facility Planning

Colleen Leonard, Executive Secretary
Public Health and Health Planning Council

Kerri Tily, Senior Attorney
Division of Legal Affairs, Bureau of Health Facility Planning and Development

November 2, 2021

SUBJECT: Hudson River HeatlhCare, Inc..; Name Change Pursuant to NY N-PCL §804(a)(i)

and 10 NYCRR § 600.11(a)(1)

This is to request that the above rhatter be included on the agendas for the next

Establishment and Project Review Committee and Public Health and Health Planning Council
meetings.

10)
11)
12)

The attachments relating to this matter include the following:

Memorandum to the Public Health and Health Planning Council from Kathy Marks,
General Counsel, :

Letter from Jena M. Grady, counsel for the applicant, dated March 18, 2021, requesting
the change.

A copy of the proposed Certificate of Amendment of the Certificate of Incorporation of
Hudson River HealthCare, Inc.

A copy of the Certificate of Amendment of Hudson River HealthCare, Inc., dated May 12,
2021.

A copy of the Restated Certificate of Incorporation of Hudson River HealthCare, Inc.,
dated December 13, 2018.

A copy of the Certificate of Merger of Brightpoint Health into Hudson River HealthCare,
Inc., dated December 11, 2018.

A copy of the Certificate of Amendment of the Certificate of Incorporation of Hudson
River HealthCare, Inc., dated February 6, 2012,

A copy of the Restated Certificate of incorporation of Peekskill Area Health Center,
dated January 8, 1999.

A copy of a Certificate of Amendment of the Certificate of Incorporation of Peekskill Area
Health Center, dated January 8, 1999.

A copy of the Certificate of Amendment of the Certificate of Incorporation of Peekskil
Area Health Center, Inc., dated June 19, 1987.

A copy of the Certificate of Amendment of the Certificate of Incorporation of Peekskill
Ambulatory Health Care Center, Inc., dated November 22, 1978.

A copy of the Certificate of Incorporation of Peekskill Ambulatory Health Care Center,
Inc., dated August 5, 1975.

Empire State Plaza, Corning Tower, Albany, NY 12237 | health.ny.gov
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x\\ ioH FEASODT L Jena MU Grady| P
' / ] ATTLANEYS A7 LAw W ‘
T 273384043118
NIGOHPEABDDY.0OM - oo ST T
ff %%% pEABU DY @INLXQHFEZBGWLLP, grady@nionpeabody cor
S - Tower 46|

55 West 46th Street!
Neéw York, NY 100364120
212-94043000!

March 18,2021~
Via E-Mail

Barbara DelCogliano

Director

NYS Department of Health

Bureau of Project Management L E » .

_ Corning Tower oL T I T
ESP, Room 1842 . : . .

Albany, N ew York 12237 ’ ' '

RE:  Sun River Health L e

Dear Ms. DelCogliano: S RS

Enclosed for your review is a Certificate of Amendment of the Certificate of Incorporation of .
Hudson River HealthCare,: Inc. (the “Corporation”).” The certificate changes the name of the|_. .-

Corporation to Sun River Health, Inc. Also attached is the Corporation’s Resolutions of the Board!
of Directors for reference. Please let me know if you have any questions and if you need any|

additional information for this request to be placed on the next Public Health and Health Planning]
Council agenda for Council approval :

Thank you for your attention to this matter.

Sincerely,
DocuSigned by:

(s andy

- I FREFT3315A0A4ED...

‘TJenaM Grady!™ " ”

e _Associate .

Enclosures

4823-7433-2606.1
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13) A copy of the Bylaws of Hudson River HealthCare, Inc. dated April 13, 2021; and
14) A copy of the Resolution of the Board of Directors of Hudson River HealthCare, Inc.,
dated March 9, 2021, consenting to the corporate name change.
Attachments

cc: B. DelCogliano, M. Ngwashi



CERTIFICATE OF AMENDMENT
OF
CERTIFICATE OF INCORPORA TION
OF '
HUDSON RIVER HEALTHCARE, INC.,

Under Section 803 of the Not-For-Profit Corporation Law

The undersigned, in order to amend the Corporation’s Certificate of Incorporation, certifies
that: '

FIRST: The name of the Corporation is Hudson River HealthCare, Inc. (the
“Corporation™). - The name under which the Corpoz ation was formed is Peekskill Ambulatory
Health Care Center, Inc.

SECOND:  The Certificate of Incorporation of the Corporation was filed by the
Secretary of State of the State of New York on August 5, 1975, pursuant to the Not-for-Profit
Corporation Law of the State of New York.

THIRD: The Corporatlon is a corporatlon as defined in subparagraph (a)(5) of
Section 102 of the N-PCL. '

FOURTH: = The Certificate of Incorporation is hereby amended to affect the following:

‘ Pa1 agraph 1 of the Corporation’s Cemf cate of Incorporation relating to the
name of the Corporation is hereby amended to read in its entirety as follows

“l.  The name of the Corporation is Sun River Health, Inc,”

FIFTH: This amendment of the Certificate of Incorporation was dﬁly authorized by
majority vote of the entire Board of Directors, The Corporation has no members.

SIXTH: The Secretary of State of the State of New York is hereby designated as an
agent of the Corporation upon whom service of process against it may be served, and the post
office address to which the Secretary of State of the State of New York shall mail a copy of any
process against it served upon him is: 1037 Main Street, Peekskill, NY 10566.

IN WITNESS WHEREOF, I have made and subscribed this certificate and hereby affirm
under the penalties of perjury that its contents are true this- 9" day of March 2021.

Narﬁ'e Anne K/Nolon
Title: Chief Executive Officer

4851-1294-6138.3




4851-1294-6138.2

CERTIFICATE OF AMENDMENT
OF
CERTIFICATE OF INCORPORATION
OF

HUDSON RIVER HEALTHCARE, INC.

Under Section 803 of the New York Not-for-Profit Corporation Law

Filed by:

Nixon Peabody LLP
1300 Clinton Square
Rochester, New York 14604
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STATE OF NEW YORK
DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC,, File
- Number 210512000473 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

WITNESS my hand and official seal of the |
Department of State, at the City of Albany,
on July 29, 2021.

°
®*opgoee”

oo & Rlasrn

Brendan C. Hughes
Executive Deputy Secretary of State

Authentication Number: 100000167255 To Verify the authenticity of this document you may access the
Division of Corporation's Docwment Authentication Website at hittp.//ecorp.dos.ny.gov -




910512000 U7

CERTIFICATE OF AMENDMENT
: OF
CERTIFICATE OF INCORPORATION
OF
HUDSON RIVER HEALTHCARE, INC.

Under Section 803 of the Not-For-Profit Corporation Law

The undersigned, in order to amend the Corporation’s Certificate of Incorporation, certifies
that: ' _ 4

FIRST: =~ The name of the Corporétion is Hudson River HealthCare, Inc. (the
“Corporation”). The name under which the Cotporation was formed is Peekskill Ambulatory
* Health Care Center, Inc,

SECOND:  The Certlﬁcatc of Incorporation of the Corporation was f’ led by the
Secretary of State of the State of New York on August 5, 1975, pursuant to the Not-for-Profit
Corporation Law of the State of New York.

THIRD: The Corporation is & corporation as defined in subparagraph (a)(5) of
Section 102 of the N-PCL. .

FOURTH: . The Certificate of Incorporation is hereby amended to affect the following:

Pamgraph 1 of the Corporation’s Certificate of Incorporation relating to the
name of the Corporation is hereby amended to read in its entirety as follows:

“l.  The name of the Corporation is Sun River Health, Inc,”

FIFTH: This amendment of the Certificate of Incorporation was duly authorized by
majority vote of the entire Board of Directors. The Corporation has no members,

SIXTH: The Secretary of State of the State of New York is hereby desxgnated as an
agent of the Corporation upon whom service of process against it may be served, and the post
office address to which the Secretary of State of the State of New York shall mail a copy of any
process against it served upon him | is: 1037 Main Street, Peekskill, NY 10566.

IN WITNESS WHEREOQF, I have made and subscribed this certificate and hereby affirm
under the penalties of perjury that its contents are true this 9 day of March 2021.

Netfe: Anne KNolon
Title: Chief Executive Officer

4851129461383

210512000473




' NEWYORK | Department
% | of Health

ANDREW M. CUOMO HOWARD A. ZUCKER, M.D,, 1.D. LISA 3: PING; M.A., J.D.
Gavernor Commissioner , Executive Deguty Commissioner

May 10, 2021

Jena M. Grady, Esqg.
Assotiate

Nixon Peabody

Tower 48

55 West 46th, Street:

New York, NY 10036~4120

Re: Certificate of Amendment of Certificate of lncorporatlcn of Hudson River Healthcare
Foundation

Dear Ms. Grady:

The above-reféerenced Certificate of Amendment, signed by Andréw S, Richter, Board Chair,
does not require the formal approval of the Pubhc Health and Heaith Planning Council.or the
Commissioner of Health under either the Public Health |.aw or the Not-For-Proft Corparation
Law, because the entity is not a licensed entity. Therefore, & name change or filing of
documents with the Department of State does not require the ccnsent of the Public: Health: and
Health. Planriing Councif or the Comunissioner of Heailth.

There is no.legal objection ta the Certificate of Amendment being: filed: with the New Yori
State Department of State,

Sincerely,

Mark A. Sehweitzer, Serilar Attomey
Bureau of Health: Facility Planning and
Development, Division of LegalAffairs

Empire State Plaza, Coming Tower, Albany, NY 12237 fhealth.ny.gov
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CERTIFICATE OF AMENDMENT
OF _
CERTIFICATE OF INCORPORATION
| OF

HUDSON RIVER HEALTHCARE, INC

Under Section 803 of the New York Not-for-Profit Corporation Law

[

STATE OF NEW YORK
DEPARTMENT OF STATE

e MAY 122021
xS - tl'—----:---_z-a:““*-—
8y: &=

UNI-37

Filed by:
Nixon Peabody LLP

1300 Clinton Square
. Rochester, New York 14604
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STATE OF NEW YORK
DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC,, File
Number 181213000441 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

WITNESS my hand and official seal of the
Department of State, at the City of Albany,
- on July 29,2021,

Brendan C. Hughes
EEERTTLLS Executive Deputy Secretary of State

Authentication Number: 100000167252 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at http://ecorp.dos.ny.gov
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RESTATED CERTIFICATE OF INCORPORATION
OF
HUDSON RIVER HEALTHCARE, INC.

‘Under Section-805 of the Not-for-Profit Corporation Law

The undersigned, being the Chief Executive Officer of Hudson River Healthcare, Inc.
(the “Corporation™), for the purpose of restating the Certificate of Incorporation of the
Corporatioti pursuant to Section 805 of the Not-for-Profit Corporatxon Law of the State of New
" York (the “N- PCL”), hereby certifies:

(1) The name of the Corporation is Hudson River Healthcare, Inc. The name under
which the Corporation was formed was Peekskill Ambulatory Health Care Center, Inc.

(2)  The Certificate of Incorporation of the Corporation was filed by the New York
Department of State on August 5, 1975 under Section 402 of the N-PCL.

(3)  This restatement of the Certificate of Incorporation was authorized by the Board
of Directors as required by N-PCL Section 805.

(4)  The Certificate of Incorporation of the Corporation is hereby restated in its
entirety without any amendments to read as follows: . :

FIRST: The name of the Corporation is Hudson River Healthcare, Inc.
(hereinafter referred to as the "Corporation").

SECOND: The Corporation is a corporétmn és defined in subparagraph (a)(5) of
§ 102 of the Not-for-Profit Corporation Law (hereinafter referred to as “N- PCL")
and a chamable corporation under § 201 of the N-PCL.

THIRD: ' The purposes for which the Corporation is formed are as
follows:

4 To establish, operate and mainfain one or more diagnostic
and treatment centers for the prevention, diagnosis, and treatment of human
disease, pain, injury, deformity or physical condition;

(ii)' To operate ‘ouipatient programs for the menﬁally disabled

pursuant to Article 31 of the Mental Hygiene Law, subject to the issuance _ }
of an operating certificate by the Office of Mental Health. The Corporation f
may not establish any facility or program without first obtaining such :
aperating certificate; -

(iil) To operate chemical dependence, alcoholism and/or
substance abuse services, within the meaning of Articles 19 and 32 of the
Mental Hygiene Law and the Rules and Regulations adopted pursuant

181213000441



thereto as each may be amended from time to time, which shall require as a
condition precedent before engaging in the conduct of any such services an
Operating Certificate from the New York State Office of Alcoholism and
Substance Abuse Services; ‘

(iv)y To assist community-based providers of health-related
services in identifying the needs of persons in the community with special
needs, including those of low-income, homeless, AIDS and/or HIV
positive; '

“(v)  To promote the delivery of health-related services to persons
in the community with $pecial needs, including those of low-mcome, :
homeless, AIDS and/or HIV positive,

(vi)  To assist community-based health care providers to provide
educational programs and services to persons in the community with special
needs, including thase of low-income, homeless, AIDS and/or HIV positive,
regarding health-related matters; and

» (vit) To engage in any and all other lawful activities incidental to and in
pursuit of the foregoing purposes, excepted as restricted herein.

FOURTH: In furtherance of its corporate purposes, the Corporation shall have all
general powers enumerated in New York State Not-for-Profit Corporation Law §
202, together with the power to solicit grants and contributions for corporate
purposes. The Corporation shall have the right to exercise such other powers as
now are, or may hereafier be, conferred by law upon a corporation organized for
the purposes set forth in Article THREE hereof or necessary or incidental to the
powers so conferred, or conductive to the furtherance thereof, Nothing herein
shall authorize this Corporation, directly or indirectly, to engage in or include

. among its purposes any of the activities mentioned in N-PCL § 404 (a-v). except

' to the extent that such purposes or activities have been expressly approved via an
Operating Certificate or Consent to File. :

FIFTH: The office of the Corporation in the State of New York is to be located in
the City of Peekskill, County of Westchester, State of New York.

SIXTH: Noththstandmg any other provision herein, the Corporation shall
neither have nor exercise any power, nor shall it engage directly or indirectly in
any activity, that would invalidate its status as a corporation (i) which is exempt
from Federal income taxation under Section 501(a) of the Internal Revenue Code
~ of 1986, as amended (hereinafier referred to as “I.R.C.”), as an organization
described in LR.C. § 501(c)(3) and (ii) contributions to which are deductible
under LR.C. §§ 170(c)(2), 2055(a)(2) and 2522(a)(2).

SEVENTH: The Corporation is organized and operated exclusively for
charitable purposes qualifying it for exemption from taxation under LR.C. §

Eye e
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501(c)(3) Except as may otherwise be permitted by LR.C. § 501(h) or any other
“provision of the Internal Revenue Code of 1986, as amended, and the - ’
corresponding laws of the State of New York, no substantial part of the activities

of the Corporation shall be carrying on propaganda, or otherwise attempt to
influence leglslatlon, and no part of the activities of the Corporation shall be
participating in, or intervening in, any political campaign on behalf of or i
opposition of any candidate for public office, (including publishing or distributing
statements). '

EIGHTH: No part of the net earnings of the Corporation shall inure to the benefit |
~of any member, trustee, director or officer of the Corporation, or any private
individual, firm, corporation or association, except that reasonable compensation
may be paid for services rendered and payments and distributions may be made in
furtherance of the purposes set forth in Article THIRD hereof, and no member,
trustee, director or officer of the Corporation, not any private individual, firm,
corporation or association, shall be entitled to share in the distribution of any of
the corporate assets on dissolution of the Corporatxon, except as provnded in thss
Cemﬁcate of Incomoratmn

NINTH: Upon the dxssolutlon of the Corporatlon its Board of Directors, aﬁer ,
making provisions for the payment of all of the liabilities of the Corporation, shall
arrange for either the direct distribution of all of the assets of the Corporation for
the tax-exempt purposes of the Corporation (as set forth in Article THIRD

~ hereof), or distribution to one or more organizations that then qualify for
exemption under the provisions of LR.C. § 501(a) as an organization described i in
LR.C. § 501(c)(3), subject to the laws of the State of New York. :

TENTH: The Secretary of State of the State of New York is hereby designated
the agent of the Corporation upon whom process against it may be served. The
post office address to which the Secretary of State shall mail a copy of any
process against the Corporation served upon him or her is:

Hudson River HealthCare, Inc,
1037 Main Street
Peekskill, New York I0566

ELEVENTH: All references herein to “LR.C.” shall be deemed to include both
amendments thereto and statutes which succeed such provisions (i.e., the corresponding
provisions of the United State Internal Revenue Laws).

(No Further Text. Signature Page Follows.)



IN WITNESS WHEREOF, the un

it as true under penalties of perjury this /37

%

rsigned hag sxgned this certificate and hereby affirms
day of Dece m ber; 201 8

Narfie” Anne K, Kolon
Title;: Chief Executive Officer/President
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RE.STATED C‘ERTIFICATE OF INCORPORATION
. " OF .
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STATE OF NEW YORK
DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC,, File
Number 181211000570 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

“WITNESS my hand and official seal of the

Department of State, at the City of Albany,
on July 29, 2021."

e
®eeppnace®

Brendan C. Hughes -
Executive Deputy Secretary of State

Authentication Number: 100000167246 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at http://ecorp.dos.nv.gov
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CERTIFICATE OF MERGER S 67@ :

OF
BRIGHTPOINT HEALTH .
o INTO .
HUDSON RIVER HEALTHCARE, INC.

* Under Section 904 of the Not-for-Profit Corporation Law'

The undersiéned belng respectively the President and Chief Executive Officer of Brightpoint
Health and the Chief Executive Ofﬁccr/President of Hudson River Healtheare, Inc. vccrtify'

I The names of the constituent corporanons are Brightpoint Health (“BPH”) and Hudson
River Healthcare, Inc. (“HRHC™),

2, The surviving corporation Is Hudson River Healthcare, Inc.

3. The Certificate of Incorporation of BPH was filed by the New York Department of
State on January 27, 2000, The name under whnch BPH was formed was H.E.L.P./Project Samaritan
Services Corp

4. The Certificate of Incorporation of HRHC was filed by the New York Deparﬁnent of
State on August 5, 1975, The name under which HRHC was formed was Peekskill Ambulatory Health
Care Center, Inc.

5. The amendments or changes in the certificate of incorporation of HRHC, as the
. surviving corporat:on, which are to be effected by the merger are as follows:

(A) Paragraph SECOND of the certificate of mcorporat)on of HRHC, with respect to
the type of corporatlon, is amended in its entxrety to read as follows:

“SECOND:- The Corporation is & corporation as defined in subparagraph
" (a8)(5) of § 102 of the Not-for-Profit Corporation Law (hereinafter referred
to as “N-PCL”) and a charitable corporation under § 201 of the N-PCL.”

(B) Pa:ragraph THIRD of the cértiﬁcate of incorperation of HRHC, with respect to
the purpases of the corporation, is amended in its entirety to read as follows:

+ “THIRD: The purposes for which the Corporation is formed are-as
follows: :

() To establish, operate and maintain one o more diagnostic :
and treatment centers for the prevention, dirgnosis, and treatment of human P
disease, pain, injury, deformity or physical condition; : _ .

CAPPTet - o e e

(i) To operate outpatient programs for the mentally disabled.
pursuant to Article 31 of the Menta! Hygiene Law, subject to the issuance
of an operating certificate by the Office of Mental Health, The Corporation
may not ¢stablish any facility or program without first obteining such
operating certificate;

-pder g
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(D).
the net earnings of the corporation, is amendcd in zts ‘entirety to read as fOHOWS'

" 4B 12640308254

(m) To operate.. chemical dependence, alcoholism -and/or
substance abuse services, within the meaning of Articles 19 and 32 of the
Mental Hyglene Law and the Rules and’ Regulations adopted pursuant
thereto as each may be amended from time to time, which shall requirc as s
condition precedent before engaging in the conduct of any such services an
Operating Certificate from the New York State Office of Alcohohsm and
Substance Abuse Services;

. (v) To assist community—based providers of health-related
services in identifying the needs of persans in the community with speciel
needs, inoluding those of low-mcome, homeless, AIDS and/or HIV

© positive;

(v)  To promote the delivery of health-related services to persons
in the community with specxal needs, including those of low-income,
homeless, AIDS and/or HIV positive;

(vi)  To assist community{based health care providers to provide
educational programs and services to persons in the community with special
needs, including those of low-income, homeless, AIDS and/or HIV

. positive, regarding heelth-related matters; and

(vii) Toengage in any and all other IaWﬁzl activities incidental
to end in pursuit of the foregoing purposes, excepted as restricted herein,”

Paragraph FOURTH of the certificate of incorporation of HRHC, with respect lo
the powers of the corporation, is amended in its cntircFy to read as follows:

“FOURTH: In furtherance of its corporate purposes, the Corporation shall
have all general powers enumerated in New York State Not-for-Profit
Corporation Law § 202, together with the power to solicit grants and
contributions for corporate purposes. The Corporation shall have the tight

- to exercise such other powers s now are, or may hereafter be, conferred

by law upon & corporation organized for the purposes set.forth in Article

. THREE hereof or necessary or incidental to the powers so conferred, or

conductive to the furtherance thereof, Nothing hersin shall authotize this
Corporation, directly or indirectly, to engage in or include among Its
purposes any of the activities mentioned in N-PCL § 404 (a-u) except to
the extent that such purposes or activities have been expressly approved
via an Operating Certificate or Consent to Fils.”

Paragraph EIGHTH of the certificate of incorporation of HRHC, wnh respect to

“EIGHTH: No part of the net earnings of the Corporation shall inure to

the benefit of any member, trustee, director or officer of the Corporation,

or any private individual, firm, corporation or association, except that
reasonable compensation may be paid for services rendered and payments

Trepwes
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and distributions may be made in furtherance of the purposes set forth in
Article THIRD hereof, and no member, trustee, director or officer of the
Corporation, nor any private jndividual, firm, corporation or assoclation,
shall be entitled to share in the distribution bf any of the corporate assets
on dissolution of the Corporation, except as provided in this Certificate of
Incorporation.”

(E) - .Paragraph NINTH of the certff cate of mcorporatnon of HRHC with respsct to
the initial directors of the corporatlon is omitted in its entirety.

(F) Paragraphs TENTH through TWELFTH of the certificate of mcorporaﬁon of
HRHC are renumbered sccordingly, - :

6. . HR.HC’S Board of Direotors epproved the Agrccmcnt and Plan of Merger, and
authorized filing of a Certificate of Merger by majority vote of the Board in accordance with Section
903 of the Not-for-Profit Corporatxon Law (“N—PCL") ata mcctmg duly notlced and held on
September 4, 2018,

7. BPH’s Board of Directors approved the Agrcement and Plan of Merger, and authorized
filing of a Certificate of Merger by majority vote of the Board in accordance with Sccuon 903 of the
N-PCL at a meeting duly noticed and held on September 6, 2018,

8. There are no outstanding certificates evidencing capital contributions or subventions. :

9. The merger shall be cffective on December 13, 2018,

e
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IN WITNESS WHEREOF, the-undersigned have, on behalf of each constituent corporaﬁon,
slgned this certificate and caused :t 1o be verified on the dates specified below,

SON RIVER HEALTHCARE, INC.

, SV v
Name: Paul Vitale ' ame; Anne K, Nolon
Title: Pmsxdcnt and Chlef EXecutwe Officer Trtle Chief Bxecutive Officer/President

Dated: : Diated:

g -
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_RECEIVED

HWOECTI PH I

IN WITNESS WHEREOF, the undei‘siénedﬁévé, on behalf of each constituent corporation, -

st JRevaa L

signed this certificate and caused it to be verified on.the dates specified below.

BRIGHTPOINT HEALTH

By:
Name: Paul Vitale B
Titler President and Chief Executive Officer -

Dated:

18

-
-

HUDSONRIVER HEAL«V, INC.
By: M@) y//g’\/

Name? Anne K, Nolon

I/,
“Title: Chief Executive Ofﬂcé?ms’ident
" Dated: December 10,2018
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ATTORNEY GENERAL OF THE STATE OF NEW YORK

COUNTY OF WRSTCHESTER

In the Matter of the Application of B;l’ GENERAI
BRIGHTPOINT HEALTH : APPROVAL

And | | | AGHE: JOIB-HY

HUDSON RIVER HEALTHCARE, INC,

For an Order Approving an Agresment and Plan of Merger
under Sedtion 907-b of the Not-For-Profit Corporation Law and
Authorlzing the Filing of a Certificate of Merger hhder Section

904 of the Not-For-Profit Corporation Law

. By Peﬁfipn verified on Decembet 2% 2018 by Paul Visale, the President and
Chief Executive Officer of Brightpoint Health (Brightpoint™), and Anne K. Nolon, the Chicf
Bxecutive Officer/President of Hudson River HealthCare, Inc. ("HRHCare”; together with
Brightpoint, the “Corporations”), the Corporatio
Article 9 of the New York Not-for-Profit Co

merge,

tion Law for approval of en application to

2. .The name of the surviving corporstion is Hudson River HealthCare, Inc,

3. Following the merger HRHCare af the. surviving organization will continue to
operate its existing facilities (“HRHCare Faciliti
Brightpoint facilities with the exception of two (2) fnobile vans (*Brightpoint Facilities”).

") and will assume operations of the existing

4, Thers are no Immediate changes planned with respest to tﬁc operations or staff
reductions at sither the HRHCare Facilities or the Brightpolnt Facilities upon the effsctive date

of the merger.

5. Brightpoint's two (2) mobile vans will be sold to'another healthcare provider. The

mobile vans are parked in various locations throughout NYC and do not have a consistent daily .

presence in any area of NYC, As such, the mobile vans have not provided, and-were not intended
to provids, ongoing or routine care to patients. The purpose of the mobile vans was fo provide
intermediate care and then refer patients to full service clinies for routine and ongoing care,

4342199450002

‘applied to the Attorney (éneral pursuant to

P



4342.1994.5000,2

Patients that visited the mobile vans have been given notice that Brightpoint will be ceasing
operation of the mobile Vans,

6. Pursuant to the Agreement and Plan of Merger, during the one (‘1) year following'

the effective déte of the merger, HRHCare will undertake a review of the combined operations of
the HRHCare Facilities and the Brightpoint Facilities to develop & plan- for streamlining
administrative and clinical operations to produce greater sfficiency ‘at lesser costs, Any changes

to clinieal operations such as closirig or consolidating clinic locations will require New York -

State Department of Health approval,  As Indicated above and as required by the Agreement and
Plan of Merger, there-will be no reduction-in services, facilities or bed count during this one-year
period.

7. As set forth in the petition, Brightpoint agreed to pay Mr, Vitale a transaction
-award in the amount of $1,102,500 (equal to 18 months of his vbase salary) if he remained in
continuous employment with Brightpoint through the date of the merger (the “Transaction
Peyment"), The amount of the Transaction Payment was supporéed by & reasonableness opinion,
which was included as an exhibit 1o the pctit{on, and wes approved by unanimous vote of the
Board of Directors.of Erightpoint because My, Vitale consistently performed et a high level that
exceeded the standards and expectations of Brighlpoilnt‘s cmployees with respect to growth,
development, and ;nission: fulfillment of Brightpvim, as well to recognize the value Mr, Vitale
provided to Brightpoint through the fncrgcr process. '

8. During the Attorney General's review of the merger transaction, concerns
regarding the mﬁoum of the Tran_saction Payment were raised and the Attorney General
requested that the Transaction Payment be reduced to an emount equal to no more than six (6)
months of Mr. Vitale's base salary, |

9. After reviewing the Attoney General's position and extensive discugsions,
Brightpoint and Mr. Vitale agreed to decrease the amount. of_“the Transaction Payment to
$367,500 (the “Modified Transaction Payment”) which is equal to six (6) months of Mr, Vitale's
base salary,

P Ei el
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10, Based on a review of the Petition and its attachments, and the verifications of
Pau] Vitale, the President and Chief Executfve Officer of Brightpoint, and Anne K. Nolon, the
Chief Bxecutive Officer/President of HRHCare, the Attorney General hes detsrmined that the
Corporations have complied with the provisions of Article 9 of the Not-For-Profit.

Carporation Law spplicable to the merger of the not-fér-proﬁt ‘corporations, end neither of -

the conmstituent corporations nor ahy third party ralsed with the Attorney General any

objections to the proposed merger, and It appearing to the satisfaction of the Attomcy‘

General that the interests of the constituent corporations.and the pubhc interest will not be
advarsely affected by the merger, the Agreement and Plan of Merger Is approvod and the
Certificate of Merger is authorized to be ﬁ!ed with the Department of State.

11.  Any charitable gift transferred after the anticipated merger of Brightpoint and
HRHCare which is contained in any will or other instrument, In trust or otherwise, made befors
or after the consolidation, directed to or for the benefit of Brightpoint shall inure to or for the
benefit of and be tra;xsfemd to HRHCare for use by HRHCare to support its charitable purposes,
provided HRHCare {s at the time of said disposition an organization recognized by the Intormal

Revenue Service s described in Section 501(c)(3) of the Code; and so far as it is necessary for

thet purpose HRECare shall be desmed the succeésor to Brightpoint, provided, however, thal
such dispositxon shall be devoted by the sucoessor corperation to the purposcs intended by the
lestator, donor or grantor.

12, Acopy of the Certificate of Merger, as filed thh the Department of State sﬁéll bc

sent to the Attorney General’s office within 10 days of s filing, S v
Barbara D, Underwood - ' : - e
Attorney Geparal of the State of New York . o
By:_ et Qawo $cu> Dated: /2/7% 2018

" Assistant Attorhiey General
SANDEA (réeno-Tecco

44199450002 , . . - .
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uew'EORK Department
OFPORTUNITY. | yf Hea{th ‘

ANDREW M. CUOMO HOWARD A, ZUCKER, M.D., J.B, . SALLY DRESLIN, M.S,, RN,
Govamnr Commissioner Execulive Deputy Commissioner

Detober 9, 2018

Ms. Meghan McNamara
Attorney
Hihman & Straub
121 State Streest )
Albany, New York 12207 .
’ Re! 182036-C
-Hudson River Healthcare, Inc.
(Bronx County)
Certify tan {10) exiension clinics In Brooklyn,
Bronx, Jamalca, New York, and Staten Island
which are currently oparated by Brighipoint
Health

Dear Ms. MoNamara:

The Dapartment of Heaith approves the above appucation tn accordancs wuh the administrauve
. raview proviglons set forth In 10 NYCRR secuon 710,4(c)3

" The Department approves lhls application with the enclosed condmon( )

In accordance with 10 NYCRR 710.8, upon completion of the project an onsite inspection may
be conducted by the Deparimant to assure thet all aspecls of the project are in accordance with
the goveming codes and ragulafions, In order to ensure reimbursernent and/or recelve a
revised operating certificate, you must contact the Regional Office using the *Regional Office*

_tabin NYSE-CON, The ‘Ragional Office” tab enables applicants fo propose pre-opening survey
dates and request Department staff o schedule surveys. Additionally, the tab enables entry of
.applicant contact information and elsctronle communications during the pre-opaning process, If
appropriate, the Reglonal-Office will schedule an on-sile visit within sixty (80) days of recelving

your request, {f you have any questions, please contact the following Regional Office:

Metropolitan Area Reglonal Office
14th Floor

80 Church Street v

New York, New York 10007
{212) 417-5550

" You are responsibta for ensuring that this project complies with ali applicable statutes, codes,
rules and regulstions, Should violations be found when reviewing documents, or st the time of

on-slte Inspections or survays, you will be requifed to correct them, Additional costs incured to

addrags any violationg will not be etigible for reimburssmant without the prior approvat of the
Department. Also, in accordance with 10 NYCRR section 710.5, any change In the scope of
this praject requires prior approval from the Depariment and may require a new or amendad
application.

: Empire State Plaxs. Coming Tawer, Albany, NY 12237 | heatthiny.pov
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. CERTIFICATE OF MERGER

- OF

BRIGHTPGINT HEALTH

INTO

HUDSON RIVER HEALTHCARE, mc

Under Séotion 904 of the New York Not-For-Profit Corporation Law

# GTATEOFN %WORK
** DEPARTMENT OF STATE
sn_g.,w

. DEC1 1208

‘Nixon Peabody LLP
1300 Clinton Square -
Rochester, NYY 14604

\fH Beods 95505

Q‘RAWBOWN,
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STATE OF NEW YORK
' DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC,, File
Number 120206000297 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

WITNES S my hand and official seal of the
Department of State, at the City of Albany,
on July 29, 2021.

e
*eepae®

%y

Brendan C. Hughes
Executive Deputy Secretary of State

Authentication Number: 100000167240 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at http://ecorp.dos.ny.gov




NCR-26 o 12020600029

CERTIFICATE OF AMENDMENT
OFTHE .
CERTIFICATE OF INCORPORATION
OF
HUDSON RIVER HEALTHCARE, INC.
Under Section 803 of the Not-for-Profit Corporation Law

FIRST: The name of the corporation is Hudson River HealthCare, Inc. (the
“Corporation”). The name under which the Corporation was formed is Peekskill Ambulatory
Health Care Center, Inc.

SECOND:  The date of filing of the original Certificate of Incorporation with the Department
of State is August 5, 1975. The law under which the Corporation was formed is the New York
Not-for-Profit Corporation Law. '

THIRD: The Corporation is a corporation as defined in subparagraph (a)(5) of Section 102
(Definitions) of the Not-for-Profit Corporation Law. The Corporation is a Type B corporation.
The Corporation shall remain a Type B corporation.

FOURTH: The amendments effected by this Certificate of Amendment are as follows.
Article SIXTH of the Certificate of Incorporation of the Corporation, relating to the service area

of the Corporation, is hereby deleted, and Articles SEVENTH through FOURTEENTH are
renumbered accordingly.

FIFTH: The Certificate of Amendment was authorized by the unanimous vote of .the
directors present at a duly called meeting held on January 17, 2012, a quorum being present (and
the Corporation having no members within the mea.mng of Section 601 of the Not-for-Profit
Corporation Law).

SIXTH: The Secretary of State is designated as the agent of the Corporation upon whom
process against it may be served. The address to which the Secretary of State shall forward
copies of process accepted on behalf -of the Corporation is 1037 Main Street, Peekskill, New
York 10566.

¥ ¥ ¥ %

IN WITNESS WHEREOF, | have signed this certificate and affirm it as true under
penalties of perjury on this 17th day of January, 2012.

lame: Steiner
Titler Chairman

120206000297
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CERTIFICATE OF AMENDMENT /
OF THE
CERTIFICATE OF INCORPORATION

OF

 RECEIVED
12J8N 26 PH 12: 01

HUDSON RIVER HEALTHCARE, INC.

'UNDER SECTION 803 OF THE
NOT-FOR-PROFIT CORPORATION LAW

106 WY 9783 Al
BRGETNESEE

=
-~y & (E-
L STATE OF NEW.YORK
1Ll & NEPARTMENT OF STATE
E (¥o) . [r:“__ t. D
woa s i
G" 0o FEB -6 2012
N ves .
= TAXS
BY;__}:—/
Manatt, Phelps & Phillips, LLP | Wtb{/
# ‘ 7 Times Square, 23rd Floor
c\( ~\/ o New York, NY 10036
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'STATE OF NEW YORK
DEPARTMENT OF STATE

" I hereby certify that the annexed copy for SUN RIVER HEALTH, INC., File
Number 990108000328 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

WITNESS my hand and official seal of the
Department of State, at the City of Albany,
on July 29, 2021.

12 b Co Rleian

Brendan C. Hughes
Executive Deputy Secretary of State

" | Authentication Number: 100000167239 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at hitp://ecorp.dos.ny.goy
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RESTATED
CERTIFICATE OF INCORPORATION
| OF
HUDSON RIVER HEALTHCARE, INC,

Pursuant to Section 402
of the Not-For-Profit Corporation Law

The Undersigned, natural persons of the age of nineteen years or over, desiring
to form a corporation pursuant to the provisions of the Not-For-Profit Corporation Law of the
State of New York, hereby certify as follows:

'FIRST: The name of the Corporation ié Hudson River

HealthCare, Inc. It was incorporated under the laws of New York

State on August 5, 1975 under the name Peeksklll Area Ambulatory
Health Center, Inc.

SECOND: The Certificate of Incorporation is REstated
to read as follows:

FIRST: The name of the corporation is Hudson River HealthCare, Inc.
(hereinafter referred to as the "Corporation™).

SECOND: 'The Corporation is a corporation as defined in subparagraph (a)(5)
of Section 102 of tﬁe Not-for-Profit Corporation Law (hereinafter referred to as “N-PCL“} and
is a2 Type B Corporation under N-PCL § 201,

THIRD: The purposes for which the Corporatién is formed and shall be operated
are as follows:

A. To establish, operate and maintain one or more diagnosfic and treatment

‘centers for the prevention, diagnosis and treatment of human disease,
pain, injury, deformity or physical condition; and

B. To éngage in any and all other lawful activities incidental to .and in pursuit

of the foregoing purposes, except as restricted herein,

|



FOURTH: In furtherance of its corporate purposes, the Corporation shall have
all general powers enumerated. in N-PCL § 202, together with the power to solicit grants and
contributions for corporate purposes. The Corporation shall have the right .to exercise such other
powers as now are, or may hereafter be, conferred by law upon a corporation ofganized-for the
purposes set forth in Article. THIRD hereof or necessary or incidental to the powers so
conferred, or conducive t'o the furtherance thereof. Nothing herein contained shall authorize the
Corporation, directly or indirectly, to engage in of'include among its purposes any of the
activities not otherwise aﬁthorized or apprdved pursuant té N-PCIL § 404(a)-(v).

FIFTH: The office of the Corporation in the State of New York is to be located
in the City of Pelekskill, County of Westchester, State of New York,

SIXTH: The héalth services area of the corporation shall be the Hudson Valley
Region, including Westchester, Putnam, Dutchess, Rockland, Uistér, Sullivan and Orange
Counties. |

SEVENTH: Notwithstanding any other provision herein, the Corporétion shall
neither have nor exercise any power, nor shall it engage directly or indirectly in any activity, -
that would invalidate its status as a corporation (i) which is exempt from Federal income taxation
under .S,ecti‘on 501(a) of the Internal Revenue Code of 1986, as amended (hereinafter referred
to as "LLR.C."), as an organization described in LR.C. § 501(c)(3) and (ii) contributions to
which are deductible under 1.R.C. § § 170(c)(2), 2055(a}(2) and 2522(a)(2).

EIGHTH:  The Comoration is organized and operated exclusivély for charitable.

purposes qualifying it for exemption from taxation under L.R.C. § 501(c)(3). Except as may

otherwise be permitted by L.R.C. § 501(h) or any other provision of the Internal Revenue Code

s



of 1986, as amended, and the corresponding iaws of the State of New York, no substantial part
of the activities of the Corporation shall be carrying on propaganda, or otherwise attempting to
influence legislation, and no part of the activities of the Corporation shall be participgting in,
c;r intervening in, any political campaign on behalf of or in opposition to any candidate for
public office (including the publishing or distributing of statements),

'NINTH: No part of the net earnings of the Corporation shall inure to the benefit
of any member, trustee, directér or officer of the Corporation or any private individual, firm, -
corporation or association, except that reasonable compensation may be péid for services
rendered and payments and distributions may be made in furtherance of the purposes set forth
in Article THIRD hereof, an& no member, trustee, director or officer of the COrporatioﬁ, ;10:
any private individual, firm, corporation or association, shall be entitled to share in the
distribution -of any of the corporate assets on dissolution of the Corporation, except as provided
in Articie TENTH.

TENTH: Up;an the dissolution of the Corporation, its Board of Dvirectors, after
making provisions for the payment of all of the liabilities of the Corporation, shall arrange for
either the direct distribution of .all of the assets of the Corporation for the tax-exempt purposes
of the Corporation (as set forth. in Article THIRD hereof), or distribution to one or more
organizations that then qualify for exemption under the provisions of LR.C. § 501(a) as an
organization ‘deécribed in LR.C, § 501(6)(3), subject to the laws of the State of New York.

ELEVENTH: The names and addreéses of the initial directors, until the first

annual meeting of the Corporation are:

w



NAME : ' ADDRESS

Jeannette J. Phillips | 100 Smith Street
Peekskill, New York 10566

Charles F. Harrienger  Peskskill Community Hospital
‘ Crompond Road
Peekskill, New York 10566

Robert B. Polhill , 1490 Elm Street
Peekskill, New York 10566

TWELFTH: The Secretary of State of the State of New York is hereby
designated the agent of the Corporation upon whom process against it may be served. The post
office address to which the Secretary of State shall mail a copy of any process against the
Corporation served upon him or her as agent of the Corporation is:

Hudson River HealthCare, Inc,
1037 Main Street _
Peekskill, New York 10566
THIRTEENTH: All references herein to "LR.C." shall be deemed to include

both amendments thereto and statutes which succeed such provisions (i.e., the cbrresponding

provisions of future United States Internal Revenue Laws).

 FOURTEENTH: This Restatement to the Certificate of -
Incorporation was authorized by the Board of Directors of the

Corporation.

IN WITNESS WHEREOF, the undersigned has executed this Certificate this o? S

day of W , 1998, and affirms that the statemen
J ‘

penalties of perjury.

ah Steiner
resident

c/6 Hudson River HealthCare, Inc.
037 Main Street

Peekskiil, NY 10566



STATE OF NEW YORK
DEPARTMENT-OF HEALTH
CORNING TOWER BUILDING

ALBANY, N.Y. 12237

Pustic HeaLTu Gounert

Ms, Anne Kauffman Nolon, MP H,
President and CEO

Peekskill Area Health Center, Inc.
1037 Main Street

Peekskill, New York 10566

November 23, 1998

Re:  Restated Certificate of Incorporation of Hudson River HealthCare, Inc.

Dear Ms. Nolon!

AFTER INQUIRY and INVESTIGATION, and in accordance with action taken
at a meeting of the Public Health Council held on the 20th day of November, 1998,
I hereby certify that the Public Health Council consents to the filing of the Restated Certificate
of Hudson River HealthCare, Inc., dated August 25, 1998,

Sincerely,

§w~ Qm% {YN

Karen S. Westervelt
Executive Scerctary



RESOLUTION

RESOLVED, that the Public Health Council, on this 20th day of November,
1998, approves the filing of the Restated Cettificate of !ncorporatlon of Hudson River
Healthcare, inc. dated August 25, 1898,



I, Pedet fuRos oo, J 8C-, a Justice of the Supreme Court of the
State of New York, Ninth Judicial District, hereby approve the foregoing
Restated Certificate of Incorporation of Hudson River Healthcare, Igc. and
consent that the same be filed.
Dated: Dece/w\\re/t \q‘/ \aay W
Wik PRotns N Justice of the Supreme Court
State of New York

Ninth Judicial District
PETER P. ROSATO, J30
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RESTATED
CERTIFICATE OF INCORPORATION
| OF
PEEKSKILL ARFA HEALTH CENTER

| UNDER SECTION 402 OF THE NOT-FOR-PROFIT CORPORATION LAW
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'~ STATE OF NEW YORK
' DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC,, File
Number 990108000316 has been compared with the original document in the
custody of the Secretary of State and that the same is true copy of said original.

| WITNESS my hand and official seal of the
RETTIT T Department of State, at the City of Albany,

% 0? NEW};{-).,.. ~ onJuly 29,2021,

:-&v ‘ i 7, 8 \¢ .. v

sa/t A\ |
s % *
o i 1R edin & RLrgbon
o. \*ﬁ .. .

A ‘7{? &..o :

Brendan C. Hughes

terecset Executive Deputy Secretary of State

Authentication Number: 100000167238 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at http://ecorp.dos.ny.gov
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CERTIFICATE OF AMENDMENT
OF THE
CERTIFICATE OF INCORPORATION

OF -
PEEKSKILL AREA HEALTH CENTER

Under Section 803
of the Not-For-Profit Corporation Law

We, tho undersigned being the President and Secretary of the Peekskill Area
Health Center ("Corporation") do horeby certify:

1) The Corporation was formed under theiname "Peekskill Area Ambulatory
Health Center, Inc."

3] The Certificate of Incorporation was filed by the Department of State an
the 5th day of August, 1975, The said Corporation was formed under the Not-For-Profit
Corporation Law and the Public Health Law of the State of New Yofk.

?3) An amendment to the Certificate of Incorporation, which was filed by the
Depamﬁem of State on Novembér 22, 1978, changed the Corporation's nax;\e to "Peekskill Area
Health Center, Inc." An amendment to the Certificate of Incorporation, which was filed by the
Department of State on June 19, 1987, modified the purposes of the Corporation. |

4) The Corporation is a corporation as defined in subparagraph (a)(S)‘of
section 102 of the Not-For-Profit Corporation Law andisa corporation under section 20! of said

law,



() The Certificate of Incorporation is being amended to .
change the name of the corporation. To accomplish the foregoing paragraph
First shall read as follows: . ’ ,

FIRST: The name of the corporation is Hudson River HealthCare, Inc.

(hereinafter referred to as the "Corporation”).

(6)  This amendment to the Certificate of Incorporation was authori}.ed by the V
Board of Directors of the Corporation.

(7) The Secretary of State of the State of New York is hereby designated the
agent of the Corporation upon whom process against it may be served. The post office address
to which the Secretary of State shall mail a copy of any> proc'ess against the Corporation served
upon him as agent of the Corporation is 1037 Main Street, City of Peekskill, Westéhester
County, New York, 10566, Attention: Office of the President.

CIN WITNESS WHEREOF, the undersigned have executed this certificate this

Q5 dayof@uém— , 1998,

It is affirmed that the statements made herein are true under the penalties Gf

perjury .

Alfn Steiner
esident

Oe Todo
Attie Tucker '
Secretary




STATE OF NEW YORK )

. ) ss.
COUNTY OF @_@ Z, )

On this 025' day of , 1998, before me personally came
_ﬂ@g. m to me known and known to me to be the persons described in
and who executed the foregoing Certificate of Amendment of Certificate of Incorporation and
they duly acknowledged to me that they severally and independently executed the same.

Wit () Forg 7

Notary Public

oo T v

&ve

Mo, 4870345
Quealified in Westchester Cou

Commission Expires August 13,



STATE OF NEW YORK )

) ss.:
COUNTY OFWAW>

» thi g’§ day of @(A’«Q’U«Qj , 1998, before me personally came
m /,!4,@1&,/

to me known afid known to me to be the persons described in
and who executed the foregoing Certificate of Amendment of Certificate of Incorporation and
they duly acknowledged to me that they severally and independently executed the same.

Wi £ Fonait

Notary Public i

MARIE D. FORSYTH

Kotary Public, State of New Y,
Ho. 48703:5 ew York

Gualified in Westchester Coy
Cammission Expires August 13, m9

(0764 1/01000/219978.2



HON. KENN
L %pw RUDOL LPY 2 Justice of the Supreme Court of the

State of New York, Ninth Judicial Dzsmct hereby approve the foregoing

Certificate of Amendment of Peekskill Area Health Center changingfiame
to Hudson River Healthcare, Inc, and consent that the same be filed.

Dated: DEecer?8en /1, (97§

Justice of the Supreme Court
State of New York '
Ninth Judicial District
}mi

KENNETH W, runop

8



STATE OF NEW YORK' EC Y-

o D 199 |
DEPARTMERT OF HEALTH
e PusLie HEALTH Counelt
ALBANY, N.Y. 12237

.

November 23, 1998 .

Ms. Anne Kauffman Nolon, M.P.H.
President and CEO :
Peekskill Area Health Center, Inc.
1037 Main Street '
Peekskill, New York 10566

Re:  Certificate of Amendment of the Certificate of Incorporation of
Peekskill Area Heaith Center

Dear Ms, Nolon:

AFTER INQUIRY and INVESTIGATION and in accordance with action taken at a
meeting of the Public Health Council held on the 20th day of November, 1998, I hereby certify
that the Public Health Council consents to the filing of the Certificate of Amendment of the
Certificate of Incorporation of Peekskill Area Health Center, dated August 25, 1998, hereafter to
be known as Hudson River HealthCare, Inc..

Sincerely,

Karen S. Westervelt
Execulive Scorelary



)
oV

tr

RESOLUTION

RESOLVED, that the Public Health Council, on this 20th day of November, 1998,
approves the filing of the Certificate of Amendment of Certificate of Incorporation of Peekskill
Area Health Center, inc. (The "Center”) to change the center's name to Hudson River
Healthcare, inc,, dated August 25, 1998,



6&901 0800 0 3

CERTIFICATE OF AMENDMENT
OF THE
CERTIFICATE OF INCORPORATION
| OF
PEEKSKILL AREA HEALTH CENTER

UNDER SECTION 803 OF THE NOT-FOR-PROFIT CORPORATION LAW .
\Cr
STATE OF NEW YORK

DEPAPTHENT OF STATE
FILED JAN 08 1988

BILLED o
DELANEY - 30 O RB=

0 | FILED BY:
e KALKINES, ARKY, ZALL & BERNSTEIN LLP
— | 1675 BROADWAY
- NEW YORK, NY 10019
-..S'

REF
DEL01/07/99 cg

990108000 35-
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STATE OF NEW YORK
" DEPARTMENT OF STATE

I hereby certify that the annexed copy for SUN RIVER HEALTH, INC.,, File
Number B511350-8 has been compared with the original document in the custody
of the Secretary of State and that the same is true copy of said original.

. , WITNESS my hand and official seal of the
RETIITTIN Department of State, at the City of Albany,
on July 29, 2021.

.
evppee”®

ST VR

Brendan C. Hughes
Executive Deputy Secretary of State

'00000“

Authentication Number: 100000167237 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at hitp://ecorp.dos. oV




STATE OF NEW YORK

COUNTY OF ALBANY

In accordance with the provisions of section 804 of the
Not-for-Profit Corporation Law, cohsent is hereby given to the changev
of purposes of PEEKSKILL AREA HEALTH CENTER, INC. contained in the

“annhexed ce:tificate of amendment to the certificate of incorpq;ation.

This consent to. f£filing, however, shall not be construed as
approval by the Board of Regents, the Commissioner of Education or the
State Education Department of the purposes‘or objects of such corpora=-
tion, nor shall it be construed as giving the officers or agents of such
cOrporation'the'right to use the name of the Board of Regents, the
Commissioner of Educaticn, the University of the State of New York or
the Stéte Education Department in its publications or advertising
matter. " ‘

IN WITNESS WHEREOF this instrument is
executed and the seal of the State
Education Department is affixed
this 8th day of June, 1987.

Gordon M, Ambach
Commissioner of Education

- By: ().%/% W@

James H. Whitney
Acting Counsel
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CERTIFICATE OF AMENDMENT
: OF THE
CERTIFICATE OF INCORPORATION
OF -~ :
PEERSKILL AREA HEALTH CENTER, INC.

UNDER SECTION 803 OF THE NOT-FOR~PROFIT
CORPORATION LAW

We, the undersigned, being the President and Secretary of

the Peekskill Area Héalth Ceﬁter, Inc., do hereby certify:
(1) The name of the corporation is the Peekskill Area Health‘
Center, Inc. The name under which +the corporation was

formed is Peekskill Ambulatory Health Care Center, Inc.

(2) The certfficate of incorporation of the Peekskill Area

Bealth Center, Inc. was filed by the Department of State on
the 5th day of August, 1975. The said corporation was
formed under the Not-For-Profit Corporation Law of the State

of New York.

(3) The Peekskill Area Health Center, Inc. is a corporation
as defined in subparagraph (a)(5) of Section 102 of thé
Not-For-Profit Corporation Law and is a Typé B corporation
undér section 201 of said law. The corporation shall
hereafter continue to be a Type E corporation under section

201 of the Not-for-Profit Corporation Law.



(4) Paragraph 3 of the certificate of incorporation of the
Peekskill Area BHealth Center, Inc., which sets forth the

purposes of the corporation, is hereby amended by adding the
following: '

To engége in oéher activities designed Eo stabilize and
improvel the health and 1lives of elderly and lower
income people in the Health Service Area, incluéing the
provision of decent, safe and sanitary housing,
provided ‘however that nothing stated herein shall
authorize the corporation directly or indirectly to
engagé in ;ny of the activities mentioned in Section

—

404 (b) of the Not-for-Profit Corporation Law.

(5} The amendment to the certificate of incorpotation of the
Peekskill Area Health Center, Inc., was authorized by an

affirmative vote of a quorum of the members of the Board of

Directors on the 14th day of January, 1986. The corporation

is not a membership corporation.

(6) The Becretary of State cof the State of New York is
hereby designated the agent of the corporation upon whom
process against it may be served. The post office address
to which the Secﬁetary of State shall mail a copy of any

process against this corporation served upon him as agent of

S




this corporation is 1037 Main Street, City of Peekskill,

County of Westchester, State of New York 1é566.

IN WITNESS WHEREOF, the _undersigned have executed this
certificate this kj%%’. day of , 1987

ALAN P2 STEINER

o d i, S

LOUIS S. BYNUM, SR.
‘Secretary

STATE OF NEW YORK . _
§8.t raﬂt/yp 'y~
COUNTY OF WESTCHESTER ) Alan I. Levy V
/@A/ D/J‘ Second Vice President.
I, ’

being .duly sw
state that I am the Liconol fice- /%Luq&dg [f
doe.,
the

A _GrtE,

corporation named in and described in the foregoing
certificate and that I have read the foregoing certificate ang
know the contents thereof to be true, except as to the matters
therein stated to be alleged upon information and belief, and as

to those matters I believe them to be %;%Zizwb/
1 S oy

' | .
Sworn tg"\before me this J = o HASSA
ANN DIPIETR

day of X ; 19 87, . ' mm“%ﬁgm, Siate of Naw York -
' ' Qﬁd Westchester County-# 39 1929 —

YAl /L QA 4L mission Expires March 34,
Notary Public




The undersigned has no objection to the granting -of Judicial

approval hereon and walves statutory notice.

ROBERT ABRAMS

7% UNDZRSICHED HAS NO OBJECTION ATTORNEY GENERAL
T. THE GRANTING OF JUDICIAL STATE OF NEW YORK
4 "PROVAL HEREON AND WAIVES -

© $7ATUTORY NOTICE. by
by ?{ OBERT ABRAMS,ATTORNEY GEN. .

éu/STATE ﬂmw YDRKZ - "
CULRelbs (fr :

Date: '

HON, ALVIN R, RUSKIN
J.8.C.

i, ' ¢ &a.Justice

of the Supreme Court of the State of New York for the /Ly

Judicial Diatrict‘do hereby approve the foregoing Certificate of

Amendment of the Certificate of Incorporation of PEEKSKILL AREA

HEALTH CENTER, INC. and consent that the same be filed. —

oave:  _4/pfe7 - %K.W
litt, flus 2 |

N R, RUSKIN
BON. _emm IAC.



STATE OF NEW YORK

DEPARTMENT OF HEALTH N
CORNING TOWER BUILDING u B Ll G E A ‘_T H DU N G H_
ALBANY, N.Y. 12237 ‘ : '

Morton P. Hyman
Chairman

June 8, 19887

Ms. Rosemarie Noonan, Esqg.

Nolon and Nichols

Attorneys at Law

18 Hamilton Place.,

Tarrytown, NY 10591 . -

Re: Certificate of Amendment
Peekskill Area Health
Center; Inc.

‘Dear Ms. Noonan:

The proposed certificate of amendment of the certificate
of incorporation, of the above referenced corporation, does
not require the approval of the Public Health Council for

 filing with the Department of State, since the certificate
neither alters the corporation's purposes under Article 28 of
the Public Health Law nor changes its name.

Karen Westervelt
Acting Executive Secretary



NEW .YORK STATE"
DEPARTMENT OF SOCIAL SERVICES
40 NORTH PEARL STREET, ALBANY, NEW YORK 12243-0001

. DAVID EMIL
CESAR A: F.’ERALES ‘ . Deputy Commissioner
Commissioner and General Counsel

- - June 8, 1987 e - ———

Rosemarie Noonan, Esq.
Nolon & Nichols

Attorneys at Law

18 Hamilton Place
Tarrytown, New York 10591

Re: Peekskill Area Health
= ' - Center, Inc. -

Dear Ms. Noonan:

This is with respect to the certificate of amendment of the certificate of
incorporation of the above-named organization which was forwarded to this ‘
Department for review and/or approval. The certificate has been given careful
consideration and I have the following comments:

The certificate does not require the approval of this Department. If
* otherwise in correct form, it will undoubtedly be received for filing by the
Secretary of State, provided that all other necessary consents, approvals or

waivers are attached. The pertinent language in the certificate reads as
follows: f oo . _

"To engage in other activities designed to stabilize and improve the
health and lives of elderly and lower income people in the Health Services
Area, including but not limited to, the provision of decent, safe and sanitary
housing, provided however that nothing stated herein shall authorize the i
corporation directly or indirectly to engage in any of the activities men
tioned in Section 404(b) of the Not-for-Profit Corporation Law."

This letter is not to be construed as an approval by the State Department
of Social Services, or any Office of the Department, but only as a statement
that no such approval is necessary for a certificate containing the
above-recited language.

Very truly yours,
Bridget Eadon

Deputy Counsel
Bureau of Adult

| ' ' /2 Services Law
BE/dn .

AN EQUAL OPPORTUNITY/AFFIRMATIVE ACTION EMPLOYER
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STATE OF NEW YORK
DEPARTMENT OF STATE

I hereby"certify that the annexed copy for SUN RIVER HEALTH, INC,, File
Number A532303-7 has been compared with the original document in the custody
of the Secretary of State and that the same is true copy of said original.

WITNESS my hand and official seal of the

Department of State, at the City of Albany,
on July 29, 2021. |

°
®tepae?®

Brader & Rlogben

Brendan C. Hughes
Executive Deputy Secretary of State

Authentication Number: 160000167236 To Verify the authenticity of this document you may access the
Division of Corporation's Document Authentication Website at http://ecorp.dos.ny.gov
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~
o)

STATE OF NEW YORK

a
H

58.:

o o8 sa

COUNTY OF ALBANY

Consent is hereby given to the change éf name of PEEKSKILL
AREA AMBULATORY HEALTH CARE CENTER, INC. to PEEKSKILL AREA HEALTH
CENTER, INC. contained in the certificate of incorporation of
said corporation as seﬁ forth in the annexed certificate of amend~
ment made under and pursuant to the provisions of section 803 of
the Not~for-Profit Corporation Law.

This consent to filing, however, shall not be construed as
approval by the Board of Regents, the Commissioner of BEducation or
the State Education Department of the purposes or objects of such

corporation, nor shall it be construed as giving the officers or

[ERp— % - e e by g e pae—khe name of the Board
of Regents, the Commissioner of Education, -the University of the
State of New York or the State Education Department in its public~

ations or advertising matter.

IN WITNESS WHEREOF this instrument is
executed and the seal of the State
Education Department is affixed
this 12th day of april 1978,

Robert D. Stone
Counsel and Deputy Commissioner
for Legal Affairs




. ‘ ' CERTIFICATE OF AMENDMENT OF THE CERTIFICATE OF [
INCORPORATION OF THE PEEKSKILL AMBULATORY HEALTH' ]
: CARE CENTER, INC., UNDER SECTION 803 OF THE NOT-
FOR-PROFIT CORPORATION LAW.
1. The name of the corporation is the Peekskill Ambulatory
Health Care Center, Inc. This name has never been changed to date.

2. The date of the filing of the certificate of incor-

poration in the office of the Secretary of State of the State of

New York, is August 5, 1975, and the Certlficate of Incorporation

)

. |

was filed under Section QOZ of the Hot-For~-Profit Corporation Law. i

3. The corporation is a corporation defined in Section ?

102 (a) (5) of the Not-For-Profit Corporation'Law; the corporation i%
a Type B Corporation under Section 201 of the Not-For-~Profit

Corporation Law; the corporation purposes are not changed hereby.

to which the Secretary of State gshall mail a copy of any notice

reguired by law is 1037 Main Street, Clty of Peekskill, County of

§Westchester, State of New York.

i

!

|

!

|

4. 7The post office address within or without the State I
t

i

!

i

}2 5. fThe Certificate of Incorporation is amended by
gchanging the name of sald Corporation to Peekskill Area Health
ﬂCenter, Inc. .

? 6. The undersigned have been authorized to execute and
:file this Certificate by the unanimous vote of a guorem of the due

inotice pursuant to Section 605 of the Not-For-~Profit Corporation

i
ﬁLaw, as more fully appears by the Affidavit of the undersigned,

ﬂhereto annexed.
7. Prior delivery to the Department of State for filing,i

all approvals or consents required by law, will be endorsed upon

i
or annexed to this Certificate. ;
|

L % |




8. This change has been submitted for approval to

{

|

i

|

|

éithe Public Health Counsel and the State Education Department.
l .
i IN WITNESS WHEREOF, the undersigned have made, subscribed
i o e g

h and acknowledged this Certificate the /Q& day of /§%B¢b' .

i

l\

”Legal mailing address: 1037 Main Street eeks §£§ New York

. Al

. EV DR. L DWARD CA T
. President

anw;%zb; z[é’—u;/- /Z]ﬂ’mm} .

LOUTIS SINCLAIR BYNUH,
Secretary

A
On the ﬁly{day of /4%7'°", 1878, before me personally
. came REV. DR. EDWARD V. CASTNER, to me known to be the individual
',described in and who executed the foregoing instrument, and
. acknowledged that he executed the same:/ﬁ?//
. AUAN b, sTEINER / % [
OTARY, PUBLIC, Siate of New Y /

No, 4507473
Qualitied in Pulnam Connly

lsson Expires Moys -
On the /7'J§av of it , 1978, before me personally

came LOUIS SINCLAIR BYNUM, to me known to be the individual
described in and who executed the foregoing i
acknowledged that he execut