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Call to Order - 4 pm Dr. Boufford

1. Adoption of Minutes: November 20, 2014

Acting Chair’s Report Dr. Boufford

President’s Report Dr. Raju

>>Action ltems<<

Corporate .
2. RESOLUTION: Dr. Calamia
DSRIP APPLICATION

Authorizing the New York City Health and Hospitals Corporation (the “Corporation”) to (i) submit an
application to the New York State Department of Health (“DOH”) to participate in the Delivery System
Reform Incentive Payment program (“DSRIP”) pursuant to which the Corporation will establish a single
Performing Provider System (a “PPS”) in collaboration with various health care providers (the

“Participants”); and

CONTRACTS WITH PPS PARTNERS

Authorizing the Corporation to (ii) enter into agreements within the PPS structure with those Participants
listed on the attached Schedule of Participants designated as “City Wide” and those Participants
designated as “Hub-Based” in the attached Schedule of Participants subject to the addition of
additional Hub-Based Participants or the removal of some Hub-Based Participants at the discretion of
the Corporation President as he determines to be necessary or appropriate to respond to evolving DOH
requirements, guidance and regulations, and the Corporation’s assessment of the ability of the Hub-
Based Participants to perform as required for the DSRIP program; (iii) enter into such other and further
ancillary contracts as are necessary or appropriate to carry out the purposes of the DSRIP program and
to ensure the Corporation’s successful execution of its DSRIP projects using the structure diagramed in
the attached Table of Organization; and

HHC ASSISTANCE CORP TO FUNCTION AS CENTRALIZED SERVICE ORGANIZATION
Authorizing the Corporation to (iv) cause the HHC Assistance Corporation (the “CSO”) to provide technical
assistance to the PPS in the capacity of a centralized service organization; (v) nominate from among the
officers and senior managers of the Corporation the directors of the CSO provided that the Corporation
President shall have the authority to nominate one or more directors of the CSO who are not officers or
employees of the Corporation provided further that such outside directors never exceed 25% of the
total of CSO directors; and

PROCUREMENT, COMPLIANCE AND REPORTING

Directing the Corporation to (vi) subject the activities of the CSO under the DSRIP program to the
Corporation’s compliance and internal audit programs; (vii) requiring that all procurement contracts of
the CSO be subject to the procurement rules applicable to the Corporation; and (viii) make regular,
periodic reports to the Corporation’s Board of the progress of the DSRIP application and the
implementation of the DSRIP projects including an overview of all contracts made by either CSO or the
Corporation to carry out the DSRIP program.
(Med & Professional Affairs/IT Committee — 12/11/2014)

(over)
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Queens Health Network

3. RESOLUTION authorizing the President of the New York City Health and Hospitals Corporation to
execute a five-year lease extension agreement with LSS Leasing Limited Liability Company for 5,120
square feet of space at 59-17 Junction Boulevard, Borough of Queens, to house the Women’s Medical
Center operated by EImhurst Hospital Center at an initial rent of $225,280 per year or approximately
$44 per square foot to increase at a rate of 2.75% per year for a five-year total of $1,190,079.
(Capital Committee — 12/04/2014)

4. RESOLUTION authorizing the President of the New York City Health and Hospitals Corporation to
execute a five-year sublease agreement with Pediatric Specialties of Queens for 2,560 square feet of
space at 59-17 Junction Boulevard, Borough of Queens, to house the Subtenant’s pediatric program at
an initial rent of $112,640 per year or approximately $44 per square foot to increase at a rate of 2.75%
per year but in no event less than half of all of the Corporation’s occupancy costs at the premises.
(Capital Committee — 12/04/2014)

MetroPlus Health Plan, Inc.

5. RESOLUTION reappointing Lloyd Williams as a member of the Board of Directors of MetroPlus
Health Plan, Inc., a public benefit corporation formed pursuant to Section 7385(20) of the
Unconsolidated Laws of New York to serve in such capacity until his successor has been duly elected
and qualified, or otherwise provided in the Bylaws.

(MetroPlus Board —12/09/2014)

Committee Reports
> Audit
»Capital
>Finance
»Medical & Professional Affairs / Information Technology
»Strategic Planning

Subsidiary Board Reports
»HHC Capital Corporation
»MetroPlus Health Plan, Inc.

Facility Governing Body / Executive Session
»Bellevue Hospital Center

Semi-Annual Report (Written Submission Only)
»Jacobi Medical Center »North Central Bronx Hospital

>>0ld Business<<
>>New Business<<

Adjournment

Ms. Youssouf

Ms. Youssouf

Mr. Rosen

Ms. Youssouf
Ms. Youssouf
Mr. Rosen
Dr. Calamia
Mrs. Bolus

Dr. Boufford
Mr. Rosen

Dr. Boufford
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NEW YORK CITY HEALTH AND HOSPITALS CORPORATION
A meeting of the Board of Directors of the New York City

Health and Hospitals Corporation (the “Corporation”) was held in
Room 532 at 125 Worth Street, New York, New York 10013 on the
20th of November 2014 at 4:00 P.M. pursuant to a notice which
was sent to all of the Directors of the Corporation and which
was provided to the public by the Secretary. The following
Directors were present in person:

Dr. Jo Ivey Boufford

Dr. Ramanathan Raju

Mr. Steven Banks

Dr. Gary S. Belkin

Josephine Bolus, R.N.

Dr. Vincent Calamia

Ms. Anna Kril

Mr. Robert Nolan

Mr. Mark Page

Mr. Bernard Rosen

Ms. Emily A. Youssouf

Patricia Yang was in attendance representing Deputy Mayor

Lilliam Barrios-Pacli, and Dr. Oxiris Barbot was in attendance
representing Health Commissioner Mary Bassett, both in a voting
capacity. Dr. Boufford chaired the meeting and Mr. Salvatore J.

Russo, Secretary to the Board, kept the minutes thereof.

ADOPTION OF MINUTES

The minutes of the meeting of the Board of Directors held
on October 23, 2014 were presented to the Board. Then on motion
made by Mrs. Bolus and duly seconded, the Board unanimously

adopted the minutes.



1. RESOLVED, that the minutes of the meeting of the Board of
Directors held on October 23, 2014, copies of which have been
presented to this meeting, be and hereby are adopted.

CHAIRPERSON'S REPORT

Dr. Boufford received the Board’s approval to convene in
Executive Session to discuss matters of guality assurance.

Dr. Boufford noted that the schedule for the 2015 Board and
Committee meetings was in the Board packages, and that the
annual public meetings would be starting in the spring. She
updated the Board on approved and pending Vendex.

On behalf of the Board, Dr. Boufford commended the HHC team
in its handling of the events surrounding Ebola, not only on the
care side, but in the rcle played in fighting the stigma through
community education and outreach.

PRESIDENT'S REFPORT

Dr. Raju’s remarks were in the Board package and made
available on HHC’s internet site. A copy is attached hereto and
incorporated by reference.

ACTION ITEMS

RESOLUTION
2. Authorizing the President of the New York City Health and
Hospitals Corporation to implement the attached Operating
Procedure 180-9 entitled “HHC's Human Subject Research Program
Policies and Procedures.”

After some discussion it was agreed that an annual report

on all approved projects will be made tc the Medical &



Professional Affairs/Information Technology Committee of the

Board.

Dr. Calamia moved the adoption of the resoclution which was
duly seconded and unanimously adopted by the Board.

RESOLUTION

3. Authorizing the President of the New York City Health and
Hospitals Corporation to execute one year extensions of existing
agreements with six of the seven construction management
services firms: Gilbane Building; HAKS; Hunter Roberts
Construction Group; Jacobs Engineering; LiRo Program and
Construction Management; and TDX Construction Corporation, to
provide professional construction management services on an as-
needed basis at wvaricus facilities throughout the Corporation at
an additional aggregate not-to-exceed limit of $2.5 million.

Senior Assistant Vice President Roslyn Weinstein explained
that this was a request to extend existing requirements
contracts for one year while we negotiate a Project Labor
Agreement. Deputy Counsel Jeremy Berman explained that a
Project Labor Agreement with the construction trade unions will
exempt HHC from the Wicks Law which otherwise prevents HHC from
engaging a single contractor to coordinate all construction work
on a project.

Ms. Youssouf moved the adoption of the resclution which was
duly seconded and unanimously adopted by the Board.

RESOLUTION

4. Authorizing the President of the New York City Health and
Hospitals Corporation to execute a revocable five-year license
agreement with the Interboro Regional Health Information

Organization (RHIO) for its use and occupancy of approximately
575 square feet of space on the third and fifth floors of the



4

Annex “G" Building at Elmhurst Hospital Center to provide
technical and administrative services to the RHIO in which most
of the Corporation’s hospitals are participants with the
occupancy fee waived as an in-kind contribution to the RHIO.

Al Marino, Director of the Interboro RHIO, explained its
purpose and operations.

Ms. Youssouf moved the adoption of the resolution which was
duly seconded and adopted by the Board by a vote of 12 in favor.

Ms. Kril recused herself.

SUBSIDIARY AND BOARD COMMITTEE REFPORTS

Attached hereto is a compilation of reports of the HHC
Board Committees and Subsidiary Boards that have been convened
since the last meeting of the Board of Directors. The reports
were received by the Acting Chair at the Board meeting.

FACILITY GOVERNING BODY/EXECUTIVE SESSION

The Board convened in Executive Session. When it
reconvened in open session, Dr. Boufford reported that, 1) the
Board of Directors, as the governing body of Harlem Hospital
Center, received an oral report and written governing body
submisgsion and reviewed, discussed and adopted the facility's
report presented; and 2) as governing body of Metropolitan
Hospital Center, the Board received and approved its semi-annual

written governing body submission.



ADJOURNMENT

Thereupon, there being no further business before the

Board, the meeting was ad

Salvatore J Blasgo
Senior viesident}General Counsel

and Secre to the Board of Directors



COMMITTEE REPORTS

Audit Committee (Sp) - November 12, 2014
As reported by Ms. Emily Youssouf

Ms. Youssouf then stated that this special meeting is convened to approve and release the audited financials. A large amount of
time has been spent on the financial in prior meetings and there are a few changes that we are going to have KPMG highlight for
us. She then turned the meeting over to Mr. Jay Weinman, Corporate Comptroller.

Mr. Weinman saluted everyone and said that since the October Audit Committee meeting, there have been three major changes
and one minor change that | briefly want to discuss. | have handed out a one-page summary, along with the copies of financial
statement pages for the balance sheet and income statements for you to follow along.

The first is KPMG did issue an unmodified opinion. That means that the financial statements were presented fairly in their opinion
in all material respects. The following changes were made since the October meeting.
e An agreement with the City that HHC would not reimburse the City for the 2013 malpractice ($121.4 million) and debt
service ($150.4 million) and other fringe benefits and expense payable ($28 million).
e $299.8 million reduction to Due to The City of New York.

Ms. Youssouf stated that that is really good news and we thank the City very much.

Mr. Weinman continued with the second major change:
e Funding from the City for collective bargaining settlements of $118 million

Mr. Weinman said that the third one is GASB 68 — | had mentioned in October that the new pension guidelines, actually impact
the financial statement materially. There were a couple of changes; one is that we recorded a liability of $2.5 billion as of 2014
that is reflected as a newly disclosed liability. We never carried the liability before and the expenses were $229 million. This is
slightly different than what we actually fund, so that is a change due to the GASB and is reflected on the balance sheet on page 15
with a new category called “Deferred Inflows”. This is a representative difference between what is earned on a pension fund and
what was projected.

Mr. Weinman stated that lastly, there was a change in the recording for third-party liabilities. We previously netted them out; we
have done this in the past to be more consistent with some of KPMG other clients. We separated the liabilities and recorded
$182 million in the liabilities section rather than netting the receivables.

Ms. Marlene Zurack, Senior Vice President, Finance/Chief Financial Officer, added that KPMG had handed out a brief statement.
Ms. Youssouf then asked the representatives to introduce themselves. They introduced themselves as follows: Maria Tiso,
Engagement Partner and Joe Bukzin, Senior Manager.

Ms. Tiso stated that Mr. Weinman covered everything on page three, the audit update which discusses the three significant issues.
On page four we put together a summary of significant subsequent adjustments and how they impacted each of the categories on
the financial statements. On item 1, total assets was impacted by $183 million and that increased by moving the receivables down
to liabilities. On total liabilities there was an increase of $2.3 billion that was the GASB 68 adjustment, a decrease due to the City
in the collective bargaining adjustment and an increase to the third-party liabilities.

The deferred inflow of resources, a new line item on the balance sheet is $724 million. At the end of the day, the total net deficit
position decreased by $2.8 billion which largely resulted from the GASB 68 adjustment. Total operating revenue increased by
$390 million from the last the statement and is due to the appropriations from the City and the collective bargaining accrual. A
total operating expense, which is good news, decreased by $234 million and that resulted from a decrease in the pension expenses
from GASB 68.

Ms. Tiso added that we wanted to show at high level the unmodified opinion, and we worked diligently with the team of HHC as
well as the team from the City of New York to implement the GASB 68. We had five days to have it implemented and HHC was
the first in the country to have early adopted so kudos to HHC.

Ms. Zurack said that | would also like to give kudos to KPMG because they really pulled the resources on weekends and nights
and made an effort to review a 318-page actuarial statement in a couple of days, and Mr. Weinman and his team as well had to do
similar 11™-hour work and got it done on time, so kudos to all of them.

Ms. Youssouf remarked that | think this is great and helps our new-cash position.



Ms. Zurack added that two pieces help — the pension piece does not help. The pension change looks like an improvement, but
from a cash perspective there is no difference.

Mr. Mark Page, Board Member said that the pension change is due to the way the actuarial funding works, if you make changes, it
increases your liability. You basically borrow from the pension system an amount to cover the liability and you pay it back over a
scheduled period of time and you pay back interest and principal to amortize the loan. This change is saying that you recognize as
an expense the interest but you no longer recognize as an expense the payment of principal. So it changes what our
inflow/outflow presentation is. It does not actually change how much money we are obliged to pay for this actuarial need.

Ms. Youssouf thanked the City for what they have helped us with, and extended thanks and appreciation to KPMG and especially
HHC staff for getting the financial statement out in such a timely fashion given that it was a lot of additional work involved.

Ms. Youssouf asked for a motion to approve the financial statement, it was seconded and approved by the Committee.

Capital Committee — November 6. 2014
As reported by Ms. Emily Youssouf

Senior Assistant Vice President’s Report

Roslyn Weinstein, Senior Assistant Vice President, Office of the President, announced that Peter Lynch, former Assistant Vice
President, Office of Facilities Development, had retired. She noted that he had expressed great pleasure at the work he had been
a part of and the impact he hoped to have made. Ms. Weinstein introduced Louis Iglhaut as the Acting Assistant Vice President,
Office of Facilities Development. She said she was thrilled to have him by her side and wished him the best. Committee members
welcomed Mr. Iglhaut.

Ms. Weinstein explained that there had been two real estate agreements on the draft agenda but at the request of the Committee
Chair, some additional negotiating would be attempted and those resolutions would hopefully be brought before the Committee
at the December meeting instead. She made note that the resolutions were scheduled to be presented, as requested, ahead of
expiration, and they would be coming back slightly closer to that expiration date.

Ms. Weinstein advised that the meeting agenda would include a license agreement with the Regional Health Information
Organization (RHIO), for space at ElImhurst Hospital Center, as well as a resolution for a one year extension of six Construction
Management contracts, to maintain continuity as an anticipated Project Labor Agreement (PLA) was being drafted. Both items
would include power point presentations to provide supporting information.

Ms. Weinstein said that an update would be provided on the major modernization project at Gouverneur Healthcare Services, but
noted that project budget amounts had been fluctuating, and she wanted to preliminarily note that while the project budget for
DASNY has been reported as $247.1 million excluding “added dollars”, the Capital Committee should know that the total project
budget was $251 million, including in-kind support, Certificate of Need (CON) fees, decontamination, and other outliers. The
total cost was $251 million, as seen in the included budget page, which was first presented in January, 2014.

Ms. Weinstein assured that reporting would be more transparent or understandable when construction costs were discussed.

Ms. Youssouf thanked Ms. Weinstein and explained that previous reporting had not been all inclusive, as a construction project
should be. She stated that she wanted every piece included, all project related items.

That concluded Ms. Weinstein’s report.
Action Items:

Authorizing the President of the New York City Health and Hospitals Corporation (the “Corporation”) to execute a revocable five-year license
agreement with the Interboro Regional Health Information Organization (the “RHIO”) for its continued use and occupancy of approximately
575 square feet of space on the third and fifth floors of the Annex “G” Building at Elmhurst Hospital Center (the “Facility”) to provide
technical and administrative services to the RHIO in which most of the Corporation’s hospitals are participants with the occupancy fee
waived as an in-kind contribution to the RHIO.

Chris Constantino, Senior Vice President, Queens Health Network, read the resolution into the record. Mr. Constrantino was
joined by Al Marino, Executive Director, Interboro Regional Health Information Organization.

Mr. Marino narrated a power point presentation outlining what the RHIO does and its origins. He explained that the Organization
was born out of work and learning at Elmhurst Hospital Center and throughout HHC around implementing Electronic Medical



Records (EMR) and how that could help coordinate care across venues, and providers and how those tools could be used to drive
improvements in healthcare quality and safety while reducing costs. He said that their mission was to take that learning and
expand beyond the hospital walls.

Ms. Youssouf asked if this was in response to any mandates. Mr. Marino said that the program grew out of Healthcare Efficiency
Accountability Law (HEAL) grant projects. There was a State regulation issued in September, 2014, that will eventually require all
State regulated organizations to participate.

The goal of the organization is to improve health care quality and safety and reduce costs, develop a health information
infrastructure which facilitates the exchange of patient health information among disparate clinicians, provides access to the
information necessary to guide clinical decisions and care coordination, and, to promote a system that follows the health care
consumer so they are the center of their care.

Antonio Martin, Executive Vice President, asked if pharmacies are tied into the system. Mr. Marino said not yet.

Josephine Bolus, RN, asked if interfacing with small private practice groups would be possible. Mr. Marino said that was possible
and that a few were already members. He noted that as part of the State initiative more and more parties would be involved. Mrs.
Bolus asked if the private practices would benefit in any way. Mr. Marino said that they would see benefits in care coordination
and readily accessible information. She asked if HHC offset costs or if these small groups would have to spend money to
participate. Mr. Constantino explained that grants covered certain costs and HHC had subsidized some of the smaller
organizations. Mr. Marino added that there were State initiatives to provide funds for purchasing of systems, and if meaningful use
was shown then there would be an increase in ability to solicit additional funds.

Mr. Marino advised that organizational members included most HHC acute care hospitals, over 300 small community practices
(through heal grant) and others providers. Data is being collected from a number of sources.

Ms. Youssouf asked if the eventual goal was to have everyone on one Network. Mr. Constantino explained that the eventual goal
is to place all the data from the various RHIOs into one place so that the information is available in one place. Mrs. Bolus asked
how many RHIOs there were. Mr. Marino said there were 11, and at present, each of those was working on building up there data
bank. It was anticipated that by mid-2015 the various RHIOs would link together.

Ms. Youssouf asked if every tri-state hospital was in a RHIO. Mr. Marino said the goal was to get everybody in but it wasn't there
yet. He said that the majority of New York City was covered but a few had not joined yet. Mrs. Bolus asked how many RHIOs
were in the City. Mr. Marino said three in the Downstate area. The big piece will come this year when all the RHIOs were linked.

Mrs. Bolus asked if there would be difficulty interfacing with different systems. Mr. Marino said the Organization was working on
that and it was not anticipated to be an issue. It was still developing but there should be very standard ways of sharing data.

Ms. Youssouf noted that cost savings would be another great benefit of the program.

Mr. Marino outlined benefits; patient record look-up; real time access to patients’ clinical data, records from multiple sources, and
providing more complete picture of a patient’s health. Benefits of the CCD Exchange would be the ability to query and retrieve
documents from within a provider’s EMR. Benefits of event alerts; real time notification on: emergency department visits, inpatient
admissions and discharges, and alerts to clinicians’ e-mail and secure clinical mail box.

He added that future plans for the RHIO include; integration of all HHC Acute and D&TCs, expected support for DSRIP
programs, cross RHIO exchange, cross RHIO event alerts, single sign-on, and care plan interface.

There being no further questions or comments, the Committee Chair offered the matter for a Committee vote.

On motion by the Chair, the Committee approved the resolution for the full Board’s consideration.

Authorizing the President of the New York City Health and Hospitals Corporation (the “Corporation”) to execute one year extensions of
existing agreements with six of the seven construction management services firms: Gilbane Building Company; HAKS; Hunter Roberts
Construction Group; Jacobs Engineering; LiRo Program and Construction Management; and, TDX Construction Corporation (the “CMs”), to
provide professional construction management services on an as-needed basis at various facilities throughout the Corporation at an
additional aggregate not-to-exceed limit of $2.5 Million.

Louis Iglhaut, Acting Assistant Vice President, Office of Facilities Development, read the resolution into the record.

Ms. Youssouf asked for an explanation of the excel sheet in the package accompanying the resolution. Mr. Iglhaut explained that
the document outlined the to-date usage of the firms for whom contract extension was being requested.



Ms. Youssouf asked why the threshold was set at $2.5 million. Mr. Iglhaut explained that the original contract, for a three year
term, was for $6 million dollars, but being that the extension request was only for one year, the contract amount was adjusted
accordingly.

Ms. Youssouf asked why extension was only being sought for six of the seven firms. Mr. Iglhaut advised that the seventh firm was
never utilized and therefor the need for their services was not anticipated.

Ms. Youssouf asked why the term was being extended by a year. Mr. Iglhaut explained that a Project Labor Agreement (PLA) was
being drafted and that would negate the need to issue a Request for Proposals (RFP) for new contracts. Mr. Iglhaut noted that
Jeremy Berman, Deputy General Counsel, would be showing a power point presentation outlining Project Labor Agreements
(PLASs) and how they are expected to benefit HHC.

Mr. Berman explained that Wick's Law, part of the NY State General Municipal Law dating from 1912, applied to public
construction projects of more than $3 Million, and required that four separate contracts be bid and let for each job: plumbing,
electrical, HVAC and construction. This prevented the use of a general contractor from contracting for the entire job and
subcontracting with the four trades, which makes coordinating construction jobs difficult. Fixed price jobs and jobs with fixed
deadlines are impossible. These regulations make CM-at-Risk projects unlawful, which makes it difficult to coordinate construction
jobs.

Additionally, Mr. Berman noted, all public jobs are also subject to prevailing wage requirements. Under NYS State Law, all public
projects must pay construction workers “Prevailing Wages.” Prevailing Wages substantially amount to Union Wages. All HHC
construction Contracts require that Prevailing Wages are paid. HHC is responsible for ensuring that Prevailing Wages are paid,
resulting in much policing and enforcement. That was an immense amount of additional work on the Office of Facilities
Development, and a cost to projects that is rarely seen because it is a back office function.

Mr. Berman explained that recent changes to the Wicks Law exempt projects subject to a PLA. PLAs are made with the
construction unions and subject the projects to be covered by union work rules. Non-union companies can work on the covered
project but must follow the union work rules.

Some factors will remain neutral; 1) Wages under PLA jobs should not be higher than on Non-PLA jobs because Prevailing Wages
must be paid regardless, and 2) HHC's bigger jobs tend to be Union jobs anyway, so there will be no stricter work rules under a
PLA.

One slight negative effect is that work rules on Union jobs may add cost. Ms. Youssouf asked for an example. Mr. Berman
explained that the length of a work day is dependent on how the union views the hours, and how overtime is decided, as well as
how any disciplinary activities are monitored or handled.

Mrs. Bolus asked how Minority and Women Owned Business Enterprise (MWBE) thresholds would be maintained. Mr. Berman
said that negotiations for the PLA should address that concern. He explained that PLAs had been drafted for other City agencies,
so some common concerns have been hashed out by others ahead of HHC and therefore are known issues. It is a concern that
PLAs minimize competition but these agreements are being drafted to address these concerns.

Some pros; 1) being able to give a single contract to a general contractor or a CM that will be responsible for the entire project
may save between 20 — 30% due to greater efficiency and accountability; 2) most contractors will be Union shops who do the
Prevailing Wage administration saving HHC cost and ensuring compliance with the law; 3) some contractors without the
resources to do HHC work at Prevailing Wage will not bid; and, 4) with a single contract, HHC can negotiate for fixed prices and
fixed construction schedules. Contractor disputes, wage issues, financing issues, etc., should not affect the course of HHC projects
as these issues will be dealt with by the Construction Manager and/or Unions directly.

Mr. Berman explained that HHC was negotiating with the Building & Construction Trades Council on the terms of the PLA, and
that negotiation was being coordinated with the City. The scope covered will include virtually all of HHC construction work,
including Sandy Mitigation work. It was anticipated that the agreement would be complete by spring of 2015. All parties were on
board. Mr. Berman noted that HHC was lucky that others had gone down this road before us and we could learn from what
others had already been through. So as other organizations prepare to renew agreements, HHC would get a solid start.

Ms. Youssouf expressed her excitement at the implementation of the PLA and how it would benefit the Corporation, and
commended the team for working on it. Mrs. Bolus agreed, reiterating that maintenance of MWBE requirements be addressed.

There being no questions or comments, the Committee Chair offered the matter for a Committee vote.

On motion by the Chair, the Committee approved the resolution for the full Board’s consideration.



Information Item:
Gouverneur Healthcare Service Major Modernization Status Report

Martha Sullivan, Executive Director, Gouverneur Healthcare Services, Matthew McDevitt, Gouverneur Healthcare Services, John
Pasicznyk, Managing Director, Downstate Operations, Dormitory Authority of the State of New York, and Steve Curro, Managing
Director, Construction, Dormitory Authority of the State of New York, collectively provided the status report.

Mr. Curro advised that the project was 96% complete, as measured by construction in place as of 9/30/14. The new Ambulatory
Care facility was occupied. In the existing facility: floors 2, 3, 4, 5, 6, 7, 8, 9, 12 and 13 had been completed and were occupied.
Floors 10 and 11 received a New York City Department of Buildings (NYC DOB) Temporary Certificate of Occupancy (TCO) on
October 17, 2014, the Department of Health (DOH) inspection was completed and floors were ready to be occupied. Floor 1
received a NYC DOB TCO on April 9, 2014, Multipurpose Room Public Assembly approval received on October 24, 2014, and
the facility was working on obtaining approved FSP/EAP from FDNY.

Mr. Curro listed work completed after the 1% floor TCO; Multi-purpose room completed in May 2014; Exterior vertical granite
and parking lot paving, in May 2014; Henry Street sidewalk replacement, in September 2014; Courtyard, in October 2014; and, the
Low Roof in October 2014.

He stated that in Progress work included; Linde Gas, anticipated for completion in March 2015; Upgrade of Existing Five Elevators,
July 2015 (1 elevator complete); and, Basement code compliance work design had been completed and documents forward to
Contractors for pricing, with responses expected by mid-November.

Mr. Curro noted that there had been a total of $235,469,000 billed to date for the project, and there were $10,043,000
remaining; $6,966,000 for construction, and $3,077,000 for soft costs and Furniture, Fixtures, and Equipment (FF&E).

Ms. Youssouf asked that when the project was complete the Committee be invited to visit the space.

Ms. Youssouf advised that delay reports would not be provided verbally but that documentation was included in the Capital
Committee package.

Finance Committee — November 12, 2014
As reported by Mr. Bernard Rosen

Senior Vice President’s Report

Ms. Marlene Zurack informed the Committee that included on the agenda was a presentation by Danielle Holahan who was
unable to attend but was being represented by Sara Rothstein, who would be presenting the status of the NYS health exchanges.
The presentation is of importance in that open enrollment as part of the ACA begins on November 15, 2014 and that HHC
through the Exchanges will continue benefit in its efforts to convert uninsured individuals into exchange members or qualified
health plans (QHP) in addition to assisting MetroPlus, HHC's health plan in its enroliment efforts. Last week there was a hearing
conducted by Councilman Corey Johnson, Chair of the Council's Committee on Health, on collaborations with key
representatives of various City agencies, City DOH, HRA and HHC focusing on preparation for the Exchanges and the next
enrollment period. Representing HHC in the hearing, Ms. Zurack stated that the overall outcome was very successful in terms of
the issues that were raised at that time. There have been subsequent discussions and meetings about the group’s efforts in
working with community based organizations (CBOs) in addressing some of the concerns relative to the enrollment process.
During the first year of the enrollment, there were presentations to this Committee on HHC’s preparation for the exchange
relative to the training of HHC's staff, of which 570 employees were trained as certified application counselors (CAC). MetroPlus’
successfully enrolled 40,000 individuals into a QHP and the transitioning to a new Medicaid process. Each year there is a new
enrollment period and HHC's goal is to improve in the process. The purpose of the background information was to provide the
Committee with a context for the presentation by Ms. Rothstein. In addition to the payor mix report that would be presented
later on the agenda by Ms. Olson.

FEMA Funding Update

Last week a press conference was held at Coney Island Hospital whereby Mayor De Blasio, Senator Schumer announced the
outcome of the FEMA application for public assistance that resulted in an award for repairs and mitigation totaling $1.6 billion for
HHC, $900 million for Coney Island, $376 million to Bellevue, $120 million, Metropolitan and $181 million to Coler SNF. There
is a lot of work and process to be undertaken as well as the completion of those projects. In response to Mr. Page’s question on
whether the $1.6 billion would cover the actual cost, Ms. Zurack stated that it would depend on a number of factors that could
cause the cost to increase. However, the funding award for HHC was a major achievement in many ways for Senator Schumer, in
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that he authored the 428 program which is new, whereby the total funding is capped at a certain level by FEMA for mitigation
projects. In exchange for that cap, relief is given in the process requirements. In calculating the cap which is the $1.6 billion, HHC
with the assistance of its contracted engineering firm reviewed multiple alternatives for mitigation for each facility. The alternative
that drove the cap is more expensive than the one HHC is likely to do which is allowed. Consequently the cap is in excess of
HHC'’s calculation of which the project costs are likely to be. In that regard it is achievable. However, on the other side it will
depend on whether there is a change in the scope or a delay in the completion of those projects which poses some risk.
Therefore, HHC must be vigilant in its project management given that HHC is subject to the cap which was an option that HHC
decided to take. If not the cap, there may have been some restrictions on doing some of the things HHC had proposed to do and
ultimately delayed the funding award for perhaps a couple of years.

Mrs. Bolus asked whether HHC would be affected by the recent actions taken by FEMA whereby some homeowners affect by the
storm and got FEMA funding have been asked to return that funding after a review of their applications. Is HHC at risk of having
that happen after the completion of those projects?

Ms. Zurack deferred to Mr. Russo, Senior Vice President / General Counsel adding that HHC is in the process of getting a letter
of undertaking that would provide some protection of HHC's interest in the process. There a project worksheets that document
the detailed requirements for each project. At the press conference there was some concern regarding a congressional back-
track which Senator Schumer indicated would not be likely given that appropriations were passed at the time; therefore there
would not be a need to go back to Congress to request funding.

Mr. Russo added that there is no guarantee given the political shifts that could occur in the future but as reasonable as possible
HHC is protected in that event under the current set of circumstances.

Ms. Youssouf asked if HHC has addressed the possibility that there will be changes given the background of capital projects that
are labor intensive and the detailed planning phases are yet to be determined.

Ms. Zurack stated that there is an enormous amount of detailed information housed in binders on those projects that were
incorporated into the actual application with the assistance of a reputable architectural and engineering firm, Arcadis. There was a
lot of pre-work done relative to the FEMA requirements; therefore, the pre-work for the actual projects must be done. In terms
of the scoping, the FEMA requirements were far more rigorous than the requirements for the pre-work for a regular capital
project. However, just to reiterate, if there are changes or deviations in the scope there is likely to be an impact on the budget.

Mr. Rosen asked if the $1.6 billion was for new work or for work that already has been completed.

Ms. Zurack stated that there is a small amount included in that allocation for work that has been done particularly at Coney Island
and Bellevue hospitals whereby some of the permanent repair work was done. However, there is another amount pending for
work that was done that will probably balance out. In other words, there is another grant for emergency preparedness and
restoration that the claims process is yet to be completed. In doing the restorations there was some permanent work done.
Therefore, some of the funding for that permanent work will be reimbursed through the $1.6 billion with the expectation of
getting more claims processed through the pending grant process relative to cash relief for another $200 million in addition to the
$1.6 billion that could increase to $1.8 hillion which is yet to be finalized by FEMA.

Cash Flow

Ms. Zurack reported that HHC was successful in getting CMS to approve the down payment on the UPL payments in which $287
million was received on November 5, 2014 with an additional $65.7 million expected by November 21, 2014. The cash on hand
(COH) was at 24 days which was higher than reported in the prior months. However, it is important to note that HHC is very
much dependent on additional supplemental Medicaid payments that are reflected in its cash flow and are scheduled for receipt in
December 2014 and January 2015. There is a $731 million in DSH payments that is needed by early January 2015 and with receipt
of those funds, HHC's cash flow will be in good standing through the end of the current FY 2015. There being no further
discussions, the reporting was concluded.

Dr. Raju extended thanks to Ms. Zurack, staff, and FEMA staff for the enormous amount of work that was done in addition to
reaching an agreement with CMS on the methodology for the UPL payments and for the City’s assistance in getting it done.

Key Indicators/Cash Receipts & Disbursements Reports

Ms. Zurack informed the Committee that as part the monthly reporting, the Key Indicators/Cash Receipts and Disbursements
reports were included in the package and in the essence of time those reports would be entered into the record.

Payor Mix Reports, Inpatient, Adult and Pediatrics

Ms. Zurack stated that last year as HHC prepared for the exchange as part of the Affordable Care Act (ACA) and how it would
affect HHC, there wasn’t sufficient data to measure HHC's performance; however, some data has been made available from NYS
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on how HHC has performed and with the second open enrollment period starting, November 15" it is important to keep track of
how HHC is doing. The payor mix data reflects the uninsured as well as Medicaid data that will provide some insight relative to
the impact of the ACA.

Ms. Krista Olson stated that the first quarter for the current FY 15 is the first report to show the impact of the ACA compared
to last year’s first quarter which was prior to the implementation date for the open enrollment period. The first quarter
particularly for inpatient was susceptible to changes in timing given the lag in processing Medicaid applications which can take
several months. Overall the percentage of Medicaid has increased from 59.4% to 60.9%. The process for applying for Medicaid
has changed significantly and by facility those changes have had a very different impact in that some have improved and some have
worsen. However, overall the share of Medicaid has increased and the uninsured has decreased from 9.2% to 7.9%. Some of the
change may be due to an increase in the processing of the Medicaid applications faster. Over time, HHC will be able to determine
how much of that decrease is attributable to a change in enrollment.

Ms. Youssouf asked where there has been decreases at the facilities was there a trend.

Ms. Zurack stated that there have been some problems relative to retroactive processing; therefore, it is anticipated that a
positive trend will result as those issues are resolved. There are some cases in the pipeline. It is not expected to deteriorate.
On the inpatient side the lag and processing issues are more prevalent.

Ms. Olson stated that the adult outpatient payor mix report showed a greater improvement in the share of Medicaid from 42.9%
to 45.4%, commercial from 7.4% to 8.5% uninsured down from 30% to 26.9%.

Ms. Zurack stated that the facilities are doing more outpatient applications and are being processed faster, in twenty minutes.

Ms. Olson stated that on the pediatrics side less dramatic changes have occurred. There was a slight improvement in Medicaid;
commercial decreased slightly and uninsured remained flat. This may be due to fewer eligibility changes for the pediatrics
population.

NYS EXCHANGE UPDATE

Ms. Zurack introduced Ms. Sara Rothstein of the NYS of Health who would be presenting to the Committee an update on the
Exchanges.

Ms. Rothstein stated that the reporting would cover how NYS ended last year; open enrollment; and where NYS is headed this
year. Open enrollment last year started October 1, 2014 through April 15, 2013 during that period NYS enrolled nearly 1 million
NYers over half were enrolled in Medicaid; 38% in QHP; and 7% in CHP. There was an even split between men and women who
enrolled; 63% of those who enrolled in the QHP were previously uninsured; 93% enrolled in Medicaid were insured and 87%
enrolled in CHP were uninsured. These were all very positive indicators in terms of reaching some of the uninsured population.
More than half of the enrollees came from NYC; 14% from Long Island and the balance from upstate. More than half of the
consumers who enrolled did it in person and 41% enrolled on line with no assistors; 11% with customer service. Lower income
individuals were more likely to use or required an in-person or assistor than people who had higher income or did not need or
qualify for financial assistance.

Mrs. Bolus asked if there were any issues relative to language barriers.

Ms. Rothstein stated that if there were it was not an issue. If there is a need for language other than English there are ways
individuals can get that assistance. The navigators who are funded by the State provide assistance in 48 different languages. A lot
of that language capacity is in NYC and people tend to speak the language of the communities that they serve. Assistance is
available through customer service center for translation or interpretation.

Ms. Zurack stated that at the Council hearing there were questions raised regarding the availability of material in the various
languages and when that material will be available to the consumers.

Ms. Rothstein state that the first priority last year was to get the website up and working and that Spanish was important and the
website for that language is launching and other language will be added; however it is too soon to know when it will all be
completed and available. There is a commitment to get things done as soon as possible. There are some complicated issues
relative to IT in the translation and the manual coding of each page to commit to a completion time frame. The marketing
materials are being expanded in other language this year.

Ms. Youssouf asked if the languages were being tracked that would identify the most in demand.

Ms. Rothstein stated that the tracking is done at the customer service center. The breakdown of those languages although the
actual data is not readily available is Spanish, Haitian Creole, Mandarin, Cantonese, Russian, Polish and English.
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Ms. Zurack stated that given that the process is evolving it is important that all of HHC staff and the CBOs work together.

Ms. Youssouf added that it is important to keep track of those languages given the constant changes.

Ms. Rothstein stated that the language request through the customer service center is tracked and getting the website up and
running in the various languages is a very complex process that requires extensive lead time. Any demand for a new language
cannot be accomplished immediately; however, the customer service center is available to meet that demand.

Ms. Rothstein stated that the age of the enrollees, 3% under 18 will go into CHP plans; one third between the ages of 18-34; 18%
between 35 — 44; and 45 — 48 or older three fourths qualified for a QHP financial assistance. There were sixteen insurers in the
marketplace and a good distribution of enrollment across those insurers. The enrollment included in the various plans included
more than half in silver plans including cost saving reductions; 13% in platinum; 10% gold and 19% bronze; and 2% catastrophic
plans.

Mr. Rosen asked if the silver was the most popular. Ms. Rothstein stated that it was the choice for those individuals who chose
cost sharing reductions. The in-person assistance and the assistors at HHC enrolled more than 26,000 individuals. Reports were
distributed on statewide data in June 2014 for each county of the state that included uninsured data, enrollment, gender, age, self-
reported ethnicity, language, plan etc. The data has been expanded to include zip codes level up to 10 zip codes in the search
data. NYS is preparing for 2015 and on Saturday November 15, 2014 the open enrollment period starts. NYS has two goals for
this year. First to keep the enrollees who signed up last year; and the second is to enroll more people. An automatic renewal
process is currently being undertaken for the first time that NY in any of its program has done an automatic renewal process.
The goal is to have as many people as possible to automatically renew their eligibility to provide their plan enroliment so that they
do not need to do anything to stay ensured. If the consumer want to change their plan, the goal is to reduce the burden on the
consumer as much as possible. For consumers in household for some of the QHP and for commercial insurances, renewal letters
have been sent out over the past few weeks and by Friday, November 14, 2014 notification will be sent out on whether they are
automatically renewed in their health plan or whether there would be a need for them to come and update their application in
order to have coverage for next year. For consumers that only have public coverage in their household, only Medicaid or CHP
that is happening on a roll-in basis and none will lose coverage before their renewal unless there is a change in the application.

Mr. Rosen asked if there is no change the individuals can stay in their current plan. Ms. Rothstein stated that is the goal and if that
is the case a letter will be sent stating that the coverage has been successfully renewed. On the website there is video detailing
information on how to renew coverage. There is a lot of material that is being review to make it consumer friendly. There has
been a revamping of the marketing efforts through a variety of different ways. There are a number of consumer tools; a video on
how to choose a health plan in an effort to address some of the issues raised by the consumers. A more robust comparison plan
tool has been added that will allow consumers the ability to understand the difference between plans and contrasts the difference.
The premium calculations will be available. There are theme campaigns, presentations, and tear off cards available for use by the
consumers as part of the improvements to the website and for the users. Key date open enrollment sign-up by February 15, 2015
and applications are processed faster.

Ms. Youssouf asked what the expectations for enrollment this year are.

Ms. Rothstein stated that when the marketplace was established the expectation of the enroliment based on the full
implementation over the three year period included an estimate that 615,000 would sign-up for QHPs. In the first year 370,000
signed up; however, it is yet to be determine whether there will be a repeat of that number this year or of the 615,000 the
majority signup in the first year and a much lower rate in the second year would be expected. There are arguments that could be
made both ways. The estimate is that by the end of the three years, 615,-000 will be signed up.

Ms. Zurack stated that there is some concern about Medicaid relative to the renewal process and how it will work for Medicaid.

Ms. Rothstein stated that it will work the same. An effort will be made to automatically renew eligibility determination and health
plan enrollment. Whether it is automatic or not will depend on a number of factors such as the information originally submitted
in the application against the federal data. There could be a greater share of people in Medicaid than in QHPs. However, every
effort is being made to make the process automatic.

Ms. Zurack stated that would be an improvement. Another concern is whether the estimated income when applying for QHP
premium subsidy is adjusted after individuals files their tax returns.

Ms. Rothstein stated that when individual come to the marketplace and request financial assistance an estimate of income for the
year is used and the federal government determines the tax credit based on that income estimate. For the 2014 year the 8962
form is completed as a reconciliation of income. Outreach to consumers is being done to assist in that process.

Ms. Zurack asked if individuals will be notified before April 15, 2015. Ms. Rothstein stated that it will depend on when the
individual files their taxes next year. The forms are sent to the consumer by January 31%. Ms. Zurack added that might be an
important milestone and the assistors might be challenged and may require some training in that area.
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Ms. Rothstein stated that NYS is creating that level of expertise. Federal funds were received for consumer assistance to assist
with the tax credit reconciliation and the completion of the tax form. Tax preparers were included in the distribution of that
information. The message is that NYS is trying to keep people covered.

Committee member HRA Commissioner Steve Banks asked if there is a capacity concern if the 615,000 expected enrollees
increase.

Ms. Rothstein stated that from a system’s perspective if the volume should increase it can be accommodated; however, from a
provider perspective she was not in a position to comment.

Dr. Raju asked whether the discussions with the consumers regarding the increase is done with and without the subsidy given that
it could help in choosing the right plan given that the plans could increase but the subsidy could increase as well.

Ms. Rothstein stated that the exact wording for the renewal letter would need to be reviewed in terms of how that particular
language would be incorporated given that the amount of the tax credit could vary and change.

Ms. Zurack stated that last year MetroPlus was the lowest plan and being able to compare plans and to decide whether to stay
with the current plan or switch to another plan is an important factor for consumers. In light of that, what can HHC do at the
local level with the CBOs to prepare in the event the numbers do increase.

Ms. Rothstein stated that the best effort would be to reach out to the community and have the assistors be the face of the
community to provide a personal message in helping to sign up, to enroll and to understand how insurances work and what works
in the communities.

Ms. Zurack stated that HHC will continue to work closely with the State to ensure that the goals for the enrollment are
successful.

Medical & Professional Affairs / Information Technology Committee
November 6, 2014 — As reported by Dr. Vincent Calamia

Chief Medical Officer Report
Ross Wilson MD, Senior Vice President/Corporate Chief Medical Officer, reported on the following initiatives.

HHC Accountable Care Organization

HHC ACO Inc. held a meeting of its Board of Directors on Nov 3 to discuss changes in Board membership and the distribution of
savings that were achieved in the MSSP (Medicare Shared Savings Program). The ACO achieved high quality scores (74th
percentile nationally) and ~7% reduction in cost to Medicare. This resulted in 50% of ~$7m being distributed from CMS to the
ACO, and 50% of that 50% being distributed to the “participants”. CMS envisages that this is used as a financial incentive to the
primary care physicians who provide care to the beneficiaries attributed to our ACO. The resolutions from the Board meeting
relating to Board membership will be brought forward to the HHC Board of Directors meeting.

The ACO is beginning its preparations for the next annual quality reporting process, which will include IT exports from the data
warehouse, manual chart review supported by the Quality Management teams, and a patient satisfaction survey administered by
Press Ganey. This is reporting for the second performance year and the final year of our current three year agreement with CMS.

Ebola Preparedness

HHC continues to maintain preparedness for assessing and screening any patient at risk for Ebola at our 11 Emergency
Departments and at our ambulatory clinics. This is being done with continued systematic training in the use of PPE (Personal
Protective Equipment), as well as development and sharing of standard protocols and procedures for many aspects of the
necessary care. NYS DOH will be soon commencing surveys on the Commissioner’s order for many of these elements.

In addition, the staff at Bellevue continues to provide care for the first Ebola patient in NYC. He continues to make good
progress, with strong nursing, physician, lab and waste management leadership contributing to this progress. Hospital staff directly
involved in the patient’s care will be actively monitored by the DOHMH for 21 days after their last involvement.

DSRIP
Continued activity at an extremely rapid pace is occurring in preparation for the HHC DSRIP application due in December.

Guidance for the NYS DOH continues to be modified as all parties get more familiar with this highly complex undertaking. There
is an information item later in this meeting where Board members questions can be answered.
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Human Subject Research Protections Program Policies and Procedures

HHC’s Human Subject Research Program Operating Procedure is discussed as an action item later in this meeting, and provides
comprehensive information and guidance about the organization and focus of the Human Subject Research Protection Program at
HHC.

This Program will facilitate excellence in human research at HHC while protecting research participants’ rights and safety, and
ensuring a regulatory and legally compliant environment for the conduct of ethical research. The following is an outline of the
significant issues (authority, role and procedures) covered by the Operating Procedure:

Commencement of Research at HHC

The Policies and Procedures set forth the requirements that a researcher must address prior to the commencement of research.
The requirements include the criteria for eligibility, research involving vulnerable populations; protections for human subjects and
researchers, such as valid informed consent and certificates of confidentiality; the process to determine the adequacy and
feasibility of resources to support the research; and protecting HHC's interests in any publications or inventions resulting from
research conducted at HHC.

Investigational Drugs, Devices and Biological Materials

The Policies and Procedures addresses various issues with respect to investigational drugs, devices and biological materials used in
research. It sets forth requirements under law and HHC policy for the use of an investigational drug or device in research,
including the storage, handling and dispensing of investigational drugs and biologics, as well as contractual requirements for the
transfer of such materials into and out of HHC, the use of anatomical gifts, and the disclosure of genetic information obtained
through genetic testing.

Misconduct, Unanticipated Events and Noncompliance

The Policies and Procedures outlines processes to address conduct that departs from a research protocol or unexpected events
during a research project.

Research Records, Reimbursement, Costs and Reporting

The Policies and Procedures set forth the requirements under law, regulation and HHC policy with respect to various
recordkeeping and financial aspects of research, emergency medical treatment and financial support provided to human research
subjects who sustain research related injuries as a direct result of research participation; the process by which approval is
obtained for costs incurred by HHC in connection with research involving an affiliate grantee and the means by which HHC can
obtain reimbursement for those costs; billing and reconciliation processes for clinical research services provided to patients
enrolled in studies.

MetroPlus Health Plan, Inc.
Arnold Saperstein, MD Executive Director, MetroPlus Health Plan Inc. Presented to the Committee. Dr. Saperstein informed the

Committee that the total plan enrollment as of October 1, 2014 was 467,823. Breakdown of plan enrollment by line of business is
as follows:

Medicaid 389,919
Child Health Plus 12,047
Family Health Plus 9,419
MetroPlus Gold 3,349
Partnership in Care (HIV/SNP) 5,034
Medicare 8,395
MLTC 720
QHP 38,241
SHOP 699

Attached are reports of members disenrolled from MetroPlus due to transfer to other health plans, as well as a report of new
members transferred to MetroPlus from other plans. As FHP membership is rolling into Medicaid, we will continue to see
increases in the latter. However, the Medicaid membership increase experienced in the month of October was greater than the
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transfer (rollover) from FHP. We have also seen a loss of Exchange membership due to non-payment from members who have
passed their one- or three-month grace period (based on their financial status).

The first item of importance that | would like to bring to this Committee’s attention is Sovaldi; namely the cost associated with
this Hep C medication. In the first six months of 2014, we have spent $30M on Sovaldi for only 10% of the member population
with a Hep C diagnosis code. We anticipate our spending on this drug to reach approximately $70M for this calendar year. This
presents a significant financial impact not only on MetroPlus, but also on the HHC risk balance. Since NYS has unsuccessfully
attempted to firm up the clinical guidelines for coverage of Sovaldi, MetroPlus is therefore abiding by the guidelines CVS CareMark
(our Pharmacy vendor) has put in place.

In our effort to increase membership (by enrolling new members as well as maximizing existing member retention) we are
implementing several marketing and communication campaigns, via both internal and external activities, that will help us reach our
goals. In addition, based on feedback we received throughout the year from our members, being able to offer an interactive web
portal that will allow our members to access their accounts online, print their IDs, view their claims, etc is of critical importance
in achieving member satisfaction. MIS is actively working on finalizing this portal so it can go live by November 1, 2014.

MetroPlus is developing aggressive marketing strategies to promote FIDA. This line of business is scheduled to go live on January
1, 2015. We are waiting for the State to provide us with the necessary materials for its implementation (ID card and Member
Handbook templates). The Compliance Department and Regulatory Affairs are reviewing this line of business and will be
conducting targeting reviews of key risk areas related to this product.

The State has revised the regulation of having Provider Directories printed and mailed to our Exchange and Medicaid members.
We are now permitted to provide the Directory in alternate methods. Our Communications and Regulatory Affairs teams are
working together to decide on alternate formats and how this is to be communicated to our members.

MetroPlus hosted an audit by the Federal Department of Health and Human Services, Centers for Medicare & Medicaid Services
(CMS) on October 9, 2014. MetroPlus was one of four Managed Care Plans selected for review which was focused on New
York’s Medicaid program integrity procedures and processes. The focus of this CMS review was centered on three particular
Medicaid program areas — federal Affordable Care Act provisions related to provider enrollment and screening, state managed
care oversight, and managed care entities (MCEs). The Bureau of Quality Assurance (BQA), within the OMIG, was responsible for
coordinating all responses to CMS.

In preparation for this audit MetroPlus’ Compliance Department coordinated the corporate response and gathered all the data
necessary for the CMS audit team. Areas affected and under review were the Special Investigations Unit (SIU), Provider
Credentialing & Provider Contracting units. The review was composed of an offsite desk audit as well as a one day review onsite.
The timeframe of the review was the last 4 fiscal years. Overall, the audit went well and there were no issues raised during the
process by the CMS auditors. There will be additional information requested by CMS and this will be communicated to MetroPlus
by the local Office of Medicaid Inspector General. We anticipate this information request to come to MetroPlus within the next
two weeks.

We have also been working closely with our providers, educating them on our new Pay-for-Performance (P4P) program. This
program is a payment model that rewards providers and facilities for meeting targeted performance measures for the delivery of
quality and efficient health services. The goal of this program is to improve the health of our members. Providers with a panel size
of more than 200 MetroPlus members are eligible for the P4P program. Currently, P4P eligibility is limited to our Medicaid, CHP,
FHP, and HIV SNP participating providers.

| would like to conclude my report by thanking and congratulating the MetroPlus Communications team for their innovative work
that led to MetroPlus’ award-winning performance in the 2014 American Health and Wellness Design Awards. The awards
program honors the importance of design in communication the value of health and wellness, and the organizations, people,
products, and services that foster better health. From roughly 1,000 entries to the annual competition, just a handful of designs
were selected as winners — including the MetroPlus “How Do | Enroll?” and the MetroPlus Marketplace Individual and Small
Business Tax Credit projects. Other winning organizations whose designs were recognized include the American Heart
Association, Columbia University Medical Center, NSLIJ, and Kaiser Permanente.

Chief Information Officer Report
Bert Robles, Senior Vice President, Information Systems provided the Committee with the following updates:

Bert Robles (2) new important initiatives that will be launched this year: e-Prescribing and Meaningful Use (MU) for Eligible
Professionals Stage 1. These projects are interrelated as e-prescribing is a core MU requirement this year. According to data
received from the Credentialing Office, it was determined that HHC has ~7000 prescribers made up of physicians and allied
health professionals (i.e., Physician Assistants, Nurse Practitioners and Certified Mid-Wives) and 3800 eligible professionals
(Source: Unity Physician Master List).
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e-Prescribing:

Every prescriber in the twenty-one (21) HHC facilities must e-prescribe by March 2015. New York State passed legislation
designed to more effectively curtail forged and counterfeit prescriptions, track patterns of potential prescription misuse and
improve patient safety. The Internet System for Tracking Over-Prescribing (I-STOP) law mandates that effective March 27, 2015,
all prescriptions issued in New York State are done electronically. The e-prescription (eRx) function will be performed through
QuadraMed. QuadraMed has partnered with DrFirst which will provide HHC’s e-prescribing solution. DrFirst is an industry
recognized eRx solution that currently integrates with over 290 EMR/EHR vendors in the US. The configuration is underway
enterprise-wide with Kings County Hospital as the pilot site. Additionally, an e-Rx Steering Committee was established to ensure
timely delivery of the project plan. This committee, chaired by Dr. Machelle Allen, is responsible for making recommendations
regarding electronic prescription, policies, workflow, implementation and communication plans. This process will be developed to
support QCPR as well as to ensure alignment with EPIC/ICIS future operational management. Various work groups were also
formed for coordinating or executing all activities regarding the e-prescribing solution. Names of subject matter experts of these
work groups were provided by the Medical Directors. There is also active collaboration with Medical Staff Credentialing and GME
offices in identifying and validating all prescribers enterprise-wide as identity proofing is crucial for controlled substances. Due to
time constraints, the implementation will be fast tracked with facilities going live simultaneously. Training will include classroom
didactic, demos, webinars, grand rounds, computerized based training (CBT) with onsite support by super users. In order to
achieve this deadline throughout the Corporation, we will need the commitment from the facilities that their physicians and allied
health professionals will attend this training. A major disruption to hospital operations will result if participation is not mandated.

Meaningful Use (MU) for Eligible Professionals (EP):

With regards to MU, Eligible Hospitals Stage 2 began its second year on October 1st. In 2015, the Eligible Professionals (EP)
Stage 1program will be introduced for the first time to outpatient providers.

Who Can Participate:

The following are considered “eligible professionals” who can participate in the MU Incentive Program:

Physicians (primarily doctors of medicine and doctors of osteopathy), Nurse Practitioners, Certified Nurse-Midwives, Dentists and
Physician Assistants (who provide services in a Federally Qualified Health Center (FQHC) or Rural Health Clinic(RHC) that is led
by a physician assistant.)

Guidelines for Participation:

To qualify for participation in the MU Incentive Program, an EP must meet a minimum 30% Medicaid patient volume. For
pediatricians to be eligible to attest, they must meet a minimum 20% Medicaid patient volume. Physician Assistants practicing in an
FQHC or RHC must have a minimum 30% patient volume to be eligible to attest.

Please note - EPs who work in a hospital in-patient or emergency room setting cannot participate in the program.

For the first year under the MU guidelines, HHC can receive a portion of MU dollars under the adopting, implementing or
upgrading (AlU) parameters. For the first payment in 2015, each Medicaid EP who meets the 19 objectives qualifies to receive
$21,250. If they continue to meet these 19 objectives for each of next five (5) years, an additional payment of $8,500/year will be
given for a total of $63,750 per EP. Based on preliminary assessment, we have identified 3800 providers of whom 2400 are
already enrolled with Medicaid. For the remaining 1400 providers, the next step would be to enroll them in Medicaid. We plan to
complete and submit the requirements for AlU submission by February 2015.

We also plan to demonstrate MU Stage 1 in 2015 since QuadraMed is scheduled to deliver its certified version (v6.1) by mid-
January. Both initiatives are large scale with high impact to HHC stakeholders.

Action Item:

Authorizing the President of the New York City Health and Hospitals Corporation to implement the attached Operating Procedure 180-9
entitled "HHC's Human Subject Research Program Policies and Procedures.”

The resolution was approved by the Committee for consideration by the full Board.

Information Items:

Lauren Johnston, Senior Assistant Vice President of Patient Centered Care presented on Patient Satisfaction.

The topics were Patient Experience Data Review, Inpatient HCAHPS and Outpatient Medical Practice. 2015 Innovations: Real-

Time Feedback with Point of Care Surveying, Patient Experience Consulting w/ Press Ganey, Queens Hospital Center Cultural &
Communication Training and Compassionate Connected Care.
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Christina Jenkins, MD Senior Assistant Vice President of Quality Performance and Innovation presented on DSRIP. Covered the
following items: HHC DSRIP Overview, PPS Update: Configuration, Projects, and Partners Governance and Funds Flow.

Strateqic Planning Committee — November 12, 2014
As reported by Josephine Bolus, RN

Senior Vice President Remarks
FEDERAL UPDATE

Ms. Brown began her report by stating that, in Washington D.C., the Republicans had gained a majority in the U.S. Senate with
several seats still undecided. Senator Mitch McConnell (R-KY) is so far unopposed to be Majority Leader in January. She added
that the lame duck session, which was scheduled to begin today (November 12, 2014), must resolve several issues including
funding federal agencies and programs into next year, as well as the appropriation of the Administration's $6 billion request for
supplemental funding to address the international and domestic Ebola crisis.

Ebola Preparedness

Ms. Brown reported that, to support domestic Ebola preparedness efforts by state and local governments and hospitals, the
Administration had proposed several initiatives including:

1. Using the Public Health Emergency Preparedness Program, the Centers for Disease Control (CDC) would get $1.8
billion, of which $7.13 million would come to New York to support accelerated planning and operational readiness for
Ebola Virus Disease (EVD) preparedness and response within state and local public health systems including post arrival
monitoring. The CDC proposes to fund the current 62 Public Health Emergency Preparedness (PHEP) awardees in the
US through formula funding, including, but not limited to, funding distributed through the PHEP grant for:

e Preparedness planning for state and local EVD response

Conducting exercises and improvement plans

Assuring state/local compliance with active monitoring and direct active monitoring activities

Development of training courses, materials, videos

Assuring compliance with CDC infection control guidance

Assuring responder safety and health

Development of risk communication messages and public information

Coordination with the Ebola Treatment Centers

2. The U.S. Department of Health and Human Services (HHS), excluding the CDC, would also receive $318 million of
which, $2.5 million would be distributed to New York State, for direct support to no less than one Ebola treatment
center in the state. An additional $4.89 million would be distributed to Hospital Preparedness Program (HPP) awardees
in New York State.

3. Nationally, Ebola Treatment Centers would be established with no less than 55 well-equipped, highly-trained hospitals
where patients can be transferred from Ebola screening centers in order to obtain definitive care.

4. A contingency fund of $1.5 billion would be created "to ensure that there are resources available to meet the evolving
nature of the epidemic." This fund would be split equally between HHS, which includes CDC, and USAID.

Ms. Brown reported that the current thinking was that the lame duck session would adjourn on December 12, 2014; one day after
the current Continuing Resolution to fund the federal government is set to expire.

Ms. Brown stated that, if the President were to issue an Executive Order regarding Immigration policy, it would be done during
the window between Congressional adjournment and the New Year. She added that, when the new Congress is convened in
January, it would face the March 31st deadline for fixing the perennial Medicare physician reimbursement cut under the Sustainable
Growth Rate formula as well as potential breach of the debt ceiling around the same time. There is the ever-present danger of
GME, IME and other hospital programs being cut to pay for other spending. There is also a danger of a Republican Congress
undertaking "entitlement reform” also known as block granting Medicaid or funding Medicaid on a per capita basis, or privatizing
Medicare through a voucher system so that beneficiaries must buy their health insurance in the market place.

Ms. Brown reported that there were some promises being made by the new Republican leadership about making changes in some
of the aspects of Obama Care. She commented however, that it was to be seen how successful that would be.
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STATE UPDATE
Governor Cuomo Outlines Vision for Second Term

Ms. Brown reported that, on October 23, 2014, Governor Cuomo released, “Moving the New New York Forward,” which is a
259-page document that highlighted the accomplishments of his first term that laid out an agenda for his second term.

Ms. Brown noted that Governor Cuomo devoted four pages to outline his successes in the area of healthcare, which included the
approval of the Medicaid Redesign Team (MRT) Waiver, the implementation of the new Health Insurance Exchange, increasing
recoveries for services inappropriately billed to Medicaid, legalizing Medical Marijuana, implementing initiatives to combat opioid
abuse, increasing investments in Supportive Housing, the establishment of a Statewide Health Information Network (SHIN-NY),
and the development of a plan to end the AIDS epidemic.

The document included only one new initiative, which was the State Health Innovation Plan (SHIP). The Plan, which the Governor
describes as a “five-year strategic blueprint,” is designed to “align the entire health care system, including private insurance, to
further improve quality, keep costs low, and improve the health of all New Yorkers.” Specifically, the Plan would focus on the
following:
e Improving coordination and integration of care
e Improving transparency to allow patients and providers access to information they need to make informed healthcare
decisions
e Transforming healthcare payment systems from models that are based on volume to models that pay based on value
(defined as efficiently provided care with the best possible outcomes)
e Developing a healthcare continuum that links physicians and community-based resources

Ms. Brown reported that the State recently applied for a $100 million federal State Innovation Model (SIM) grant to implement
that plan. In the grant application, the state indicates that the plan is expected to generate $4.4 billion in savings, of which $2.2
billion would be reinvested in the healthcare system. Ms. Brown added that, under their payment reform vehicle, the viewpoint of
state Medicaid, the Health Department and Mental Health was that all the efforts including DSRIP and managed behavioral health
would all come together under SHIP.

Republicans Take Back Majority in New York State Senate

Ms. Brown reported that, in a turn of events few had expected, voters elected a clear majority of Republicans in the New York
State Senate. She informed the Committee that for the past two years, the Senate had been controlled by a coalition of
Republicans and the Independent Democratic Conference (IDC), a group of five Democrats led by Bronx Senator Jeff Klein. Going
into Election Day, there was a great deal of speculation about which party the IDC would align. However, the Republicans held
onto all 29 seats that they had previously occupied and picked up an additional three seats Upstate. This gives them a 32-vote
majority in the 62 member Senate. In addition, Democrat Simcha Felder of Brooklyn is expected to continue to caucus with the
Republicans.

CITY UPDATE
City Council Considers Ways to Boost Enrollment under ACA

Ms. Brown reported that last month, the City Council Health Committee heard testimony from City agencies and scores of
community-based organizations on ways to increase enrollment during the second year of open enrollment under the Affordable
Care Act. She informed the Committee that Marlene Zurack, HHC's Chief Financial Officer and Senior Vice President, had
described HHC's efforts to prepare for open enrollment and some of the challenges HHC faced. Mrs. Zurack was joined by
colleagues from the New York City Human Resources Administration and the Department of Health and Mental Hygiene who
testified on broader City efforts to boost enrollment and increase awareness in underserved communities. Many panelists and
Council Members agreed that more outreach to immigrant communities was needed in New York City. Ms. Brown added that
there was also consensus that the State needed to broaden their efforts to translate the New York State of Health website and
relevant materials into multiple languages and expand partnerships with community-based organizations that have grass-roots level
relationships in their communities. She added that HHC was looking forward to work with the Council and others to develop
these initiatives.

Information Item:

DSRIP Community Needs Assessment Review and Preliminary Findings
Dona Green, Senior Assistant Vice President, Corporate Planning/HIV Services

Ms. Green began her presentation by providing an outline of her presentation, which is described below:
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Purpose of Community Needs Assessment (CNA)
Methodology and Data Sources

DSRIP Guidelines and Valuation

Key Findings in Select Queens Neighborhoods

Ms. Green described the purpose of the DSRIP CNA as the following:
e The DSRIP CNA builds on the recently completed health assessments tied to the New York State Prevention Agenda
e In order to choose the most effective projects, the Performing Provider Systems (PPSs) must understand the broad
health status and health care system in the geographic region in which they are functioning
e The CNA forms the basis and justification for system transformation, clinical improvement and population health
improvement

Ms. Green stated that the CNA provided information on:

e Whom aren’t we reaching?
What is the scale of concern with special populations?
What are the big problems we have missed in the past?
What aren’t we doing that patients want/need?
Where are the service gaps?
Where are we over-resourced?

Ms. Green explained that the CNA is a compilation of primary and secondary research. The primary research in the form of
interviews, focus groups and surveys and using specific statistical methods and tools to collect analyze and interpret this
information. The secondary research also entailed the collection, analysis, manipulation and interpretation of existing data sets,
published articles and studies. All of this research is used to fill in some knowledge gaps. For instance, providers usually know
who they are services, but through primary and secondary research, providers can begin to apply some discipline to identifying
these gaps in knowledge — all for the purpose of assisting the PPS in its project selection by identifying population health concerns
and gaps. Ms. Green added that, our job and that of our consultant collaborators was to apply some disciplined concentration to
the problem of finding/acquiring the knowledge that was heretofore untapped about the population, the majority of whom will be
potential patients in a PPS targeted ecosystem — whether they be direct patients of the PPS or of a clinical partner that will share
resources with the PPS to improve the health in a targeted health care ecosystem.
Ms. Green reported that the HHC PPS would prioritize its efforts in neighborhoods that had high Medicaid and /or uninsured
populations, and where the PPS would have a sufficient range of services and resources to improve population health. HHC PPS’
service areas include:

e Queens: All neighborhoods excluding the Rockaways and Eastern Queens, and including East New York in Brooklyn

e Manhattan: North of 90th St, extending into the South Bronx (due to the fluidity of patients between the two boroughs);

and south of West 58th Street and East 40th Street
e Bronx: All neighborhoods
e  Brooklyn: All neighborhoods

Ms. Green reported that the CNAs were conducted in collaboration with other PPSs. The CNA partners are the following:
e For Brooklyn
0 AW Medical, Lutheran HealthCare, Maimonides Medical Center, SUNY Downstate Medical Center
e For Queens
0 Medisys Health Network
e For the Bronx
o0 AW Medical, SBH Health System/Bronx Partners for Healthy Communities

Ms. Green stated that support to conduct the CNAs was provided by the New York Academy of Medicine (NYAM) and Tripp
Umbach. These organizations provided support in the following manner:
e The New York Academy of Medicine (NYAM)
0 In the boroughs of the Bronx and Brooklyn, NYAM collected and analyzed all primary and secondary data and
produced first draft of the reports
o In the borough of Queens, NYAM collected and analyzed primary data

e  Tripp Umbach
o In Manhattan, Tripp Umbach conducted focus groups and performed analysis of primary data

Ms. Green described the CNA's primary data collection process. She stated that, to collect primary data, NYAM and Tripp
Umbach partnered with community-based and local organizations. Primary data collection included focus groups, key informant
interviews, and a resident survey. Specific activities included the following:



XVi

20 focus groups were conducted per borough

10-15 key informant interviews were conducted per borough

600 to 1,000 resident surveys were completed per borough

Respondents (18 and older) were identified and recruited by local organizations and through street outreach
Offered in multiple languages (including Spanish, French, Arabic, Bangla, Chinese, Haitian Creole, and Polish)

O O0O0OO0O0o

Ms. Green shared with the Committee the list of community-based organizations that participated in the CAN process. She
noted that some had conducted both focus groups and resident surveys, while others had only conducted resident surveys. Ms.
Green also shared with the Committee a list of institutions/organizations that provided key informant interviews.

Mr. Steven Fass, Senior Director, Corporate Planning Services, described the CNAs’' secondary data collection process, which
included the following:

e Demographics and Population Health Status
0 Examples of data sources:

e US Census American Community Survey
e NYC DOHMH Community Health Survey and EPIQUERY
e Behavioral Risk Factor Surveillance Survey
¢ NYS Prevention Agenda 2013-2017 Tracking Indicators
e NYC/NYS Vital Statistics
e NYS Perinatal Database
¢ NYU Furman Center Data on Housing

Ms. Fass added that, in addition to the datasets that have been used in the past, in support of DSRIP, the State had made available a
great deal of summarized information regarding the utilization of Medicaid beneficiaries, and the providers that bill Medicaid.
Some of the healthcare and community resources data were gathered from sources including:

¢ NYC Department of City Planning

e Greater New York Hospital Association (GNYHA) Health Information Tool for Empowerment (HITE SITE)

e NYS Department of Health

* NYS Office of Mental Health

e NYS Department of Education

¢ NYS Department of Corrections (via Justiceatlas.com and Gothamist)

e Center for Health Workforce Studies

¢ National Alliance on Mental lliness (NAMI)

Mr. Fass described the DSRIP CNA scoring process. He stated that the DSRIP PPS Organizational Application included the

following criteria, with each criterion being assigned a score and all criteria collectively summing to 100%. These criteria included:
e Completion of CNA (i.e., quality, citations, etc.)

Health provider infrastructure (e.g., number and types of providers, assessment of capacity, service area

Community resources supporting the PPS (e.g., number and types of resources

Community demographics (e.g., age, income, disability education)

Community population health and identified health challenges (e.g., health risk factors such as smoking, causes of

hospitalization, and disease prevalence)

e Healthcare provider and community resources identified gaps (e.g., description of the PPS’' capacity compared to
community needs)

e Stakeholder and community engagement (e.g., description of public engagement strategies, focus groups, and consumer
interviews)

e Summary of CNA findings (requires completing a chart provided by the State to summarize the community needs
identified that the PPS will address in its DSRIP programs and projects)

Mr. Fass described the DSRIP CNA guidelines and requirements. He informed the Committee that the State was very precise in
what it expected to see. With the knowledge that the CNA would be scored, HHC and its partners followedd the guidelines very
carefully and interpreted every suggestion as a requirement. He stated that there were five main sections to the report, which
included:

1. Exhaustive inventory of health resources and community programs available to Medicaid beneficiaries and uninsured
individuals
Community demographics, especially as it may affect effective delivery of care
Current health status of the community using official criteria
Identification of additional health challenges, such as behavioral and environmental risk factors
Comparison of existing community resources and health related needs, factoring in additional health service
challenges

abrwn
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Mr. Fass informed the Committee that, due to its size, it would not be possible to present findings from the entire report because
the full CNA report covered all of NYC except for Staten Island, all DSRIP disease priority areas, all DSRIP provider priority
areas, and in great detail. To keep the presentation manageable in size, Mr. Fass stated that he would be presenting the highlights
of the findings for three neighborhoods in Queens including Jamaica, Southwest Queens, and West Queens. He added that his
presentation would focus on just two DSRIP priority areas, which are Behavioral Health/Mental Health and Asthma.

Mr. Fass first explained how the data were organized on the presentation slide focused on demographics (presentation slide #18).
He stated that the columns of his presentation slides from left to right provided data for NYC, the Borough of Queens, Jamaica,
Southwest Queens, and West Queens. Going down the rows in almost every category, it showed that West Queens stood out
compared to the other areas with:

e 51% Medicaid beneficiaries
27% uninsured residents
61% foreign born residents
30% of adults having less than a high school education

He added that these were some of the factors that providers needed to take into consideration in order to determine how to
improve population health, how best to deliver health care, and which community services are needed.

He reported that the following three presentation slides/charts described the health of the population, which included:
e All Medicaid beneficiaries
e Medicaid beneficiaries with a behavioral health diagnosis
e Medicaid beneficiaries with an Asthma diagnosis

He stated that these slides were organized in a similar manner as the demographic slide with the exception that a column was
added to include all of New York State as a comparison. He added that the rows showed three health indicators that will be
analyzed throughout the duration of DSRIP, because not only do they describe population heath, these indicators will be reported
to the state on a quarterly basis. The trend of these indicators show the state whether the HHC DSRIP projects are being
successful, which will determine future payments, which are based on the success of the selected projects. Mr. Fass explained
that were other indicators that the State would use, but these are especially important.

The three indicators all reflect inappropriate care that would result when there is insufficient access to primary care, and patient
management. They include:

e Potentially avoidable ED visits

e Potentially avoidable admissions

e Potentially avoidable re-admissions

Mr. Fass reported that all three Queens neighborhoods were performing well compared to the City and the State; and that going
forward, it was expected that there improvements in the current performance of these neighborhoods would continue.

Mr. Fass reported on the findings of the population health with a behavioral diagnosis. He explained that the percent of Medicaid
beneficiaries diagnosed with mental illness on the top row of the presentation slide (slide #20) was one indicator of how much
need there is for Mental Health services in these Queens neighborhoods. The percent of Medicaid beneficiaries with a mental
illness diagnosis is 17% statewide, nearly 20% citywide, compared to 11.5% in West Queens. The state will use other indicators
to evaluate success of Behavioral Health related projects. These indicators will include:
e Percent of adults with major depression and treated with medication who remained on medication for greater
than 12 weeks
e Percent of adults with schizophrenia and diabetes who diabetes was tested
e Percent (%) age 6+ with mental health disorder hospitalization who had outpatient visit within 30 days of
discharge

Mr. Fass reported that, the three Queens neighborhoods were performing well compared to the city and the state for the most
part with regard to these indicators.

Mr. Fass reported on the health of the population with regard to Asthma. He stated that the prevalence of Asthma was higher
statewide than in Queens, and was more than one third greater than in West Queens. He added that, for the state designated
indicators of population health, which focused on potentially inappropriate ED and inpatient care, the three Queens
neighborhoods outperformed the statewide average.
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Mr. Fass reported on some of the health service challenges for these neighborhoods. He added that these factors were identified
by residents and experts in interviews and focus groups as affecting affect population health and that successful population health
projects would need to take these challenges into account. These health services challenges for the target Queens neighborhoods
include the following:

o Difficulties meeting basic needs (e.g., housing, food) which leads to extended work hours and emotional stresses

e Work, children and education tend to be prioritized over health
Lack of sufficient information on health and health services
Minimal knowledge, interest, and engagement in prevention services
Stigmatization of behavioral health treatment among foreign born/new immigrants
Fear of medical bills, medical debt, and deportation

Mr. Fass reported on other health services challenges that were associated with health risk behaviors for NYC, Queens, Jamaica,
Southwest Queens and West Queens. He stated that these additional challenges included risky patient behavior. For example, an
indicator is the percent of the female population over age 40 that had a mammogram test within the past 2 years. For this
indicator, the state and city are both at 74%, but in West Queens, it is less, at 60% of the population.

Mr. Fass reported on the findings from the primary data that was collected concerning Behavioral Health. He reported that:
e  23% of survey respondents reported that mental health issues were a main concern in their community
e 17% of survey respondents report personally facing depression or anxiety
e Depression was cited as relatively common in older adults, with implications for physical health and disease self-
management
e CBO key informant reported that:
“...And also one of the issues on the physical side that is connected with isolation is poor nutrition. A person oftentimes when they're alone
has no incentive to cook or to eat. And we find that many of the [older adult] clients that [we see] are nutritionally compromised.”
e Emergency department staff reported that caring for patients with alcohol issues was difficult and put a strain on ED
resources
e Feedback from focus group:
“We see a pretty large group of patients with alcohol related issues. And so those patients are very regular here and very difficult, despite
trying to get interventions for them, whether it is psychiatric interventions or substance abuse interventions. It's extremely difficult to get them
connected and to get them to stay in any kind of program. Once we admit a patient with intoxication, we treat and release, they go back and
drink.”

Mr. Fass reported on the environmental health risks for NYC, Queens, Jamaica, Southwest Queens and West Queens. The
environmental factors include the incidence of homes with cockroaches, adults reporting second-hand smoke at home, homes
with leaks and households rating neighborhood structures as good or excellent. These are factors that affect those with Asthma.
The three Queens neighborhoods have lower asthma rates than the NYC average. Mr. Fass explained that there seems to be a
relationship with some of these risk factors, specifically:

e Homes with cockroaches are less in Queens

e Mold in the home is less are less in Queens

e Homes with leaks is less are less in Queens

e Households are in better condition in Queens

Mr. Fass commented that, while these factors were less of a concern in Queens, they are of higher concern in other boroughs.

Mr. Fass stated that, having outlined the Medicaid communities’ health care and related needs, the analysis is followed by a
comparison of current resources. This type of analysis is important to DSRIP project designers to identify questions for follow up
regarding possible gaps in coverage. He highlighted presentation slide #26, which showed the number of Medicaid beneficiaries
and uninsured in relation to the number of Safety Net physicians, which are those physician who serve a significant percent of
Medicaid patients. He stated that the table on the left showed the relationship by neighborhood, and the Queens map showed the
ratio by zip code. The CNA report includes similar looking tables and maps for each of the types of facilities and programs that
provide care to all populations identified by the DSRIP Guide in all 4 boroughs. The chart shows that NYC as a whole has more
physicians per 100,000 population than Queens, 331 vs. 168. It is known from other sources including government reports that all
boroughs in NYC have many neighborhoods with physician shortages. Does this mean Queens is even more under-resourced
than NYC? The answer is maybe, but not necessarily. From the surveys, it was discovered that mental health services is a greater
concern than medical health services. Queens residents are healthier on average, have few risk behaviors such as smoking, and
fewer cockroaches.

Mr. Fass stated that presentation slide #27 showed the number of Medicaid beneficiaries with a mental health disorder in relation
to the number of psychiatrists. The finding is that NYC as a whole has more psychiatrists per 100,000 Mental Iliness diagnosed
beneficiaries than in Queens.
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Mr. Fass explained that presentation slide #28 showed the number of primary care providers in relation to the number of

Medicaid beneficiaries. The finding is that there is a greater number of physicians citywide than in Queens.

Mr. Fass reported on the number of Medicaid beneficiaries diagnosed with Asthma and High Medicaid Primary Care Physicians.
The distribution of High Medicaid PCPs (excl. OB/GYN) per 100,000 Asthma diagnoses is the following:
e NYC: 2,412

e Queens: 2,047
e Jamaica: 1,830
e Southwest Queens 1,623
e  West Queens: 2,398

Ms. Green informed the Committee that the CNA findings were to:
e Inform project selection by identifying population health concerns
e Identify neighborhoods and zip codes citywide with greatest healthcare needs
e Identify potential PPS Partners by showing gaps between existing provider and community resources and community
need
e Shape project design by describing target populations and align with state health priorities

Ms. Green concluded her presentation by stating that the CNA supported HHC’s PPS project selections. Selected HHC PPS
Projects include:

System Transformation (Domain 2) Projects
e 2. Integrated delivery system
2.a.iii Health Home at-risk intervention program
2.b.iii ED care triage for at-risk populations
2.b.iv Care transition intervention models to reduce 30 day readmissions
2.d.1 Project 11: Engage uninsured and Medicaid low- and non-users of care

The CNA findings that support the selected System Transformation projects include:
e Potentially avoidable admission rates and ER visits are high in all boroughs, but particularly in neighborhoods and zip
codes with high Medicaid and uninsured populations
e Potentially avoidable admission rates for chronic diseases are 3% higher citywide than statewide
e Inadequate health services in the community contributes to inappropriate ER use (CNA interviews)
e The rate of mental health readmissions among Medicaid beneficiaries in 23.3% in NYC compared to 20.9% statewide

Clinical Improvement and Population-wide Projects (Domain 3 and 4)
e 3. Integration of primary care and behavioral health
e 3.h.i Evidence-based strategies for Cardiovascular Disease Care management
3.d.ii Expansion of Asthma home-based self-management program
3.¢.i Integrate Palliative care into PCMH model
4.a.ii Strengthen Mental health and substance abuse infrastructure
4.c.ii Increase early access to and retention in HIV care

Medisys projects that do not overlap with HHC
e 3.c.i Evidence-based strategies for Diabetes Care management
e 4.Db.i Promote tobacco use cessation

The CNA findings that support these clinical improvement and population-wide projects include:

e Asthma prevalence is higher than statewide in most boroughs and parts of Queens

e Cardiovascular prevalence is 14% higher in NYC than Statewide, and the gap is much greater in hot-spot neighborhoods

e 65% of all NYC Medicaid Beneficiaries with substance use diagnosis had an admission over a one year period, a 9%
greater rate than statewide

e Vast health disparities in HIV rates across the City. New HIV infection among the Black/African American population is
four times higher than the white population. Many of the same populations that are struggling with HIV are now
challenged by the increasing incidence and prevalence of Hepatitis C.

Improving Access to Care for LGBT Patients

Mark Winiarski, PhD, Assistant Director of Planning, Corporate Planning Services

Stephen Davis, Director of Nursing Excellence and Utilization Management, Metropolitan Hospital Center
Dr. Nadia Duvilaire, Medical Director, Comprehensive LGBT Health Center, Metropolitan Hospital Center
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Evelyn Borges, Associate Director, Office of Patient Experience/
Founder, LGBT Patient and Family Advisory Council, Bellevue Hospital Center
Vanessa Austin, Public Health Educator I, Harlem Hospital Center

Dr. Winiarski began his presentation by providing some background information on HHC's efforts to improve access to care for
LGBT patients. He stated that a 2008 Public Advocate report recommended that local hospitals should do more to improve
access for this population. Dr. Winiarski described HHC's response as the following:

In-house discussions
e Explored whether La Clinica del Barrio can host an LGBT clinic
e Co-wrote grant applications with Transgender Legal Defense and Education Fund
e Mandatory training for all staff members
o0 Contract with National LGBT Cancer Network to:
0 Produce avideo
o Develop curriculum
0 Conduct train-the-trainer sessions
PeopleSoft training module available to staff
Facilities conducted trainings and embarked on projects

Dr. Winiarski reported that an LGBT Advisory Committee was formed in 2014. This committee is comprised of 25 individuals
who are interested in LGBT-related issues and quality care for all. Issues of concern were:
e Electronic Health Record
o0 Questions regarding gender identity and sexual orientation
o0 Neutral fields, e.g., “parents” instead of “mother” and “father”
e Wording in state-promulgated Patient Bill of Rights
e Translation of policies into many languages

Dr. Winiarski reported on HHC's effort to gain the Human Rights Campaign designation of “Leader in LGBT Health Care
Equality.” To gain this designation, a facility must meet the “Core Four” criteria, which include:
1. Managers and leaders must be trained
0 Two training sessions by Shane Snowdon, director of HRC’s Health & Aging Program
0 Attended by approximately 400 staff members
2. “Patients’ Bill of Rights” must include the terms “sexual orientation” and “gender identity
o0 Communicated to patients and employees
3. Visitation policy explicitly grants equal visitation to LGBT patients and visitors
o0 Communicated to patients and visitors
4.  Employment policy includes the terms “sexual orientation” and “gender identity”
0 HHC's corporate policy (OP 20-32) states:
“The Corporation’s unequivocal policy is to provide equal opportunity to
all..without regard to...gender (including ‘gender identity’...)..sexual orientation.”

Dr. Winiarski reported that in 2014, a total of 10 HHC facilities had earned the designation as “Leader In LGBT Health Care
Equality.” These facilities include:
e HHC’s acute care facilities
o0 Bellevue Hospital Center
Metropolitan Hospital Center
Harlem Hospital Center
Woodhull Medical & Mental Health Center
Jacobi Medical Center
North Central Bronx Hospital
Coney Island Hospital
Lincoln Medical Center
Elmhurst Hospital Center

OO0OO0OO0OO0OO0O0OO

e HHC’s Diagnostic &Treatment Center:
0 Cumberland D&TC

Dr. Winiarksi highlighted four key LGBT projects at select HHC facilities including Metropolitan Hospital Center, Bellevue
Hospital Center and at Harlem Hospital Center.
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Metropolitan Hospital Center

Mr. Stephen Davis, Director of Nursing Excellence and Utilization Management at Metropolitan Hospital Center, stated that, in
addition to his role at Metropolitan Hospital, he was also a doctoral student at Yale University. He has focused his translational
research on executive leadership and succession planning. Related to how healthcare executives effectively lead and manage
organizations, the program requires candidates to perform an ethical analysis. Given the increasing focus on LGBT health, he
chose to evaluate the ethical issues surrounding access and resource utilization for the LGBT population in the context of the
safety net. Metropolitan's executive leadership team approved his use of the hospital's work on LGBT health as a case study for
this project and his paper was submitted in December 2013. In March, Dr. Nancy Berlinger, an adjunct faculty member at Yale and
research scholar at the Hastings Center, contacted Mr. Davis to adapt his work for publication in the Hastings Center Special
Report on LGBT Bioethics. In addition to showcasing Metropolitan Hospital as a leader in caring for the LGBT population from a
safety net perspective, the article highlights the moral imperative public institutions have to allocate resources aimed at reducing
LGBT health disparities. Additionally, significant attention is given to the resource challenges public institutions may face in
comparison to private hospitals. Building on the recent release of this article and the others published in the special report, The
Hastings Center and Montefiore are holding a symposium on LGBT health and Dr. Raju will be participating on the expert panel.
Mr. Davis stated that he was thrilled that Metropolitan Hospital and HHC are part of this critical dialogue to address healthcare
for an extremely vulnerable population that needs the safety net to provide inclusive and comprehensive care.

Dr. Nadia Duvilaire, Medical Director, Comprehensive LGBT Health Center LGBT at Metropolitan Hospital provided the
Committee with information about the groundbreaking LGBT Clinic at Metropolitan Hospital. She stated that a total of 25
sessions have been held so far and that they were looking forward to having more sessions. She added that they were proud to
have achieved the 2014 HEI Leader in LGBT Healthcare Equality status and that the staff was committed to earning this status year
after year by expanding LGBT services by:
Renovating clinic space and holding clinic sessions Monday through Friday in addition to Saturdays
e Increasing visibility and patient base through formation of strategic partnerships with community-based organizations and
other healthcare organizations
e Developing specialty transgender health care to address higher rates of health disparities experienced by transgender
community
e Ensuring quality patient experience at the LGBT clinic and throughout Metropolitan Hospital by undertaking staff trainings
in LGBT competency
e Embarking on the long-term goal of hosting researchers focusing on LGBT health

Bellevue Hospital Center

Ms. Evelyn Borges, Associate Director, Office of Patient Experience and Founder of the LGBT Patient and Family Advisory Council
at Bellevue Hospital Center provided information to the Committee regarding Bellevue's LGBT Parent and Family Advisory
Council.  She stated that the Leshian, Gay, Bisexual, & Transgender- Patient and Family Advisory Council (LGBT-PFAC) was
comprised of patients, their families and staff. It is a multi-disciplinary and expansive advisory resource that strives to support the
mission, vision, and goals of Bellevue Hospital Center. The LGBT-PFAC delivers the highest standard of comprehensive and
compassionate health care. The PFAC aims to accomplish this goal by partnering with patients and families in identifying
opportunities to effect changes for improving service and care to the LGBT community. The LGBT-PFAC is primarily concerned
with ensuring dignity and respect for patients and their families by:

e  Providing complete, unbiased information to LGBT patients and their families

e Sharing the decision-making process and responsibility with patients at the level they choose.

e Collaborating with patients and their families in creating the policies and programs for their well-being

Ms. Borges stated that, in addition to achieving the HEI designation, the Human Rights Campaign had also requested the Bellevue
LGBT-PFAC brochure be used as a model for future Patient and Family Advisory Councils. Additionally, through the internal
informational/educational awareness events, the Bellevue LGBT-PFAC has been able to establish relationships with various
community groups including the LGBT Community Center and the Asian Pride Project. Ms. Borges described their next steps as
including:

e The design and develop of a directory of providers who specialize in LGBT care

e Increasing the LGBT-PFAC membership

e Increasing community outreach

Harlem Hospital Center

Ms. Austin, Public Health Educator, Family Planning Program at Harlem Hospital Center and creator of the program she calls SAFE
informed the Committee that Harlem Hospital was committed to attaining the Human Rights Campaign’s “Leader in LGBT
Healthcare Equality” designation and to demonstrate competency and improve the quality of its clinical care and customer
services. She stated that a meeting was convened with the Harlem Hospital leadership of Nursing, Patient finance, Admitting,
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Guest Relations, Ambulatory Care, and Human Resources to ensure that Harlem Hospital’s policies complied with the HEI
designation criteria.

Ms. Austin reported that 10 Harlem Hospital staff participated in a cultural competency/empathy master training program. She
stated that, over a period of eight weeks, they were able to train 148 staff from various departments. While completing this
training, it was discovered that they needed to create a marketing “tag line “to promote LGBT patient-centered care. The tag line
is Harlem Hospital Center is SAFE! (“SAFE” stands for Services and Advocacy that Foster Empowerment).

Ms. Austin explained that this tag line communicated Harlem Hospital’s commitment to providing equity in LGBT healthcare. SAFE
will be a symbol to LGBT Patients that HHC is a “safe” place where one can come and get the services they need. SAFE means
when an LGBT person comes to an HHC facility, that individual will have advocates and allies to help them get what they need
without trauma. She stated that to be empowered with equitable health care an individual needs a “safe” space and, HHC is SAFE!

Ms. Austin described Harlem Hospital’s vision for the future as including the use of social media. She explained that Harlem
Hospital can remove the barriers of information with platforms such as Google, Facebook, and Twitter. A successful marketing
plan promoting LGBT patient-centered care including traditional brochures, posters, radio ads and print ads, adopted across the
corporation is what is needed.

Ms. Austin concluded her presentation by stating, “How wonderful would it be to see HHC is SAFE on MTA Public
Transportation!”

SUBSIDIARY BOARD REPORT

HHC ACO (Accountable Care Organization), Inc.
November 3, 2014 — As reported by Dr. Ramanathan Raju

New Business
The first item on the agenda was consideration of a resolution to elect certain directors as officers of the ACO. A motion was
made and duly seconded to adopt the resolution identified as number one on the agenda:

RESOLUTION authorizing that the following persons be elected to serve in the offices of the ACO as set forth below, subject to such person’s
earlier death, resignation or removal, in accordance with the laws of the State of New York until such person’s successor is duly elected and
qualified:

Name Office
Ramanthan Raju, M.D. Chairman

Ross M. Wilson, M.D. Chief Executive Officer
Marlene Zurack Treasurer

Salvatore J. Russo Secretary

There was no further discussion of the motion. The motion was unanimously approved.

The next item was consideration of a resolution to expand the ACO'’s Board to include a director to be named by New York
University School of Medicine (“NYU”). A motion was made and duly seconded to adopt the resolution identified as number two
on the agenda:

RESOLUTION authorizing that the number of Directors of the ACO’s Board of Directors be fixed at ten (10), subject to approval by the
Centers for Medicare and Medicaid Services (“CMS”) of a Director to be named by New York University School of Medicine (“NYU”);

AND

Authorizing, upon such CMS approval, that a person to be named by NYU, as specified in a writing by NYU that is delivered to the Chairman
of the ACO, is hereby elected to serve as an additional Director of the ACO’s Board of Directors, subject to such person’s earlier death,
resignation or removal, in accordance with the laws of the State of New York until such person’s successor is duly elected and qualified,
subject to ratification by the ACO’s sole Member, the New York City Health and Hospitals Corporation (“HHC”).

Dr. Wilson explained that under the Medicare Shared Savings Program (“MSSP”) regulations, ACO participants must bill Medicare
for Part B physician services. CMS did not contemplate the situation of affiliates that provide services in Elected Teaching
Amendment arrangements, such as NYU employed physicians working at Bellevue and Woodhull. Although NYU cannot
technically be an ACO participant, they have agreed to comply with the MSSP requirements and they serve a significant number of
ACO attributed patients. The proposed resolution provides NYU with a voice in ACO governance and decision making.

There was no further discussion of the motion. The motion was unanimously approved.
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The next agenda item was a report from Dr. Wilson, Chief Executive Officer of the ACO. Dr. Wilson presented data on the
ACO attributed patient population and discussed how HHC’s ACO differs from others throughout the country, particularly with
respect to the high rates of dual eligible and disabled patients, as well as patients living with End Stage Renal Disease, psychiatric
diagnoses, HIV, and other chronic conditions. The ACO has about 12,000 patients currently attributed, with quarterly churn in
the population.

The HHC ACO’s MSSP participation agreement with CMS began on January 1, 2013, and will conclude at the end of 2015, at
which point there will be a determination of whether to continue. For the first year-and-a-half, the ACO has focused on building
the right platform for management/governance, data collection and reporting, and so forth. This work takes time, and the
architects of the Delivery System Reform Incentive Payment (“DSRIP”) should pay attention to the learning curves of the ACO.

The ACO is now focused on enhancing the population health management strategies in HHC’s primary care clinics. The ACO
population is segmented into three categories: high risk, at risk, and low risk. The ACO prospectively identifies high risk and at
risk patients using predictive modeling techniques, then moves these patients into care management programs. The ACO is
working with Professor John Billings on a more sophisticated model for risk stratification. ACO data is shared with clinical and
administrative leadership via a Population Management Dashboard, which Dr. Wilson briefly previewed.

Dr. Wilson reported that of the 243 ACOs participating in the MSSP for 2013, only 25% earned shared savings by meeting the
program’s cost and quality goals. The HHC ACO scored in the 74™ percentile nationally on clinical quality indicators and realized
a 7% reduction in Medicare expenditures, which qualified the ACO for a performance payment. Dr. Wilson acknowledged Dr.
Nicholas Stine and Megan Cunningham for supporting the ACO’s activities.

Dr. Wilson explained that the ACO seeks to allocate the earned performance payment of $3,639,766 according to a methodology
set forth in legal agreements between the ACO, HHC, and physician groups. The shared savings are first retained by HHC as an
offset to “reasonable and customary costs,” as indicated in the ACO'’s audited financial statements for Fiscal Year 2014. The
remainder is split equally between HHC and the physician groups (with the exception of the Mount Sinai Elmhurst Faculty Practice
Group, which did not join the ACO until 2014), with the intention that the physician groups further distribute their funds to
primary care physicians. The Shared Savings Allocation Report included with the Board meeting materials provides additional
detail about the underlying calculations. Dr. Wilson recommended that representatives from each physician group meet with the
ACO team to establish a distribution plan that complies with MSSP regulations and ACO agreements, as well as internal rules for
physician incentive payments.

Dr. Wilson emphasized that the earned performance payment is cause for celebration, and that the ACO’s success was driven by
corporate-wide policies and initiatives centered on improving the quality and capacity of primary care. Dr. Stine added that
physician engagement was and will continue to be a critical aspect of the ACQO'’s performance, which underscores the importance
of incentive payments to physicians.

Dr. Moshirpur asked whether the distribution should go to all employed physicians or just primary care providers. Dr. Wilson
explained that the MSSP attribution model and quality measures are predicated upon primary care, so the intent is for primary
care physicians to receive the incentive payments. Dr. Marcos requested more information about how the affiliate share was
calculated. Dr. Wilson referenced the ACO agreements and the Shared Savings Allocation Report, and reminded the Board that
HHC'’s share is intended to compensate for the infrastructure needed to support physicians, including IT systems, care managers,
and nursing staff. Dr. Kanna and Dr. Kalkut questioned whether the ACO would identify primary care providers who should
receive distributions, and how many patients were attributed to each physician/facility. Dr. Wilson stated that the ACO team
would share this data in their meetings with the individual physician groups.

Dr. Kalkut asked whether the ACO conducted an analysis to determine how the $7 million in savings was achieved. Dr. Stine
replied that the biggest trends were in reduced hospitalizations, and increasing utilization of end of life/hospice care by
approximately 40% in this performance year; however, hospice utilization remains below benchmarks, so there is additional
opportunity in this area. Dr. Wilson emphasized the role of the Patient Centered Medical Home (PCMH) practice transformation
efforts.

Additionally, Dr. Wilson stated that the ACO serves as a model for the entire HHC organization, and that HHC expects to scale
ACO systems and processes to other populations including Medicaid, perhaps forming a Medicaid ACO under new State
regulations, as part of a broader, long-term strategy for transformation to support the Triple Aim.

Dr. Wilson read a resolution authorizing the ACO to distribute shared savings. A motion was made and duly seconded to adopt
the resolution identified as number four on the agenda:
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RESOLUTION authorizing the ACO to distribute the 2013 Performance Payment as described in the Shared Savings Allocation Report
(Exhibit B), with the intent that such payments be used to further the ACO’s goals of improving quality and reducing overall cost of care, and
for distribution to the physicians providing direct primary care to the ACO patient population.

The motion was unanimously approved. There was no further discussion of the motion.

The Acknowledgement of Fiduciary Duties and Responsibilities was distributed for signature by each Board member. Dr. Wilson
offered additional education/training to be coordinated by the ACO team upon request. Dr. Morshipur asked if the ACO could
provide periodic updates and progress data, so that Board members are kept informed between meetings. Dr. Wilson explained
that reports are regularly shared with the designated ACO Lead at each facility, and the ACO would consider how to share
information with other local clinical and administrative leaders as well.

Dr. Marcos commented that hospital emergency rooms and in-patient services may lose revenue if ACOs are successful in
keeping patients healthy in the community. Dr. Wilson explained that healthcare payment reform initiatives such as DSRIP are
incentivizing reductions in preventable hospitalization, and acknowledged that HHC has to harmonize various payment models.
Dr. Moshirpur asked whether different staffing arrangements are needed to support evolving priorities in healthcare. Dr. Wilson
replied that HHC will ensure that its workforce meets the demands of the new care delivery models.

* * ***End of Reports * * * * *



RAMANATHAN RAJU, MD
HHC PRESIDENT AND CHIEF EXECUTIVE
REPORT TO THE BOARD OF DIRECTORS
NOVEMBER 20, 2014

Good afternoon. As customary, | will highlight just a few items from the full version of my report to
the board. The full version is available to all here and will be posted on our website.

A MESSAGE ABOUT DOCTORS COUNCIL AND OUR PHYSICIANS

I want to inform you that labor negotiations, led by the New York City Office of Labor Relations,
currently are ongoing between the Doctors Council, HHC, and our three affiliate physician

groups. We are actively engaged in these talks and optimistic that a fair and timely resolution soon
will be forthcoming. | know the Board joins in my view that HHC physicians every day earn our
respect and admiration for the compassionate, high quality, mission-driven care that they render to
patients across our Corporation.

Also, you should know that we are working with Doctors Council, along with City Hall and
community groups, to create a team to implement (within the boundaries of governance and
regulatory constraints) the recommendations of the Doctors Council "whitepaper" that seeks
increased collaboration with physician staff on issues of patient quality and related matters.

LEASING OF HHC SPACE

In recent months, the Board and its Capital Committee inquired as to HHC policy concerning the
leasing of space to City agencies, and to non-profit organizations.

My staff has reported in detail on these matters to the Capital Committee and has consulted
individually with the Committee Chair, Committee members, and the Board's Acting Chair. As a
result of these discussions, | wish to report that going forward management is implementing a policy
whereby HHC generally will not charge any city agency to occupy leased space unless, in specific
cases, economic considerations such as reimbursement of lease fees through a grant are cause to
override the general policy. Lease of space to non-profit organizations that further the mission of
HHC will be viewed similarly.

Of course, the Board retains its discretion on all such transactions.
EBOLA PATIENT TREATED AND DISCHARGED

On November 11th, | proudly joined Dr. Craig Spencer, Mayor de Blasio, DOH Commissioner
Bassett, HHC's Dr. Laura Evans, and Sophie Delaunay of “Doctors Without Borders” on the occasion
of Dr. Spencer's discharge from Bellevue Hospital.

Dr. Spencer, New York City's first and only patient treated for Ebola Virus Disease, was going home
healthy and disease free after the dedicated, compassionate, and skillful care provided him by the
Bellevue team and its collaborators.

| believe Dr. Spencer is a true hero who put himself in harm's way to care for others at the source of
this epidemic in West Africa. We are especially proud to have cared for him and brought him back
to good health.

As Dr. Spencer and we approached the grand Bellevue atrium for the press conference, dozens and
dozens of staff lined the hallway cheering. Many of his nurses stood proudly behind him at the
podium as Dr Spencer spoke movingly of the need for all of us to focus — not upon him — but upon
the continuing disease burden in West Africa. As | witnessed Dr. Spencer's remarks, those of Dr



Evans, and the nurses standing behind, it was clear that a quite special bond had developed
between our patient and his dedicated care team.

The world watched as New York City Health and Hospitals Corporation and Bellevue joined the very
limited ranks of hospitals in the US that have successfully treated an Ebola patient. And we once
again demonstrated the value of public hospital systems in this country, why we need to support
them, and why the compassionate and selfless professionals who staff them deserve our gratitude
and respect.

I want to extend my heartfelt thanks to the Bellevue team and to every one of our hospitals and
their teams who stand ready to serve -- | could not be more proud.

EBOLA COSTS

When New York City had the urgent need to prepare for Ebola it was HHC that stepped forward first
and did the job right, without concern over costs. Our focus from the beginning of the Ebola crisis
has rightly been on providing only the best care to our patients and ensuring our staff has the
resources they need to work safely. But, clearly, this has been an expensive undertaking at a time
that our public health care system faces tough fiscal challenges.

We estimate that New York City's preparation and continued response to the Ebola epidemic, which
has been a multiagency effort, has cost the City more than $20 million to date. Thankfully, we have
the support of Senator Schumer, who last Sunday made a very public stand by calling for the federal
government to cover the city's Ebola expenses. The Senator said federal reimbursement for most of
the costs is justified because the efforts are helping to prevent the deadly disease from getting a
foothold in the United States. As a major port of entry to this country, New York City receives the
largest amount of travelers from the affected West African countries. And with the ongoing Ebola
outbreak in West Africa, the city's costs are expected to rise.

FEMA COMMITMENT TO HHC

After many months of negotiations, | was once again joined by Mayor de Blasio, along with Senator
Schumer, at Coney Island Hospital, to announce and celebrate a milestone. The Federal Emergency
Management Agency (FEMA) approved a commitment of at least $1.6 billion that will permit the
restoration and fortification of four Health and Hospitals Corporation facilities that suffered damage
during Hurricane Sandy two years ago now.

When Coney lIsland Hospital was temporarily closed after Hurricane Sandy, it reminded us all that
hospitals are not just about healthcare delivery but are part of the social fabric of the community
and of the local economy. When public hospitals close as did Coney Island and Bellevue after
Sandy, the community loss and suffering is even greater because of the especially vulnerable
persons who rely on them.

The federal funding will assure over the long term that never again will we face the circumstances of
a storm like Sandy without structures designed to withstand extraordinary climate forces like those
of Superstorm Sandy.

We would not have reached this agreement without the persistent, professional, caring efforts of
many. From the bottom of my heart | wish to express my personal gratitude and the gratitude of all
of the HHC family to all those who worked to bring us this agreement. 1 specifically want to

thank: Tony Martin, Marlene Zurack, Fred Covino, Arthur Wagner, Steve Alexander, Jeremy Berman
and John Levy of Base Tactical who has advised us throughout.

DSRIP UPDATE



HHC is moving forward in developing a Performance Provider System (PPS) to participate in the
State Medicaid Waiver program, the Delivery System Reform Incentive Payment (DSRIP) program
that will provide funding for public and safety net providers who meet outcome milestones and
achieve statewide metrics. The goal of this $6.42 billion allocation to the Medicaid program is to
reduce healthcare costs and avoidable hospital use by 25 percent over five years.

Late last month we secured agreements with four other emergent PPS's to work together to
implement health care projects that will improve quality, expand access, lower costs and transform
the healthcare delivery system in New York City. By working under a common set of projects and
metrics, HHC and the PPS's lead by SBH Health System in the Bronx, Maimonides in Brooklyn,
Lutheran in Brooklyn and Medisys Health Network in Queens, will be able to avoid duplication, create
a more complete continuum of care for patients and make it easier for community-based partners in
each PPS to participate in the program.

DSRIP requires that each PPS select a number of projects from a list of 44 based on the results of
Community Needs Assessments. Although the DSRIP program does not require emerging provider
systems to work on the same projects, we felt strongly that the needs of our communities and
patients will be best met with a consistent and coordinated approach to improving the models of
care throughout the city. Our collaboration with the other healthcare systems and their PPS's is a
common sense strategy to bring more value to the healthcare improvement projects we need to
develop for the community we collectively serve.

HHC remains on target to meet the State's December 16th deadline to apply as a PPS.

The HHC-led Performing Provider System (PPS) held its first formal Advisory Committee meeting on
November 18th at Bellevue Hospital. We are honored to have engaged over 130 community and
city-wide partners, community-based organizations, labor and affiliate partners, and HHC
Community Advisory Board members in discussion of the community needs assessment (CNA)
process and results, review of our selected projects, and creation of guiding principles for successful
partnership over the five-year program period and beyond. HHC looks forward to holding two
educational e-townhalls in the next two weeks, so that our community partners from across the city
can log in and learn more about the requirements of each project and more specific opportunities for
involvement.

FLU IMMUNIZATION CAMPAIGN

The last few months of public concern about Ebola have given us an opportunity to talk about the flu
virus — which results in similar symptoms, but is a much more serious risk to the health of our
communities. Both Mayor de Blasio and Health Commissioner Bassett were very forceful in their
advocacy in urging New Yorkers to get a flu shot.

Influenza kills more than 1,800 New Yorkers and HHC is committed to doing all we can to make the
vaccine available for our patients and our staff.

It is particularly urgent for health care providers to get a flu shot to protect their own health and the
health of our patients. All our health care facilities are actively offering free flu shots to our
employees before the state Health Commissioner designates the beginning of the flu season. We wiill
be subject to the same regulation that was adopted last year by the NYS Department of Health,
which requires that all healthcare workers are either vaccinated or use a mask for the duration of
the flu season. HHC strongly supports that regulation and we are committed to exceeding our
employee vaccination rate from last year.

A GREENER, STORM RESILIENT CONEY ISLAND HOSPITAL

HHC has just completed a $21 million project to make Coney Island Hospital more energy efficient
and more resilient for future storms like Sandy. Thanks to a grant from the New York Power



Authority and National Grid, we have a brand new boiler plant, more than 2,000 new windows and
500 air conditioning units that will save HHC over $1.2 million per year in energy costs and will
reduce greenhouse gas emissions from the hospital by over 7,000 tons per year. The hospital will
run on clean natural gas for the first time in 100 years. The new heating system, which was
completely destroyed by Sandy, includes new emergency generators and was built on new concrete
floor slabs. Other critical equipment was elevated above the FEMA 100-year flood line to ensure this
does not happen again.

I'd like to thank Governor Cuomo and the Power Authority for their support and we look forward to
completing other energy efficiency projects at other HHC facilities, including EImhurst, Metropolitan,
Woodhull, Harlem, Kings and Lincoln.

SUPPORTIVE HOUSING COLLABORATION BETWEEN
KINGS COUNTY HOSPITAL AND CAMBA

HHC has a unique role in New York City's healthcare system. Sometimes we make headlines with
cutting edge medicine, such as leading the City's response to the Ebola crisis. But more often we
are known as the healthcare provider for the City's neediest and most vulnerable residents. That is
really our core mission, and it's one that we excel at. We serve all New Yorkers, without exception,
and our aim is always to keep the City's most vulnerable populations at their healthiest.

That's the driving force behind our great partnership with CAMBA Housing Ventures, Inc. On
Monday, we celebrated the CAMBA Gardens Phase | ribbon cutting and CAMBA Gardens Phase I
groundbreaking, which together provide 502 units of sustainable, supportive and affordable rental
housing in Wingate, Brooklyn, representing over $165 million in public and private investment. The
CAMBA Gardens model re-uses underutilized public hospital property to create much-needed
affordable housing for local residents, connects formerly homeless families and individuals to stable
housing and critical social services, and provides tenants with access to healthcare. Both Phase |
and 11, in partnership with HPD and HHC provide preferences within the HPD housing lottery for local
community board residents and Kings County Hospital Center employees, among other preferences.

As HHC leads the transformation of healthcare in Brooklyn, which is being incentivized by the State's
Medicaid waiver, projects such as these help us manage population health. By harnessing the
resources of a great institution such as Kings County Hospital Center, and partnering with innovative
and compassionate groups such as CAMBA, we not only create over 500 units of sustainable,
supportive and affordable rental housing, but we do so in a way that maximizes the well-being of
the residents, helps them stay healthy and avoid unnecessary hospitalizations, and best of all,
enhances their dignity and their quality of life.

I'm very proud of what has been achieved here. I'm very glad HHC has helped produce this
remarkable and supportive new environment for Brooklyn. And | hope that in the future we can be
involved with more projects such as these, and work with other groups similar to CAMBA, to bring
more people closer to better healthcare, and to help them live better lives.

BELLEVUE, LINCOLN AND NCB PRAISED BY THE JOINT COMMISSION

Three of our hospitals were acknowledged this month by The Joint Commission, the national
organization that accredits our hospitals and nursing homes, as Top Performers in their Key Quality
Measures program. Bellevue, Lincoln and North Central Bronx hospitals were in good company,
including Johns Hopkins, Cleveland Clinic and the Mayo Clinic, in showing that evidence-based
interventions are delivered in the right way and at the right time. Bellevue and Lincoln are
recognized for improvement in heart attack, heart failure, pneumonia and surgical care, NCB for
heart failure, pneumonia and surgical care. The Joint Commission published the acknowledgment
in its annual report America's Hospitals: Improving Quality and Safety. Congratulations to Steve
Alexander, Milton Nufiez and Bill Walsh, and their staffs for this outstanding honor. Let me direct



your attention to the framed certificate of this recognition from The Joint Commission that is now on
display in the light box located near the entrance of HHC's Board Room.

NURSING CHAMPION AWARD

As | mentioned in my report to the Board last month, we held our annual Nursing Excellence Awards
to acknowledge the impressive talents, skill and dedication of our nurses, and to celebrate the
accomplishments of six of our nurses. I'd like to bring your attention to the plaque for the Nursing
Champion Award that will be hung in this room as a permanent reminder of their excellence and
commitment to our patients. That award yearly will recognize one individual whose work supports
and elevates the voices of nurses. This year the recognition went to Carolyn Jones, Director of The
American Nurse, an award winning documentary that follows the work of five nurses, inspiring a
newfound appreciation for nurses and the challenges they face.

Last year, the first time we presented the nurse champion category, the award went to our own,
HHC Board Member Josephine Bolus, for her tireless work in the field leading up to and following her
retirement in 1997. Josephine served as a Staff Nurse in the Pediatric Emergency Room at Kings
County Hospital. She pioneered the establishment of the certification guidelines for the nurse
practitioner in New York State, and served as Preceptor for Pediatric Nurse Practitioner students at
Columbia University and for Registered Nurse students at Kingsboro Community College. As a Board
member, Josephine is a true advocate and voice for patients and nurses, and we are very fortunate
to have her serving in this role.

We'll keep the award in this room to be reminded of the efforts put forth by our Nursing Champions,
and the indispensable role of nurses on the front lines of today's healthcare delivery.

GUNS DOWN, LIFE UP ASSEMBLY

Just as an announcement, | wish to let you know that The Fund for HHC tomorrow will host the
inaugural Guns Down, Life Up Assembly at Pier 60 / Chelsea Piers to bring together violence-
reduction activists, experts, and leaders. Guns Down, Life Up (GDLU) is the banner under which
HHC's gun violence prevention work is organized. My gratitude and best wishes for the success of
this event and these programs go to the organizers at the Fund for HHC.

FEDERAL UPDATE

In Washington, the Republicans gained a majority in the US Senate with several seats still
undecided.

The current session must resolve several issues: funding Federal agencies and programs into next
year and the Administration's $6 billion request for supplemental funding to address the
international and domestic Ebola crisis.

For domestic preparedness through State and Local Governments and Hospitals the Administration
proposes the following:

e Using the Public Health Emergency Preparedness Program, the Centers for Disease Control
(CDC) would get $1.8 billion, of which $7.13 million would come to New York to support
accelerated planning and operational readiness for Ebola Virus Disease (EVD) preparedness
and response within state and local public health systems including post arrival monitoring.

e The U.S. Department of Health and Human Services (HHS), excluding the CDC, would also
receive $318 million of which $2.5 million would be distributed to New York, for direct support
to no less than one Ebola treatment center in the State and an additional $4.89 million would
come to Hospital Preparedness Program (HPP) awardees in New York State.



e The Hospital Preparedness Program (HPP) awardees would support overall health system
preparedness and response for Ebola. Funding will be allocated to awardees by formula. All
U.S. health care facilities must be prepared to screen patients for Ebola.

e A contingency fund of $1.5 billion would be created "to ensure that there are resources
available to meet the evolving nature of the epidemic." This fund would be split equally
between HHS, which includes CDC, and USAID.

In addition to the funding listed above, the Administration is requesting funds to conduct further
research to advance drug development.

Nearly $2 billion of the request would be directed toward the U.S. Agency for International
Development, $127 million for State Department multilateral assistance and $112 million for the
Pentagon and its Defense Advanced Research Projects Agency efforts to address the virus.

Of the $6.2 billion, more than $4.5 billion would be designated as emergency spending, not needing
to be offset with corresponding cuts elsewhere in the budget.

Current thinking is that the current session will adjourn December 12, one day after the current
Continuing Resolution to fund the federal government expires.

If the President issues an Executive Order regarding Immigration policy, it is expected to be during
the window between Congressional adjournment and the new year.

When the new Congress begins in January, they will face the March 31 deadline for fixing the
Medicare physician reimbursement cut under the Sustainable Growth Rate formula as well as
potential breach of the debt ceiling around the same time. There is the ever-present concern of
GME, IME and other hospital programs being cut to pay for other spending. A Republican Congress
might also undertake "entitlement reform" also known as block granting Medicaid or funding
Medicaid on a per capita basis. There is also a concern that Medicare might be privatized through a
voucher to participants to buy their health insurance on the market.

STATE UPDATE

In a turn of events few expected, voters elected a clear majority of Republicans in the New York
State Senate. Republicans held onto all of the 29 seats they had previously occupied and picked up
an additional three seats Upstate. This gives them a 32-vote majority in the 62 member Senate.

The governor must submit the proposed Executive Budget for Fiscal Year 2015-16 no later than
February 1st. Although the State expects to end the year with a projected $4.8 billion surplus, the
state Dept. of Budget (DOB) asked agencies to submit requests reflecting flat funding. Governor
Cuomo is seeking to continue to limit overall growth in State spending to two percent annually,
except for education funding and Medicaid.

As you may recall, since 2010 the State Budget has included a Global Cap on Medicaid Spending and
corresponding authority for the State Health Commissioner to make cuts to keep spending beneath
the Cap.

On October 23rd, Governor Cuomo released "Moving the New New York Forward,” a 259-page
document that highlights the accomplishments of his first term and lays out an agenda for his
second term.

Cuomo devoted four pages to outline his successes in the area of healthcare: the approval of the
Medicaid Redesign Team (MRT) Waiver; the implementation of the new Health Insurance Exchange;
increasing recoveries for services inappropriately billed to Medicaid; legalizing Medical Marijuana;



implementing initiatives to combat Opioid abuse; increasing investments in Supportive Housing and
the Statewide Health Information Network (SHIN-NY); and developing a plan to end the AIDS
epidemic.

The document included one new initiative: the State Health Innovation Plan (SHIP). The Plan, which
he describes as a "five-year strategic blueprint,” is designed to "align the entire health care system,
including private insurance, to further improve quality, keep costs low, and improve the health of all
New Yorkers." Specifically, the Plan focuses on the following:

e Improving coordination and integration of care;

e Improving transparency to allow patients and providers access to information they need to
make informed healthcare decisions;

e Transforming healthcare payment systems from models that are based on volume to models
that pay based on efficiently provided care with the best possible outcomes; and

e Developing a healthcare continuum that links physicians and community-based resources.

The State recently applied for a $100 million federal State Innovation Model (SIM) grant to
implement the Plan. In the grant application, the State indicates that the Plan is expected to
generate $4.4 billion in savings, of which $2.2 billion will be reinvested in the healthcare system.

FEATURED PROGRAM:
WOODHULL HOSPITAL'S CHRONIC PUBLIC INEBRIATE (CPI) PROGRAM

Most of you in this room know that alcoholism can be both a cause and a result of

homelessness. Individually, each of those conditions impacts health outcomes of many in our

city. Experienced together, the complications are enormous for the men and women who are living
through both. It also creates a unique set of challenges for the health, social service and public
safety agencies that, historically, have tried to solve each of these problems in isolation.

I believe both issues need to be addressed simultaneously, and through true collaborations between
health care providers and community based organizations. An innovative new program at HHC
Woodhull Hospital is aiming to do just that.

The partnership between the Woodhull Hospital Emergency Department, the NYC Department of
Homeless Services and a nonprofit housing agency, Common Ground, is helping persons who have
chronic alcohol intoxication and have also been homeless for a good part of the last two years. The
goal of the program is to place individuals into long-term housing as an initial step to reduce the
high utilization of ED services in this population.

Like many urban emergency rooms, Woodhull sees a significant number of homeless individuals who
suffer from substance abuse. This population represents many of the high utilizers of ED

services. In fact, when Woodhull conducted a snapshot look at ED visits during a three week span
in January, they identified more than 30 individuals who came to the ED once daily -- on average --
due to alcohol intoxication, and a majority of them were homeless.

Now, with the help of the Department of Homeless Services and Common Ground, the staff at
Woodhull can begin to direct some of these patients to safe, secure housing, with essential on-site
support services to help them address the psychosocial, mental, and physical health problems that
are obstacles to independent living.

Though the program is still under development, they already have been able to place a few high
utilizers of ED services at Woodhull in steady housing. Because this is a voluntary program, not
everyone accepts the offer and some remain on the street. And two of the patients on the original
list recently died, underscoring the vulnerability of this population and the great need for effective
collaborations and interventions like this one.



This partnership is a model for how we need to be doing population health management, particularly
among the most vulnerable in our community. It is the way of the future of health care, and an
example of how HHC will lead in the transformation of health care delivery in our city.

I want to thank the staff and partners in this effort: Dr. Robert Chin, Chief of Emergency Medicine at
Woodhull; Chris Tabellario, Brooklyn Community Director of Common Ground; Danielle Minelli
Pagnotta, Assistant Commissioner and Cindy Voorspuy, Program Analyst, Department of Homeless
Services.

Patients who have chronic alcoholism and are also considered chronically homeless represent a
revolving door in our EDs. It is a cycle that needs to be broken.

HHC FEATURED INDIVIDUAL:
DONA GREEN, SENIOR ASSISTANT VICE PRESIDENT, CORPORATE PLANNING

I want to recognize an HHC employee who is extraordinary by many measures and highly respected
by her colleagues at HHC. Time and again, she's stepped forward to take on some of the biggest,
most complex and most challenging projects, always finding ways to keep patients first, support the
needs of the communities we serve, value team work, and help HHC become more efficient.

I'm speaking of Dona Green, HHC's Senior Assistant Vice President for Corporate Planning Services.
Dona has been with HHC 27 years. And the number and variety of tasks that she and her team have
taken on over the years is truly impressive.

Dona's personal beginnings were as diverse as the HHC projects she has led. She is the seventh
daughter of a seventh daughter — and has always relished her family placement. Her father is from
Baltimore, her mother from the Caribbean. Her extended family also has East Indian and Puerto
Rican roots. She received a Bachelor's degree from Antioch College, known for its communitarian
commitment to social action, and followed it up with an MBA in Finance from NYU and an MA in
Aging Services from the University of Maryland.

That training proved incredibly relevant from her first planning project here at HHC -- at the
Brooklyn Long Term Care Facility, to the planning around Gotham Health, our future Federally
Qualified Health Center look-alike, to the planning of the relocation of Goldwater patients who no
longer required skilled nursing care but needed support to live on their own.

The Goldwater project was certainly complex and vital to the well-being of many of our residents
and to the financial health of HHC. Dona worked with city and state agencies and community-based
organizations to find proper housing for over 200 people, and found solutions for another 150 people
who could live in the community with some assistance. That was an amazing achievement.

Her latest contribution to HHC also promises to be a high impact operation that's creating a critical
base for HHC's work to transform health care delivery in New York City. Dona has been leading the
team responsible for the CNA's — the Community Needs Assessments -- that will determine and
define HHC projects under the $6.42 billion Medicaid program — the DSRIP program.

I don't know if many people know this, but Dona has yet another talent: she does more than
practice yoga — she is a certified yoga instructor and is seeking certification from the Arthritis
Foundation in Yoga for Arthritis. It's part of her passion to find alternatives for people whose lives
are challenged by disabilities.

Dona Green has shown time and again that she has the passion and energy to lead HHC in the
months and years ahead. We're lucky to have her as part of our leadership at HHC.

Please join me in thanking Dona Green for her many contributions to our patients and our
Corporation.
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Harlem Hospital Leads Way in Effort to Increase Cord Blood Donations, Dr. Edgar Mandeville, NY1
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Approved: November 20, 2014

RESOLUTION

Authorizing the President of the New York City
Health and Hospitals Corporation to implement
the attached Operating Procedure 180-9 entitled
"HHC's Human Subject Research Program Policies
and Procedures.”

WHEREAS, the existing research operating procedure of the New York City Health And
Hospitals Corporation (HHC), adopted by the Board in 1991, reflected the then current
regulations and restrictions related to human subject research; and

WHEREAS, since 1991, there have been substantial changes in both federal and state
regulations and the national institute of health guidelines for the protection of human
research subjects; and

WHEREAS, the implementation of this operating procedure will provide guidance to
HHC and affiliate research personnel in an effort lo protect human research
participants’ rights and safety and ensure regulatory and legal compliance.

NOW, THEREFORE BE IT RESOLVED that the HHC Board of Directors authorizes the
President of the New York City Health and Hospitals Corporation to execute the
attached operating procedure entited “HHC Human Subject Research Protections
Program Policies and Procedures”; and

BE IT FURTHER RESOLVED that the operating procedure adopted by the New York
City Health and Hospitals Corporation Board of Directors in 1991 is to be repealed; and
that the President of the New York City Health and Hospitals Corporation is authorized
to execute any and all revisions to said operating procedure as it is customarily
exercised for all HHC operating procedures.






e v u..__..,_.tm-!#ﬂnju - bigwe Yors - Mgw Yiorw 100134007
L FUETAE-TOY  Fan JITERO0ES  E-hied u‘..,_..n._.r._n?....i.n
dmara e

i Sas MO, MBA FACS FACK TABLE OF CONTENTS
xl... i m_u
Page
PREAMBLE S e S N )
L MISSION _. T R e =T = 1
OPERATING PROCEDURE NO.: 180-9 I PURPOSE oo N
HHC HUMAN SUBJECT RESEARCH PROTECTIONS PROGRAM . SCOPE e e !
N o v, ASSURANCE AND ETHICAL GUIDELINES o oo At LRy
o e i VL ROLES & RESPONSIBLE PARTTES — st
O baiive Claire VIL INTERPRETATION AND COMPLIANCE oo ooreoi oo coioossssmssemessioss 9
Medical Directors VIl  PROCEDURE FOR UTILIZATION OF PROCEDURES AND FORMS ... 10
Principal Investigators
Department Chicfs of Services X EFFECTIVE DATE.. R, .
Chicf Nurse Executives PART| GLOSSARY OF COMMONLY USEDTERMS. ... oo 10
Facility Research Review Chairs & Commitices PART Il PRELIMINARY CONSIDERATIONS FOR COMMENCING RESEARCH
ENPRERGE OIS Kot angmn) RTRRE L e T e e e 12
BiectosofReguliory Affbe: ™
Directors of Quality Management SECTION 1. ELIGIBILITY TO CONDUCT RESEARCH .. e
Office of Corpocate Compliance SECTIONZ.  TRAINING OF RESEARCH TEAM, KEVIEWERS AND
Office of Lagal Affuirs OTHERS... i 13
Facility Rescarch Administration Offices SECTION3.  HHC RESEARCH APPROVAL PROCESS 14
Office of Rescarch Adminisiration SECTION4.  INFORMED CONSENT ..oocooooooiiosscsssmsemsssmessmmossesosmsens 18
Instirution] Review Boards
Uweonan ol _._En.:iw SECTIONS.  EMERGENCY USE OF AN INVESTIGATIONAL DRUG OR
T L S SR e i 27
FROM: Ramanathan Raju, MD SECTION & RESEARCH _zdﬂ,ﬁza RECOMBINANT DNA .. R v
DATE i SECTION7.  RESEARCH CONDUCTED ON VULNERABLE POPULATIONS
AND OTHER SPECIAL CLASSES 1o ssomsians 34
SECTIONS.  CERTIFICATES OF CONFIDENTIALITY .o 45
SECTIONS.  CONFLICTS OF INTERESTIN RESEARCH. ..o .. a7
SECTIOM 10, PBUBLICATIONS. .~ &0
SECTION 1).  INVENTIONS Y .
PART 1l CONTINUING APPROVAL, CONCLUSION & MONITORING OF
ONGOING RESEARCHBROIBECTS . oot 68
SECTION 122 HHC CONTINUING APPROVAL &8

SECTION 13.  SUSPENSION & TERMINATION OF RESEARCH PROJECT.... 69

FEUREASTE W RO WERS



To satisfy this requirement, HHC has sdopied the Belmont Repon, attached hereto as Exhibit 1.

HHC engages only IRBs thet are guided by the ethical principles established by the Belmont
Repont and panners with only those Principal Investigators and Sub-Investigators who fulfill
thes: principles.

INTERACTION WITH OTHER POLICIES

A Other HHC Operating Procedures Superseded by these Policies and
Frocedures

These Policies and Procedures supersede HHC Operating Procedures 160-001: HHC Review,
Approval and Cost Recovery from Affiliation-Sponsored Research Activities Performed in
Corporation Facilities; HHC Operating Procedure 140-D04: Receipt, Storage, Dispensing and
Accountability of Investigational Now Drugs; the 1991 Board Policy entitled “HHC Clinical
Investigation & Research Policy & Guidelines™, and any end all individual Facility policies
related 10 Research; HHC Operating Procedure 40-6: Grants, Trust, Donations, to the extent
mionics are given o HHC for Rescarch and also 1o the extent any donations are of anatomacal
gifls,

B Other HHC Operating Procedures Not Superseded by these Policies and
Procedures

These Policies and Precedures do not supersede HHC Operating Procedure 240-23: HIPAA
Clinical Investigation and Research Policy and Guidelines; HHC Openating Procedure 40-5%;
Time and Effort Reporting and Operating Procedure; HHC Operating Procedure 40-6: Grants,
Trest, Donations, except 1o the extent monies are given 10 HHC for Research or to the extent any
donations are of anstomical gifts. These documents should be read in tandem with this
document, where applicable

£ Policies and Procedures of AfMiliates or Collaborating lnstitutions

HHC has given assurances to the federal government that it will conduct Rescarch in accordance
with the Belmont Report and in compliance with federal laws, regulations, policies and
guidclines, For this reason, all members of the Rescarch Team must comply with these Policies
and Procedures, as well as the policies and procedures of any Affiliate or collaborating
instifution that s the Grantee for Rescarch being conducted at HHC, unless any memorandum of
understanding or other agreement between HHC and the Grantee directs otherwise. The policies
and procedunes of HHC and its. Affiliates engaged in Research should generally be consisient
with each cther, as all such institutions have provided assurances to the federal government with
respect 1o protections of Human Subjects. To the extent that these Polickes and Procedures
conflict with those of an Affiliate or collaborating inssitution that is the Grantee, the Pl should
scek from the Office of Rescarch Administration written guidance with respect 1o his or her
obligations under these conflicting policies and procedures.

VL ROLES & RESPONSIBLE PARTIES
A HHCs executive leadership s responsible and accountable for:

10 b2 OEIEHLAIED 3

1. the sdoption of these Policics and Procedures;

i the safety and quality of care of all HHC patients imvolved in research at
its Facilries; and

3 providing access to an Institutional Review Board (“IRB™) that will
approve any proposed Research by either providing such IRB internally or
contracting with an external 1RB. HHC will only designaie on its FWA [RBs
which are located in the United Suies, registered with OHRP and, if applicable,
the FDA, and approved by the New York State Depantment of Health to the extent
required by law,

B. HHC"s Central Ofice, Division of Finance, Facility Finance Department, Facility
Personnel and Admimstrators are responsible for supporming and facilitating Research r
complying with contractual requircments, facilitating systems and addressing issues raised by the
PL, members of the Research Team, or others m a timely manner, To &u#ﬁ:&!ﬁ el and
other expenditures are approved under a Grant or Contract, the local Facility is to release funds
for such expenditures in a timely manner with support, if needed, mﬂunvn_.—u.-ﬁn’ﬂﬁ f
Resecarch Administration

o The HHC Research Council serves as an expert advisory commitiee to HHC
corporate administration that advises, advocates, promotes, supports and enhances the conduct of
high quality clinical and health service research within HHC and by HHC mvestigators i
collaboration with Affilistes and other research pantners.  Council membership is rotating and
selected by the RA Office based upon expertise in the conduct of research, The Rescarch
Council contains representatives from the vanous HHC Facilities and HHC Central Office, as
will as other key stukehobders and expens who can foster development of research within HHC

I The goals of the Rescarch Council are:

o to foster and strenpthen internal and external pantnerships and
scientific collshorations o enable HHC 1o mesningfully pamicipate in
research;

b 1o develop a rescarch agenda for the corporation that would ensure
that research activibes, projects, snd programs are aligned with HHC's
ki,

3 1o promede systems thinking spproach to identify existing barriers
to research within HHC and develop a strategic plon (o address barriers
and maximize resource uiihzaton;
d. 1o utilize community engagement principles in conducting clinical
trials and in disseminating results o the community,

X In crder 1o work towards its geals and sccomplish its mission the Research
will:



a elect 8 chair and wvice-chair to lead and represent the Research
Council. The Rescarch Council will meet regulardy, report to the HHC
Chief Medical Officer and work closely with the HHC Office of Research
Administration. Il needed, the Rescarch Council may create
subcommitiees o focus on specific tasks.

b conduct a sysiematic review and evalusie existing projects,
programs, and processes o identify barriers to the conduet of rescarch,
both centrally and locally, at HHC. The Research Council will also
provide leadership in defining recommendations 10 address and overcome
these barriers.

€ participate in the development of a strategic plan to develop
research capacity and infrastructure st HHC Facilities, as wiell as Cerural
Ofice.

d monitor HHC's progress towards implementing HHC s research
agenda, monitor sirengths, weaknesses and risks, and recommend
resolution sirstegies.

e work with and review HHC research systems (0 promole
efficiencies and ensure that sctivities are completed in a timely fashion,

review policy and procedures in the comtext of the new
developments in research regulations and advise HHC regarding updmes.

g provide leadership in supporting novel science and safe application
of scientific discovenics 1o the community.

0. The Chief Medical Officer of HHC has been appointed as the Signatory Official
under HHC's FWA. In this role, the Chiel Medical Officer is nesponsible for

L. promoting a culture of conscience for the ethical conduct of Human
Subject Rescarch.

2 %EEEEEERE‘_!E connection
with Human Subject Research.”

3. reparting 1o the HHC Board of Direciors andfor the Quality Assurance
Committee of the Board periodically regarding human research protection
activities, audil results, investigations, findings, and other information with
respect to identified risk areas.

E The Director of the HHC OfMice of Research Administration {the “RA Director™)
rﬂfﬂ:-ﬁﬂi&!mﬁ:iﬂiﬁcﬂgiﬁumzﬁ FWA. Consequently,
the RA Director is the immediate human research protection official with regard 1o research
The RA Director is responsible for:

E

I serving under the FWA as the point of contact with United States
Department of Health and Human Services Office of Human Research Protections
and other federal authorities for human subjects protection issues, including the
investigation and repoming of non-compliance matters,

z playing a key role in ensuring that HHC fulfills its responsibilities under
its FWA;

8 seming standards for Homan Subject Rescarch education requinements;

4, ensuring that all HHC personnel overseeing Research st HHC participate

in and complele regular training with respect 1o human subject rescarch
probections;

5 ensuring that all [RBs wilized by HHC have entered into an IRE
Authorization Agreement with HHC and overseeing those [RBs" compliance with
such agreements;

&, receiving, investigating, and responding to Research-related complaints;

7. responding o questions or concerns from Human Subjects or
investigators, and

& oversecing adherence 10 these Policies and Procedures in accordance with
the overall compliance effort set forth by the Office of Compliance, which may
also monitor the RA Office’s oversight activities with respect to compliance with
ihese Policies and Procedures.

The Office of Rescarch Administration (the “RA Office™) works in concert with

the HHC Oifice of Legal Affairs with respect 1o monitoning legal developments that may require
revisions 1o these Policies and Procedures, as well as communicating any such changes to the
HHC research community. In addition, the BA Office has the following responsibilitics:

B Education, Leading educational effons for Pls and their staff, researchers
and research siaf, and sppropriate corporate officials, to:

a Review, recommend and approve CIT1 Training.

b. Inform facilmties of important research ethics and human subgects
protection fssucs as they arise, including any legal or regulatory changes.

e Update marmals, forms and web-based information.
a4 Host serninars and lectures.
[ S Drstribune lireranire.

2 Advisory Role,



a Providing counscling to PIs, researchers and all others as requested [ 3 Research personnel follow the Rescarch Protocol, including the

and needed. recruitment, consenting, data collection, IRB reporting and other protocol
Betivities.

b, Visiting facilities regularly and meeting with FRC, FRRC, Pls,

rescarch staff and grants officers. 2 Protecting the rights, safety, and welfare of Human Subjects.

3 Compliance and Oversight, The Pl or other qualified individual{s} musi be avalable o provide Human
Subjects with reasonable medical care for any medical problems that arse during
n Overseang the compliance of any ongoing Research invelving participation in the Research Project that are, or could be, related 1o the Research
Human Subgects with Federal, Staie and Corporate regulations and reporn Propect.  Additionally, when participation in the Rescarch Project maght impact
any problems or concemns 1o the HHC Office of Legal Affairs, Office of the Human Subjoct’s health and'or medical care, the Pl should attermpt 1o inform
ﬂﬂﬂuﬂﬁﬁaﬂliﬁﬂ! Facility Executive Directors and'or Medical the Human Subject’s primary care physician, if medically appropriate, about the
Directors, Department o IEE!H—.—.EMH.{E.U—._IEDE?. subject’s participation in the Research Project if the Human Subject has identified
Human Rescarch Protections (OHRP), as required. a primary cane physician.
b. Overseeing HHC compliance with Federal and State regulations When protecting the rights, safety, and welfare of Human Subjects, the PI's {or
regarding protection of human subjects and report any problems or Eiﬁtgﬂﬁri%&ﬂﬁﬂﬁa!ﬁgﬂ_ Consenis
concermns fo the HHC Office of Legnl Affairs, Office of Corporate prier 1o commencing Research;® adhering 10 [RB roquirements with respect 1o
Compliance, and Facility Executive Directors andior Medical Directors, OgIess feports, continuing review Egﬂ.—nﬂﬂﬂﬂuﬂ o the IRB any
and OHRP, as required unanticipated problems invalving risks to subjects or others;” maintaining ¢ En._.&
. 4% required by these Policies and Procedures and applicable law, ensuring that
€ Rescarching and sclecting IRBs for HHC; and reviewing the IRB drugs, biclogical products, and devices being investigated or used are managed
Policies and Procedures for compliance with foderal and  stute and conirolled as required by these Policies and Procedures and applicable lew;
PEUInCITICALS. EEE.E..__* Facility, ,_.__.ﬂﬁn!.n SPORSOF ngxaaru-nﬂniﬁ upon compbetion of the
Project; and. if requested, maki records available 1o HHC,
G.  The Principal inwestigator (*PT") is the individual responsibic for protecting the #?ﬁ?i%iﬁaﬁ“ﬁna;gﬁﬁg
rights and welfire of Human Subjects and for the carrying out of sound cthical Research Project
consistent with protecels approved by the [RE and HHC and the overall conduct of the project.
The Pl must ensure that all Research is conducied & an cthical manner and in sccordance with H. All Research Team members:
all foderal, state, and local laws and regulations, institutional policies, and requirements or
determinations of the IRB. This individual has the ulbmate responsibility for the overall conduct 1. are expecied to be familior with the requiremenis of the Common Rule

of a Rescarch Project, incloding all technical, programmatic, financial, complisnce and and other federal lows and repulations, applicable state and local law poverning
sdmintstrative aspects. The responsibilities of the Principal Investigator are: the conduct of research, HHC policies and procedures, incloding these Folicies

s and Procedurcs, the terms and conditions of any Rescarch sgreements with
I Supervising the conduct of Ressarch Projects. Sponsors and Grantors, and the basic ethical principhes that guide research; and
The Pl may defegate Foscarch Project-related tasks, but must adequately 2 shall, in the even that they have any questions or are enfamilisr with HHC
supervise Research personnel 1o whom tasks are delegated. When supervising the policies and procedures and relevant law governing research, seek advice from the
conduct of Rescarch, the Pl must ensure thar RA Office, FRC, PL IRB or Sponsor or Grantor, as applicable; and
L Rescarch porsonnel are qualified by training and experience 10 i must complete any educational training. required by HHC, the relevant
perform Research Project-relmed tasks that have been delegated o them; RB, and other review wnits prior 1o initiating & Research Project, Rescarch Team
members should not undertake responsibility for Research Projects unless they
b. Rescarch personnel have on adequaic understanding of the understand these requirements and can comply with the relevant standards and
Research; end protecting the nights and welfure of Human Subjects.

I The Executive Director, Medical Director or Director of Pharmacy, as applicable,
of each Facility is responsible for:
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ensuring that the Pharmacy Department and rglevant staff are made aware
ﬁﬂnnzunng:ﬁn?wﬁnuig n in ongoing basis;

Z ensuring compliance with these Policies and Procedures (see Exhibit 2,
Facility Commitment Form); and

3. ensuring facilitated systems to comply with contractual agreements related
10 Rescarch,

i K The Medical Director and Chicll Nurse Executive, as applicable, of cach Facility
is responsible for:

l. ensuring that the Depantment Chiefs of Services and relevant Medical and
nursing stafls are made aware of and trained on the Policies and Procedures on an
ongoing basis;
¢ B imstituting necessary comective actions for each depanment or individual
medical provider,
: 1 the day-to-day compliance of the Medical and nursing staffs with these
Policies and Procedures (see Exhibit 2, Facility Commitment Form).

K The Facility Research Review Commitiee is responsible for;

1. ensuring that protocols and related activities are compliant with the
operating procedures of HHC and the relevant Facility; and

& eperational, clinkcal and fiscal feasibility,

L Esch Facility !Sgniﬂnu&u!nﬂl_& of care, treatment and
services provided a1 .Hv Facility.”  Thercfore, each Facility is responsible E« En

implementation of these Policies and Procedures, as centified sccording 1o the F
Commitment Form st fonth in Exhibit 2.

VIL INTERPRETATION AND COMPLIANCE

A, Interpretation of These Policles and Procedures.
In the event that a question arises 5 %o the spplicability or interpretation of these Policies and
Procedures, the RA Office will make such determinations centrally, in consuliation with the
Office of Legal Affairs, CMO, Pl, Office of Corporate Compliance and the FRC a3 needed. The

RA Office will communicate such determinations 1o the applicsble IRB, all Principal
Investigators, and related research staff.

B. Compliance with Law, Regulations and Policies
HHC shall ensure that all Rescarch is conducted in compliance with applicable Federal, New

MﬂrmﬁzniaﬂfﬁﬁzsiﬂﬂﬁﬂiEEEEE_EEE,E_E&E
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VIIL FROCEDURE FOR UTILIZATION OF PROCEDURES AND FORMS

These Policies and Procedures, including the attached documents and fsrms, shall be available
for refevence 1o all HHC stafl.

IxX. EFFECTIVE DATE
These Policies and Procedures arc effectiveas of _____ , 2014,
PART1

GLOSSARY OF COMMONLY USED TERMS
For purposes of these Policies and Procedures, the following definitions shall apply:
“AfMiliate™ means an institution, physician practice or ather entity with which HHC has entered
inlo an agreemend which contemplates a relationship and/or involves research activibies or patient
Care,
“Chiel Medical Officer” or “CM™ means the Chief Medical Officer of HHC.
“Chiel Nurse Executive™ means the chiel norsing officer of HHC.
“DHHS" means the U.S, Depariment of Health and Human Services.
“Executive Director™ means the person then serving s the executive director of a Facility.
“Facility” means a facility owned and operated by HHC,
“FDA™ means the LS. Food and Dnig Administration.

“Federalwide Assurance™ or “FWA™ means the federally required assurances described in
section V.C of the Preamble of these Policies and Procedures.

“FRC" means the Facility Research Coordinator who is appointed by the Executive Director of
the Facility.

“FRRC™ means the Facility Rescarch Review Committee of the Facility whose members may
include representatives of the Facility's progrm offices, the Facility”s Division of Finance, and
the Corporation”s Office of Legal Affairs, all of whom have received the approval of the
Executive Director and the Corporation 10 become such & member.

“CGirant” means, in general terms, financizl assistance given to HHC by the Federal or State

Government for a specific purpose 1o support instruction, research, or health or other public
SETVICC.

“Grantec” means the entity that receives funding from the Sponsor or Grantor 1o conduct



“Grantor” means a governmenal entity, including a Federl, State or local government agency
that provides funding for a Research Project.

“HHC™ means the Mow York City Health and Hospitals Corporation.

“Human Protections Administrator™ means the Director of the HHC Office of Rescarch
Adminisranon.

“Human Subject” means an individual that meets the definition of Human Subject under 45
CFR Pan 46" or 21 CFR §50.3(c)" or New York Public Health Law Amicle 24-4,"
regardless of whether direct patient care services are rendered to such individual This term
inchudes an individual whose tissue is wsed in Research and who may be individually idennifiable
by a Ml or the PI's staff. 17 a8 any time such individual receives direct patient care services, he ar
she shall also be considered a patient for purposes of this Policy,

“Infarmed Conseni™ means the conscnt a._.u Human Subject that contains the elements pursuant
i0 45 CFR 46,116 and 21 CF.R. 5025

“Institational Review Board™ or “IRB" means an institutional review board established in
sccordance with and 1o carry out the purposes of 45 C.F.R. Part 46, 21 C.F.R Pan 56, and New
York Public Health Law § 2444,

“Invention” means any discovery ot invention (whether or not patentable) created, conceived o
reduced 10 practice &5 & result of Research including, but not limited to, 21l copyright and
copyrightable material {uness published in academic or schalarly media or otherwise in the
public domain), snd all such intellectual property rights inhering in tangible research propenty

“Medical Stafl™ means the body of persons comprised of licensed physicians and other Licensed
persons specified in the Medical ST By-Laws of the Facility who are permitied by law and by
HHC 10 provide direct patient care services to patients, that is orgonized pursuant 1o, and has
responsibilitics 2s ase set forth m applicable laws and regulations, and that has the overall
responsibility for (i) the quality of the professional services provided by persons with clinical
privileges who provide direct patient care services to patients af the Facility and (i) the
sccounting therefore 1o the Facility executive leadership.

“Medical Staff By-Laws™ means by-laws that prescribe the organization, robes and
responsibilitics of the Medical Staff of the Facility, adopted and periodically reviewed by the
Medical Staiff of the Facility and approved by the Facility executive leadership

“NIH" means the DHHS National Institutes of Health,

“NYSDOH"™ means the New York Staie Department of Health

“Office of Legal AMain™ or “OLA" means to Office of Legal Affasrs of HHC

“OHRP" mcans the HHS Office of Human Research Protections
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“Principal Investigator” of “PI” means the individual who i) 15 qualified under Section 1 of
these Palicies and Procedures: n) is responsible for overseemy a Research Project conducted at a
Facility; and iii) has responsibility for the overall conduct of o Rescarch Project b

“RA Director’” mcans the director of the RA Office.
“RA OTice™ means the HHC Office of Rescarch Administration.

“Hesearch” means an activity that meets any of the definitions of research stated in DHHS
regulations, FDA regulations, or New York Public Health Law, cach a3 may be amended from
time o time, and which uses HHC patients, facihitics, staff or resources or which is conducted at
a Facility

“Research Authorization Form™ means the document through wiich a Human Subject gives
his or her sutharization for the use and disclosure of personally identifiable health information
and which meets the criteria set forth in HHC HIPAA Clinical Investigation and Hesearch Policy
and Guidelines, at Section 2.1.

“Research Council™ means the body of HHC Facility representatives thal serves as an expen
advisory committee to HHC and provides advocacy for research activities.

“Research Project” means the specific Research Protocol: (1) for which funding has been or
will be given by & Sponsor or Grantor and inte which Human Subjects are actually or anticipated
10 be enrolled or (2) for which there is no funding and that s undertaken by a student as part of
educational requirements or by a Principal Investigator undenaking a prospective chan review,
retrospective chart review or infarmational review

“Research Protocol” means the written description of the scope of work 1o be performed in the
performance of the Research Project and which is submitied 1o the IRB for review.

“Hesearch Team™ means Principal Investigators, any sub- of co-investigators, Facility Research
Coordinators and other staff who contribute to the scientific development or execution of a
Research Project in o substantive, measurable way

“Spomsor” means a private, non-governmental entity which provides funding for a Rescarch
Projpect.

“Sub-Investigator” means anyone other than the Principal Investigator who is involved in
conducting Research or is responsible for the design, conduct, or reporting of Rescarch
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PRELIMINARY CONSIDERATIONS FOR COMMENCING RESEARCH AT HHC

SECTION 1. ELIGIBILITY TO CONDUCT RESEARCH

1.1, Poliey
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A Principal Investigator may be whomever is most appropriate 1o carry out the Rescarch
Project including, but not limited 1o, a physician, nurse, social worker and/or other clinical
staff, as outlined below:

AR Physicians. A physician may act as Pl for a Rescarch Project if
he or she i

{a) A person licensed under Title VI of the New York State
Education Law to perform diagnosis, irearment, medical services, prescription or
therapeutic exercises with regand to or wpon human beings,

) A full-time, pant-time and voluntary physician who is a member of
the Medical Saff at the Facility at which the Rescarch is 1o be conducted,

{c}  Has appropriate clinical privileges as defined in the Facility's
Medical StafT Bylaws: and

(d)  Has the spproval of their dinector of service or the chair of his or
her department.

1.L2. Other non-physician, elinical staff. Other non-physician, climcal
staff may act as Pl for a Research Project if he or she has been previously authorized through
the Facility's Medical Staff Bylaws or any other clinical or credentinling process of the
Facility in which the Rescarch is 10 be conducted.  All such clinical staff will comply with any
applicable requirements retating 1o the condoct of Research set forth in law or regulations
established by the New York State Depaniment of Education, Ofice of the Professions."

1.1.3 Students. Students must comply with the policies of the
reviewing TRE regarding sudents, mentorship, faculty involvement and/or any other
oversight.

1.1.4; IRB Discretion. It should be noted that another entity reviewing
a Research Project may have its own policies regarding who can be the Principal Investigator
on a Rescarch Project. Seme [RBs are strict in this allowance, while others allow any person
deemed competent and qualified 10 lead a Research Project. For cases in which an individual
may not be eligible 1o be a Pl under the policies of a specific IRB, such individual may: (1)
find another TRB which does allow for himder 10 function in this role or, (2) such individual
may follow that IRB's policies and find & co-investgator that does satisfy the requiremenis,

1L Procederg,
Mo additional procedure, cutside of what has been identified above,
SECTION 2. TRAINING OF RESEARCH TEAM, REVIEWERS AND OTHERS.

21 Policy.

Federal regulations and gusdelines require documented evidence that principal
investigators, co-investigators, collaborators, study RA Directors and/or other
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individuals involved in human subject rescarch are qualified and have the
expertise needed to protect human subjects. To meet this requirement and HHC
ethical standards, HHC requires all individuals eligible 1o participaie in carryimg
out & Resesrch Project or conducting Research in any way al a Facility to
participate in and compleie raiming on human subjects prolections.

12  Precedure.
22.1. Rescarch Team Tmining.

{a) Initial pratining. Prior (o their involvement in human subject
rescarch and before commencing Research at HHC for the first time, the Research
Team must perticipate in and complete selected modules of the Collaborative
Institutional Training Initiative (CTTT) Course in the Protection of Human
Rescarch Subjects, as determined by the RA Office, which may include various
modules on human subject protection, the Belmont Report, these Policies and
Procedurcs, and others.

(b} Continwing rraining. Afler meeting initial educational
requiremenits, members of the Research Team are required 1o meet & continuing
education requirement every two years. Continuing education requiraments may
be met either by compheting a CITI refresher course or other training required by
the BA Office.

{e) Additional Traming. In addition o HHC's required traming as
described above, the Research Team is required to satisfy any imitial and
continuing human subjects protection training and education required by his of
her respective IRB or Facility's medical stafl bylaws.

123 FRRC Training. In order 1o be eligible 1o sit on the Facility
Research Review Commitiee, members must participate in and complete selected modules of
trafning offered by the DHHS's National Institute of Health, as determined by the RA Office.

213 Traiming for Other Research Personngl. Others who are involved
in the review of Research at HHC, such as the Facility Research Coordinator and Facility
Executive Directors, must participate in and complete schected modules of training offered by
the DHHS s National Institute of Health, as determined and deemed necessary by the BA
Office.

224, Education Tracking. The RA Office is responsible for tracking
fulfillment of raining requiremenis. As such, the RA Office will have access o the online
record of training completion reports and may also maintain local records of completion dates.

SECTION 3. HHC RESEARCH APPROVAL PROCESS

31 Poliey
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In order 1o ensure that rescarchers comply with Federal, State, City and Corporate
policics and regulations that guide human subjects research at HHC, all Research
Projects must undergo the approval process described herem.

HHC approval will not be pranted unless an IRB determination as 1o the type of
review requined for the Research Project (Full Boand, Expedited or Exempt) has
been made. Afer review and appeoval or determination of Excmpt stafus, s
applicable, by the designated IRB, Research Projects will be reviewed by the
FRRC, then HHC executive officers and lastly, the HHC RA Office.

Please see Exhibit 4 for the Research Project Approval Process Map,

32 Procedures

3zl STEP L Pre-Approval of the Research Project. This phase is to

determine a Research Project's operational and financial practicability st HHC. Before
submitting u research application for funding from a Grantor or a Sponsor, whether or not in
collaboration with another mstitution, department or colleague, the Pl should have a feasibility
consul with the FRC of the impacted Facility{ies) to confirm that the Research Project can be
accommodated by the implicated departments and individuals at the Facility. The FRC can
involve a5 many expert reviewers as néeded, and the Pl may request that the Facility's
Executive Director or Medical Director be included in the feasibility review.

{8)  Mudti-Facility Research Projects. Where a Pl intends (o conduct
Research st muliple HHC Facilities, the PI should comsct the RA Office 1o
facititate pre-approval. In addition, o Facility, PI or other contact person should be
wdentified for each Facility engaged in the Rescarch Project.

by  Collahorative Research Profects. IT any Rescarch Project is to be
undenzken with an Affiliste, the Pl should also consult with the appropriate
offices within the Affilizte il required by such A fMiliate's policies regarding
collaborative research.

312 STEP 1: IRE gnd Facility Review and Approval, and

Contract/Agreement Negotistions.

[LERE T

(a) IRE Submission. Please complete an IRB submission as direcied by
the IRB.

(b)  IRE Review of Submission. The [RB will review the Research
Protocol and consent forms and/or relating documents for the scientific soundness
of the Research Project, risks, benefits and any cthical issues relating 1o the salety
and general welfare of the subject. (Please see Section 4 of these Policies and
Procedures reganding Informed Consent, and HHC HIPAA Clinkcal Investigation
and Research Policy and Guidelines, al Section 3.1 and 3.3 for more information
regarding the criteria and procedure for applications for woivers of HIPAA
suthorzation requirements.) The IRB will transmit an 1RB determination directly
to the PL

NG D

(cd  Facility Review and Approval Process.

{1 STAR. In order to obtain final Facility approval, the P
must submit an application for the Research Project by uploading
required information with respect fo the IRB determination directly into
the electronic submission system, which is the System to Track and
Approve Research (STAR). Facility reviews should be confined to
ascertaining the completeness of the submission; it is not to duplicate the
review conducted by the [RB.

()  Completed Applicmtion. The FRC will conduct a
preliminary review for completencss before forwarding the application to
sclected members of the FRRC. If the FRC determines an application is
incomplete, the FRC will promptly communicate such findings to the Pl
and work with the Pl for appropriate action, A completed applicanion
wall inclode:

{n the Rescarch Protocol, the IRB determination letier,

(2)  any Informed Consent'waivers'alicrations, and
HIPAA Research Authorization Form and/or waivers thereof,

Huvéﬁﬁ_grg_iﬁﬁngﬁmﬂiﬂ,
if executed; and

i4)  any applicable approved budget or billing plan in
accordance with Section 29.3 or coverage analysis, if applicable
undér Section 313 2 for the Research Project.

(n)  FRRC Review of the Completed Application. The FRRC
will review the completed application made through STAR in a tmely
manner, 1T the FRRC cannot approve the Research Project as submitted
by the P1, it will prompily communicate such findings 1o the PL. (Please
see HHC HIPAA Clinical nvestigation and Research Policy and
Guidelines, st Section 3.0 for more information regarding IRB or Privacy
Board considerations in connection with applications for waivers of
HIPAA suthorization requircments.) Where Affiliate is the Gruntee and
no agreement between HHC and the Affiliate describes how Research
Project Coosts {as that term is defined in Section 29,1 are to be caleulated
and pasd o HHC, the FRRC may not approve the proposed Research
Project until HHC and Affiliate have agreed in writing how such costs
will be reimbursed 10 HHC with respect 10 such proposed Research
Project and such agreement has been spproved by the OLA.

(iv)  Focility Executive Review and Approval. If the FRRC
approves 8 Rescarch Project, the completed application should be
submitied to the medical director or medical board president, and the
Executive Director of the Facility for review and approval.  Upon

&



approval by the Facility executives, the application should be sent (b)  RA Gffice Review. The application sent to the RA Office for

directly to the RA Office. review must be complete and accuraie. The RA Office reserves the right to retum
a Facility-approved (i.c., spproved by a FRRC and executive leadership) Research
In the event that the Executive Director docs not approve a Research Project if the information it receives is insuffickent to make a determination. In
Project, a summary statement should be sent on a timely basis to the PL, order to make its determination, the Rua Office must receive from the FRRC, at a
who may then discuss the decision with the Executive Director. If the Pl MmN
and Executive Director cannot reach an agreement, the PI may appeal the
dexision to the Office of Research Administration. (i}  the completed application,
(v)  Delegates and Alemnates. Identifying a Designee. An {li)  acopyofthe IRB approved Human Subject Informed
FRRC or Executive reviewer may identify o designee in STAR to review Consent form{s), assent form or approved waiver of consent, as
and approve a completed application an hisher behalll applicable, 1o the exient they are not included in the completed
application;
(d) Contract/Agreement Negotiations.
{iii)  acopy of the IRB approved Research Autharization Form,
(i) All Rescarch-refated contracts must be sent to the RA any IRB waivers of the HIPAA authonization requirements described in
Office for review and the Office of Legal Affairs for final approval HHC HIPAA Clinical Investigation und Research Policy and Guidelines,
before being executed. The RA Office will review and negotiste the at Sections 3.0 through 3.3, to the extent they are nol included in the
terms and conditions of the agreement in consultation with the Pl and completed application; and
ather HHC depanments, including OLA.
{iv)  any such other documentation requested by the RA
(i}  Once the RA Office has finalized the contract, it will be Office.
forearded 1o QLA for final review and approval. The RA Office will
notify the Pl and FRC once the contract has been approved and provide a ic)  HHC Approval Communicaied to PI. The BA Office, via STAR,
copy of the final contract to the P will promptly notify the PI, the FRC, the FRRC and exccutive |cadership of final
approval. Only af this point can the Rescarch Project commence at the Facility.
{iii) The CMO is authorized and is required 1o sign on behalf
of HHC all Research agreements with a Sponsor or Grantor thal have _qﬂﬁ.ﬁﬁmﬂ:nfﬁ?ﬁiingﬂﬁﬂ.ﬂﬂzzﬁg.iﬁ.
been reviewed by the RA Office and approved by OLA o3 st forth will be generated per Facility,
above
il4 Dration of HHC Approval, HHC approval will expire on the
fiv)  Omce the RA Office has finalized the contract, the RA Fescarch Project’s IRB expiration date that was entered into STAR.
Office will notify the P1 and FRC when the contract has been approved
and provide a copy of the final contract 1o the Pl 318 Modifications. If Pls update Rescarch Project maserials or tools,
they should upload the IRB approved documents 10 STAR as they become available.
{¥)  The provisions required to be included in Research Amendments do not reguire approval by the Facility or RA Office.
agreements are Iisted in Exhibit 5. However, Pls should not rely on this
information as a substitule for obtaining review by the RA Office and SECTION 4. INFORMED CONSENT
approval by OLA.
4.1,  Policy.
323 STEP I RA Offics Review and Approval.
Informed consent is a process that ensures that Human Subjects have been provided with
{8)  Gemeral Once Facility executives have approved a Rescarch sufficient information sbout the Ressarch Project so that they may understand the nature of the
Project application, the application shall be sent o the RA Office via STAR. The research and can knowledgeably and voluntarily decide whether or not 1o participate. A primary
Pl may not commence the Rescarch Project until hefshe has received final cthical responsibility of the Principal Investigator is to ensure that patential Human Subjects
upproval from the RA Office. have been provided with all the information they might reasonably need to know. Any Research

Project utilizing Human Subjects requires the Informed Consent of those participants. Informed
consent {s an ongoing exchange of information between the Research Team and the Human
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Subject that begins when a prospective Human Subject is initially informed about the Research,

generally ot the time of recruitment, and continues throughout the course of the Research Project.

Informed consent includes Human Subject recruitment materials, question/answer sessions,
methods and materials used 10 obtzin the Human Subject’s consent to participate in the rescarch,
and any other communication between the Human Subyect and rescarch stafT that explains or
clanifies the research 1o be conducted.

In erder for the IRB 1o cvaluate the consent process 1o ensure that it is adequate, the Principal
Investigator must desoribe consent procedures and provide all consenting documents as a pan of
the application for IRB review of the Research Project. In situations where the ability of the
Human Subject to understand the consent document is in guestion (e g., if the document includes
complex scientific information or if the Human Subject may be educationally or cognitively
impaired), additional considerations and procedures may be required. Please see Section 7 for
additional protections afforded vulnerable populations and special classes of Human Subjects.

It is the policy of HHC that no one may involve a Human Subpect as a participant in Research
unless the Principal Investigsior or an suthorized designees has obtained either 1) the legally
effective Informed Consent of the Human Subject or the Human Subject’s legally authorized
representative in an IRB-approved form, or 2) IRB approval for a waiver of Informed Consent in
accordance with DHHS, FDA and New York State regulations.'*

41 FProcedure,
421, Elemenis of Consent
(a)  Basic Elements of Consent

Informed consent documents or other methods used 10 obtain consent must include ihe basic
requiresnents of DHHS" and FDA regulations™ (for Research Projects regulated by the FDA),
unless a waiver or alieration of the document has been approved by the IRB, Additionally, there
may be further requirements set forth under Mew York Public Health Law Article 24-A, as well
as New York Civil Right Law § 79 with regard to rescarch involving genetic testing (see
Section 19 of these Policies and Procedures, Guidelines for the Use and Disclosure of Genetic
Information). The IRB has the authority to make the determination regarding the sdequacy of the
information in consent documents.

The requirements under DHHS are as follows:

(i} A statement that the Research Project involves rescarch,
an explanstion of the purposes of the rescarch, expected duration of the
Human Subject’s participation, description of the procedures to be
folkowed, und identification of eny procedures which are experimental;

(i} A description of any reascnably foresecable risks or
discomiors o the Human Subject;

(i} A description of any benefits to the Human Subject or to
others which may reasonably be expecied from the Rescarch;
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(iv) A disclosure of appropriate aliernative procedures or
courses of treatment, il any, that might be advantageous to the Human
Subject;

{v) A statement describing the extent, if any, to which
confidentiality of records dentifying the Human Subject will be
maintained. (FDA Research Projects must also state the “_ possibility
that the Food and Drug Administration may H.J“nu the reconds.™)

For research involving more than minimal risk,”” an explanation as to
whether any compensation or medical treatments are available if injury
occurs and, if s0, what they consist of, or where further information may
be obtained;

(v1)  Information regarding whom to contact for pertinent
questions about the Research and Human Subjects’ rights and whom 1o
contact in the event of a research-refated injury o the Human Subject;
and

(v} A sitement that participation is voluntary, refusal 1o
participaie will invelve no penalty or loss of benefits i which the Human
Subject s otherwise entitled, and the Human Subject may discontinue
participation ot any lime withoul penalty or loss of benefits 1o which the
Human Subject ks otherwise entitled.

by  Additional Elements of Consent. ‘When reviewing a Research
Project, the IRB will consider the peed for inclusion of additional elements of
consent

(i} When appropriate, the federal regulations indicale that one
or more of the following elements of information shall be provided 1o
each Human Subject;

{1} A statement that the particular treatment or
procedure may involve risks (o the Human Subject (or to the
embryo or fefus, if the Human Subject is or may become pregrant)
which are currently unforcsecable;

(I)  Anticipated circumstances ender which the Human
Subject’s participation may be terminated by the investigator
without regard 1o the Human Subject’s consent;

(3} Any additional costs to the Homan Subject that may
result from participation in the research;

(4)  The consequences of 8 Human Subject’s decision 1o
withdraw from the research and procedures for orderly tesmination
of participation by the Human Subject, which may also ensure that
8 Human Subject’s subsequent withdrawal from the study docs not



result in penalty or loss of benefits to which the Human Subject is ({1} The document must contain & statement that the drug,
otherwise entilled; agent or biologic is “investigational” or “not FDA-approved™;

(5) A swement that significant new findings developed [{1] No claims may be made which state o imply, directly o
during the course of the Rescarch which may relate 10 the Human indirecily, that the drug, agent or biologic s safe or effective for the
Subject’s willingness 1o continue participation will be provided to purpose(s) under investigation or that the product is in any way superior
the Human Subject; or 10 another product;

(6)  The approximate number of Human Subjects {iii)  The document must describe any plans for rndomization;

pected icipate in the Research Project.
i o ™ i {iv)  The document must describe any plans for use of a

(i) In sddition to the requirernents listed sbove, the IRB may placebo and the probability of the Human Subject receiving an active o
further require the inclusion of any of the following: inert substance,

{1} A provision for the Human Subject or his or her {v)  For phase | Research Projects, the consent document must
legally authorized representative, as applicable, 1o be given a copy disclose that the purpose of the research includes examining the safety
of the consent form, if the consent is written; and toxicity of the drug, agent, of biologic. For phasc Il and phase 11l

Rescarch Projects, the consent document must disclose that the purpose

(2 Idemification of the sponsor in sponsor-initiated of the rescarch includes examining the drug, agent, or biokogic for safety
Rescarch Projects; and efficacy (effectiveness); and

(3 Ifblood samples will be drawn, information {vi)  The document must include the conditions for breaking
regarding the amount of blood that will be drawn; the code if the Research Project is blinded,

(4) I Human Subjects are being followed for survival, id)  Projects lnvalving FDA Investigational Devices. 11 the project
indication of the investigator's inlent 1o do so, involves an FDA investigational device, additional IRB consent requirements may

inc| when applicabie, that:

(5) I material such as tumor tissue, bone manow, o i
blood, etc. will be turned into a commercial product, a ststement (i) Mo claims may be made which siate or imply, directly or
that the Human Subjects may not benefit from the development of indirectly, that the device is safe or effective for the purposes under
the commercial product; investigation or that the device is in any way superior to any other

device; and
(6}  Theamount of compensation, and whether payment
will be made incrementally or paid in full upon completion; (i)  The consent document mus contain a statement that the
jce is “investigational,” it is “not FDA b
® : tnbormation het i device is igational,” or that it is approved.

$600 or mare paid 1o Human Subjects within one calendar year is 422 Waiver of Consent Requirements
required to be reported 1o the IRS; or

; ; : T {a)  Non-FDA Reguiated Snudies. Under DHHS 45 CFR. § 46,116, the
(8)  Adisclosure statement if the Investigator is being IRB may waive or aher the requirements for obtaining Informed Consent
directly compensated for conducting the Research Project or has 2 provided the IRB finds and de is the following:

significant financial conflict of interest.

(e)  Projects mvolving FDA Investigational Drugs, Agents or
Biologics. The requirements for Informed Consent for Rescarch Projects {13  The Research is not FDA-regulated;
involving an FDA investigational drug, agent, or hinlogic, are very similar o
those listed sbove. Additional [RB consent requirements may include, when {2)  The Research involves no more than minimal risk to
spplicable, that: the Human Subjects;

{1} For studies with no more than minimal risk.
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present:

(3)  The waiver or alteration will not adversely affect
the nghts and welfare of the Human Subjects;

(4)  The Research could not practicably be carried out
without the waiver or alieratton; and

(5)  Whencver appropriate, the Human Subjects will be
provided with additional pertinent information alter participation.

(i)  Govemment conducted or approved studics.
(1) The Research s not FDA-regulated;

(2)  The Research or demonstration project is o be
conducted by or subject to the approval of state or local
government officials and s designed to rescarch, evaluate, or
otherwise cxamine: (i) public benefit or service programs; (ii)
procedurcs for obtsining benefits or services under these programs,
(iii) possible changes in or altermatives to those programs or
procedures; or (iv) possible changes in methods or levels of
paymient for benefits or services under those programs; and

{3)  The Rescarch could not pracuicably be carmied out
without the waiver or alteration.

)  FDA Repwioted Sudies. For FDA-regulated rescarch, the
exceptions to Informed Consent requirements at 21 C.F.R. § 50.23 generally
apply to emergency situations wherne all of the following circumstances arc

(i}  The Human Subject is confronted with a life-threatening
situation;

(i)  Informed consent is not possible becsuse of & inability to
communicate with, or obtain legally effective Informed Consent from,
the Human Subject;

(i)  Time is not sufficient to obtain consent from the Human
Subject’s legally authorized representative; and

{iv)  No altermnative method of approved therapy is available
that provides equal or greater likelibood of saving the Human Subject’s
life

Also refer o Section 4 (Emergency Use of an Investigational Drug or Device) of
these Palicies and Procedures.

4213,
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(a) Generally. In general, Informed Consent must be documented
unicss the [RB has determined that it can be waived under DHHS 45 CF.R. §
46.117(6) or FDA 21 CF.R. § 56.10%¢). For Research Projects that invalve FDA
regulated products, investigators are responsible for adhering to any other FDA
puidelines regarding documentation of consent that are applicable to the type of
rescarch bemng conducted incliding the dating of the consent document by the
Human Subject or the Human Subject s legally authorized representative. In all
cases, the Human Subject or the Human Subject’s representmtive should be given
adequate opportunity to read the consent document and have questions answered
before the document is signed.

() The consent signature(s) should be obtained as follows:

(1} The Human Subject or the Human Subject’s legally
authorzed representative miest be asked 1o sign and date the
consent document.

(2} The person obtaining the Human Subject’s consent
must stgn and date the document, If required by the Rescarch
Project protocol, the IR, or Research Project sponsor.

(3) A witness 1o the Human Subject’s signature must
sign and date the document, if required by the Rescarch Project
protocol, the [RB, or Research Project sponsor,

(4)  Inall cases, signatures on the consent document
may only be dated by the individuals who sign the document.

(i) The Human Subject or the Human Subject”s legaliy
authorired representative will be given a copy of the consent documen!
unless wanved per DHHS 45 CFR § 461 1Tic) or FDA 21 CFR. §
30.27.

(L] Waiver of Informed Conzent

1] Eqﬂcrﬁi!nﬁ!_;ﬁnﬁ!-__ﬂuﬁ-ﬁﬁ
procedure which does not include, or which alters, some or all of the
clements of Informed Consent set forth i this section, of waive the
requircrnents io obtain Informed Consent provided the IRB finds and
docurments that:

(1} the Rescarch Project imvolves no more than minimal
risks 1o Human Subjects;

(2)  the waiver or alteration will not adversely affiect the
rights and welfare of the Human Subjects;



{(3)  the Rescarch Project could not practicably be An example of &n accepiable clause in a consent form 15!
carried oul without the waiver or alicrabion; and
FIHC is not able to offer financial compensation nor to absorh the costs af medical
(4)  whenever appropriate, the Human Subjects will be treciment shonld you be infured a3 o result of participating in this research.
provided with additional pertinent information afier participation.

(i) A waiver of Informed Consent may also be approved on Examples of gnacceptable langruspe are:
certain research and demonstration projects designed to study public

benefit or service programs as specified in the regulanons. 1 imderstand that I will not swe the sponsor or investigaior for any nepligence.
c)  Waiver of Documentation of Informed Consent. R
i . : You agree to hold harmless the institution, investigators, and sporsors affiliated with or
(i)  The IRB is also permitied by federal regulations™ to .
waive the documentation of Informed Consent (the use of a wrilten in any way a part of this research protocol.

conscnt form), provided that either:

415 Doguments. An IRB-approved

e of TRB-Approyved L onscnd oG Eee:
(1} the only record linking the Human Subject and the Eﬂ?.ii«ni!&-ﬂﬂ:zﬁ!f«iiiﬂﬁﬁﬁiﬁiﬂoﬂ#dn
E%iﬁiiﬂaﬂgﬂiji%m?_ _nmﬁﬁ.ﬁqﬁﬂuﬁﬁaiﬁﬁﬁﬂﬂaﬁggf
risk would be potential harm resulting from a breach of Human Subjects sign must bear a legible, dated IRB approval that is currently valid. If consent
canfidentiality. Each subject will be asked whether the subject :.aI.?EEE_E..:EEEE%EEE%FEEEEEFEE_
wants documentation linking the Human Subject with the Research method for documenting consent requires IRB approval prior (o use.

Project, and the Human Subject's wishes will govern; or 426, Informed Consent Templates. The IRB may have developed

{2} the Research Project presents no more than minimal %ﬁéﬁgglggnﬁ!qﬁn.éﬁ.
angﬁzﬁﬂ-ﬁ%ﬂn;giiidniﬁﬂﬁﬂ igémugﬁn:—ﬁ gﬁﬂnﬁzﬁtﬂ.ﬁ—lﬂ—iﬂgg%.ﬂai
which written consent is normally required outzide the research clements are incorporated into the document(s) and facilitates IRB review. Pls are encouraged
conlexL to contact the applicable IRB for these forms.

(il Incases in which the documentation requirement is 427 pansor-Prepared Consent Docyments. While Pls may utilize
waived, the IRB may require the PI 1o provide Human Subjects with a ia.gignﬂuﬁliumﬂuﬁmﬂaﬂiﬁﬁnﬁwimﬁ_
written sistemnent regarding the Research Project. m.__._._“u.n.._.ﬁ-ﬁ!ﬂﬁniuinﬁ_iﬂﬂﬁﬂ_nﬁﬁﬁnfnﬁﬂﬂﬁﬁﬂuﬂﬂ:tntg

CCLE.
i) Reguirements for Documentation of Canzent When Same or All ‘e

Elements of Conzent are Waived. 1f only some elements of Informed Consent arc 4.2.8. Revision of Consent Documents LUne U Reseach tiojec

waived, documentation of partial consent may still be required, depending on the Research Project protocols ofien change during the course of a Research Project which may

type of Rescarch Project. If all clements of consent are waived, documentation of EEHEEE?EEEE?EH:G&ELEEKE&

consent is also waived. until IRB approval has been obained.

424, 429 Providing Enrolled Human Subjects with mportant New
Information. Human Subjects carolled in a Rescarch Project should be kept informed of eny

Federal policy provides that no Informed Consent, whether oral or wrillen may include any new infarmation relative to the Rescarch Project that might affect their decision to continue
exculpaiory language, through which the subject or the representative is made 1o waive of appear participation. Whenever possible, this information should be presented to them in written form
to waive any of the subject’s legal rights or relcases of appears o release the investigator, the and Human Subjects should be asked 10 sign a copy of the notice/form indicating their receipt
sponsor, the institution or its agents from liability for negligence. OHRP and the FDA have of the information. When the new information requires a change 1o the consent document, the
applied & broad interpretation to the exculpatory language prohibition, as opposed to a narrow enmolled Human Subject may need to be re-consented. Any new of revised documents that will
reading. In general, exculpatory statcments relate to the releasing of lability or fault for wrongful be presented to Human Subjects require TRE review and approval priar to use.

igratores or Dates on Consent Dosuments. In all
cases, signatures and dates on consent documents may only be provided by the individual(s)

pd IR H5 S
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whao signs the documents. [T a signature or date is later found 10 be missing, procedures are as “Severely debilitating™ means discases or conditions that cause major irreversible morbidity.

follows Examples of severely debiliuting conditions include blindness, loss of arm, ke, hand or foot,
loss of heaning, paralysis or stroke.
(a)  Ifa Human Subject’s signature is later found 1o be missing on a
consent document, this information must be documented in the Human Subject’s “Test Article” means Investigational Drug or Investigational Device.
file and in the Research Project records, as appropriate. The information should
not be filled in. The [RB must be notified immediately upon discovery of the 5.1 Poliey
omission thut the consenting document is missing the Human Subject’s signature. . ) )
The IRB will instruct the investigator on how to proceed. Measures should be Eﬂgjgﬁu.qﬁéggnﬂgﬁﬂng
Eﬂﬁggﬂzﬂsﬂungu&ﬁtguﬂ-uagﬁn E_..ﬂnn___.-uﬂn-n_._g.m_.&!ﬂivn aE:n._.H:EEEn.E.EnEEHEH_._
documents. Project, provided the requirements of this Section zre met. HHC requires
consultation with the IRB and the RA Office prior 1o use, il practicable.
(b}  Ifadate is later found to be missing on a consent document, the ) :
information must be documented in the Hurman Subject’s file and in the Research Generally, emergency use of a Test Article requires either an emergency IND™
Project reconds, as apgropriate. The information should not be filled in. The IRB (for F“__ﬂ.._n!qnnlb-:ﬂa—! Eiﬂﬁﬁi_ﬂa:ﬁn;mﬁﬂnﬁn:.oq
must be notified promptly upon discovery of the omission that the consenting Investigational Devices).” FDA regulations provide an “emergency use™
documeni is missing the signarure date. The TRB will instruct the investigator on exemption gafiﬂig_rmﬁzﬁa.-ﬂmﬁa{-_, Rescarch
how to proceed. Measures should be taken to prevent future cmissions of the designed to cvaluate emergency care treatments 1S not “emergency use.” As with
signature date. all other Research, prospective IRB review and approval are required before &
Research Project in emergency medicine can commence. The exception from
4211 Decumenting the Time of Consent. In some instances, it may be Infermed Consent for these Research Projects is provided by federal regulations
eritical 1o document not only the date but also the time when consent was obiainad In such enforced by the U.S. Food and Drug Administration and Office of Human
instances, the “time of signature”™ may be added in the signature area of the consent document, Rescarch Protections.
SECTION 5. EMERGENCY USE OF AN INVESTIGATIONAL DRUG OR DEVICE The FDA and DHHS regulations differ in that under FDA regulations, an
emerpency use of an Investigational Drug or Investigational Device constitutes a
51 Delinitions; “elinical investigation” while DHHS regulations do not contemplate an instance
of emergency use of an Investigational Drug or Investigational Device as
For purposes of this Section 4, the following definitions shall apply. “research” because neither the Human Subject nor the Research Project Data will
be part of a systematic investigation desi 1 deve antribute to
“IND" means an [mvestigational New Drug application submitted 1o the FDA in sccordance with nnﬂmﬂwﬁ#ua!_nﬂn Therefore, vaunﬂ_i..q s Wﬂ“”ﬁuﬁ 1w DHHS
ZICFR §312.20. regulations under 45 C.F.R. Pant 46. However, reporting the use to the IRE is
Ml : ’ ) - required by the FDA
“Investigational Device” means a device, including o transitional device that is the object of a
lmical investigation or rescarch involving one or more Human Subjects 10 determine the safety 53 Procedures
and'or effectiveness of a device,
340 General Requugments.
“Investigational Drugs” means new drug or biologic that has not yet been approved by the FDA
or an approved drug or biologic that has not yet been approved for o new use and is in the (a)  Prior to the Emergency Use,
process of being tested for safery and effectivencss.
(1) Principal Investigators are encouraged to obtain
“Life-threatening ™ refers 1o diseases or conditions where the likelihood of death is high unless caonsultation frem an IRB chair prior 1o the emergency use of & Test
the course of the disease is interrupted and disexses or conditions with posentially fatal outcomes, Article, whenever possible
where the end poini of clinical trial analysis is survival. The criteria for life-threatening do not
require the conditicn o be immediately life-threatening or to immediately result in death. (i) Prncipal Investigators should attempt to identify any
Ruther, the Recipient must be in a life-threatening situation requiring intervention before review protacols already approved by the applicable IRB using the same Test
at u convened meeting of the IRB is feasible. Article for which either the recipient might qualify.
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{iil}  Principal Investigators are responsible for confimming that the Principal Investigator shall, within five (5) business days after the
there bas not been a prior emergency use of the Test Amcle. ﬂi.nﬂnu:ﬁ.-ﬂn:ﬁnﬂiﬂﬂ.nuinﬁ:ﬁ.ﬁﬂi—lﬁux
emergency use be reviewed and evaluated by the Facility’s medical
fivd  Principal Investigators an: responsible for obtaining director.
approval of a second use of a Test Anticle that has been used previously

in a prior emergency use from the Facility's medical director, {iiy  Subsequent 1o the emergency use, the Principal
Investigator and the Faeility's medical direcior are encourzged 1o

i) ﬂiiﬁgﬂngvxﬁagé! EE:HEE&LE«EEH:RR.:HHE.}E«TII:H.E#
independent assessment and approval for the emergency wse of a Test necessary, work wilh the department chair and RA Office to initiae
Article and, il applicable, for the exception 1o the Informed Consent %E%E%E?ﬂin..i%.ﬁﬂ.!ﬁﬂnﬂ-ﬁq
requirement from the Facility’s medical director/designee. The Facility's clearance from the FDA to allow for the broadest possible future use of
medical director or a designee should provide the assessment and the drug.
approval if the Facility’s medical direcior is invelved in the recipient’s
care. The Facility's medical director {or designee) shall document his or 51
her determinations and sign and date where required. Diruigrs.

{(vi)  Principal Investigators are responsible for complying with {8) Initial Use. FDA permits one emergency use of an Investigational
any HHC policies regarding receipl, dispensing, use andfor cantrol of Drug per institution without prospective IRB review. FDA requires that any
Test Articles. subsequent use of the Investigational Drug 2t the nstistion have prospective [RB

review and approval,

{vil)  Principal Investigators are required to submit a report (o
the [RB in accordance with the time frame and manner specified in the @ﬁgﬁumﬁﬁiﬁigggﬂiﬁguﬁ
applicable TRB policies. Pls will scod a copy of the report to the RA approved use of the Investigational Drug. This may be sccomplished in one of
Office in a timely manner. three ways:

{viil) Pls are responsible for ensuring that the recipient is not {i) The Principal Investigator identifies an existing Rescarch
inchuded in & systematic investigation designed 1o develop or contribute Protocal for the same Investigational Drug that is already approved by
1o generalizable knowledge. EEE?:EEEM%_EFE_EEWEE

EEE&E&EE?EE_I%_!EEE
{1)  Thisabove provision does not limit the provision of ie-_._ui-gﬁnnﬁgﬁniﬂﬁﬁwaﬂﬁﬁq!
ouleomes or safety information as required by the FDA. enroliment exception is necded in order to entoll the Recipient, the
Principal Investi should consull the Sponsor.
(3} Theabove provision docs net preclude the g
resrospective use of data {under appropriate [RB review and (i)  The Principal Investigator should communicate with the
approval for such a Rescarch Project), i:ﬂ&!iﬂ?ﬁiﬁﬁmﬁlﬁgﬁnﬁn_snﬂnﬁ
E?%EEEE&H!EEGE

() Theabove provision does not prechude the use of IND holder is willing o provide the Test Article.

information in publication or presentation of a case history, When

publishing or presenting more than one case, please contact the {iii)  Ifthe use may not occur under an existing NI, but the

HHC Office of Legal Affairs to ascertain whether this constitutes IND holder is willing to provide the Test Article, the P1 must obtain an

Research requiring [RB and HHC review and approval. IND from the FDA. _ﬁinpﬂi&nﬁaﬁaﬁs?u&uis

fan IND, the may issue an authorization of shi in sdvance
(B}  After the Emergency Use. “F_Eu. it o

[H] If immediate use of the Test Article is, in the Principal Sevond Use. n_..n.in.n_sn.._nnnl.._i._!n:ﬂwn
Investigaior’s opinion, required to preserve the life of the Recipient, and E__ﬁﬁﬁa deny an _a.H:ﬁ!..._ Drug to a second individual if the anly
.i.ualgﬂﬁg_gign_uﬁgﬁﬂ obstacle is that the IRB has not had sufficient time 1o comvene a mecting 1o review
listed above in advance of using the Test Article, the determinations of the second use. In cases in which an IRB does not have sufficient time to
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convene, o determination regarding acceptability of the second use of an
FEEEEE%&LEEEFESEﬂﬁza}
Medical Director or hisher designee, a5 discussed in Section 5.3.5.

333 pecific Reguirements for the Emergency Use of lnvestipational
Devices. In the cvent that the Pl determines that an emergency use of an Investigational
Device is needed, the PT must contact the IRB and should consult with the RA Office for
guidance with respect to such emergency use,

534, [LETmed & onsent 10F Emorpency Lise o est Articke. The PI
must obtain the Informed Consent of the prospective recipient or a legally suthorized
representative, or else determing that the emergency use meets the criteria for an exception to
the requirement for Informed Consent, as detailed below,

(8)  Except as outhined below, Principal lnvestigators are required 1o
E.w‘.?i.—oﬂ...ﬁ Informed Consent for the emergency use of a Test
Article.

(&) FDA regulations™ provide for an cuception from general
requirements for Informed Consent if the Principal Investigator and a physician
not gtherwise invelved in the emergency use, certify in writing that all of the
following eriteria are met:

(i)  The prospective recipient is confronted by a life-
threatening sinuation necessitating the use of the Test Article

(i} Informed Consent cannot be obtained from the recipien
because of an inability to communicate with, or obtain legally effective
consent from, the Recipient.

i)  Time is pot sufficient to obtzin consent from the
recipicnt’s legal represeniative.

(iv)  There is no available alicmative mathed of approved or
generally recognized therapy that provides an equal or gresier likelihood
of saving the life of the recipient.

535 Second Use of a Test Anticle.

(a)  Incases where a Test Article has previously besn used in an
emergency at HHC, but the IRB has not had sufficient time to convene a meeting
1o review the issue, the Facility's medical direcior {or a designee if the Facility's
miedical director ks involved in the care of the recipient) must make prospective
determination regarding the accepiability of a second use of the Test Article in an
emergency situation using the following criteria:

1] The Facility"s medical director or designee must
determine that although the Test Article has been used st HHC ina

previous emergency, there is insufficient time 1o obeain IRB review and
approval for the second emergency use.

(i} The determination must also include justification for the
sdditional use

(i) The detenmination misst be made prior to emenzency use

(b) A writien statement of the determinations regarding the second
use, signed and dated by the Facility's medical director or designee, must
sccompany the Principal Investigaior's post-use report fo the [RE.

SECTION 6 RESEARCH INVOLVING RECOMBINANT DNA

61 Definitions:
For parposes of this Section 8, the following definitions shall apply:

“Human gene transfer™ means the deliberate transfer into human rescarch pasticipants of

either;

(1} Recombinant nucleic acid molecules, or DNA or RNA derived from recombinant
nucheic scid molecules, or

(it} Symthetic nucleic acid molecules, or DNA or RNA derived from synthetic nuclese
acid malecules, that meet any one of the following eritena:
a. Comtain more than 100 nucleotides; or
b, Possess beological propertics that enablc integration into the genome (g, cis
claments involved in integration)); or
. Have the potential 1o replicate in a cell; or
d. Can be transisted or transcribed.

“Recombinant and synthetic nuchelc acid molecules™ mesns:
i} molecules that a) are constructed by joining nucleic acid molecules and b) that can
replicate in a living cell, i.e., recombinant nuclelc acids;

() nucieic acid molecules that are chemically or by other means synthesized ar
amplified, including these that are chemically or otherwise modified but can base psir
with naturaily occurring nucleic acid molecules, Le., synthetic nucleie acids, or

i) mobecules that result from the replication of these described in (i) er (i) sbave ™

621 Poliey:

HHC is responsible for ensuring that all research mvolving Human Subjects and recombinant or

synihetic nucleic acid molecules and human gene transfer conducted ot HHC is conducted in
compliance with the NIH Guidelines for Research Involving Recombinant DNA Molecules™

............ bt 32



{the “NIH Guidelines™), the CDC guidelines on Biosafety in Microbiology and Biomedical (b}  Instruct and train laboratory stall in the practices and techniques

Laboratorics,”’ New York Pub. Health Law Pant 32-A_ and 10 NYCRR Pant 61. The NIH required to ensure safety, and the procedures for dealing with accidents; and
Guidelines provide safety practices and containment procedures for research involving =
recombinant or synihetic nucleic acid molecules, including the creation and use of organisms and (€} Inform the laboratory stail of the reasons and provisions for any
wiruses containing recombinant or synthetic nucleic acid molecules. HHC's responsibilibes precautionary medical practices advised or requested (.., vactinations or serum
include but are not limited o cither establishing and maintsining internally or engaging and collection).
registering an extemally adminisirated Institutional Biosafety Committes (LBC) that shall review .
all Research proposals or protocols and ongoing Research Projects involving the use of o ?E ﬁw.ﬁ:,_n .H.Enha E.aia_“. M.. the r_”w.h.ﬁ staflto ensure
recombinant or synthetic nucleic acid molecules or human gene transfer for compliance with the required safiety practices and technig emp
WIH Guidelines, zs well 85 appointing a Biclogical Safety Officer where certain ypes of . fericank Ao RIS St ur b
Research are being performed.’ HHC is also responsible for cnsuring adequale expertise and uun_..im“..n& ._E_n:i._.h_ﬂ_“ n__..mﬂ.“h.qw tn_”,u.ﬂﬂxﬂni un.F_ s writing
training," and filing an annual report with the Office of Biotechnology Activities {OBA).™ In R m..n__aﬁ_n-.n..uf_nqn_ﬁ.... Officer (where E-u_n_.n_. bic), IBC, NIH/OBA, the RA
addition, HHC is responsible for obtaining NYSDOH approval for any Research Project Office. FRRC .__.ﬂn otk appe HHC and go horities Gif
invelving recombirant DNA." __uﬂnﬁu&f. ' opeie vernmental
63.  Procedure: il Comect work erors and conditions that may result in the release of
! . 1 e
631 Research Propasals and Protocols recombinant or synthetic nucleic acid molecule materials]
? . Fraure the ity of the ical containment {e.g., biological
(a) In addition 1o the Research ...___uﬁ.uq-_ Process set forth n Section 3 safoty nﬁ.ﬁ: PR I“H“nﬁhu_wﬂuﬂ : u—_u_..._“ (£.., purity and genotypic and
of these Policies and Procedures, the Pl must submit a proposed Research Project e iatici) uad -
invalving Human Subjects and recombinant or synthetic nucieic acid molecules or phenotypic characicristics};
human gene transier that is to be conducted at HHC 10 the applicable 1BC for h i - Ersasnts e B gene transfer
review and approval in sccordance with the IBC"s submission requirements. ™ ﬁwﬂﬁmﬂ”_m nnn.s.___ﬂsn:_ ,...._,,.ﬁqﬂ___i.._ n“ﬂ__: e NIH Guidelines
(b)  Pls involved in human gene transfer Research anc required to SECTION N VULNERABLE POPULATIONS AND
obtain additional approvals from the NIH" and must review Appendix M of the Q_.m_._._ﬂn ahwn.ﬂrmmﬁm.}r.ﬂm_w_mmnzacﬂﬂmﬂ @
MIH Guidelines, *Points 1o Consider in the Design and Submigsion of Protocols e
for the Transfer of Recombinant DNA Molecules into Cne or More Human 71, Poli
Subjects,” which includes adverse event/saficty reporting requirements for those

Pils who have received approval from the FDA 1o initiate a human gene transfer

protocol. Pls involved in such protocols must report any serious adverse event assemnbling the application to be submitted to the IRB and approval submissions
immedistely to the IBC, OHRP, Office of Biotechnology Activities of NIH, and discussad in Section 3 and Section 12 (Rescarch Approval Process and Renswal
FDA, followed by the submission of & written report filed with each group. of Research Approval, respectively), the Principal Investigator should be mindful
of vulnerable classes of Human Subjects and the regulatory requirements that
must be met before an IRB can approve o protocol or proposed consent form.

HHC recognizes the need 1o profect vulnerable populations. Consequently, when

i) Approval by the TBC, in and of itself shall not constitwie approval
for full implementation since 8 Research Project is subject to review and
disapproval through HHC s Research Approval Procesa. In tum, HHC may not
approve the conduct of a Rescarch Project involving recombinant or synthetic
nucleic acid molecules that has been disapproved by the relevant IBC

These classes inchude children, prisoners, pregnant women, fetuses & neonales
and decisionally-impaired adults. In addition to the above groups of vulnerable
popalations, there are several populations that should also be given special
consideration and may require additional safeguards. These groups include, but
A X are not limited 1o students in schools of economically or educationally

632 P Responsibilities After Recombinant DINA Research Approval : e sJigh
Onice the P hias received bath IBC and HHC approval to conduct Human Subject Research disadvantaged persons, undocumented individuals and non-English speakers.
involving recombinant or synihetic nucleic atid molecules, the Principal Investigator shall 7
have the following sﬂuﬁ_..u!_.._:u_..__. 13, Epesdures,

: T.Ll1. Children.
{a)  Make available to all laboratory staff the protocols that describe
the potential bichazards and the precautions to be taken;
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{a) Research Projects involving persons who have not attained the
legal age for consent (o treatments or procedures involved in the research, under
the applicable law of the jurisdiction in which the rescarch will be conducted, are
comsidencd Rescarch involving children and are subject to the requirements of
Federal and Mew York State law. Linder New York law, persons less than 18
years of age are considered children,™

b))  Inits consideration of a Rescarch Project involving children as
Human Subjects, the IRB gpenerally conternplates the level of risk to the children
and whether the Rescarch Project presents a reasonshle opponunity to further the
undlerstanding, prevention, or alleviation of a serious problem affecting the health
or welfare of children. ' Repardiess of the level of risk involved, the PI must
prowide for the adequate solicitation of assent of the children, where appropriate,
and the permission of their parents or kegal guardians in sccordance with the
requirements of 45 C.F.R. §5 46.117, and 46,405 through 46 408.° In some
circumstances, Mew York law allows for children 1o provide their own consent,
such as in the case of emancipated minors, and minors who understand the
benefits and risks for proposed aliernative treatments with respect to their
reproductive health and sexually tranamitted diseases, some mental health
services, alcohol and dreg abuse services, and sexual sssault irestment

fe}  The FRRC or the RA Office in their respective reviews dunng the
Rescarch Approval Process (Section 3) and Renewal of Research Approval
(Section 12) may inguire of the IRB the basis upon which it approved the
participation of children in a Research Protocol

722. Children who Reach the Age of 18 During the Course of

(a8}  Where a Rescarch Project includes Human Subjects who were
enrolled in the Research Project as children but will reach the age of 13 during the
course of participation, that Human Subject’s participation is no longer regulated
bry the requinements of 45 C.F.R. § 46.408 regarding paremal or guardian
permission and subject asseny *'

L] The Pl should consull with the applscabie IRB, with guidance from
the Spansor or Grantor, to determine whether the requirements for obtaining
Informed Consent can be waived or the Pl should seck new Informed Consent for
the now pduli-subject for any ongolng interactions or interventions or the use of
bizlogical specimens collecied while the Human Subject was a child

{c} I the Research Project procedures and interventions have been
completed and the Human Subject 15 in long-tenm follow-up involving daty
colkection only, the Pl should consuli with the applicable IRB 10 detarmine
whether an sddendum (o the consent for continued data collection muy be used,

723 Wasds,
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o) Research Projects involving children as defined under Federal and
MNew York State law who are wards of the state or any other agency, institution, or
entity may participate in a Research Project only if the [RB determines the
Research Project ts related 10 the Human Subject's status as wards, and is
conducted in schools, camps, hospitals, institutions, or similer settings in which
the majority of children involved as subjects are notl wards.*

(b) If the IRB spproves a Rescarch Project involving wards, the P@ will
be required to appoint an advocate, in addition 1o any other mdividual acting on
behalfl of the child as puardian or in loco parentis, for cach child who is 8 wand
One individual may serve as advocate for more than one child. An individual
who is appointed as an advocate for a ward must:

()] have the background and experience to act in and agree 1o
a1 in the best interest of the child for the duration of the child's
participation in the Research Project: and

(i) not be associated in any way (excepd in the role as
sdvocate or member of the IRE) with the Research Project, the PIf3) or

the guardian orgenization

{e}  Inadditon, the Pl must provide for the sdequate solicitstion of
assent of the children, where appropriate, and the permission of their parents or
legeal m:ﬁ&ﬂu in accordance with the requirements of 45 CUF.RL 88 46,117 and
46 408,

(d)  The FRRC or the RA Office m their respective reviews during the
Rescarch Approval Process (Section 3) and Renewal of Rescarch Approval
(Section 12) may mguire of the IRB the hasis upon which it approved the
participation of wards in a Rescarch Protocol

7.24 Pregmant Women, Fotuses and Neonates.

{a} HHC considers the special needs of any pregnant women, fetuses
and neonates enrolled in any Research Project and will comply will all applicable
law for the protection of such Human Subjects.  Pregnant women, fetwses and
neonates, &8 those terms are defined in 45 CF.R. § 46,202, may be involved in a
HResearch Project and the IRB may approve such imvolvement if all conditions
required under federal regulations are met.*’ Generally, the IRB will weigh the
potential risk 1o the pregnant woman, fetus or neonale agsinst the benefit for the
pregnant woman, fefus or neonate and the possibility of obaining importam
bsomedical knowledge from the Research Project. In addition, with respect w
necnates, the IRB considers whether o determination of the viability of the
necnate has been made, and by whem,

(b)  The Pl should consult with the IRB with respect to the comtents of
the Informed Consent. Some considerations the Pl should be mindful of are 13
follows:
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{0 In sddition to the general Informed Consent requirements
under 45 C.F.R. Pan 46, cenaim disclosures regarding the forcsecable
impact of the Rescarch on the fetus or neonate must be made.

{if}  In cerain situations, such as Rescarch benefiting only the
fetus (and not the pregnant woman), the father’s consent may also be
required.

{iii)  For children who are pregnant, zssent and permission
must be pbiained in accordance with the provisions of 45 C.F.R. Part 46
relating to children.

T35, Prispners,

{a)  Under the Federal regulations, prisoners (e g. any individual
involuntarily confined or detained in a penal institution, in other facilities by
virtue of statutes, or commitment procedures which provide alternatives o
criminal prosecution, and these detained pending armaignment, trial or
senfencing), may participate in a Research Project as a Human Subject only if
approved by the [RB. In order 1o obtain approval of such Research Projects, the
Pl must demonsiraie, penerally, the following:**

i) The Rescarch Praject relates 1o the study of incarceration,
criminal behavior, prisons conditions or other issues related to the
Hurnan Subject's status as a prisoner, of that the Research Project have
the intent and reasonable probability of improving the health or well-
heing of the Human Subject

(i)  Any possibly advantages accruing to the prisoner through
partictpation in the Research Project, when compared to other general
conditions in the prison, are not of such a magnitude to impair the
prisoner’s ability to weigh the nisks of Rescarch Project participation
against the benefits.

{iii}  The risks involved are commensurate with risk that would
be accepled by non-prisoner voluniesrs.

(iv)  Procedures for the selection of Human Sobjects are fuir
and immune from arbitrary inlervention by prison suthoritics and
prisoners, and that control Human Subjects must be sclecied randomly
from similar prisoners.

{v)  There arc assurances that a parole board will not take into
account the prisoner’s parmcipation.

(vi)  Adequate provision for follow-up is made where needed,
taking inbo sccount the varying lengths of the individual prisoner’s
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semtence and cach prisener is informed of that provision prior 1o the
prisoner’s participation in the Research Protocol.

{vii) Information concerning a Rescarch Protocol will be
presented in language that the prisoner can understand.

(b} If the Resesrch Protocal requires the assignments of prisoners o
control groups which may not benefit from the Research Project, special approval
st be obtained from DHHS *

{a) Ulse of Surrogate Permission. HHC holds the ethical position that
the use of surrogate permission with decisionally incapecitated adults should
generally follow the recommendations of the New York State Task Force on Life
and the Low on Research with human subjects who lack consent capacity. ™ This
palicy does not apply 1o the conduct of emergency Rescarch under the FDA
regulations 21 C.F.R. § 50.24.

(b) Enrollment of Decisionally Incapacitated Adults in Research. The
[RB may allow the enrollment of decissonally incapacitated adults, with the
permission of a legally authorized represeniative as described in this section, into
a Research Project depending on the level of risk, the likelihood of benefit to the
Human Subject and the passibility of yielding knowledge about the Human
Subject’s disease/condition or improving the health or welfare of decisional by
incapacitated adults. The IRB reviewing a protocol that involves decisionally
incapacitated adults must follow relevant guidance of the OHRP, NIH and the
New York State Task Force for Life and the Law with respect o its review and
approval of such projocols. -

ic) Conntents of Research Protocol. In studies involving a subject
population whose capacity is known 10 be impaired, or is highly likely to be
impaired, the P1 must include in the Research Protocol the following:

(i) Adequate procedures for making and documenting the
determination that a prospective Human Subject is decisionally
mcapacitated or impaired, including:

(1) Providing an explanation of why a particular
screening tool will be used and how it sccounts for the degree of
tmpatred consem capacity for the Research population.

(2)  Describing the qualifications of the person
conducting the assessment and stale whether the person is
affiliated with the Research Project.
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3 Procedures for informing persons who are
determined 1o have decisional incapacity of that determination
prior o enrollment in 8 Rescarch Project, and procedures o
document that this has ocourred;

(4) Procedures for informing Human Subjects that they
may be enmlled in the Rescarch only with permission of o legally
authonzed representative;

(5)  Procodures to maintain partcipants’ care, including
personalized atiention to ensure safety and the maintenance of
required medical and therapeutic procedures, where appropriste.
{B. 1. A. Fourth bullet pomnt)

(%) Appropriate procedures for the continuingperiodic
capacity assessment of decisionally incapacitated subjects and their
continued willingness 1o pamicipate and re-consenting the Human

Subjpect, as appropriate.

(7} Indication as 1o whether the results of the capacity
assessmenl will be entered inio the individual's medical record.

(8}  Procedures for & withdrawal mechamsm for the
Research population:

a with the least risk 1o the participant when
rexsonable and safe o do so,

b reporting to the IRB of record regarding the
withdrawal, including the reason for the withdrawal and
whether the withdrawal was from all sspects of the
Rescarch or only the primary interventional or procedur)
component, and who made the request for the withdruowal

(%) For Protocols which involve high risk or no direct
benefits 10 the participant, evidence of safety and efficacy dota
from studies conducied in a non-impaired group pror o inclusion
of cognitively impaired individuals,

id) Informed Consent and Legally Awthorized Represenialiver,

{i} The P1 mus: obtain consent from a Human Subject’s
legally suthonzed representative in the same manner and extent as for
adults with capacity {i.c., sufficient information provided to the
representative, adequate understanding of the mformation by the
representative, and voluniary agreement to enrollment on behalf of the
subgect)

9
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(i)  HHC recognizes the health care surrogate pursisant to the
Mew York State Family Health Care Decisions Act’ as a legally
authorized representative (listed in descending order of prscrity):

(10 A health care agent properly designated on o bealth
care proxy [

2} A court-appointed guardian or committes under the
New York Surrogates Court;

3 Procedure Act Amicle 17-A;

{4)  The spouse, unless legally separated from the
partecipant, or the domestic partner

(5)  Anadult son or daughier;
(&) A parent;
M An sduli brother or sister; or

(8) A close friend, who is an adult (18 years or older)
wh has a close personal relationship with the subject and provides
o signed written statément (in o format approved by the IRB) 1o the
Pl that they are o close friend of the subject and that they have
muniained such regular contact with the subject as 10 be familior
with the Human Subject’s activitics, health, religious or moral
belicfs, and some means of corrobarating such familiarity.

{m)  When a person with priority on this Hist 1s not reasonably
available, not willing to make a decision, or not competent 1o make 4
decriion regarding Research participation, the authority falls 1o the
person of the next highest priority. Once identified, the ddentity of the
surrogate will be documented in the Research records

{w)  For Research that

(I} offers no prospect of direct benefit to the
decisionally incapacitated indrvidual and

{2y involves either a minor increase over minimal risk,
or more than a minor increase over minimal risk,

HHC does not recognize as o legally smthorized representative for
purposes of this section any surrogate appointed through an
institutional or judicial mechanism who hes no prior relationship 1o
the polential participant. Such surmopute may not enroll &
decizionally incapacitated individual info such Research Project
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{vi  For Research that offers the prospeet of direct benefil 1o
the decisionally incapacitated individual, HHC will recognize
institutional or judicial appointed representatives where the TRB finds
such representative’s consent (o be scceplable given the risk level of the
Rescarch Project and the prospect of direct benefit to the decisicnally
incapacitated Human Subject.

{vi)  1f more than one individual could be s surrogate under the
Mew York State Family Health Care Decisions Acts and those
individuals do not agree 10 the enroliment of the decisionally
incapacitated individual into & Research Project, such decisionally
mcapacitated individual shall not be enrolled in such Research Project.

{vii)  If the decisionally incapacitated individual evidences any
ohjection, verbal or otherwise, 10 being enrolled in the Rescarch Project,
such dectsionally incapacitated individual shall not be enrolled in such
Rescarch Project

{e) Pl Responsibilities in Obtaining fnformed Consent from Legaily

Authorired Representatives. When obtaining an Informed Consent from a legally
suthorized repregentative (LAR) the Pl must do the following:

[{] Provide a notice 1o the potential participant and LAR that
an assessment will be conducted on the potential panticipant and the
consaquences (if any) of a determination of incapacity.

(i)  Disclose relevant information to LAR and participant of
how the study will be conducted.

i) Communicate to the LAR and participant the anticipated

{viii) Pl should snalyze whether the LAR might be the true
beneficiary of any financial compensation offered or the enrcllment
might alleviate the burden of caring for the potential participant, to
prevent undee inducement 1o consent 1o Research

{ix) Pl must give the LAR a copy of the “Guidance for Legally
Atithorized Representatives Enrolling Decisionally Incapaciiated
individwals in Resesrch Stmdies”, attached here 10 as Exhibit 6 and
explain the guidance (o the LAR.

{x)  Oncethe LAR has signed the acknowledgement on the
“Guidance for Legally Anthorized Representatives Enrolling
Decivionally Incapacitated Individuals in Research Snufies”, the signed
guidance should be appended to end maintained with the Informed
Consent

(xi)  Ifconsent is obtained in person, the legally authorized
representative’s consent signature will be obtained as follows:

(1)  The begally suthorized representative shall sign and
date the consent document;

{2}  When possible, the Human Subject shall sign and
date assent;

{3)  The person obtaining consent may also sign snd
date the document;

{4) A witness to the Human Sebject’s signature shall
also sign and date the document if required by the study protecol,

risks and benefits 1o the potential participant of the proposed Research, the IREB, or Sponsor,

utilizing a process 1o facilitate discussion and true understanding of such

risks and benefits of participation. iy Consent of the Commissioner of Health, For non-federally
regulated Research that involves decisionally-incapacitated adults who are

incompetent persans or mentally disabled persons, the consent of the

{iv)  Make elforts 1o ensure that potential participants and the 51
Commissioner of Health is required, in addition 1o the consent of the LAR.

LAR understand the difference betwoen the goals of Research and the

goals of clinical care 1o help dispel any therapeutic misconception around
the Research. vz (gl  Release of Clinical Records. For HHC Facilitics licensed ar

operated by the New York State OfTice of Mental Health (“OMH™) or Cffice for
People with Developmental Disabilities FOMRDD™), such Facilities may, with
the consent of the relevant Office’s commissioner, release patients” clinical
recards to qualified rescarchers upon approval of the IRB, the RA Office and any
other applicable committce specially constituted for the spproval of Research
Projects at the Facility and HHC, provided that the researcher shall in no event
disclose information tending 1o identify a patient or client ™

Alcohol and Substance Abuse Paticnts. ™

(v}  Present information using methods that are appropriate 1o
the consent capacity of the potential participant and attempl 1o provide
information in a vanety of ways.

{vi) Communicate to the LAR and the participant if there is no
direct benefit to the potential participant from the proposed Research,

(vil) Provide regular updates to the LAR and participant on the 727
status of the panicipant and the progress of the Rescarch Project.
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(a)  Coordimation wi th Treagment Plan. The undersianding, prevention,
and smelioration of chemical abuse and dependence ore enhanced by knowledge
guined through Research. A patient receiving trestment for alcohol or substance
abuse may participate in Research only if such Research does not conflict with his
or her individual treatment plan. Participation as @ "subject af risk™ in any research
project or activity shall not deprive any patient of the rights, privilepes, and
prodections provided 1o all patients by this Par. “Sibject ar risk * means any
individual who may be exposed to the possibility of mjury, including physacal,
psychological or social injury, & & consequence of participation s a subject in
any rescarch, development or related sctivity which departs from the application
of thase established and sccepied methods necessary o meet his or her needs or
which increases the risks of daily life. The research praject or activity must be
approved by an independent [RB and the spproval kept on file

(t)  Approval of Research. Approval of any Rescarch on subjects a1
risk must be obtained in sccordance with 45 C.F.R. Par 46,

() Informed Consent. Informed Consent of a patient who participates
s 2 subject af risk in any Research Project shall be obtained in sccordance with
45C.F.R Pan 46

(d)  Reports to Q4545 Research projects which involve placing
paticnes of & chemical dependence service at risk must be reponied to the New
York Stte Office of Alcoholism and Substance Abuse Services (“OASAS™) prior
o nitiation of the project

e} Release of Clinical Records. For HHC Facilities licensed or
opcrated by OASAS, such Facilitics may, with the consent of the commissioner of
OASAS, release patients’ clinical records to qualified rescarchers upon approval
of the IRB, the RA Office and any other applicable committee specially
comstituted for the approval of Research Projects at the Facility and HHC,
provided that the researcher shall in no event disclose information tending to
identify a patient or client, ™

728 R in 1

{a}  When a Research Project will be conducted in schools, the Pl
roust, in addition to DHHS 45 C.FR. Par 46 subparts A and D, demonstrate that
the Research Project accounts *.E.QEH.EE required by the Family Educational
Rights and Privacy Act (FERPAY ' and Protection of Pupil Rights Amendmeni
(PPRA)™ are adequately met s described below, FERPA defines the rights of
students and parents conceming the reviewing, amending, and disclostg of
educationsl records. Research Projects involving surveys in schooks are regulated
unider FPRA.

(b} ThePl, in developing the Research Protocol and seeking IRB
approval, must provide for:
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(1) obtuining written parerial permission prior to disclosure
of “.n_.!n..m..__u. identifiable information from a student’s educationa)
record;

(i)  obiaining parental permission pror 10 inspecting siudent
records if identifiers are linked to the data;

(ui}  the opportunity for parents or guardians to inspest
SUTVEYS, questionnaires, and instructional materials used in the Resemrch
Project,”'

{iv)  obtmining parental permission prior 1o s chikd’s
participation in a survey revealing information regarding: political
affilianons or beliefs; mental or psychological problems; sexual behavior
ot attitudes; illegal, anti-social, self-incriminating, or demeaning
behavior; eritical appraisals of other individials with whom respondents
have close family relationships; legally recognized privileged or
analogous relationships, such as those of lawyers, plrysicians, and
ministers; religious practices, affiliations, or belicfs; or income (other
than that required by law to determine eligibility for participation in a
program or for receiving financial assistance under such _u....n-E.d.“a_

{v)  compliance with the requirements of the New Yark City
Department of Education Research Proposal Guidelines ™

71.29.

(3)  Students, empleyees and other persons in subordinate positions o
positions of lesser power or status provide a pool of easily sceessible Human
Sulyecis. There are no Federal regulations thar specifically address the inclusion
of these mdividuals in Research Projects. However, these participants are
vuinerable to being unduly influcnced by the expeciation that participation or
non-participation in a protecal may place them in good favor with faculty or
seror staff (e g, that participating will result in receiving better grades,
recommendations, a promotion, or the like), or that failure 1o participate will
negatively alfect their relationship with faculty or senior stafl geserally {ic. by
seerning “uncooperative™).

(b} Assuch, the Pl must demonstrate that will consider whether the
autonomy and confidentiality of these individuals are adequately protected,
incloding

(1] That incentives for panticipation do not present undue
influence,

(iiy  That Human Subjects have the ability to decline
participation;
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(iii)  That confidentiality is mantained for self-disclosures of 2
personal nature; and

fiv)  For students, if coarse credit is given for participation,
that alternatives that are no more burdensome than the panticipation in
the Rescarch Project are available for receiving equal credit.

The econamically or educationally disadvantaped,” homebess persons, the
elderly, members of particular minority groups, undocumented individuals and
non-English speakers are only some of the additional populations that may require
special protections in the Research environment. When such groups arc
specifically tarpeted as Human Subjects, the P must demonstrate that adequate
safeguards are in place 1o protect such subject groups from risks unique to the
population and that researcher does not use his o her position to unduly influence
participation,

SECTION £. CERTIFICATES OF CONFIDENTIALITY

£.1. Policy:

A Cenificate of Confidentinlity (CoC) helps researchers protect the privacy of Human Subjects
enrolied in biomedical, behavioral, clinical and other forms of sensitive Rescarch by preventing
the forced disclosare of identifyving information or identifying chamcteristics of a Human Subject
by the P1 through legal demands, such as coun orders and subpoenas ™ CoCs help achieve the
Research objectives of and promote pasticipation in studies by helping assure confidentiality and
privacy o participants™ However, 8 CoC does not protect aguinst voluntary disclosures by the
P1, which must be specified in the Informed Consent, and disclosures 1o DHHS as required for
program evaluation or sudits, or required disclosures to the FDA. A Pl may not rely on the
Certificate 1o withbold data if the panticipant consents in writing 1o the disclosure.

CoCs are issued by DHHS s National Institutes of Health and other HHS agencies. A Principal
Investigator should consider requesting a CoC for any Research Project that involves personally
identifiable, sensitive information and that has reccived approval from an IRB or IRB approval
conditioned on obtaining a CoC. There is no requirement that the Research Project be supporied
by federal funding in order 1o receive a CoC.

Identifyving characieristics such as; name, address, social security or other identifying number,
fingerprints, voiceprints, photographs, genetic information or tissue samples, or any other item or
combination of data about a research participant which could reasonsbly lead, directly or
indirectly by reference 10 other information that identifies the Human Subject.™

Sensitive information includes (but is pot limited 1o}
information relating 1o sexual sttitudes, preferences, or practices;
- information relating to the use of alcohol, drugs, or other addictive products;
information pertaining to llegal conduct;
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information that, if released, might be damaging 1o an individual's financial
standing, emplayability, or reputation within the community or might lead 1o
social stigmatization or discrimination;

information pertaining 1o an individual's psychological well-being or mental
health; and

genctic information or tissue samples.”’

Rescarch projects imvolving these categories of sensitive information are eligible to apply for
CoCs; however, the NIH is not required to grant a CoC 1o every Research Project collecting or
generating such information.

A P1 is not required 1o apply for s CoC for Research Projects supporicd by the Agency of
Healthcare Rescarch and Quality,™ or covered by the Depariment of Justice confidentiality
stalulc st 42 U.S.C. § 3789g. "

82  Procedure;

821, When to Seck a Cgll. Generally, Principal Investigators should
consider secking a CoC whenever sensitive information will be collected or generated during
the course of a proposed Research Project in order 1o promote participation by potential
Humaen Subjects. The Rescarch Council shall develop guidelines for Pls 1o assist them in
determining when to apply for a CoC.

2 Col Applications.

{2}  Whete the Pl applies for & CoC, both the PTand Institutional
Offictal must sign the CoC application.

(b} I is the Principal Investigator's responsibility to consult with the
applicable IRB with respect o its requirements for obtaining CoCs and informing
Human Subjects ol the protections of @ CoC in the Informed Consent.

823, Changes in Research Protocol. The Pl is responsible notifying
the NIH of any changes io the Research Protocol, such as major changes in the scope or
direction of the Research Protocol, chanpes in personnel having major responsibilitics in the
Rescarch Project, or changes in the drugs, if any, 1o be administered or persons administering.

524 Extension of CoCs. Where a Research Project extends beyond
the expiration date of ihe CoC, the P1 should suhmit a written fequest for an extension of the
date. The request should be submitted at least three (3) months prior o the CoC's expiration.
Such request must include an explanation of the reasons for requesting an extension, o revised
estimate of the date for completion of the Research Project, documentation of the [RB's most
recent approval for the Research Project, and a copy of the Informed Consent form, which
should include language explaining the Cols profections.

8.2.3. Limitations on Use of CoC. Once a CoC has been obtained, the
Principal Investigator must refrain from representing the CoC a5 an endorsement of the

(LT T 4




Research Project by the federal government, or otherwise using the CoC in a cocrcive manner
when recruiting Human Subjects,

E2.6. Demands for Disclosure. Upon receipt of any demand for
dusclosure of sensitive information of Human Subject, whether or not protected by CoC, the PI
should coatact the Office of Legal Affairs immediately for funther instructions

SECTION 9. CONFLICTS OF INTEREST IN RESEARCH

9.1. Definitions

For purposes of this Section 9, the following definitions shall apply,

“Conflict of Interest in Research Official” or “COIR OfMicial™ means the indivadual
designated by HHC to solicit and review disclosures of Significant Financial Interests from each
Covered Individual who s planning 10 participate in, or i participating in, Research.

“Conflict of Interest in Research Committee” or “COIR Committer” means the institutional
body designated by HHC that is responsible for determining and reporting Fmancial Conflicts of
Interest defined in this Policy.

“Covered Individual”™ means Principal Investigators, Sub-investigators, eollaborstors,
consulants and other key Research personne] responsible for the design, conduct, or reporing of
the Research.

“Disclosure of Significant Financial Interests”™ micans & Covered Individual's disclosure of
Significant Financtal Interests-4o HHC

“Equity Interest” mesns any stock, stock option, or other ownership interest (33 determined
through reference o public prices or other reasonable measures of fmr market value, if the
interest mvolves a publicly traded company ).

“Financisl Conflict of Interest” or “FOOI™ means a Significant Financial Interest that could
directly and significantly affect the design, conduct, or reporting of PHS-funded rescarch

“FCOI Report™ means HHC s report of 3 Financia! Conlflict of Interest to a PHS Awarding
Component.

“Financial Interest” means anything of monetary value, whether or not the value & readily
asceraimable.

“Institutional Responsibilitles” means a Covered Individual's professional responsibilities on
behallof HHC which include, but are not limited 1o, Research, Research consultation, teaching,
professional practice, HHC commitiee memberships, and service on panels such as Inatitutional
Review Boards or Data and Safety Monitoring Boards.

“Manage™ means taking action 10 address a Financial Conflict of Interest, which can include
reducing or eliminating the Financial Conflict of Inferest, to ensure, 1o the extent possible, that
the design, conduct, and reporting of Rescarch will be free from bias.
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“PHS" means the Public Health Service of the LS. Department of Health and Human Services,
and any components of the PHS to which the authonty involved may be delegated, including the
Mational Institutes of Health ("NIH™).

“PHS Awarding Component™ means the organizational unit of the PHS that funds the Research
that is _...._.Ld.ﬂn.._ to this __._r._u-ﬂu.

“Remuneration” means salary and any payment for services not otherwise identified as salary
(&g, consulting fees, honoraria, paid authorship)

“SenborKey Personnel” means the Principal Investigator and any ather personnel considered o
be essential to work performance in sccordance with HHS" scquisition regulations (“HHSAR™)
subpart 352.242-70 and identified as key personnel in the contract proposal and contract

“Significant Financial Interests™ or "SFI8™ mean those interests that Covered Individuals muss
disclose 1o HHC pursuant 1o Section 9.3_2(a) of this Section,

“Subrecipient”™ means an entiry, including & subcontractor or consortium member that carries
out Grant-funded Rescarch on behalf of HHC

92 Policy

Federal regulations of the DHHS requine that institutional recipients of funding
for Research collect and report information about individuals involved in
Rescarch regarding their celevant financial interests related 10 thesr roles in the
mstilution or Research.  This Section establishes policies and procedures
regarding the ebligaions of these ndividuals in disclosing financial imterests they
or ther family members may have in connection with their HHC responsibilities,
and the obligations of HHC in reviewing monitoring and reporting these
inErEss.

HHC recognines that many investigntors who are beaders in their field may serve
in a number of capacitics where there may, or may not be, potential conflict, This
policy decs not prohibit an individual 1o serve in en advisory capaciiy, receive
Rescarch funds or other activities thit need 1o be disclosed; its iment s to
facilitate the proper reporting and, if necessary, management of those interests

For clinical studies subject to FDA regulations, Pls and Rescarch Team members
ey _.E.._Hnu.u_.__cuh_ conflict of mterest reporting obligations to the FDA and trinl
EpOnsor.

To the evtent funding is from sources other than a federal apency, individuals
invalved in such Research should consult with the applicable TRE as 1o whethe
the below compliance with the Policy meets the requirements of such other
funding sources.

In addition to this Section 9, Pls and Research Team members who ane directly
emploved by HHC must also adhere 10 the conflict of interest provisions of
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Chapler &8 of the New York City Charter, and Research Team members who are
Affiliate personnel must sdbere 1o the conflict of interest provisions in HHC's
Code of Ethics. Further, all Research Team members, whether employed directly
of through an affilistion agreement or otherwise, must adhere to the HHC's
Principles of Professional Conduct

(a)  Conflicts of Interest in Research Official, HHC shall appoini a
Conflicts of Interest in Research Official (SCOIR Official”) and shall
communicale and'or make readily available the COIR Official’s contact
information 1o all Ple

{b) COIR Commitiee.

(1)  HHC shall form an HHC-wide standing Conflict of
Interest in Research Committes (“COIR Committes™). The
members will be chosen by the Executive Derector, HHC Office of
Legal Affairs, Office of Corporate Compliance, and Research
Administration, whao shall also determine the members” respective
term limits.

{2y COIR Committee shall inchede (1) HHC's COIR
Cificial and other officials experienced in the oversight of conflicts
of interest and familiar with applicable laws and regulations, (i)
one Principal Investigator from each network of Facilities
{Mankattsn, Bronx, Brooklyn, Staten Island and Queens), (iii) the
RA Director, and (iv) any other individuals who conduct Human
Subjects Research st HHC, as necessary.

{c}  Responsibilitier.
(i) The COIR OfTicial shall be responsible for:
{1}  soliciting and reviewing disclosures of Significant
Financial Interests of Covered Individuals related 1o their
Institutional Respormsibilities,

2) reasonably determining whether a conflict of
interest in Rescarch exists,

(¥}  serving as a member of the COIR Commitice.
{ii}  The COIR Commitice shall be responsible for:

(1}  reviewing any requesi by 3 Covered Individual to
rebut the presumption that be or she may not conduct Research,
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(2)  documenting the COIR Commitiee’s findings and
the bases for any recommendation to permit of to recommend
against permitting Covered Individuals 1o conduct Research in
relation to their disclosed financial interests..

{3)  muonaging and oversesing when Covered
Individuals are permitted 1o conduct Rescarch in relation o their
disclosed financial inlcrests

{4)  communicating to respansible HHC officials
information regarding Significant Financial Interest in a Research
Project, and the COIR Commitiee's findings and recommendations
regarding the management of conflicts. To the extent the Covered
Individual has not notified the applicable IRB about the underlying
Significant Financial Interest, the COIR Commitice shall also
nolify that IRB.

{51  mainaning a quoram of 51% for required
meetings, which can be accomplished by physical presence or
teleconference. Each member shall vote by ballot.

(it}  The RA Director shall be responsible for reviewing any

FCO refermed by the COIR Committee to determine whether the FCOI
can be managed such to allow Rescarch Project 1o proceed, 28 described
in Section 3.3.4(bHiN4)

(iv)  The RA Office shall be responsible for:

{13  providing to the COIR Official any SF1 Disclosure
Forma recelved from a rescarcher during the Rescarch approval
PIOCESS.

{2)  providing reminders to researchers prior (o the due
date of any annual SFI Disclosure Form, a5 described in Section
9.3.2(a}i).

(¥ Covered Individuals shall be responsible for:
{1y disclose their Significant Financial Interests, or
those of their spouses or dependent children, as required under
Sechon 9.3.2.

(2} complying with the SF1 review process as sel forth
in Section 9.3.4

{3} completing training as required under Section 9.3.7.
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(o) Feitial and Anseal Disclosures. monctary value may not be readily available), related to hisher

_______ ional Responsibilities.

(1) Covered Individuals must disclose certain financial
interests and non-HHC obligations, as well as those of their immediate o The Covered Individual must disclose the
family {ic., spouse and dependent children) by completing and following related 10 travel: (i) the purpose of the trp; (i) the
submitting to the COIR Official a completed Conflict of Interest Form, identity of the sponsor/organizer; (iii) the destination; (iv
Disclosure of Significant Financial Interests and Obligations (the “SF1 the duration of the trip; and (v} mny further informaticn as
Disclosure Form™) (Exhibit 7). The 5F] Disclosure Form must be required by the COIR Official,
completed and submitied by the Covered Individual 1o the RA Office
with each application or proposal submitted for funding, and annually b, Excluded from this catepory are travel
during the period of any award or contract. The RA Office will provide expenses which are reimbursed by a Grant or Sponsor
reminders 1o researchers prior 1o the due date of any annual SF1 fontract.
Dusclosre Form.,

{7 Inihe case of the annual submission of the SFI

()  The fallowing Significant Financial Interests of the Disclosure Form, any updated information regarding any
Covered Individual or hus'her immediate family must be disclosed in the previously disclosed Significant Financial Interest (e, the
SF1 Disclosure Form: upduted value of & previously disclosed equity interest),

(1}  Remunerstion recetved from or Equily Interest in a (b)  Event-Based Divelonwre. Covered Individuals must submit an
publicly traded company related 1o the Covered Individual’s updated 5F1 Disclosure Form as follows:

Institutional Responsibilities of any value and from any source, if . g

E%c.!bmﬁggmgﬂg in the . 4] mmmedintcly upon discovery ofany SF1 that was

twelve months preceding the disclosure exceeds $5,000; inaccuralely reported or omitted from a previously submitied SF1
Drsclosure Form;

{2)  Remuneration received from a non-publicly traded ) . ) " .
company related to the Covered Individual's Institutional ki) within thirey (30) days of discovering or acquiring (e.g.,
Responsibilities of any value and from any source, if the through purchase, murmiage, or inheritance) & new Significant Financizl
aggregated value in the twelve months preceding the disclosure Inierest; and
excecds §5,000; .

(i) upan the transfer of 8 Rescarch Project from another

{3y  Any Equity Interest in a non-publicly traded nsuicn
company retated to the Covered Individual's Institutional

. . . fc)  Affiliate Disclosure, A Covered Individual emploved by an
_.xg._n_._.:u_., ities held by a Covered Individusl or his'her immediane Affiliate who compleses a conflicts of F imterest disclosure form & required by the
applicable IRB or pursuant to a similar conflicts of inierest policy of the Affiliste

4)  Imicliociual property rights and imerests, includi may submit such form to the COIR Official for an exemption from the disclosure
Eiﬂgmis.ggﬁﬂnﬁuﬂzg”&ﬁ -Bgﬂu_ﬁnhahn.__rw mﬁﬂ.ﬁﬂ.uﬂnﬂﬁﬂﬂgﬂqﬁl ﬂ?ﬁtﬁ&h—nﬂ-ﬂﬁﬂﬂ
ngrecments receipt of income related b 0 cnsure if icient to meet the requirements o on and may require
interests; e SRl the Covered Individual 1o provide sdditional information.

(5}  Membership on any independent scientific sdvisary 933, Subrecipieni Requirements. Where Research is carmied out
board, if ihe value of 2ny Remuneration received for service on through a Subrecipient, HHC and the Subrecipient must comply with the following:
i oo O gl A e dowol (8)  Writien Agreement. HHC and the Subrecipient must establish in a

written agreement whether this Section 9 or the financial conflicts of interest

(6} Theoccumence of any reimbursed or sponsored policy of the Subrecipient will apply 1o the Subreciplent’s investi galors.

travel {i.e, that which is paid on behall of the Covered Individual
and not reimbursed 1o the Covered Individual so that the exact
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(b} Application of Subrecipient Policy. If the Subrecipient’s funding 1o the RA Office. The RA Office will forward the SFI

Seﬂﬁnﬂﬂinﬂﬁ_qia_fgigaun:ﬁunqi Dhsclosure Form to the COIR Official for on initial review 25 to
policy, the sgreement referenced above must: whether any disclosed SF1 constitutes & FCOL
(i)  contain a certification by the Subrecipient that its policy {2)  Expedited Review. In instances where the 5F1 is
complies with all federal and state laws and regulations, including, but minimal (less than $5,000 per year) andior only requires a straight-
not limited to, 42 C.F.R. Part 50 Subpart F and 45 C.F B Pan 94; and forward and modest plan 1o reduce, eliminate or manage the
; 4 . potential conflict, the COIR Official may clect to conducl an
(i) specily time period(s) for the Subrecipient to report all expedited roview and approval. Such approval is reported 10 the
identified financial conflicts of interest to HHC sufficient to enable HHC entire COIR Committes on a quanerly basis.
to provide tunely FCO1 Reports, xs necessary, 1o governmental sgencies
25 required by federal and state law and regulaions. {3y Full Review. COIR Committee Review, Where the
Ez:nna"_._—nmm—#ﬁ-nﬂ‘u.:ﬁmﬂwusﬂigﬂi
{c)  Applicarion of HHC Policy. If the Subrecipient’s investigators COIR Commitiee will conduet a full review 1o determine whether
must comply with this Section 9, the agreement referenced sbove shall specify 2 FCOI exists. The COIR Commiitee will prepare en information
time period(s) for the Subrecipient to submit all investigator disclosures of packet for review by the RA Director.
mﬁ..an!.mﬁunrpgﬁﬂ:nﬂan—n:ﬁniﬂnm:nﬂﬂanﬁniw
with its review, maragement, and reporting obligations as required by federal and {4)  RA Director Review, Based on the information
state law and regulations and this Section, provided by the COIR Committee, the RA Director may either
: allow Research to proceed with elimination or management of the
9.34. Review and Maragement of FCOIs. FCOL, or suspend Rescarch until such FCO! can be managed
(2)  Guidelines for Determining FCOs. A Significant Financial i s
Inderest shall be deemed 1o be a Financial Conflict of Interest where: " Research Project Proceeds. If the RA

Director recommeends that the Rescarch proceed, a plan for

m il is determined, in consuliation with the Covered management or elimination of any conflicts shall be

Individual a1 the discretion of the COTR Official or COIR Committee, prepared by the RA Director in ilaboration with the
that the Significant Financial Interest is related 1o PHS-funded Rescarch. ﬁﬂaﬂﬂ%ﬁ&bﬂgﬂﬂﬂﬁ.ﬁ:ﬂ“ﬂnﬂ
A SF1 is related to PHS-funded Rescarch when it is reasonably
determined that the SFT: b Suspension of Rescarch Project. In cases
where HHC determines thai it cannot manage the conflict,
(1) could be affecied by the federally-funded Research; :Egﬁiﬁn%gmwﬂga-—rﬂ&n
or Research not proceed. Factors in this decision might

(2)  is inan cntity whose financial interest could be Hﬁﬁ.ﬁmﬂ&:ﬁaﬂiﬂng
affected by the Rescarch; and Toject, involved, the nature and
significance of the conflict, the uin.nE for having a
{ii)  the COMR Official or COIR Commitice, as applicable, scrious adverse impact on the scientific field or on the

reasonably determines that the SF1 could direct {enificanil reputation of HHC, and the level of difficulty invelved in
Egﬁﬂu&ﬁrﬂ_i-ﬂu” n.__.H qﬁwﬂ_ﬁﬂaﬁﬂgﬁ St managing the conflict relative 1o the benefit of the Research
Project.
(b}  Review Procedwre for Financial Interests. .
{5)  Prospective Management Plan. An approved plan
i)y  Review Prior to Expenditures of Funds for New Research for management of elimination of the conflict of interest must be in
Projects. The following SF1 review procedures must occur prior to the place before the Rescarch begins. Federal grant applications may
expenditure of any awand or contract funds: be subrmitied while HHC is considering a possible conflict of
inderest with the understanding that HHC will not approve the
{1}  Preliminary Review, Covered Individuals shall Rescarch Project unless the conflict can be managed or eliminated.
submit an SFI Disclosure Form with each proposal submitied for HHC shall notify the applicable PHS Awarding Compenent of the
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possible conflict of interest and work with the PHS Awarding
Component to expeditiously resolve the conflict of interest
CONCCInS.

() Review of 5F1r Disclosed After Commencement of Research.

(il  New Disclosures for Ongoing Research Projects. Where a

Covered Individual subsmits an initial SF1 Disclosure Form related to any
Eﬁntﬁwﬂnunr,..ﬁaﬁ_“rn & Research Project transferred from
another institution, or the Covered Individual is new 1o 3 Research
Project), Enﬂn:x (HTicial shall, within sixty (60) days of the disclosure
determine whether & Financial Conflict of Interest exists; and, if so,
implement, on at least an interim basis, a managemeni plan, as set forth
in Section 9.3.4(d).

1) Review of 5Fls not Timely Disclosed. .,.__fusnﬁ._.:._n,.
identifies a Significent Financial Intercst that was not disclosed in
timely manner by o Covered Individual or, for wi Eﬂ.ﬂuﬂ!ﬁtﬁﬂn
previously reviewed by the COIR Official during an ongoing PHS-
funded Research Project (c.g., was not timely reviewed or reported by a
inﬂv!:rﬁnﬂaﬁﬂ_mnig

(1) within sixty (60) days of discovery of the SF1
determine whether a Financial Conflict of Intetest exists; and, if
w0

(2)  implement, on ot least an interm basis, 2
management plan as set forth in Section PART 119.3.4(d); and

(3)  condict a retrospective review, as described below
in Seczion 9.3, 4(cMin).

{iif)  Retrospective Review.

{n A refrospective review (0 determine whether a
FOOH resulted in bias in the design, conduct or reporting of the
Research Project during the time of noncompliance musi be
conducted by the COIR Commuittes within 120 days of discovery
uuuuuu the following circumstances:

a a filure by the Covered Individual 1o
disclose a Significant Financial Interest that is determined
by HHC 1o constitute a Financisl Conflict of Inierest;

b, failure by HHC to review or manage such a
Financial Conflict of Interest;

. failure by the Coverad Individun] to comply
with a Financial Conflict of Intcrest management plan; or

d any other failure 1o comply with these
procedures.

(2} HHC will document the retrospective review in a
retrospective review roport that shall inchede all elements and
information required by law and regulation.

(3)  Based on the results of the retrospective review, if
appropriate, HHC shall update any other reports submitted to any
PHS Awarding Component specifying the actions that will be
taken to manage the Financial Conflict of Inicrest going forwand. 1T

& retrodpective review reveals bias, HHC will notify the PHS
Awarding Component promptly and submit a Mitigation Report 1o
the FHS Awarding Component, as described in Section 9.3 5(b).

(d)  Manggement Plan for the Conflicts of Interest.

iy IFit is determined through the above review procedures
that an SF1 12 a FCOL, the COIR Commitiee, in consultation with the PI,
must creale EﬂEEEEEP%EnEu@
FOOL mﬂﬁ_.-nﬂ!ﬂu..un:inrn& in handling individual FCOls
include, but are not limited to:

(1} Full disclosure to any Human Subjects of the
Covered Individual's FCOI

(2)  Disclosure of the Covered Individual's FCOls in all

i3 Modification of the Research Project Protocol,
Including changing the site{s) of the Research Project.

(4}  Monionng of Research by independent reviewers,
(5)  Divestiture of Significant Financial Interests.

(6)  Severunce of relationships that create setus! or
potential conflicts.

(7} Disqualification of the Covered Individual from pan
or all of the Research Project.

(i)  Once s managemem plan is in place, it will be reviewed
on an ongoing hasis until the completion of the PHS-funded Research
Project. The Covered Individual mast inform the COIR Commitiee of
any changes in the SFL
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(i)  Such management plan will be given o the applicable
IRB which may request other mitigation actions in addition to those
comemplated in the management plan.

(e}  Covered Individual Acknowledgement of FCOI Determination. I
the COIR Official, COIR Committee or RA Director determines that a Financial
Conflict of Interest exists, copies of the final decision will be sent 1o the Covered
Individual, Chair of the Covered Individual's department, and the responsible
Institutiona] Review Board. Upon receipt of the decision, the Covered Individual
must either soknowledpe it or submit an appeal. Funding will be held until the
Covered Individual agrees 1o comply with the management plan.

(i Appeal of FCOI Determination. The Covered Individual has 10
days from receipt of the detcrmination to subwmit an appeal in wriling to the RA
Direcior. The appeal should include the specific provisions being challenged, the
reason for the appeal, and the justification for a different cutcome, The Covered
Individual may also provide an alicmiative management plan and any
supplemental information that might be helpful to the RA Director in making a
final determination. This decizion shall be final and net further appealable.

9.35. HHC Beporing Requiremenis to NIH.
(a) FOCN Reports,

{i) Initial FCOI Report. Prior to HHC s expenditure of any
funds under 3 PHS-funded Research Project, HHC shall provide to the
PHS Awarding Component an FCOI Repon regarding any FCO! and
ensure that HHC has implemented a management plan in accordance
with Section 9.3.4(d). In cases in which HHC identifies a FCO1 and
climinates it prior (o the expenditure of PHS-awarded or contracted
fimads, no FCOI repont is requined.

(ii)  Annual FCOI Reponts. For any FCOIs previously

reporied by HHC with regard to an ongoing PHS-funded Research

Project, HHC will provide to the PHS Awarding Component an anmual
FCOI Repon that addresses the status of the FCOI and any changes to
the management plan for the duration of the PHS-funded Research

Project {including extensions with or without funds) in the time and
manner specified by the PHS Avarding Component.

(iiiy  MNew Rescarchers or Transferred Research Projects. For
any FCOH identified during an ongoing PHS-funded Research Project
(e, upon the panicipation of an Covered Individual who is new o the
Research Project or upon transfer of a Research Project from another
institution), HHC shall provide within sixty (60) days 1o the PHS
Awarding Component 3 FCOl Repon ensuring that HHC has
implemented 3 management plan in accordance with Section 9.3.4(d}.
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{ivi Repon Contents. All FCOI repons required under this
Section 9.3.5(2) shall include suifficient information to enable the FHS
Awarding Component to understand the nature and extent of the
Financial Conflict of Interest, and to assess the appropriateness of HHC's
management plan or other mitigation efforts, as well as all elements and
mformation required under applicable law and regulation.

(b} Mitiparion Reports. For FCOls resulting from SFis that were not
timely disclosed or reviewed (a8 discussed in Section 9.3, 4(c)ii) HHC must
provide to the Research Project’s PHS Awarding Component a Mitigation Report
if it is determined in its retrospective review discussed in Section 9.3 4(c)iii) that
the FCOI resulted in bias in the design, conduct or reponting of the Rescarch
Project during the time of nencompliance. The Mitigation Report shall document
the key elements of the retrospective revicw and the impact of the bias on the
Rescarch Project, and all other information required under applicable law and
regulation,

{c)  Notification of Corrective Actions. ITa Covered Individual fails 1o
comply with this Policy or a Financial Conflict of Interest management plan, and
such failure appears 1o have bissed the design, conduct, or reporting of the PHS-
funded Research, HHC will promptly notify the PHS Awarding Component of the
comrective action token of 10 be aken.

{d)  Submission Procedure. HHC will submit FCO1 Reporis via the
electronic Rescarch Administration (eRA) Commons FCOI Module and other
reports and notifications as required by the PHS Awarding Component.

9.5 Maintenance of Records. The RA Director will maintain records

relating to all disclosures by Covered Individuals of financial interests, including those
submitted to an Affiliate, and HHCs review of, and response to, such disclosures (whether or
not a disclosure resulied in a determination of a Financial Conflict of Interest) and all actions,
including corrective action plans, under HHC's policy or retrospective review, if applicable, as

{a)  PHS Grant or Cooperative Agreement. In the case of Rescarch
Projects for which funding was obtained through a PHS Grant or a PHS

cooperative agreement, the lnier of

(i) for three years from the date of the submission of ihe final
expenditures repart 16 the PHS, or

{iil  where applicable, for the time periods specified in 45
C.F.R §§ 74.53(b) and 92.42 (b) for dilferent situations.

{t)  PHS Comtract. In the case of Rescarch Projects for which funding

was obtained through a contract with PHS for propenty or services for the direct
benefit of the Federa] government, the laer of:
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(1] for three years from the date of final payment, or

(i)  where applicable, for the ime penods specified in 48
CF.R. Part 4, subpan 4.7,

9.3.%. Trmining

{a)  Initial Training. HHC will inform Covered Individuals of this
palicy, their responsibilities under this policy, and the epplicable federal
regulations by providing cach Coviered Individual, a1 the commencement of cach
Research Project, with 3 copy of this pelicy by e-mail'in paper form. HHC
requires each Covered Individual to compleie rmining regarding conflicts of
interest and the disclosure requirements under this Section prior to engaging in
Research, regardbess of funding source.

b}  Additiona! Traning. Rescarchers are required o participaie in
additional training with regard 10 their responsibilitics under this Section at least
every o years, and immedistely when any of the following curc umsiances apply:

[} HHC revises its financial conflict of interest policies or
procedures in any manper that affects the requirements of Covered

(i) A Covered Individual is new to HHC; or

(Hii) HHC finds that a Covered Individual is not in compliance
with HHC s Financial Conflict of Interest in Rescarch policy ar
management plan.

(e}  Eduwcstion I'racking. The RA Office will rack fulfillment of
traitiing requirements and will maintain records of completion dates.

(a)  Enforcement. All Covered Individuals must comply with this
FCOI in Research Policy. Breach of this Policy shall include but is not limited to
the individuals’ fxilure 1o disciose an SFI, entimety disclosure of an 5F1, and
failure to abide by any FOO! management plan impased by the COIR Committee.
Individuals who engage in such breach shall be disciplined in sccordance with
HHC*s Employee Disciptinary Policy andvor Medical Staff By-Laws.

(B)  FOONs in drug, medical device or treatment efficacy studies. In
any casc in which DHHS determines that 8 PHS-funded Rescarch Project
intended 10 evaloate the safety or effectiveness of a medical product or treatment
has been designed, conducted, or reported by Covered Individual with a Financial
Conflict of Interest that was not managed or reported by HHC os required by this
Section, HHC shall require the Covered Individual involved -

(i) disclose the Financial Conflict of Interest in cach public
presentation of the resulis of the Research, and

(1) 1o request an addenduem 1o previously published
presentalions.
9.3.9. Public Acsessbility.
(a)  Public Access wa this FOO! Policy. HHC will make this Financial

Conflicts of Inlerest in Research Policy accessible via its publicly accessible Weh
sife.

(b)  Public Accexsibility to Information regarding Reparted FCOI,

(1) Intevests to be Posted. Prior to HHC's expenditure of any
funds under a PHS-funded Research Project, HHC will post on its Web
site, and update for the duration of the Research Project, information
concerning any FCO1 in accordance with applicable law and regulations.

SECTION 10. PUBLICATIONS

TE] iR

10,1, Paliey

HHC requires the dissemination of Research knowledge in the public interest If
this Research knowledge is acquired in work invalving Human Subjects ai HHC
and/or using HHC resources, and i disseminated through publications, ahstracts,
presentations, or posters, HHC is required o be acknow ledged per the guidelines
listed below. HHC and its employees have a responsibility 1o ensure thay HHC
reccives proper credit for Research in artiches, presentations, interviews, and other
professional activities in which the results of that Research are publicired or
recognized.

All types of documentations sted above ane requined 1o be submitted 10 the RA
Oifice for archival purposes.

All negotiated agresments goveming collaboration on & Research Project should
meclude a “Publications™ section. Please see Exhibit § for details,

If the joumal does not specify gusdelines for suthorship, citations or
acknowledgements, please use the procedures below.

10.2. Procedure

HH(" has established the following requirements regerding notification of pending

1021, Noufication Process
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{a) Pl shall notify the RA Office 25 soon &s an article is accepted for
publication. This applies 10 all publications based on Research, regardless of
funding source. Early notification allows HHC 1o prepare briefing materials for
HHC leadership and plan for other dissemination,

(b)  HHC will strictly adhere 10 embargoes put in place by the journals
and will notify the Pl before issuing any press release or publication regarding the
respective Research Project. Onee published, HHC may highlight important
findings in a variety of print and electronic publications. To ensure accuracy in
reporting, no press rebease should be disseminated without approval of the author.

{(a)  HHC Research Suppors. All publications and presentations of
HHC Rescarch results must contzin the following (or equivalent)
acknowledgement, if permitted by the joumnal:

1] IFHHC provided direct Rescarch funding, the publications
of presentations, “This material is based upon work supported (or
supported in part) by the New York City Health and Hospitals

Corporation”™,
(i)}  WHHC provided no direct Research funding, bt the
Research invalved the use of other HHC resources (e, HHC Facilities

of patients) and 15 not 8 multi-site tnal, the publications, or prescniations
must contaun an acknow ledgement of HHC or the Facility as appropriate.

(b}  Acknowledgement of HHC Affiliations. Authors of climcal and
Research publications, sbstracts, snd presentations must acknow ledge their
affiliafion using the following format, if permitted by the joumnal: *“HHC
Department, HHC Fagility” (for example, “Deparmment of Peditrics, Jacobi
Medical Center, Albert Einstein College of Medicine™). 1T multiple Facilitics
were involved in the Research, the author may reference HHC generally, as
permified by the journal.

(i)  When the Principal Investigator has a majonty HHC
appointment, HHC must be named first, regardless whether HHC is the
primary source of funding or where the funds are administered.

(i)  Awuthors or presenters of Rescarch results are required 1o
list HHC employment first if any of the following conditions apply:

(1)  The Research was funded primarily from HHC
resources (30 percent or more), cither directly or indirecily;

(2)  The Rescarch was conducted primarily in HHC
Facilities; or

&l

{3)  The first author was a junior scicntist (e.g., resadent,
trainee) whose salary may not have been provided by HHC, bt
wha primarily used HHC funding or facilities, or whase mentor or
supervisor was primarily employed or funded by HHC.

SECTION 11, INVENTIONS

For purposes of this Section |1, the following definitions shall apply.

“Covered IF™ means all intellectual property rights, including all patent, trademark, copymight
and trade secret rights (as defined in the Uniform Trade Secrets Act) in all subject matters
created, conceived of or reduced 1o practice or writing or first fixed in a fangible medium of
ﬂﬂgmaﬁsuqﬂﬂnnmﬁﬁ!zg-ﬂ.ﬂrgiﬁngﬁgaﬁ limited 1o
such rights in inventions or innovations (whether or not patentabic, in all copyright and
copyrightable material (unless published in academic or scholarly media or otherwise in the
public domain), and all such intellectual property rights inhering in tangible research propesty
such as cell lines, vectors, other biological and agricultural materials, therapeutic agenis or
pharmaccuticals, medical devices, biological and agricultural materials, therapeutic agents of
integrated circuit chips, computer databases and prototype devices, improvements, modifications
thercon domestic and foreign, including all continuations, provisionals and divisionals thereol
and all spplications, registrations and renewals of the foregoing. For the avoidance of doubt, and
without limitation, “Covered P excludes (a) pre-cxisting intellectual property; and (b) angible
property of & party to the extent that such tangible property involves only the realization of pre-
existing intellectual property and involves de minimus inventive or original efforl.

“Equity™ means shares of stock or other securities issued by the licensec or anather corparation,

“Invention™ means Covered [P that is created, eonceived of or reduced 1o practice or wriling or
first fixed in a tangible medium of expeession in the course of or as & resuli of Rescarch,

“Inventor™ means the member of the Research Team who makes an [nvention.

“Net Royalties™ means income from Royaltics afier allocation of the first monies to the payment
of any and all fees and costs, including begal counsel fees incurred by HHC in obtaining any
patent protection for an Invention.

“Royalties™ means running royalties, advances against running royalties, up-front license fees,
milestone payments, Equity, and any other payments received by HHC under a license
agreement in consideration for licensing an invention, but shall not include emounis received
from a licensee or others in sponsorship of research or under other agreements for ather goods,
services or righis.

112 Policy
It is the intent of HHC, in administering imellectual property rights for the public benefil, and to
encourage and assist members of the faculty, staff, and others associated with HHC in the use of
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the patent system with respect 1o their Inventions in-a manner that is equitable to all parties
involved. This Section govemns the handling of Inventions made by individuals imvolved in
educational, research, climcal and other activities at Faailities

HHC recognizes the need for and desimbility of encouraging the broad utilization of the results
of Research, not only by scholars but also in practical application for the general public benefit,
and acknow ledges the imporance of the patent system in bninging innovative Rescarch findings
to practical application

Except as otherwise provided in this Section, and in compliance with New York Public Officers
Law § 64-A on patents, Inventions that are conceived, reduced 1o practice or developed by
members of the Rescarch Team are solely owned by HHC, and no other person or entity shall
have any rights of ownership or interess in such Inventions, if concerved, reduced 10 practice or
developed, i whole or pant: (1) in the scope of HHC employment or other duties at or for HHC;
{2) in connection with research or clinical activities at or under the suspices of HHC; (3) with
substantial use of HHC resources; (4) the Invention is subjoct 1o the rights of o Grantor or
Sponsor or other third partes under agreements duly entered inio or agreed 1o by HHC. Any and
ull exceptions o this policy shall be determined and approved by the Presadent of HHC in
comsultation with the Intellectual Propeny Commiitee (IPC) and Office of Legal Affars.

It 18 the palicy of HHC 1o sdvise the Inventor within o reasonable period of time following
disclasure of his or her Invention to the RA Office in writing whether rights of cvwnership to the
Invention will be rntained by HHC or released to the Inventor, of to a third panty il so obligated
by a Contract or Grani.

113, Procedure
1131

{2}  Disclosure. All HHC employees and stafT shall promptly disclose
all Inventions w the RA Office using the Inventions Disclosure Form, attached as
Exhibit & Upon receipt of the completed Invennions Disclosure Form, the RA
Office will:

(1} In his or her discretion, mect with the Inventor fo evaluate
the Inventicns Dhisclosune Formg

(i)  Forward the Inventions Disclosure Form o the
Inscllectual Property Committes described in Section 11.3.3 below; and

fil)  If the Research Project is supported by government funds,
prompily and fully repen such Invention to the funding agency for
defermination os to whether patent protection of such Invention shall be
soupght and bow the rights m the invention or discovery, including rights
under any patent mssued thereon, shall be disposed of and administered in
order (o protect the public interest.

10 ER 2 DI B (X}

(b)  Filimg. Subject to the rights of the government and any agreements
with non-governmenial entities into which HHC has entered, HHC shall have
authority (10 manage the process of (a) the filing, prosecution and meintenance of
copyright applications and registrations, patent applications and patents,
registrations and other protective measures; (b) licensing, assignment, joint-
venturing or other commercial epportunitics; and (c) all agreements and all
measures 10 commercialize or realize the value or benefit of an Invention. HHC
shall use reasonnble efforts 1o successfully commercialize such Invention,

1132, Confidential Information. As a condition of
employment/appomiment with HHC, employees/stafT shall hold in strictest confidence any
confidential information, which wneludes sny of HHC's propriety information, iechmical and
chinical data, trade secrets or know-how, incheding, but not limited to, medical and scientific
research, analysis sysiems, procedures, tests, software, developmenis, inventions, processes,
formulas, technology, designs, drawings, engineering, hardware confliguration information, or
business information disclosed to the employee/smaff by HHC either directly or indirectly in
writing, orally, by drawing or observation of panis of equipment,

1133 il I

(m) Conumittee Formation

] The Intellectual Property Committes (IPC) is a commities
that will meet to respond 1o an Invention disclosure, copyright concemns,
and trademarks managed by HHC. [PC members and the [PC Chair are
chosen by the President and serve at hisher discretion. The IPC will have
a mumimum of four (4) members, including the IPC Chair and shall
inchude the following:

{1} Imernal (HHC) physician scientist with expertise in
the arca;

2) A representative from the Office of Legal Affuirs,

3 Business and financial advisor, chosen at the
discretion of the President; and

(#)  Anexternal advisor in the therapeutic anca, chosen
&t the discretion of the President,

(i) If applicable, an Affiliate, Grantor or Sponsor
representafive should be included en the IPC where an lnvention
implicaies the nghis of those entitics.

(bl IPC Review of Invention Disclomres

n LUipon receipt of a completed Inventions Disclosure Form

from the RA Office, the IPC will review the disclosure within 90 days,
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(i)  Upon the review of the disclosure, the IPC will
recommend the appropriste next sieps of | ) recommending not 10 pursue
# patent and releasing the Inventor of HHC s interests, 2) recommending
1o HHC that it provide funding for patent searches, [P applications,
lawyers, and other expenses required to pursue & patent, copyright, or
tradernark, or 3) secking additional guidance from an cxternal source
with respect to HHC s or other third party’s interests in such Inventions.

(i)  If the IPC decides that it docs not wish, and has no legal
obligation to participate in the patenting or licensing of an Invention, the
IPC may release (o the Inventor HHC s interest in the Invention, and the
Inventor shall then be free 1o dispose of the Invention as he or she
wishes.

(iv) Al rights to and interests in Inventions arising in the
course of Research sponsored by HHC, any government or private
company, of other sponsored research are controlled by the terms of the
applicable rescarch agreement

(5] Recommendations on Disbwrzemenss, The TPC will assist with the

recommendation of the applicable distnbution formula and oversight of the
dishbursement of revenues,

1134 i gt iy

{a) Inwenior(s) Rights.

(i) Mudtiple Inventors. The term “Inventor™ may represent
two of more individuals. These individuals will be expected 1o agree
among themséhves on the fractional distribution of the “Inventor” share
of any Rovalties. A written agreement must be signed by all the
ndividuals involved, and retained for the record with the IPC. If no such
agreement exists af the time ol 8 distribution of Net Royalties; the
Inventors’ share of such distribution shall be divided equally among the
Inventoms.

{iiy  The Inventor(s) has the right to:

{17  Reccive notice within a reasonable time of HHC's
intention to file a patent application or otherwise to retain title to
the Invention afier disclosure o HHC of an Invention

{2}  Receive an equitable share of any licensing fees or
royalties received by HHC from the commercialization of the
Invention scoonding 1o the distribution of proceeds,

(3}  Receive from HHC title 10 any Invention subject to
this Policy 1n the event HHC elects not (o retain title; and

{4} Publish their research findings in a timely manner
{no more than 90 days) after the submission of o patent application.

(b)  lnventor Obligations, The Inventor{s) is obligaed 1o

(i) Upen discovery that he or she may have developed HHC-
cwned Invention, report prompily to the HHC IPC through the Invention
Disclosure Form a summary of the concepts, relevant data, observations
and general claims with respect 1o any invention, discovery of
development, a8 well as the name(s) of any collaboraton(s);

(i) Assign right, tifle, and interest 1o the discovery of
wrvention 1o HHC;

(Hi)y  Inform AfTiliales if an Invention is a result from an
Inventor with joint appointments and the Rescarch Project is funded by
both HHC and A filiaie resources,

{iv) Cooperate to the extenl necessary as determined by HHC
I

{1}  Ressonably delaying of publication to allow for
submission of a patent application;

(2)  Prosecuting all patent applications and othes
required docurments,

{3)  Participating in the defense of such patents duning
prosecution for interference or infringement;

v} Keep and maintain adequate and current writlen records of
all Inventions;

{vi) Grant HHC a nonexclusive, royalty-free, irrevocable,
perpetual worldwide license 1o Inventions for research, educational,
legal, regulatory, reporting, [HEB, patient/public safety and charitable
purposes and to comply with any law or regulation; and

(vii)  Assist with licensing or marketing efforts related 1o the
discovery or mvention,

(e)  HHC Obigariens. HHC is obliganed to:

(i) Assign to the Inventor title 1o any Invention subject 10 this
Section for which HHC chooses not 1o retain title;

()  Make, use, license, assign or sell to a third party the rights
and interesss of any patented or unpatented fnvention owned by HHC,
and exclude others from doing so,
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ity  Make Pls and Rescarch Staff aware of this Section and of
any ongoing agreements with external sources to evaluate and/or market
such Inventions;

{iv)  Inform Affiliases if an Invention has been disclosed by an
Inventor with joint appointments and the Rescarch Project is funded by
bath HHC and AfMiliale resources;

(v}  After an Invention is disclosed, act in a timely fashion o
determine whether HHC and/or Affilate choose to retain tithe, to submit
to an external source for evaluation, and/or determine whether a patent
application is 1o be filed;

{vi}  Give notice 10 an Inventor, within a reasonable time afier
disclosure of a discovery or invention, o :.:...... nuﬂnan:F & patent
iﬁgﬁgigﬁrﬁﬁnagé Invention o

(vii) Expedite intellectual propenty protection so as o minimize
the delay of publication, no more than 90 days sfter the submission of the
patent applhication; and

(viin) Distribute licensing fees or royalties received by HHC for
any discovery, Invention or developeent sccording to the distribution of
proceeds described in Section 11.3.6,

3% Licensing. HHC may, in some circomstances with doe
considerstion 1o the perspective licensee and when consistent with law applicable o federally
supporied research, license a patented invention on an exclusive or nonexclhusive basis for o
reasonable period up to the full term of the patemt, provided that such license shall contain
provisions to promote the likelihood that the invention provides a public benefit, such as a
requirement of due diligence and march-in rights when the licensee does not adequately
perform. HHC slse may elect to heense unpatented technology on an exclusive or
nonexclusive bagis

11.3.6. Dismbation of Proceeds.

{a}  Inthe event that income is realed, HHC shall allocate the first
monies (0 the payment of any and all foes and costs, including legal counsel fees
incurred by HHC in obtaining any patent protection.

B Afler this deduction by HHC, a separate agreement with the
Inventor shall be negotisted to share the Net Rovalties to be equitably distributed
with 1) lnventor; 2) Division/LabResearch program; 3) HHC i be primarily used
1o further pursuit of Research activitics.

(e} Net Royalties shases will be distributed twice per year, in July and
January based on revenues from the prior half fiscal year.

.... [T TR LT 67

PART 11

CONTINUING APPROVAL, CONCLUSION & MONITORING OF ONGOING
RESEARCH PROJECTS

SECTION 12, HHC CONTINUING APPROVAL

12.1. Poliey

[n order to fulfill the assurances given to the federal povernment by HHC under
its FWA during the course of a Research Project for which initisl approval has
been obtained under Section 3, Facilities must regularly review the progress and
safety ;E:Enw?d_un!ﬁaﬁ.ﬂnﬂnﬂnﬁ#ﬂn-_ of the Research
Praject in sccordance with the procedure below. Research Projects that are
ﬂuuﬁwﬁuim review pursuant to law, as determined in consultation with the
applicabie IR, EEEEEE.-&%—_E

122, Procedures

122.1. IR
Eﬁuq.wnﬂ.w:!ﬁqanai iinEE_EhEnﬂ.}w.ﬁrﬂEnﬁnﬂ-
must be submitted 10 STAR prior to the IRB date of expiration listed in STAR.

12232, Automatic Contipying Approval. I there have been no Major
Profocol Violations (s described in Section 22 of these Policies and Procedures), no magor
changes to the IRB spproval, and the Research Project budpet or the amount of the external
funding has been determined by the Facility Finencial Analvst (as defined in Section 31.1) to
be sufficient 10 cover the next year’s expenses, then the Rescarch Project will be automnatically
renewed at the Facility level for a term of no greater than one (1) year based on the IRB
cxpiration date.

1223 Mew Application. If there have been Mujor Protocol Violations
or major changes in operational feasibility or the scope of work has changed remarikably, the
FRC and FRRC Chauir will decide if 8 pew application must be made and a complete review

will take place via STAR.

. The P1will submit

1224, Notification of Continued Funding. In all cxses, the P1will
provide the Facility with & copy of the IRB approval notice and written notice of continued

external funding if the Facility docs not already have it, which may be copies of wnitien
notification from the Grantor or Sponsor, s,.___nnm.!u_..ma...?un of Pl receiving such approval
or netice

12.2:5. Multi-Facility Approvals. Fach Facility invalved in a Research
Project should request continuing approval individually.

12286, Motice to RA Office. Omee a Facility has renewed its approval io
continue 3 Research Project, the RA Office shall be notified via STAR.
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SECTION 13, SUSPENSION & TERMINATION OF RESEARCH PROJECT

13.1. Palicy

In order 1o protect HHC's and its researchers” financial, contractual, and legal
interests, HHC has the authority to approve the commencement, continuation,
suspension or termination of any Rescarch Project based on Human Subject safety
concerns, or based on financial, contractual, or legal reasons. This authority is in
addition to approval or re-approval granted through the HHC Approval process
discussed above in Section 3 and Section 12.

Additionally, all Research Projects that have reccived HHC spproval or
continuing approval through STAR are subject to suspension if their IRB
documents {progress reports and continuation letiers) are not submitted 1o STAR
prior 1o the IRB date of expiration listed in STAR or if deemed necessary by
Facility, Corpotate Administrators, Sponsors or IRBs.

Subject 1o law and the terms of the governing Research agreement, if applicable,
HHC may suspend enrollment of all Human Subjects or icrminate a Research
Project as sct forth below

132 Procedure

1321 Termination or Siapension Upon [RB Determination or Other
Factors. The Facility, corporale administrators, Sponsors or IRBs can suspend or terminaie a
Research Project 1f deemed necessary

{a)  HHC may suspend or terminate a Research Project in accordance
with such determination by the applicable IRB. Upon receiving such
determination in sccordance with the applicable IRB authorization agreement and
after so instructing the PI, the FRC will suspend the project in STAR. The Pl must
fulfill any actions required by the IRB when termination or suspersion involves
the withdrawal of current Human Subjects from the Research Project.

{b)  Subject to law and the terms of the govemning Research agreement,
if applicable, HHC may suspend enroliment of all Human Subject or terminate a
Rescarch Project if HHC, in consultation with the IRB and P, has determined that
there arc Human Subject safety concerns, or based on financial or administrative
FEasOng

1322 Failure to Update [RB Documents. Pls must kecp all IRB
documents current in STAR. Failure to do so will result in an automatic suspension based on
the IRB expiration date entered in STAR. A Pl will have up 1o 10 business days afler the [RB
expiration date to upload the sppropriate IRB documents.  Afler 10 business days, the project
will be suspended and the P1 will be required 1o rencw and start o new application.

[LIREC TRk DT o

1323, Comtimtity of Care. Upon termination or suspension of a
Rescarch Project under this section, the P1 shall provide a plan for the continuity of medical
care for current Human Subjects withdrawn fram such Research Project in accordance with
OHRP guidance,” PI's professional ethical responsibilities and as required by the [RB and
applicable law,

SECTION 14, RESEARCH PROVECT CLOSURE

14,1, Policy,

All research projects that are approved through STAR must be chosed at the completion of the
project, or carlier if terminated or suspended prior 1o the study's completion.

142 Procedure,

1421, Pls must request closure of each Research Project in STAR 10 the
FRC. A closeout or termination beter from the IRB should be submitted as part of this elosure.
The FRC is respansible for reviewing the PI's request and ensuring that the study is closed
within STAR.

14232, FRCs retain the right ta close or torminate & study in STAR
without the request of the PL, if deemed necessary by Facility, corporate administrators,
Sponsors or [RBs.

SECTION 15. AUDITING, ON-GOING MONITORING AND COMPLIANCE ACTIVITIES

i5.1. Policy

HHC has an obligation under its FWA 10 take appropriate acthon with respect (o
any Research Project where the safety of Human Subjects is o1 issuc. As such,
HHC will conduct quality assurance activitics and ensure that any of its
contractors conduct their responsibilities with respect 1o Research in accordance
with HHC s quality assurance requirements and obligations, to the exient
applicable. Rescarch Projects are eligible for monitoring and full audits by HHC
after the first Human Subject is enrolled.

In instances where HHC has delegated the review of Rescarch Profocols under its
FWA to on outside IRB, HHC is responsible for conducting quality assurance
activities 1o ensure that the IRB performs its review activitics in a safe and
effective manner.

152, Procedures

1520, Monitoring. The A Office can request the monitoring repors
from Sponsors or the Principal Investigator, if applicable. I the RA Office has made 8
determination to conduct an independent investigation, the RA Office, in collaboration with
the IRE that approved a Rescarch Praject, may conduct on-going moniloring and/or audil cach
such Research Project on a periodic basis that is frequent enough to ensure compliance with
all applicable laws and policies and procedures of HHC. Moniworing shall be conducted in
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accordance with the responsible [RB's policies and procedures. An audit will consist, at a
minimum, of meeting with the Pl and reviewing Research Protocol documentation, to venily
that the following Rescarch docwments are maintained

(a)  Hesearch Protocol, including all supporting documents (data
abstraction forms, recruitment materials, sdverisements, etc,) as approved by the
IRB and HHC;

{b)  Informed Consent, assent, parental permission document(s), if
applicable, and Research Authorizstion Form as approved by HHC and the IRB;

(€}  Current documentation of traimng regarding Research involving
Human Subjects, CV and medical license, if applicable;

{d}  Approval letices from the IRB and from the HHC RA Office 1o
start the Rescarch Project;

3] Letters approving continuing review and the final report;

(N Human Subject research source documentation and Human Subject
medical recond information;

(2)  Review of financial and time and effon compliance in accordance
with HHC Operating Procedure 40-5%; Time and Effont Reporting and Operating
Procedure;,

My Al correspondence between investigators, RA Office,
GrantoerSponsor and revicwing IRB(s); and

1] Any other documentation as determined by the IRB and HHC.

1522 Audits.

{a)  Freguency end Scope The RA Office, in collaboration with the
applicable IRB, will also perform sudit sctivities at least every two years during
ongoing Rescarch Projects, which can include, but are not limited 10:

()] verification that Research documents snd databases sre
sufficiently secured to maintain privacy and confidentiality of datn s
described in the Research Protocol;

(i)  wvenfication that the P is appropriately tracking selected
options regarding the fulure use of specimens, eic., as described in the
Informed Consent documentation and the approved Research Protocol;

(i)  quality assurance activities to monitor the activities of the
IRB 10 confirm that the IRB is properly protecting the safety and interests
of Human Research Subjects,

T

(b}  External Audit Regrests,

{i) Audit requests from external regulatory agencies should
be directed 1o the RA Office. The RA office will work with the Pl and
Facility as necessary 1o respond to the sudit request. The Office of
Corporate Complnce and the Office of Legal Affairs shall be prompily
informed of any external sudits conducted by regulatory bodies,

(u) Al inguinies from federal, state and local law enforcement
apencies must be prompily directed o the Office of Inspector General in
accordance with HHC Operating Procedure 30-1.

1523, Compliance Activities.

(a) Commmunication with (Nfice of Corporate Compliagnoe. The resulis
of all audits under Section 15.2.2 will be shared with the Office of Carporate
Compliznce

(L] Parficipation in Revearch Compdiance. The RA Director and chair
of the Research Council will serve on a research compliance committee as
designated and chaired by the Chiel Corporate Compliance Officer. Such
committee will meet as often as deemed necessary or otherwise stipelated under
HHC Operating Procedure 50-1 (Corporate Compliance Program) or any other
applicable HHC policy or procedune.

(e} Independent Audits and Monitoring. HHC reserves the right 1o
retain outside consultants or independent auditors 10 assist with the monitering or
audit of Research complisnce. IF an outside consuliant or independent auditor is
utilized to review HHC Research activities, any findings from such review musi
be reported to the Office of Corporate Compliznce

(d)  Office of Corporate Compliznce. The Difice of Corporate
Compliance may conduect sudits as it deems necessary 1o maintain an effective
corporate compliance progrum as set forth under HHC Operaning Procedure $0-1
{Corperate Compliance Program)
PART IV
INVESTIGATIONAL DRUGS, DEVICES, AND BIOLOGICAL MATERIALS

SECTION 16 STORAGE, HANDLING & DISPENSING INVESTIGATIONAL DRUGS &
BIOLOGICS

l6.1.  Definitions
For purposes of this Scction 16, the following definitions shall apply

“Riologic™ means a virus, therupeatic serum, loxin, antitoxin, vaccing, blood, blood component
or denivative, allergenic product, or snalogous product, or arsphenamine or derivative of
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arsphenamine (or any other trivalent organic arsenic compound), applicable 1o the prevention,
tresiment, or cure of a discase or condition of human beings. ™

“Imvestigational Brochure™ or “1B" refers 1o 2 comprehensive document summarizing all
known information about an investigational agent.™ This includes afl basic chemistry,
pharmacology, toxicology, pre-clinical and clinical data to date, snd summaries of non-clinical

studies, clinfcal trials and adverse expetiences with the investigational apent.

“Imvestigational Drug™ means & new drug that has not yet been approved by the FDA or
approved drugs that have not yet been approved for a new use and are in the process of being
tesied for safety and effectivencss.

“Study Monitor” means the individual appointed by the Sponsor/Cirantor, as applicable,
responsible for assuring the protection of Human Subjects, the accuracy and completencss of
reported trial data, and the compliance of the trial with the protocol, good clinical practices and
applicable regulations ™

162 Palicy

All Investigational Drugs, agents, or Biclogics in use st an HHC Facility must be stored,
handled, and dispensed in accordance with FDA, Federal and New York State Boards of
Pharmacy regulations and guidance,™ and HHC policies and procedures. Controlled substances
in use at HHC Facilities are also subject 10 panicular licensing requirements under fieders! snd
New York state lows.

163, Procedures
16.3.1. PBaoles and Respongibilities.
{a) Sponsor/Grantor, All Investigational Drugs and supplies required
by & Research Protocol being studied under an IND must be provided by the
Sponson/Grantor, as applicable

(b}  Facilin PharmacPharmacis,™ The Facility Pharmacist is
responsible for the receipt, storage, security, labeling, dispensing, and disposition
of all Investigational Drugs and supplics used in clinical investigations. The
Facility Pharmacist has the folbowing responsibilitics:

{i) Ensuring that the Facility Phammacy has access 1o all of
the folloraing:

{1}  AnIRB approval letter;
{2} Acopy of the approved Research Protocol;
{33  An Investipational Brochure, when appropnate;
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(4)  Any Sponsor/Grantor -provided documents relating
to the storage, preparation, dispensing, and sccountability of the
investigation products;

% Protocol revisions, amendments, and updates afier
IRB approval and after the [RB approved the amendment,

{6)  Updates and changes to authonized prescribers after
IRB approval;

{7}  Documentation of IRB continuing review and
approval,

(8)  Motice if clinical investigation is suspended or
\erminated by the [RB, FDA, or other oversight group (e.g., the
Sponsor'Grantor),

(9)  Notice of when the suudy is closed; and

{10}  The Investigational Drug information on each
patient receiving an Investigational Drug

{ii)  Ensuring that, prior to commencing Research, there iz
adequate pharmacy staifing and resources to safely conduct Research
Projects invelving Investigational Drugs in compliance with all rubes and
regulations,™ taking into consideration the pharmacy stafl"s time in all
phases of the Research Project from protocol review and study initiation
10 drug and supply returns and study closure, as well as physical space
and equipment.

(iii)  Ensuring that all Research pharmacy stafl having direct
responsibilities for the management, dispensing and oversight of
Investigational Drugs and Biclogics are appropriately trained with
respect 1o human subject protections as required by the applicable IRB .

{iv) Ensuring the receipt, mainienance, review, and
compliance with Rescarch Protocol documents and approvals

(v}  Verifying that the Research Praject imvolving the
Investigational Drug has reccived initial approval and funding, prior 1o
ordering, receipt, storage, or dispensing of Investigational Drogs.

{vi} Maintaining documentation of approved clinical
investigations using Investigational Drugs or supplics and commercial
drugs, including Reserch Protocols, completed Informed Consent forms,
and a real time Investigational Drug Accountability Log {see Exhibit 9)
described in Section 16.3.3."




(¥ii] Retaining the Rescarch Protocol documents and
Investigational Drug Accountability Log maintained by the Facility
Pharmacy according to HHC policy and procedures with respect o
Rescarch records, FID regulations or Sponsor/Grantor requirements,
whichever time period is longest.

(vii) Obtaining approval from the SponsorCGiramor priof 1o
destroying records.

(1x)  Obimining a signed Informed Consent form prior 1o
" e Fir L

{x)  Making available for inspection by the Study Monitor a
patient specific source chan.

1632 nvestigational Drug and Supply Menspement. All
?iﬁ!.ﬁi Eiigﬂﬁgﬁaﬂimwﬂ.saaq?ﬁﬂ:&

Pharmacy.

1633 Receiplof Investigarional Drugs

(@)  Regardiess of the source, all investigational and Sponsor/Grantor

Eﬁ:&&cﬂﬂiﬁ#zﬁ& EHI_ m!._:w?n_:.:.nw for receipt, stomge,

(b) Investigational Dvugs may be obtained from other Facilities or Pls
only where evidence of an approved Letter of Understanding (LOU) s provided,
and in adherence 1o Rescarch Protocol procedures end FDA requirements. Where

an LOU has not yet been executed, the LOU template in Exhibit 10 can be used
in negotiations. An LOU can exist between a Facility and an HHC affiliate,

provided that investigators at the Facility and HHC affiliate are both participating

in the Research Project utilizing the Investigational Drug *

(c)  Detailed mformation as to how drags are to be dispensed and

sccounted for must be clearly stated in the Investigational Drug Accountability
Log (sec Exhibit 9}

1634 Storape and Accountability. The Facility shall ensure thae

(2} Investigational Dvugs and supplics must be securely stored in the

pharmacy; they must be kept scparate from all non-Investigational Drugs and

supplics; and they must be clearly identified a5 to which study they are assigned.

NOTE: Although New York regulations require that all drugs and biologics be
stored in a locked storage area.™ siarage of Investigational Drugs or Bivlogics

does not reguidre segregation te a separaie locked area within a pharmacy, unless

the medication bas specific storage requirements,

xxx WD BLHIVG D0
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() Investipational Drugs must be stored aceording 1o the requirements
of the Sponsor/Grantor (room temperature, refrigerated, in frocrer, etc. } and
routinely monitoned.

ic)  The Investigational Drug Accountability Lag (Exhibit 9) or an
accountability recond, suthortzed by HHC and the GrantorSponsor must be
completed in real time and maintsined by the Facility Pharmacy,

(d) Al electronic drug accountability records that are created,
uﬁ&iﬂi-iaiﬁnﬂdﬂiq&ﬁg&a
requiremnents set fonth by the FDA, including the Investigational Drug
Accountability Log tn Exhibit 9, must be compliant with the FDA s regulitions
governing electronic records and electronic signatures ™

(e}  Clinical investigations involving controlled substances must meet
the same storage and accountability requirements us outlined for routine patient
care and in accordance with applicable laws, regulations, and HHC policies. In
addition 1o the storage requirements for non-conirolled study medications, the
fellowing requirements and detailed information must be kept for controlled
substance study drogs:

(i}  Controlled subsiance review and invenory requirements

as specified in HHC policies and procedures;

() All controlled substance dispensing;

(it Controlled substances returned (including drugs drawn up,
bt not used];

(iwh Al controlled substance record reconciliations;

v}  Comrolled subsiances wasiod; and

(vi)  Controlled substance use, categorized by Pl and/or
prescriber.

il A final enry is made when drug therapy for the entire Research
Project has ended. This entry documents the date of termination of the use of the
Investigational Drug, the quantiny remaining, the action taken to dispose of the
balance on hand, and the agent or individual responsible for drug destruction or
relum.

(g) Investigational Drug or supply returns and desruction need 1o
follow the requirernenis as outlined in the Research Protocol.

16.3.35. Dispensing
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{a) Investigational Dvugs and supplies can only be dispensed direcily
1o Human Subjects, the legally-authorized representative, or authorized-Research
Project personnel

by  Investipational Drugs and supplics may be dispensed only after a
provider, who is suthorized to prescribe the drug, has submitied a proper writien
or clectronic order.

(4] Investigational Dirug prescriptions may be entered into the
compuierized patient record system by en investigational drug pharmacist at the
Facility Pharmacy.

{d) The imitial order or prescription for sach new Human Subject on an
investigational protocol must be sccompansed by a signed Informed Consent and
made gvailable to the Facility Pharmacy.

(e}  The Investigntional Dinugs and/or supplics must be prepared,
Iabeled, and dispensed according to the Research Protocol requirernents, HHC
policies and procedures, and applicable law and regulations.

in In addition to the generally-required prescription label information
and appropriate auxilizry cantion or wamning labets, all Investigational Drug
labels must include the following legend:

“CAUTION - NEW DRUG: LIMITED BY FEDERAL LAW TO
INVESTIGATIONAL USE™™

() I compounding or admixing of the Investigational Dinug is
EuEﬂvw the Rescarch Protocol, applicable United States Pharmacopoeial
Standards” and Good Chinical Practices must be followed

fh) I a Sponsor or Grantor has addiional dispensing requirements,
ihese must be followed

16.3.6. Drugg and Supply Retums

(a) In accondance with Federal regulations, Sponsors'Grantors

penerally requine the Human Subject 1o refum unused clinical investigation drugs
and empty containers ™

B  Investigasional Drugs and supplics retumed by Human Subjects
may not be _......n._hﬂnamun.!

{c) Investigationn! Drugs and contuiners returned by Human Subjects
are 1o be stored separately from study supplies that have not been dispensed

{d)  Retumned supplics are io be handlad per the protocol”s defined
requirements.
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SECTION 17. MATERIAL TRANSFER AGREEMENTS

L

172

Eslicy

HHC encourapes researchers to exchange rescarch matcrials with other scientists
in acodemia, nan-profil institutions, or those in industry who will use materials for
research purposes. In order to protect HHC and researchers from liability refating
1o the transfer and subsequent use and handling of the material, 25 well 25 1o
ensure HHC's and rescarchers’ publication and intellectual property rights in the
material, Principal Investigators must work with the RA Office and Offfice of
Legal Affairs to enter into an appropriate Material Transfer Agreement (MTA)
with the third party prior to sending or receiving any research materials. Please
see Exhibit 11 for an example of HHC's MTA template

Procedure
172.1. Sending Material:

{a} To send materials outside of HHC, the Principal Investigator must
email the FRC, who will then notify the RA Office, the following information if
not already included in the Research Protocol

(i)  nameof the person 1o whom the material will be sent;
(i)  the recipient's institution; and
(iif):  the name of the material.

(b}  The RA Office will forward the appropriate documents to OLA for
review and approval. Upon OLA approval, the RA Office will forward the
documents to the receiving party and notify the P1 when signatures have been
obimined, thus allowing the Pl 1o send the materials.

1722 Receiving Material

When secking to acquire material from outside of HHC, if nol already incleded in
the Research Protocol, the Principal Investigator must forward all documents
received from the provider of the materials to FRC, who will then notify the RA
Office. The RA Office will consult with and obtain final OLA spproval of the
documents to protect the PI's publication and other intellectual propenty nghts,
and to comply with HHC policies. The RA Office will keep the P informed
throughout the negotistion process, and will provide the PI with a fully executed
copy of the MTA

SECTION 18 USE OF TRANSFERRED BIOLOGICAL MATERIALS

18.1.

Definitions,
For purposes of this Section 18, the following definitions shall apply.
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“Biokogical Materials™ means biological material of human origin including without limitation, medically prescribed test in routine use that has been or may be hereafter found 1o be associnted
tissues, blood, plasma, urine, spinal Muid or other Muids with a genetic vanation, unless conducted purposely 1o identifly such genetic varation.

182 Policy “Genetic Testing Information™ means that information described in Section 19.3.7(2)

All Research conducted outside of a Research Profocol using Riological Matenals 192, Policy

shall be conducted in sccordance with the applicable MTA (see Section 17, ) . .

Material Transfer Agrecments), Informed Consent and all applicable State and In addition to the Informed Consent requited o be obtuined from a Human
Subject pursuant to the Common Rule and a8 Research Authorization Form, HHC

Federal laws reganding such Rescarch. The Pl may collect, use, store, and disclose .
requires that & consent conforming to the requirements of this Section, be

any specimens andor tissue received only in accordance with the approved . ens .
applicable Research Protocol end Informed Consent form, and in any event will guﬁgﬂasﬁfgiﬁéwﬁiuﬁﬂﬂr%ﬂ

not collect, use, store, or disclose any individually identifiable health information part of a Rescarch Protocol in which the Human Subject ts enrolled or is 1o be
attached 1o or contained within the specimens and/or Hssue in any menner that eenducted on a stored Biological Sample as pant of general rescarch. Such consent
would violsie any applicable ksw or regulation. may be pant of the Informed Consent. A model Informed Consent for Rescarch
Involving Genetic Testing is anached at Exhibit 12 To the exient a Rescarch
183 Procedures Project is revicwed by the IRB of an Affiliate, HHC will collsborate with that
IRB 1w ensure the consent and comresponding genetic testing conforms 10 HHC's
As mpplicable, the Facility shall clearly mark and identify any and all Biological requiremcIs. ¢
Materials transfesred to an Affiliste, Grantor or Sponsor.  As applicable, the
Facility will enter into & materials ransfer agreement with the Affilinte, Sponsor Moreover, genetic mformation must also be kept confidential and be disclosed
or Grantor, the specific form 10 be negotiated in good faith between the partics only as described in Sections 19.3.6 and 19.3.7, With respect 1o predispositional
and in accordance with Section |7 of these Policics and Procedures (Material genetic testing, disclosure o any party must be specifically provided for in the
Transfer Agreements). Mo Facility shall transfer, deliver or otherwise release Informed Consent. For amy Research invelving genctic testing or the use of
such Biological Materials to & third party (other than couricrs and delivery service genomic data, Pls must consult and comply with the Clinical Laboratory
providers in the ordinary course of performing the Research) without the express Eo—gﬁﬂﬂﬂﬂniﬂu&?rﬁ.E24mS:i§i
prios written consent of HHC s Difice of Legal Aflairs Center” and the NIH Genomic Dota Sharing Policy.
SECTION 1%, GUIDELINES FOR USE AND DISCLOSURE OF GENETIC INFORMATION 193, Procedures
19.1. Definitions 19.3.1,
For purposes of this Section 19, the following definitions shall apply {a)  Informed Consent. Unless the Biological Sample is anonvmous
pursuant o Section 19.3.3, if conducting a Genetic Test on & Biological Sample is
“Biologlcal Sample™ means any material part of the human body or of discharge therefrom part of the Research Profocol then such Genetic Test may not be conducted unless
known to contain DNA, incliding but not limited 10 tivsue specimen, blood, or urine. a separate consent, the form of which is found in Exhibir 12, is obtained from the
Human Subject specifically consenting to such ic testing for the purposes
“Genetic Predisposition™ means the presence of @ variation i the composition of the genes of’ EE.E!H_.E‘ﬂHa. ﬁﬁnﬁﬁhﬁl&._mmﬂﬂﬂ:ﬂnﬂuiﬁﬂ.ﬂ&
an individunl or an individual"s family member which is scientifically or medically identifiable Consent and the Research Authorization Form.
and which s determined 10 be associsted with an increased stanistical nsk of being expressed as
cither a physical or mental disease or disability in the individual or having offspring with a (b)  Strry Days so Condict Genetic Testing as part of Research,
genetically influenced disease, but which has not resulted in 2ny symptoms of such discase or
disorder. () Sixty Day Rule. Genernlly the Genetic Tests to which the
Human Subject has consented must be completed within sixty (60) days
“Genetic Test” means any labotatory test of human DNA, chromosomes, genes, or gene from the date of the consent, afler which the bological sample must be
products 1o diagnose the presence of a genetic vaniation linked to a predisposition fo a genetic destroyed '
disease or dissbility in the individual or the individual's ofTspring: such term shall also include
DNA profile analysis, “Genetic Test" shall not be deemied 1o include any test of blood or other (i) Extension Past the Sixty Days. With the approval of the

IRB anid the written consent of the Human Subject, described in Section

____________ " B0
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19.3.2, the biological sample may be kept for longer than 60 days and Genetic Tests may be performed on Biological Samples for which there is
utilized for Rescarch purposes.™ no identifiahle individual from whom to obtain consent, provided that the
IRB determines that the Research Protocol submitted by the Pl assures the

anonymity of the sources of the samples.”

{a)  Before any Genetic Test may be conducted on the Biological 19.3.4, AL
le of a Human Subject, such Human Subject must sign a written consent that
Mﬂnﬂﬂn_nﬂ.nﬁqnfirﬁ {8)  Genetic Tests may be performed on stored Biological Samples for
gencral research purposes (i.e., uses of the biological samples for tests other than
(i) apeneral description of the test; those for which specific consent given by individual has been obtained) for
genctic testing 1f:
(i)  a siatemnent of the purpose of the test;
(1) each individual providing & Biclogical Sample gave a
(i} & statement indicating that the individual may wish 1o written consent 1o research on the stored samples on a form the template
obtain professional genetic counseling prior 10 signing the Informed for which is found in Exhibit 12;
Consenl;
{ii)  the individual did not specify any time limits or
{iv) = statement that a positive test result is an indication that restricticns on the use of such sample on his or her consent 10 use the
the individual may be predisposed 1o, or have the specific discase or Biological Sample for general research; and
condition lested for and may wish to consider further independent .
testing, consult their physician or pursue genetic counseling: {iif) the samples have been permanently stripped of identifying
information, or an IRB-spproved coding system has been established to
{v)  ageneral description of cach specific discase or condition protect the identity of the individuals who provided, or will provide, the
tested for; samples ™
{vi)  the level of cemainty that & positive result for that disease {b)  Content of written consent 1o use stored Biological Samples must
ar condition serves as a prodictor of such discase. 1f no level of certainty contain al least the following:
has been established, this subparagraph may be disregardest,
(i) a statement (hat the sample will be used for future genetic
(vil) the name of the persan or categories of persons or tests;

organizations o whom the test results may be disclosed,
{ii)  the time period during which the tissue will be stored, or if

(viii} & stalement that no tests other than those authorized shall na time limit is specified, a staiement that the tissue will be stored for as
be performed on the Biological Sample and that the Bickogical Sample long as decmed useful for Rescarch purposes;
shall be destroyed at the end of the Lesting process or nol more than sixty
(60) days after the sample was taken, unless & longer period of retention (iii} & description of the policies and procedures to protect
s expressly autherized in the consent, and Human Subject confidentiality;

(ix)  the signature of the individual subject of the test, or if that (iv) o sistement of the right to withdraw, at any time, consent
individual lscks the eapacity 1o consent, the signature of the persan to future use of the tissue, and the name of the crganization that should
authorized 1o consent for such individual ™ be contacted 1o withdraw consent: and
(b} The requirements of Section 19.3.2(a)iv), (v) and (vi) may be (v) o staement allowing individuals to consent 1o future

imiuﬂiEWEEEwﬂE&g_?ﬂﬁ.ﬂnﬂ_._uﬂrﬁﬁﬂnu contact for any or all purposes, incloding:
specificity.

(1}  research purposes;
19.3.3,

{2} provision of general information about research
findings;
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(3} information about the test on their sample that may 19.3.6. HIPAA Aythorization. Regulations promulgated under the
benefit them or their family members in relatien W thesr chojces Healih Insurance Ponability and Accountability Act of 199, while not covering acrual
regarding preventative or clinical care; and specimens, do cover profected health information that may be associated with tissue samples

userd in genetic testing. Pls are required o explain to and obtain from the Human Subject both

(4)  anexplunation of the benefits and risks of written Informed Consent and a HIPAA authorization before rescarch may comimence. For
consenting 1o future comact, more information on HIPAA authorizations, see the HHC HIPAA Clinical Investigation and
Rescarch Policy and Guideines, Operating Procedure 240-23, Appendix E.
It should be noted that the Human Subject may wish to specify a time limit 5 ek P
or other resirictions on the use of his or her sample. Anyone conducting 1937, i i I
research on any stored Biological Samples should be aware of any such

limitations prior o conducting such test. (@)  Genetic Testing Informanion. Information is Genetic Testing
Informaton if it is nformation:
{e)  Conmbact of Human Subject’s Relatives. In no event shall family
members of a Human Subject who provided  stored biglogical sample be (1) sbout an individual derived from Genetic Tests, or

contacted for clinical, research, or other purposes without consent, as described
sbove, from the Human Subject with respect 1o the specific family members who (i) finking an individual with specific results of Genene
will be contacted and the specific purpose of the contuct ™ Tests, to an organization or person, including Principal Investigators or
m__ﬂn_.s_..u.
(b} Disclosure, General. Subject 1o the provisions of Section 19.3.6(c)
below, the person a1 the Facility tasked with the oversight of the privacy of patient
HHC requires that the following or similar language be placed in any and Human Subject information, such as a privacy officer, may determine ifa
consent for Research in which genetic information will be used or requested disclosure of Genetic Testing Information may be allowed,
discovernd, pursuani to OHRP guidance:'"'
()  Regutremets for Disclosiee of Generic Testing lformation, The
A Federal law, called the Genetic Information Nondiscrimination Act disclosure of Genetic Testing information by a Facility or HHC may occur only if
{GINA), penerally makes it iffegal for bealth fnsurance compaies, group the individual from whom the sample was tasken has signed o written Research
health plans. and moxt emplovers o discriminate againgt you based on Authorization Form in which such individual:
your genetic information. This low generally will provect you in the
Jollowitrg weays: i specifically permits such disclosure of penetic
Heaith i companies amd group health . .
- Inswrance magy mol
g {ii)  sdentifies the recipient(s); and

requnest pour genetic information that we get from this research.

. Health insurance companies and group health plans may not ire (i) identifies the purpose of the disclosure."™

wﬂqnﬂﬁgiagggﬁﬁmﬁzt (See also HHC HIPAA Clinical Investigation and Research Policy and
Higibi P mcﬁ_nﬂrciﬁliﬁinnua?u , and OHRP's Giidance on the
. Employers with I3 or more enplopecs may nof ide your gonetic Genetic Information Nondiscrimination Aci: bmplications for Pls and
infarmation that we get from this research when making o decision Institutional Review Boards). "™
#0 hire, promote. or fire you or when setiing the terms of your 19.38. Dccedent Data and Genetic Testing
employment
(@) Where a Pl secks to perform genetic testing on decedent
“_Mniﬁ\nnrnn __”.“...:..-u&u__l ﬁﬁ“&%uﬁniﬂq“ﬁhﬂii specimens, HHC HAE-__H that the Pl seck a special waiver regarding the use of
alnrl.ﬁuo.ﬂa.n...:u.in i PR decadent information. HHC requires the completion and submission to the
ong-ters k. applicable IRB of the Request and Attestation for PHI of Decedents. (Sex
Appendix [ of Operating Procedure 240-23, HIPAA Clinical Investigation and
Research Policy and Guidelines.)
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(b}  MNew York State law requires consent by the next-of-kin ol the 20,1, Policy
decedent wha is the sour sample nssue, genctic festing may be i
> g 1 s the ce of the - before " Usnider New York State’s Uniform Anatomical Gift Law,"™ any individual may
give all or any pan of his or her body for certain purposcs ﬁi.—wau- properly
19.3.5. f

: executed written authorization for organ or tissue donation.
(a)  HIPAA Requirements. HIFAA considers the act of sionng samples 202 Procedures

in a databank 10 be h."™ Therefore, there are certain .

Mhﬂiggﬂﬂuﬂﬂnﬂsn. ﬂaﬂﬁn-nni_nﬂ&u_ﬂ?_.ﬁﬂa:nﬁ When HHC, a Facility, PI or other researcher is the intended donee for an

purposes. (See also HHC HIPAA Clinical Investigation and Research Policy and Eﬁhﬂ,nqﬂgrﬂnﬁﬂrzﬁﬂ?ﬁ%ﬁﬁiﬁﬁﬂna

Guidelines, Dperating Procedure 240-23, Appendix E.) YE&E:&EE&EEE%EE&EE_E

E%Enn!uﬂnﬁﬁnnitﬁﬁﬁi_igﬁnﬁ In

(b)  Informed Consent. Priof to the storage of tissue or data in a addition, such anatomical gift may be reviewed by the comesponding IRB for the

repository or database/datsbank, the PI must obtain o consent that complics with Rescarch Project.

both New York consent requirements (which are listed in Section 19.3.4(b)) and a

HIPAA Research Authorization Form for storage purposes. (Sec also HHC PART ¥

HIPAA Clinical i and Research Policy and Guidelines, i

Procedure wa.ﬂébﬂun&h..naﬂ This consent ._.r..h authorization w!vﬂuﬁ.uuﬁusmﬁ MISCONDUCT, UNANTICIPATED EVENTS & NONCOMPLIANCE

distinct from the Informed Consent and the Research Authorization Form signed

by the individual to participate in the Research Project into which he or she is SECTION 21, RESEARCH MISCONDUCT

enrolled =5 a Human Subject. The separate consent to storage and use of tissoe 211

for future research permits revocation of such consent to Eﬁﬁn__u___.n-&nn 1. Definitons

!m_g_upiﬂﬁ.ﬁﬁﬁgggmﬂai!zﬂiﬂ&nﬁ&_g For of this 31, the following definitions shall apply:

7 = 1 ion of Research Misconduct received through any means of
{¢)  IRB Waiver of HIPAA Research Authorization. For subsequent Allegation” means an allegation o

icati ! procedures descri licies and Procedures.
use, Rescarch or Research Project of the siored samples, HIPAA requires that the Commicmication S o e 0 ESE A
Pl obtain an additional rescarch authonzation for the new use, or a waiver by the ..ﬁ.rn___ﬁrl_h:EnE._._nzﬂ_eiﬂ_iﬁﬁmgﬁnﬂ?ﬁﬂl:ﬁinﬂ.iﬁaﬂ-&nﬁ
IRB of such authorization requirement. Therefore, the [RB may waive this Inquiry,
HIPAA requirement. The IRB may not waive the requirements under New York |
State law. Under those requirements the criginal consent for rescarch must “Committee of Inquiry” or “COI" means the commiitiee appoinied by the CMI 1o determine if
include the elements lisied under Section 19.3.4(b)). (See also HHC HIPAA an Allegation or apparent instance of Research Misconduct has substance.
Clinical Investigation and Rescarch Folicy and Guidelines, Operating Procedure
240-23, Appendix E ) “Complainant” means the person who in good faith makes an Allegation of Research
Misconduct, including those persons who make Allegations through the HHC Anonymous
(d)  Withdrawal of Consent to Siorage of Biological Sample, If consent Reporting Line (1-866-HELP-HHC),
to storage of a biclogical sample is withdrawn by the Human Subject at any time, |
the Principal Investigator, Facility and HHC shall promptly destroy the sample or “Fabrication™ means to forge or devise data or resulis with subsequent recording or reporting of
uﬂiﬂmﬁﬂqﬁgniiwﬁiqﬂggi the forged or devised data.
19.3.10. Storage of DNA Samples. Under New York State Law, retention “Faksification” means manipulating research materinls, equipment, of processes, o changing of
of a DMA sample for & period of time longer than wen (10) years requires explicit consent for a omitting data or resulis such that the research is not accurately represented in the Research
longer or indefinite storage period."™ Consent in the form of the template in Exhibit 12 musi Record,

be obtained before Genetic Testing may be performed on the stored sample.
“Investigation Committee” means the commiitec appeinted by the CMO when a COI
SECTION 20. GUIDELINES FOR USE OF ANATOMICAL GIFTS determines that the Allegation has substance so as to warrant further investigation,

“0RI” means the U.S. Department of Health and Human Services Office of Research Integrity.
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“Plagiarism” is the appropristion of the ideas, processes, results, or words of another person,
without giving sppropriate credit.

“Preponderance of the Evidence™ means proot by information that, compared with that
opposing it, keads to the conclusion that the fact at issue 1s more probably true than not.

“Rescarch Misconduct™ means that misconduct described in Section 21.2.1.

“Research Project Data™ means all data resuliing from the Rescarch Project, including all
reports and forms required by the protocoel.

“HResearch Record” includes, but 15 nol hmiled to, grant or contract applications, whether
funded or unfunded; grant or contract progress and other reports; laboratory notebooks; notes;
comrespondence, videos; photographs; X-ray lm; shides; Materials; computer files and prnintouts;
manuscripts and publications; equipment use logs; laboratory procurement reconds; animal
facility records, Hesearch Protocols; consent forms; medical chars; snd Human Subject files.
The term Rescarch Records excludes rejected grant or contract applications.

“Respondent”™ shall refer to & person or persons accused ol Research Misconduct

212 Policy

2121 Gencral HHC prohibits Fesearch Misconduct and requires all
Research to comply with mpphicable law. “Research Misconduct™ means Fabnication,
Falsification or Plagiarism, as those terms are defined herein, in proposing, performing, or
reviewing Rescarch, or in reporting Research resulis. A finding of Rescarch Misconduct
requires all of the following:

That there be a signiffcant departure from scocpted practices of the
relevant research community; and

The misconduct be committed infentionally, knowingly, or
recklbessly: and

The Allegation be proved by a Preponderance of the Evidence

Research Misconduct docs nat include bonest error or differences of opinion.  Instances of
Research Misconduct may encompass acts that could be construed as violations of federal and
state penol laws.

i k8 Applicability.
This Section 21 applics to allegations of Rescarch Misconduct involving:

(m) ol individuals &t HHC engaged in Research. This palicy applies o
any person pasd by, under the control of, or affiliated with HHC, such as principal
investignions, ramees, lechnicians and other staff members, sudents, fellows,
gues! researchers, or collaboralors st HHC; and

PN RAEE B3N A &7
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(b}  onec ol the following:

(i PHS support biomedical or behavioral rescarch, research
traiming or activities related to that research or research training, such as
the operation of tissue and data banks and the dissemination of research
mformation;

(i}  Applications or proposals for PHS suppen for blomedical
or behavioral research, research training or activities related 1o that
rescarch or research training; or

(1)  Plagiurism of Research Records produced in the course off
PHS supported research, research truining or sctivities related 1o that
research or research truining. This includes any research proposed,
performed, reviewed, or reported, or any Research Record generated
from that rescarch, regardless of whether an application or propasal for
PHS funds resulted in 4 grant, contract, cooperative agreement, of other
form of PHS support.

Procedure
213 Boles and Besponsibilitics.

(a) HIC Chief Medical Officer. The HHC Chicf Medical Officer
shall be responsible for handling all Allegations of Research Misconduct. The
HHC Chiel Medical Officer may, during proceedings under these Research
Misconduct policies or any subsequent investigation, take whatever
administrative actions that are in his of her judgment approprinte 1o protect public
health, research funds or equipment or the legitimate interests of patients. Such
administrative actions shall not be deemed disciplinary in nature. Actions may
include “stop work™ orders, termination of research agreements, locking HHC
Fecility laboratories, or other appropristc measures, a3 necded to ensure the
integrity of the investigation or patient safery. However, any inguiries from
federal, state and local law enforcement agencics with respect 1o alleged Rescarch
Misconduct muss be prompily directed to the Office of Inspector General in
sccordance with HHC Operating Procedure 30-1,

ib)  The Coordinator. The HHC Chief Medical Officer shall designate
an individual who serves in the RA Office 1o act as a coordinator (“Coordinaior™)
to assist in carrying out this Section 21, The Coordinator shall sct as a neutral
facalitator, but shail consult with the HHC Office of Legal A ffairs (o ensure that
the requirements of low and HHC policies and procedures are being satisfied and
that any reports or determinations made pursuant (o this Policy are legally
sufficient. The Coordinator, in sddition 10 assisting the HHC Chief Medical
Officer in sdministening the process of any inquiry or subsequent investigation,
shall
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{n Advise members of the HHC community in response 1o
requests for mformation or informal consultation concerning Rescarch
Misconducr;

(i) Keep the HHC Chief Medical Officer informed of any
Allegations filed and the progress of any inquiry or investigation
undertaken;

(iil)  MNotify the HHC Office of Inspector General of any
inquiries from federal, state and local law enforcement agencies with
respect 10 alleged Research Misconduct in accordance with HHC
Operating Procedure 30-1;

(iv)  Work with and advise the vanious HHC officials and
commilices involved in the inguiry andfor any subsequent investigation
or disciplinary sction. The Coordinator shall offer advice regarding
HHC rubes and policies governing the process;

(v}  Assist the appropriate officials and commitiees in camying

out the inguiry and/or any subsequent investigation, icluding
assembling evidence and conducting interviews;

{vi)  Maotily the IRB of any Allegation;

{vil} Be responsible for communications with any person or
organization outside HHC having a Jegitimate interest in the case,
including any funding agency;

(vin) MNotify ORI and the applicable federa] funding entities if
hefshe, along with the HHC Chief Medical Officer, believes that any of
the following conditions exisi:

(1) Health or safcty of the public 15 at nisk, incloding an
immediate noed 1o protect Human Subjects;

(2)  Federal resources or interests, including funds or
cquipment, are threatened;

(3)  Rescarch activities should be suspended, as
determined through this evaluation and in conjunction with the
IRH;

(4)  There is indication of possible violations of civil ar
criminal law;

(5)  Federal action is required to protect the inferests of
those imvolved in the Rescarch Misconduct procesding;

59

(6)  HHC determines that the Research Misconduct
proceeding may be made public prematurely so that the federal
oversight agency may take appropriate sicps 1o safeguard evidence
and protect the rights of those invalved; or

{71 The rescarch community or public should be
informed.

(ix) Conmact the following HHC offices for further instroction:

{13  Upon any indication that an instance of Rescarch
Misconduct may have violated any civil laws, contact the Office of
Legal A ffairs and Office of Corporate Compliance for further
InSITECTions.

{2)  Upon any indicarion that an instance of Research
Misconduct may have violated any criminal laws, contact the
Office of Inspector General for further instruction.

{3)  Refer the matter 1o the Chiel Medical Officer and
cooperate with and assist in coordinating any related actions or
inquirics wher., in the course of an inquiry of subsequent
investigation, uther HHC policies are implicated. The Coordinator
will consult with the Offices of Legal Affairs and Corporate
Compliance.

{x)  Maintsin objectivity regarding the veracity of the
Allegations throughout the proceedings. The Coordinator shall serve as a
peutral facilitator, and shall not assume the role of a prosecutor or judge:;

{xi)  File an annual report with the ORI, which contains
information specified by OR1 an institutional compliance with federal
regulations on Rescarch Misconduct; and

{xii) Cooperate fully with ORI during its oversight review and
any subsequent sdministrative hearings or appeals, inchuding providing
ull Research Records and evidence under HHC's control, custody, or
passession and access to all persons within its authornity necessary 1o
develop a complete record of relevant evidence.

21.1.2. Initiation of Complainl.

(@) Filing of Allegation. Allegations of Rescarch Misconduct may be
filed with the Chief Medical Officer, the applicable Facility Executive Director,
of directly with the Coordinator or with the HHC Anonymous Reporting Line (|-
866-HELP-HHC),
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1] Infirmal requests for information or consultation
concerming Research Misconduct will not, in und of themselves, be
construed as formal charges of misconduct.

(i) Allegations of Research Misconduct shall be immediately
referned to the Coordinator who will consult the Office of Legal Affairs
for further gudance. If Allegations are [iled against more than one
individual, a separate process shall be undertaken and decision will be
reached for each individual.

2133, Assessment of Allegations.

{a)  Assessment Procedure.

(i) When Allegaticns are filed, the Coordinator shall
determing if the Allegation mects the critena of Research Misconduct as
defined in Section 21.2.1. The Coordinator may consult with the
sppropriate individuats from the applicable Facility so that potential
evidence of Research Misconduct may be identified and preserved

(i) The Coordinator shall investipate the information or
circumstances giving rise to the Allegation. He'she may further consult
with the Office of Legal Affairs

(i) If the Respondent 15 consubled during the preliminary
review, hefshe shall be given an opportunity to review the Allegation and
1o consult with advisors, i he'she desires, prior 1o discussang the
Allegation with the Coordinator. The Respondent should be informed
that the HHC Office of Legal AfTairs serves as an adwisor io HHC and
cannot render legal advice to the Respondent.

{b)  Protecting Dags.

(i The Coordinaior shall take rmmediate action 1o protect
dats or other materials relevant io the socusation.  Uinder the direction of
the Coardinator, the HHC Facility Executive Director shall, prior to
notifying Respondent of the Allegations, take all reasonsble and practical
sieps 1o obtain custody of, iventory and sequester in & secure manner all
Research Records and evidenoe needed to conduct the Rescarch
Misconduct procecding. in sccordance with 42 CF.R. § 93,305,

fiiy  The need for additional sequestration of records for the
investigation may ocour for any number of reasons, including HHC's
decision to mvestigate additional allegations not considered during the
inguiry stage of the identification of records during the inquiry process
that had not been previously scoured.

ai

{ii)  Supervised acoess w0 the Research Records and other
materials shall be provided to the investigative bodies looking nto the
Allegation, 1o the Respondent, and any other person who has a legitimale
remson whach is relsed o the investigation, 1o have scoess

(<) Allegations that Fail to Indicate Possible Mizconduct.

iy Dismissal of Allegations. 1Fthe Coordinator finds that an
Allegation does not fit within the definition of Research Misconduct, or
the Allegation is not sufficiently credible or specific so that potental
evidence of Rescarch Misconduct may be identified, the CMO shall
dismiss the Allegation in writing and notify the Complainant of such
dismiszal in writing

(i)  Appeal of Diemissal of Allegations. The dismissal shall be
& final determination of the Allegation unless, within one week of
receiving the dismissal, the Complainant appeals in writing to the CMO.
Prompily afier receipt of the appeal, the UMO should reach a decision
regarding whether to affirm the dismissal or to send the Allegation for
further review 1o the appropriale parties. The decision of the CMO shall
be final. If an Allegation has been dismissed but may constitute a
violation of another HHC policy or procedure, the Coordinator shall
direct the Complainant o the Offices of Legal Affairs and/or Corporate
Compliance

(dy  Allegations Indicating Possible Miscondnct. If the Coordinator or
the Chiel Medical Officer determines that the Allegation meeis the definition of
Research Misconduct in Section 21.2.1 and s sufficiently credible and specific so
that potentral evidence of Research Misconduct may be identified, the
Coordinator shall reduce the Allegation to writing and provide the Respondent
with the written description of the Allegation. The Coordinator shall meet with
the Respendent 1o inform himaer of the following:

(1) the Allegation, in detadl, and the procedures for handling
such Allegations detailed herein;

(i)  the obligation under this Section 21 to cooperate with the

mvestigation process and 1o provide documentary evidence requested;
and

(i) the nature of the Allegations, the consequences that could

result, and the right to consult legel counsel or other appropriate advisors
reparding the matier.

2134, Inguiry.

{al  Generad. [ the Coordinator, or the MO, determines that the
Allegation indicates possible Research Misconduct, un inguiry shall be
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immediately initiated. The purpose of the inquiry is to conduct prefiminary
information-gathering and preliminary fact-finding 1o determineg if an Allegation
of apparent instance of Research Misconduct has substance, If an allegation has
substance, then an investigation i3 warranied.

{b) The Commitiee of fnquiry.

(i}  Committee Appointment. The CMO shall form a
Committee of Inguiry (“C0I™) and appoint a COl Chair, The OO Chair
shall inform the Respondent in writing of the names of those appoinled
a5 CO| members and as consultans.

(i) Commiltee Membership,

(1) Inmaking appointments to the OO, the CMO shall
appaint &t his or her discretion individuals with the following
qualifications:

o Individuals with appropriate scientific
and'or academic expertise to evaluate the evidence and
tssues related to the Allegation;

b Individhals free from bias and any real or
apparent personal, professional or financial conflicts of
interest with the Complainant or Respondent;

: Al least one individual who has acted as the
Principal Investigator for a Rescarch Project in the last five
years, This individual({s) cannot be affiliated with the
Facility at which the Allegation has occurred;

2) The Coordinator shall serve as a neutral advisor to
the CO1 to assist in facilitating the inquiry and advising the COl as
to tssues of process and procedures; the Coordinator shall have no
vole on the decisions reached by the COI and shall not influence
discussions concerning whether the case has substance,

()  Opportunity to Olgect. The Respondent may, within one
week of receiving the names of COI members, file a wrilten objection
with the COI Chair, Such objection may be based on grounds of a lack
of the requisite expertise or pessible personal, professional, or financial
conflicts of interest. The COI Chair shall prompily rule on such
objections and, if they are found 1o have merit, the COl shall be
reconstituted

{e)  Conducting the faguiry. The COl shall collect and review
preliminary evidence and interview individuals having relevant information,
including the Respondent, which suppons or refuses the Allegations, with the
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ohjective of determining whether the Allegation has substance. The Respondent
shall be kept informed of the evidence and the substance of the interviews and
shall be furnished with or have access to copies of all documentary ﬂ___.n._ni__..
However, the Respondent shall not have the right 10 be present when witnesses
are interviewed or to question such witnesses af this stage of the proceeding. The
Respondent may submif any relevant evidence for consideration by the COL The
Inquiry shall be completed within sixty (60) days of its initiation unless
circumstances clearly warrant a longer period.

(d)  Scope. During the initial inquiry, additional information may
emerge that justifics broadening the scope of the inquiry beyond the initial
Allegation. By majority vote of the COH, the scope of the inquiry may be
broadened when the additional evidence relates directly to the instance of
Research Misconduct currently being investigated. The Respondent miust be
promptly informed in writing of any such decision and of the nature of the
broadened scope.

(e}  Preliminary and Final lngiury Reporis.

{1} When the COJ has reached a conclusion on whether or nol
the Allegations have substance, it shall prepare a preliminary repor that
sets forth the name and position of the Respondent, a description of the
Allegation, a description of any known federal research support, the
names of Ol members and any non-voting consultants, a lis of the
documentary evidence reviewed, summanies of any interviews, and the
basis for finding or not finding that the Allegation has substance, as well
a5 the determination by the COI whether an investigation is warranied (o
“Preliminary Inquiry Report™).

(i)  HHC will notify the Respondent and Complainant
{providing relevani portions of the report to the Complainant for
comment) whether the inquiry found that an investigation is warranted.
The notice must include a copy of the Preliminary lnguiry Repon and
include 2 copy of or refer 1o 42 C.F.R. Pan 93 and this policy. The
Respondent may, within two weeks of receiving the Preliminary Inquiry
Report, file with the COI a written response. 1f such a response is filed,
the COl shall reconsider 1ts conclusion mn light of the response and 1ssue
a final written decision,

(i}  The decision, along with copics of the Preliminary Inquiry
Report and the written response of the Respondent, shall constitute the

final report entitled “Final Inquiry Repon™ and shall be forwarded to the
CMO, Respondent, and Complainant.

in Notification to OR. Within thirty (30) days of finding that an
investigation is warranted, and prior to the initistion of the formal investigation,
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HHC must provide ORI with the written finding by the responsible institutional
offictal and & copy of the final inquiry report, which must include the following

elemenis
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(i) The name and position of the respondent;
{iiy A description of the Allegations of Research Misconduct;

f1ii}  The PHS support, including, for example, grant numbers,
grant applications, contracts, and publications listing PHS support;

fivd  The basis for recommending that the alleged actions
warrant an investigation; and

(¥}  Any commenis on the report by the Respondent or the
Complainant.

(g} Alleponony Moving Innifficient Substance.

(i} Inquiry Dismissal. If the COl determines in its
preliminary report that the Allegations do not have sufficient substance o
warrant an investigation under the disciplinary rubes of HHC, the case
shall be dismissed, unless, within one week of receiving the final
dectsion, the Complarnant appeals that determination in wiiting 1o the
CMO

fiiy  Appeal of Inquiry Dismissal, The CMO ghall promptly
rule on the appeal and provide written notice of his or her decision 1o the
COL, Respondent, and Complainant. |f the CMO affirms the decision of
the COL, the case shall be dismissed A wntien notice of the conclusion
reached after reconsideration shall be provided 1o the Respondent and
Complainant. The records will be kept for seven (T) years afler the
termination of the inguiry.

[1:1] Allegations Having Sufficient Subsiance

(1) Communications with Partics; Appeals. 1Fihe COI
determines in 18 final report that the Allegations have sufficient
substance 1o warranl an investigation under the disciplinary rules of
HHC, the Respondent may appeal this decision in wniting to the CMO
within one { 1) week of receiving notice of the decision. The CMO shall
promiptly rale on it and provide writlen notice of his or her decision 1o the
COl, Respondent, and Complainant.

The CMO may not reverse the decision of the COl but may refer the
mailer hack to the OOl for reconsideration. A written notice of the
conclusion reached after reconsideration shall be provided to the
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Respondent and Complainant, If the COJ decides upon reconsideration
that the case shall be dismissed, that decision shall be final. 17 the CMO
denies the appeal, the COI Chair shall refer the case, the final report of
the COI, and all relevant supporting evidence Lo the apgropriase
discuphimary body.

{ii}  Report to Sponsor. I the COl has determuned in its Final
Inguiry Reporn that an Allegation has suffichent substance 1o warrant an
investigation under the disciplinary rules of HHC, the Coosdinator shall
inform any sponsoning entity of the Allegations as required by contract or
law and shall keep the entity informed as approprinte. [ the Allegation
imvalves the Public Health Service (PHS) or National Science
Foundabion (NSF) funded rescarch, the Coordinator must provide writien
notice (o the ORI (for PHS-funded research), to the LS. Office of
Inspector General for NSF-funded research, or 1o any other applicable
federal regulatory agency, Others affected by the Allegations, such as
co-authors or co-investigators, shall be informed of the proceedings.

21.35 Investization: When a COJ determines that the Allegation has

substance through the inguiry process described in Section 21.2.4, an investigation will be
initiated. Such investigation and any disciplinary sanctions, 1 pecessary, shall comply with
HHC policy and practice, as well as with this Section 21 and 42 C.F.R. Part 93,

IS PO

{ah Investigation Commitiee.

" Commitice Appointment. An Investiganion Committee
shall be appointed by the CMO, The CMO shall designate a Chair of the
Investigation Committce. The Investigation Committee Chair shall
inform the Respondent in writing of the names of those appoinied as
Investigation Commitice members.

(i)  Committee Membership,
iy The Investigation Committes shall consist of:
'8 The RA Director;

b At Jeast one individual whe has acted as the
Principal Investigator for a Rescarch Project in the last five
years who is not affiliated with the Facility at which the
Allegation has occurmed; and

- Any other persons inside or ouside HHC, mt
the CMOY's discretion, with the following qualifications:

i Individuals with appropriate

schentific and/or academic expertise to evaluste the
evidence and ssues relaled 10 the Allegation;
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i Individuals free from bias and any
real or apparent personal, professional or financial
cenllicts of merest with the Complainant ot
Respondent.

{2)  Qualified individuals who have served on the CO1
Committee may serve on the lnvestigation Commitics, provided
that the total number of COI Committee Members does not
constitute mare than 50 percent of the total Investigation
Commitiee membership.

(3 The Coordinator shall serve as a noutral advisor o
the COI 1o assist in facilitating the investigation and advising the
Investigation Committce 8 to issues of process and procedures;
the Coordinator shall have no vote on the decisions reached by the
Investigation Commitiee and shall not influence discussions
conceming wheiher the case has substance. The CMO shall not be
a member of the Investigation Committee but should be available
for advice if any member of the Investigation Commitioes requests
consubiation

(i}  Opportunity to Object. The Respondent may, within one
{1} week of receiving the names of Investigation Commitiee members,
file a written objection with the Investigation Committee Chair. Such
objection may be based on grounds of a lack of the requisite expentise or
possible personal, professional, or financial conflicts of intcrest. The
Investigation Commines Chair shall promptly rule on such objections
and, if they are found to have meit, the Investigation Commitiee shall be
reconstituted.

()  Prefiminary and Final lmvestigation Reports

(i} A preliminary investigation report shall be prepared by the
Investigation Committee and include the following: a description of the
Allegations of Research Misconduet; a description of any federal
research support; the name of the Respondent, the names of the
Investigation Committes and any consultanis; a list of the documentary
evidence reviewed and interview summanes; and a statement of the
findings, the conclusions resched, and the recommended sanctions (a
“Preliminary Investigation Repon™). The Preliminary Investigation
Report shall be forwarded to the Respondent, the Complainant, and the
CMO,

{ii)  The Respondent shall be provided with a copy of the
Prelimnary Investigation Report and concurrently a copy of, or
supenised acoess 10, the evidence on which the report is based. The
Respondent shall have thirty (30) days from the date he/she receives a
copy of the Preliminary Investipation Report end a copy of, or access 1o
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the evidence, o provide writien comments on the Preliminary
Investigation Repon

(it} A final investigation report will be prepared and consist of
the preliminary investigation report, the comments of the Respondent and
Complainant, il any, and any additional findings of the Investigation
Commitiee and all other information and elements required by 42 C.F.R.
§93.313 ( “Final Investigation Repont™). The Final Investigntion
Report shall be forwarded 1o the Respondent, the Compluinant, and the
CMO. The CMD shall forward the report w0 the relevant ovessight
agency or funding entity. All records of Research Misconduct
procecdings shall be retained in sccordance with 42 C.ER § 9337

(¢}  Timing of Investigation and Reports. Unless ORI grants an
extension in writing, the investigation must be complete within 120 days of
beginning it, including conducting the investigation, preparing the Preliminary
Investigation Repon, providing a copy of the preliminary investigation repont for
comment to the Respondent and sending the Final Investigation Report to ORL

21.36 Sanclions. Appropriate sanctions shall be imposed by HHC
when a final investigation report finds that Research Misconduct has occurred. Sanctions shall
be commensurate with the severity of the Research Misconduct

21.3.7. Motice to ORLof Findings and Actiops. HHC must provide ORI
with the following:

{a) Final Investigation Report, including a copy of the report, all
sttachments, and any appeals;

(L] A statement of whether HHC found Research Misconduct, and if
%0, who commitied the misconduct;

{c} A statemeént as o whether HHC acoepts the investigation’s
findings; and

{d) A deseription of any pending or completed sdministralive actions
against the Respondent.

21348 Caomrection of Emoneous Resegrch. 17 Research Misconduct has
been found under Section 21.3.5 and ermoncous Rescarch Project Data has been published, the

Respondent will work with HHC and any other researchers or publishers mvolved to correct
the published record. 1 no Research Misconduct has been found but senously ermoncous
research has been published, HHC, working with the researchers invalved, will seek 1o commect
the published record,

21.3.9. Exidence of Criminal Conduct. [T any individual invalved in an
inquiry or subsequent investigation becomes aware of a possible violation of criminal or crvil
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law, he or she shall refer the matter immediately to the HHC Office of Inspector General in L3.13.
sccordance with HHC Operating Procedure 30-1, ﬂqﬂsnﬁnxﬂﬂnrz_aﬂﬁ&ﬁ =zooﬂt_.n._n. __Eﬁn.__.sn-uﬁﬂuiv-nnl

cputation. Following a final

practical efforts to restore the Respondent s reputation. Such effons may include notifying
21.3.10, Time Limitations. The requiremnents sei forth in this Section 21 those individuals aware of or involved in the investigation of the final outcome, publicizing
apply only to Rescarch Misconduct occurmng within six. years of the date HHC or a federal the final outcome in any forum in which the Allegation of Rescarch Misconduct was
spansor or oversight agency receives an Allegation of Rescarch Misconduct. Exceptions to previowsly publicized, and deleting all reference to the Research Misconduct Allegation from
the six-year year limitation include the following: the Respondent’s personnel file. Any actions 1o restore the Respondent’s reputation should
first be approved by the HHC Chief Medical Officer.
(a)  Swhseguent Use, The Respondent continues or renews any
incident of alleged Rescarch Misconduet that occurred before the six-year SECTION 22 PROTOCOL VIOLATIONS AND DEVIATIONS
limitation through the citation, republication or other use by the Respondent of the
Research Record that is alleged to have been fabricated, falsified, or plagiorized. 221,  Defimitions
(b} Health or safety of the public exceprion. If HHC, following For purposes of this Section 22, the following definitions shall apply.
consultation with the federal sponsor or oversight agency, delermines that the
alleged Research Misconduct, if it occurred, would possibly have a substantial “Major Frotocol Deviation™ means 2 Protocol Devianon that is likely to affect the outcome,
adverse effect on the health or safety of the public. -..Ew......& interpretation qaﬁgvﬁ_ﬂﬂqﬂnﬂdﬂ#ﬁﬂiiaﬂﬂuﬁggi
is frequently defined by the local IRB or protocol, but often inchude factors having a sigrificamt
(4] “Grandfather " exception. 1 the federal sponsor or oversight impact on consent, cligibility, treatment, reporting of toxicity, participant risk and safety, discae
agency or HHC received the Allegation of Research Misconduct before the outcome, regulatory compliance and data quality.
effective date of these Policies and Procedures.
“Major Protocol Vialation™ means a violation that is likely 1o mmpect subjoct safety, affect the
21.A1L Retaliption. The Complainant may reques anonvmity; however imegrity of Research Project Etﬁ__i.-._._.ﬂ_h&uﬂ willingness to participate in the
the ability to keep 2 Complainant”s dentity anonymous will depend on the type of allegation Research Project.
hefshe s making, and the specific facts and corcumstances involved in the Allegation. The
process within HHC does require that the Complainant be identified as the *complainant’ but “Protocol Deviation™ means a ;ﬂi?ﬂ?ggﬂ%gg?
HHC will sirictly limit disclosure of his'her identity, s well as that of the Respondent, 1o IR that was made by the Pl withow prior [RB spproval """ Please note: Eligibility exceptions
those who need 1o know in order 1o carry out a fair, thorough and objective procoeding. Any {or eligibility waivers granted by a Sponsor) for enrollment of a specific individual who does not
recands or evidence that may convey the identity of others will also be kept confidential, mect the inclusion/exclusion criteria in the [RB approved Research Protocol sre not deviations.
excepl s otherwise required by law. Eligsbality exceptions arc considercd changes in a Rescarch Project that require IRB review and
spproval before a Human Subject who does not meet the approved Rescarch Protocol
HHC must undertake all reasonable and practical efforts to protect the positions and inclusion/exclusion criteria may be enrollod.
reputations of good faith Complainants, witnesses, and committee members and protect them
from retaliation by the Respondent and others. Documented retaliation by the Respondent or "Protocol Vielatien™ EEQEEEEQE:BE;#& n of deviation from
ather HHC employees against good faith Complainants, wilnesses or commiltes members the IRB-appeoved Research Protocol,”!
shall result in disciplinary sction under appropriate HHC rules, policies or procedures. .
= Confl : inaR N S
Misconduct Fﬁhnm“wﬁﬁ shall: i s HHC requires all Major Protocol Dieviations and Major Protocol Violations 10 be
reported as set forth below,

{a)  limit disclosure of the identity of Respondents and Complainants
1o those who nieed to know in arder to carry oul & thorough, competent, oljective 223 Procedures

and far Research Misconduce procesding, and 2231, Protoco] Violations. All Major Protocol Violations that occur in

fb}  cxcept as otherwise prescribed by law, imii the disclosure of any an HHC Facility must be reported by the Pl 1o the RA Office, the Medical Director and
gu-!EEEE%EEEEEEE who nwﬁ—._nn.-...—nu_ﬂ.w ln,an_n!!..r. ith the timeframe and process set forth in the TRB"s s policies
need {0 know in order to carry out & Research Misconduct proceeding. and procedures.
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131 Protocol Deviations. All Protocol Deviations, including Major “Serious Adverse Event™ means an adverse event that s fatal or life threatening, permanently
Protocol Deviations, and Protocel Viclations should be reported 1o the applicable IRB in disabling. requires inpatient hospitalization or E_EQEEEEEFRHEE

accordance with the timeframe and process set forth in the applicable IRB"s policies and persistent or significant disability er incapacity, congenital anomaly, or birth defect or based on
procedures. The IRB is responsible for reporting such incidents to HHC. medical judgment, may jeopardize the subject’s health and may require medical or surgical
intervention 1o prevent one of the other outcomes listed in this paragraph, as set forth by the
33 Changes t¢ Protogol. Changes to a Research Protocol that are applicable IRB or in the Research Protocol.
EEEEE&HIE&:EE%REH@EEE
without prior IRB or HHC approval'" Any such changes should be reporied io the [RB as “Unanticipated Problem Involving Risks to Human Subjects or Others” or “Unanticipated
so0n as possible after they ocour. Problems” means those cvents described in Section 23.2.2
2234 Chher Reponing Reguirements. Sponsor or Grantor reporting EIFE:EEEEE!EE a timely relationship; evidence exists thal an
requirements for such deviations may differ from Affiliate reporting requirements. Pls should outcome is definitely relmed to a cause other than the event in question.
be aware that agrecments entered into with the Sponsor or Granor with respect 1o a Fnl-__.nr
Project may require the P1 1o natify the Sponsor or Grantor of all Protecol Violations, 232 Folicy
including unplanned deviations or departures from [RB-approved protocol procedures. Tt is
the PI's responsibility to comply with the reporting requirements outlined in the signed 2321, HHC is required to have written procedures for ensuring prompt
contract or protocol with the Grantor or Sponsor. Before a Pl acknowledpes and agrees to the reporting 1o the IRB, appropriate institutional officials and any supporting depaniment or
terms of a Research agreement, the P1 is strongly advised 1o read and understand the contract agency head of any Unanticipated Problem Inv ..Sunn.ﬁusu._ﬁﬁh%uhcmﬂﬂ-__
terms, working with the RA Office and/or HHC's Office of Legal AfTairs which will promptly Accordingly, HHC requires Pls to promptly report all Unanticipated Problems Serious
advise Pls, as needed, prior to signing. Final approval will be obtained from the RA Office and Adverse Events that occur at an HHC Facility as set forth below.
- 321 Unanticipated Problem Involving Risks 1o Human Subjects or
SECTION 23, REPORTING OF UNANTICIFATED PROBLEMS Others, in general, i.:ﬁuﬂu%&ﬂﬂga-gﬁgt!:ﬁ Facility
that meets all of the following criteria:
2L
e (a) Unexpected (in terms of nature, severity, of frequency) given
i ion 23 , the followi i , 3
For purposes of this Section 23 ollowing definitions shall apply. . - s — R
“Adverse Event” means any untoward or unfavorable medical occurrence in a Human Subject, protocol-related documents, such as the IRB-approved Rescarch Prowecol
including any abnormal sign, physical examination, lnboretory finding, sympiom, disease, and Informed Consent document; and
temporarily associated with the Human Subject’s participation in Rescarch, whether or not

considered relaied 1o the Human Subject’s participation in Fiesearch, as set forth by the () ihe characteristics of the Human Subject population being
applicable IR or in the Research Protocol. An Adverse Event includes both internal and sudied;

ternal events, any undesirable sign, sympiom or medical o | condition if the
”ﬂ: H:Enelnunﬂ_ﬁwailhm..&n Eu_r_.oi_&.ﬁﬂnﬁﬂﬁﬂﬁ IM“_ (b)  Related or possibly related to participation in the Research Project

cendition/discases present before {possibly related means there is a reasonable possibility that the incident,
sturting the 3 Eﬁﬁugﬁg will be ibly

ngu_.u&iﬁs_uﬁwﬂw _.Easaa!-nn starting Research Project ﬂﬂﬁﬂﬂaﬁﬂﬂqiﬁzﬂnﬁna the Rescarch Project
trestmentiintervention. An Adverse Event is also any undesirable and unintended effect of procedures); and

rescarch ocourring in iﬂ.&uﬂﬂﬂ. result of the collection of private information as part

of the Research Project that may be used 10 identify such Human Subject. Adverse Events also (<} Eﬂhﬁaﬂi J:ﬁn&?&ﬁwﬁazﬁnﬂwﬁa -
include any problems associated with the use of an Investigational Device that adversely afTects ethers i ﬁ“”. harm Enw_.n_r__.n & physical, psycho

the rights, safety or welfare of subjects." social harm) was previously known or recognized.

“Related” means associated with, having a timely relationship with, or 3 reasonable possibility 233, Procedures

exists that an oulcome may have been causad or influenced by the event in question (e.i., nald. z Whi nortah E_rn_wn:_unsn_.
administration of a study drugl; although an altenative causefinfluence may also be present. T

Related events may be definitely, probably, or possibly related. constil :ﬁﬂrﬁ-&ﬁiﬂhﬂusﬂnginiﬁzﬁm&ﬂn!?ﬁ

g%mggiﬁguwﬁgi_gﬁg E.E__..
Sponsor or Grantor (if the applicable Rescarch Protocol or agreement requires joint
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determination), protocol team or by an approprisiely designaied commitice. This Informed Consent process/form and reported in sccordance with [RB policies and procedures.
determination i subject 10 review by the applicable IRB. Pls should adhere to the policy of the The following are examples of events that may not require prompt repoming:
IR B oversecing o Rescarch Project with regard 10 timely reporting required evenis.

(2}  Adverse Events or injunies that are non-scricus, expected, or

2332 Events that Should be Reported Promply. The following events unrelaled,
may represent tﬁﬁimﬂﬂﬂd—nﬁ_émﬂﬁii ubjects or Others and thus :
should be prompily reporied to the RA Office, Medical Director, Facility Research (L] . Eﬂi.ﬁfl?.fhﬂ!ﬂw?ﬂﬁﬁ.ﬂrmﬂﬂ.g
Administration Office, and applicable IRB in accondance with the timeframe and process sel causes,” accidents, of underlying discase and the investigator has ruled out any
fonh in the [RB's palicies and procedures: comnection between the Research Project procedures and Human Subject's death;

{a)  Adverse device effects that are unaniicipased; (e} DSMB reports, interim analvses; or other reports, findings, or new
formation not alienng the niskibenefit profile;

b}  Adverse Events or injuries that anc serous and unexpected and

relaied; {d}  Investigotor's brochure updates not involving safety information;

(¢}  Breaches of confidentiality; (e)  Protocal deviations or violations unlikely 1o recur or not involving

risks to Human Subjects;

(d)  Dataand Safety Monronng Board (DSMB) reports, interim
analyses, or other oversight commitice'monitoring reports aliering the risk/bencfit ) N Human Subject complaints thus were resolved or complaints nor
profibe; involving risks;

e Events ing according to the Research g Problems or findings not involving risk (unless the investigator or
wﬂgﬁrvmgﬁﬂﬁuﬂggsnnﬂa% o Research Project Eﬁﬂﬂﬂ:ﬂﬁt«ﬂ?!?ﬁinﬂﬁ%.ﬂlﬁﬂ

Subject’s willingness to continue in the Research Project).

(fy Investigator”s brochure updates‘revisions to safety information
(excluding reuting updates; New information indicating an unexpected change in 2334 Parplle! Reporing Bequitements.
risks or potential benefits . literature/scientific reports or other published
findingsk; (o we {a}  Institutional Reporiing.

{g)  Protocol deviations, violations, or other accidental o unintentional (1) The RA Office, i accordance with the terms of HHC's
changes to the Research Protocol or procedures invelving risks or with the Federalwide Assurance, will ensure that OHRP, FDA (as applicable for
:.?.__n-fnﬂ e (o mﬂ_ﬂus_u__.iﬁuﬂnq_vﬂn Foticies ani " mw.!“n!w are notified of :._lu:n"_“u%ﬂuﬂnﬂ_ Fahﬁ‘wiun n.ﬂlrus

i Me VoMt Human Subjects or Others within 30 days.
ﬁiﬁﬁgﬂnﬂn_ESHﬁuﬁnﬂnhh”ﬁi-i,ﬂ {H}  The Facility Research Administration Offices will ensure
that any other depanment or individual within the Facility and HHC,

(i Unapproved changes made 1o the Rescarch Project 1o eliminate an inchuding, but not limited 10, the Office of Risk Management and the
apparent immediate harard 1o 8 Human Subject; Office of Corporate Complisnce, is notified in order 1o satisfy any

additional reporting requirements, as applicable.

it Other problem or finding (c.g . loss of Research Project Dats or B
forms, a Human Subject becomes a prisoncr while participating in Research, eic.) (b} Hreaches of Confidentiality. Although a breach of confidentiality
that an investigaior or Rescarch Project saff member belicves could influcnce the o privacy may be considered an Unanticipated Problem, and thus reporable 1o
safe conduct of the Research the [RB, any such breach must also be reported directly to the Facility Research

Privacy Officer immediatcly in accordance with HHC's HIPAA Clinical
2333 Evems Which are Not Immediately Beporipble. Potential risks Investigation and Research Policy and Guidelines, Operating Procedure 240-23
and adverse cvents occurring ot an HHC Facility that may be reasonably anticipated (ic., The Facility Research Privacy Officer will work in conjunction with the Facility's
“expected™) may not be immediately reportable to the [RB, but should be described in the complimnce division or HHC s Office of Complisnce as necessary (o mitigate and

manage any such breach.
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SECTION 24,

A breach of confidentiality includes, but is not limited 1o, any computer dats
securily breach (e, lost or siolen computer/laptop and'or removable media used
E!ﬂﬁﬁihﬁwﬁ a Nash drive or CI3) on which personally identifiasble
information may have been or be acquired by an unauthorized person.

REPORTING NONCOMPLIANCE

24 Policy

2

4.2

Federal regulations require that HHC has writlen procedures for ensuring prormpt
managemen o q!uisnaam%ﬂﬂiﬁhﬂﬂ?ﬂnﬁ_ﬁﬂnﬁ
OHRP policy.'" Any member of the Rescarch Team who observes or otherwise
becomes aware of apparent serious or continuing non-compliance with these
Policies and Procedures or applicable federal, state, and local lows and regulations
or the requirements or determinations of the TRE or HHC in connection with
wggﬁgiiﬁsﬁaﬂgﬂ?ﬁa the
FRRC Chair, [RB and appropriate institutional officials.'"" HHC will facilitase
the review of any allegations in a timely manner and, 10 the exient possible, in a
manncr that is protective of both the individual(s) that have reported the alleged
violation and those that are the subject of the alleged violation.

Procedure
24.2.1. Reporting Non-Compliance.

{s)  Instances of possible scrious or continuing non-compliance with
respect 10 Research must be reponted to the applicable IRB and 10 the RA Office.
The RA Office Rescarch number is 21 2-788-2151.

(b} Instances of misconduct that involve breaches of confidentiality,
privacy and dats security issues, Or inappropriate or improper record management
practices, must be reported o the Office of Corporate Compliance. The Office of
Compliaznce’s confidential helpline is 866-435-7442 (1-866-HELPHHC).

{c)  Instances of conduct involving fraud, abuese, and wasic with
respect 1o billing. coding, and time and effon reporting. must be reponied to the
RA Office, Office of Complionce, and should also be simultancously reported to
the IRB. The Office of Compliance's confidential helpline is 866-435-7442 (1-
£66-HELPHHC).

(d)  Instances of conduct involving non-compliance that might be
criminal in nature must be reported to the RA Office and the HHC Office of
Inspector General, and should also be simultaneously reported to the IRB, The
Oifice of Inspector General Hotline 15 21 2-676-0042,

2422 Verbal Reports. If a verbal repon is received, the individual who

made such repornt may be required to subsequently submit & wrilten report.

1M1 B 2
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24.2.3. Imvestigation. All allegations will be promptly investigated by
the RA Oflice, Oifice of Compliance, Office of Inspector General or Office of Legal AfTairs,
as applicable depending on the nature of the non-compliance reported as discussed above.
The results of such investigation shall be documented.

2424 Confidentiality. All matters will be reviewed confidentially 1o the
extent possible and as warranted by the situation.

SECTION 25, NON-RETALIATION AND PROTECTION OF WHISTLEBLOWERS

25.0. Policy,

Mo member of the Research Team or other individual employed by, on stalf at, or otherwise
affilisted with HHC shall be discriminated against or be subject 1o reprisal for reporting in good
fuith any instance of alleged non-compliance under these Policies and Procedures or rescarch
misconduct. Any attempt to intimidate or retaliate against a person for reporting such issues in
good faith may itsell be considered serious non-compliance with HHC policies and procedures,
and will result in disciplinary in accordance with HHC policies and procedures.

252 Procedure.
No additional procedure, outside of what has been identified above.

PFART ¥1
RESEARCH RECORDS, REIMBURSEMENT, COSTS & REPORTING
SECTION 26. RESEARCH RECORDS

26.1.  Definitions
For purposes of this Section 26, the following definitions shall apply:

“Research Praject Dara™ means all data resulting from the Research Project, including all
reports and forms required by the protocol.

“Research Record” includes, bul is not limited 1o, grant or contract applications, whether
funded or unfunded; grant of contract progress and ather reports; laboratory nolebooks; noles;
correspondence; videos; photographs; X-ray film; slides; Materials; computer files and printouts;
manuscripts and publications; equipment use logs; laboratory procurement records; animal
facility records; Research Protocols; consent forms; medical charts; and Human Subject files.
The term Research Records excludes rejected grant or contract applications.

26.2. Policy

FE&HEEE&I:HE!&EEEE% clinical care, it
imperative thal rescarchers maintain Research Records in a yﬂu.:E-_n._..
treating physicians of a Human Subject's participation in a Research Project. In
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addition, as Research Records of Human Subjects are the property of HHC, HHC
is responsible for maintaming and providing access 1o Rescarch Records in
accordance with its contracts with Sponsors and Grantors and applicable law.

23, Procedures

i 2631 All Rescarch Records shall contain all information reguired by
law

26.3.1. IT a patkent is taking part in & Research Project involving & drug,
device, or procedure (therapeutic trial), the patient’s participation must be clearly noted in the
patient’s electronic medical record. Researchers hould scan and upload Informed Consent
forms inbo the electronic medical recond when and where possible, preferably 1o a research
folder, Hescarch Records related 1o an FDA application must be maintained in sccordance
with FIDA requirements.

2633 Where a contract between HHC and a Sponsor or Grantor
requires HHC o retain Research Records for o period that is longer than that required by law,
HHC will adhere to that contractual retention period.

26.3.4, Pls or their designee shall include all Research Project Diata in
the Research Record along with source documents.

26.3.5. All Research Records must be maintained and disposed of in
accondance with applicable provisions of HHC Operating Procedure 120-19, HHC record
management policics, and applicable law.

26.3.6. In addition 1o the foregoing, the Facility must retain Research
Records for '"*seven (7) years ufter the termination of the Rescarch Project or one (1) year
after ihe youngest Human Subject anpins age 21, or the dute of the last disclosure of
dentifiable health information from Rescarch Records, i disclosures continue afier all
subjects have completed the Study, whichever is bonger,"™ and must make them avaslable 1o
HHC, upon request, in o manner that is consistent with the confidentiality and rights of the
Human Subjects. (Please see HHC HIPAA Clinical Investigation and Research Policy and
Guidelines, ot Sections 8.0 through §.2 and 9.0, and HHC Operating Procedure No, 120-19:
Gundelines for Corporate Record Retention and Dispesal, for more information regarding
additional duties in connection with document retention and accounting of disclosures. )

2637 In the instanoe where Research Records are being used 1o defend
HHC in 2 legal action, those Research Records must be retained for the entire period of the
action cven if their retention period has passed. IF the retention period has expired by the time
the legal action ends, the recond must be retwined for at lesst one () additional year to resalve
any need for the record in an appeal. I the retention period has not expired, the record must be
retaiped for the remainder of the retention period, but not less than one year afler the legal
sction ends '™ Prior 1o disposing of Research Records, HHC will consult with OLA 1o verify
that no legal actions have been initiated which would require longer retention of the records.
Nowithstanding the foregoing, all such Research Records used in a legal action must be
retained in accordance with HHC Operating Procedure No. 120-19,

IR AN o7

26.3.8. Research Records at HHC must be aceessible for inspection and

E_E_...__.n_ww_ authorized representatives of DHHS at reasonable times and in & reasonable

2639 Where an Affiliate or unaffilisted entity is the Granize, the

responsible IRB and Grantor or Sponsor, os well as OHRP and the FDA, cach have the npht to
inspect any and all Research Records thal are under its junsdiction, subject 1o applicable
privacy and confidentiality lows and regulations and & written authorization obained from the
Human Subgect

26.3.10. Copies of the signed HIPAA authorization form or combined

HIPAA authonzation form and Informed Consent (and proof of minor’s assent, where
appropriae) required under the Common Rule'™ and FDA human subject regulations, as well
s New York Sate consent forms fior research and/or testing regarding specially protected
health information, such as infermation pertaining (o HIV-AIDS status, genetics, mental
health and substance abuse, are 1o be kept in the Hurman Subject’s rescasch folder and become
4 permanent part thereof,

2651010, Any contract between HHC and = vendor for a Research Record

management system must be first gpproved by the Office of Corporate Compliance for
purposes of ensuring compliance with applicable state and New York City data storage
requirements.’

SECTION 27. HUMAN SUBJECT AS INPATIENT OR OUTPATIENT
271, Policy

2

7.2

With the exception of admissions for specified and approved Research services
and sdmissions for Human Subject injury, Human Subjects may be admined o
inpatient or outpatient units of HHC facilities solely for Research purposes only if
the Research Protocol has been specifically approved for such admssion or
extension of stay. Unless waived by the Facility Executive Dircctor, any such
wimission or extension of hospitalization for Rescarch purposes must be fully
reimbursed to HHC.

Erocedure

The Rescarch Project must be dentified at the time of the encounter and related
reimbursement methodology must be identified and approved by HHC prior 1o
study implementation.

SECTION 28. RESEARCH RELATED INJURIES: TREATMENT AND REIMBURSEMENT
281, Definitions

(LA

ol ki

For purposcs of this Section 28, the following definitions shall apply.
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“Rescarch Related Injury™ means an injury or illness which occurs 10 8 Human Subject as a
result of pamictpating in a Research Project.

282 Policy

28.2.1. Geneml.

Federal regulations require that, for Human Subjecis Rescarch involving
mare than minimal risk, prospective Research Project subjects be provided
with an explanation as to whether any medical treaiments will be provided
if an injury occurs and if so, what they consist of, or where funther
information may be obtined. "™

This Section defimes what ireatment HHC will provide 1o Human Subjects
#s & resalt of 3 Research Related Injury, and defines HHC s requirements
for Sponsors of Research regarding Research Related Injuries.

o firdr B

If 2 Human Subject suffers 8 Rescarch Related Injury as a direct result of
Research participation, it is the palicy of HHC to provide cmergency
medical reatment (o the Human Subject. The Human Subjoct may be
responsible for any permissible deductibles or co-pays as required by

2823

{8} For Researcik Profects Funded by a Sponsor. The RA Ofice will
review the applicable Research agreement to determine HHC *s obligations under
this Section. HHC *s obligations under this Section will be secondary 1o the
Sponsor's obligations under any clinical trinl or other Research agreement
between Sponsor and Grantee,

{b) Far All Research Projects. The Informed Consent shall direct
Human Subjects suffening a Rescarch Related Injury to repon the injury to the
Principal Investigaior as prompily as possible.

824 Limitation of Obliganon.

{a)  HHC Obligations. The obligation of HHC undertaken in this
Section shall be limited 10 those injunies for which notification and determination
have been made in sccordance with the procedures described below.

M) Consequential and Special Damages, Except for claims srising
from demonstrated neglipence on the parnt of HHC, HHC s current policy does not
provide for compensation of a Hurman Subject suffering a Research Refated Injury
through payments for lost wages, cost of pain and suffering, or additional
expenscs beyond those of medical care.  Any compensation claims received for
remmbursement of costs and expenses beyond the provision of medical care must

be handled on a case-by-case basis in consultation with the Cffice of Legal
AfTairs.

283 Procedures,

igw. HHC's obligations

283.1

regarding treatment of Rescarch Related Injurics shall be subject to the following conditians:

{2}  Written notification of any injury believed by the Human Subject
1o be a Rescarch Related Injury must be documented by the applicable Fl within a

reasonable time after discovery.

(t)  The Pl of the Rescarch Project is responsible for (i) notifymg the
Facility medical director and FRRC about the above notification by the Human
Subject, and (ii) cvaluating Human Subjects who cluim o have a Research
Related Injury and making a preliminary determination as to whether the injury is
8) a Research Related Injury, or b) an Unanticipated Problem Involving Risks o
Human Subjects or Others as defined in Section 23.2.2. In making this
determination, the Pl should review the Research Protocol, any consent forms
signed by the Human Subject, mvestigator brochure or drug labeling and pertinent
medical literature. The Pl shall also consult with the [RB as appropriate.

] ﬂuﬂﬂ.ﬂgi-—mﬁg?iﬂﬂaﬁgn
suffered a Research Related Injury, the PL must report the claimed
Rescarch Related Injury to the Facility"s medical director, copying the
RA Office, the IRB and the PI's respective FRRC a3 promplly as
possible. Omly injuries that the Pl determines meets the defimition of
Research Related Injury should be reported in this manner.

{ii)  Research Related Injurics must also be reporied to the
IRB.

|32 Determination.

{a)  The Pl will prompily notify the [RB, RA Office and FRRC Chair
of all Research Reluted Injurics. The PLwill determine in collabaration with the
FRRC Chair and [RB whether 8 Research Related Injury is an Unanticipated
Problem involving risks to Human Subjects or Others, as defined in Section
2322 The FRRC will advise the applicable Facility's finance depariment to flag
charpes while internal assessments are underway.

(b)  The Pl together with the TRB will be responsible for making the
final determination of whether a Research Related Injury covered by this Section
2% has occurred and resulted directly from the Human Subject’s participation in
the Research Project.

[(3] 1f the Pl and IRB conclude that a Research Related Injury has
eccurmed, and such injury s not eligible for reimbursement by a Sponsor, the

1o



charges will be removed from the Human Subject”s bill by the Facility's finance comply with the compensation requirements of such agreement. Such proposed

department. Any required refunds or adjustments will be made for charges already budget must include 4 breakdown by billable and funded services, providing

paid for by the Human Subject or his or ber insurance plan. encugh mformation to suppon o supply a complete pacture of the actual cost and
benefit of the project.

SECTION 29, RESEARCH COSTS
(b} Ifaresearch agreement does ot exist between the Affiliate and
29.1. Definitions HHC, and the applicable affilistion agreement docs not contain conflicting
isions, the following will apply:
For purposes of this Section 29, the following definitions shall apply. TS s e
H Direct Costs. Regardless of funding source, the proposed

“Rescarch Project Costs™ means the amount due 10 HHC from an Affiliste when such A ffiliate budiger must list anticipated tofal dircet costs, including, bt not limited
i5 the Grantee with respect 1o a specific Research Project and the Research is conducted o1 an to, any applicable rescarch Fég_mﬂﬁnﬁﬂ_ﬂ.ﬂﬂ Fu_nn.m.
HHC Facility, such amount being cabculated under an agreement between HHC and the Affilinte E.E:ﬁi%“ig!ﬁiuﬂzﬂqﬂih_ﬁﬁﬂf
that inclides terms for reimbursement of such costs. —
292 Policy (i) Iedirect Costs. Wiih respect w indirect costs, if HHC is
- ’ i the Grantee, then, fior all federal prants, the proposed budget must utilize
HHC will work with researchers and A fTilistes 1o encourage research throughout the indirect cost rale previously negotinted with ihe federal government.
the HHC system. Where rescarch for which an AlTiliate is the Grantee & If the source of funding is other than the federal government, the
conducted ot an HHC Facility, however, HHC cannot financially absorb all of the proposed budpet must tilize the indirect cost rate negotiated with the
costs for the use of its Facilitics to carry out such Affiliate rescarch. Therefore, funding source and approved by the Office of Legal Affairs 1f an
Facility resources will not bo commiticd and Research will not be approved by Affiliate is a subcontractor 1o HHC then the proposed budget should stase
:ﬁnﬁhﬂwﬁiiﬁﬂﬁu&ﬁgﬂwﬁg_uuﬂsﬂn the amounts 1o be paid 10 the Affiliate pursuant 1o the agrecment
Policies Procedures) 1o be conducted ot a Facility by a P1or any person unless 3
HHC and the Facility have reviewed and approved all costs that may be incurred weptintes] with e A fiTiate snd.spprmyverd by the Offics of Legal Affaler.
by the accomplishment of such Research, and the Affiliate and HHC have agroed Affilizte Paymengs. Where an Affiliate is the the proposed
in writing as 1o how such eosts will be reimbursed 1o HHC. Fﬁmnﬁr iﬁnfghih.irinﬁﬂ.ﬁgiﬁ
293 Pisiaduces with the Affiliale and payable o HHU a3 subcontracior.
: : (dy  HHC Direct Conts. It s the expectation of HHC that HHC
031 Preparstion of Budpet for Resesrch Project. Where there is an employees HHC agenis T ———— 4 |
spplication for exteral fiuding fir rescarch 10 be canducted at  Facility, the finance gguqﬂiﬁﬂﬁ”ﬁﬂnqgw gy&n&“mnﬁﬁﬁ”&ii
department of the Facility will assist the Pl in the preparation of a budget for the Research be recognized as principal investigators or sub-investigators through the awardin
Project that sets forth those activities that are standard of care and those that are strictly ssboniniricrs i (ket HHC enagloyots, Agiass, o mibrormmctory il S wiled
research related. The Facility will provide relevant budget information to the Principal bo particspate in such studies
Investigator in & timely manner, A copy of relevant financial sections shall be provided 1o the ;
Foacility and 1o HHC as pan of the Research approval process described in Section 3 of these 2913, HHC Costs.
Policies and Procedures. The Facility will obtain all salary and related personnel services
information from the AfTiliae {a)  Where the Affiliate is the Grantee with respect to 3 Research
- Project, the Facility will invoice such Affiliate for the Research Project Costs in
2932 o be Includey e necordance with the terms of the applicable agreement HHC has with such
) AdfTiliate accondin 1
._._un. i i St B it —— ate g 1o the terms established in such agreement.
affiliation agreement andfor rescarch agneement i place between an Affiliale and (b)  Onacase by case basis, where permitted by law, the Facility’s
HHC, Executive Director may waive all or a portion of the Research Project Costs
) . where such Executive Director deems it appropriate. Before such a waiver may
{a) s research agreement exists between an Affiliate and HHC, the be given, however, all Resesrch related costs must be identified and documented
proposed budget must give sufficient financial information to allow the parties 1o by the Facility and given to the Exccutive Director,
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19.3.4. Affiliate Costs. Where HHC iz the Grantee and where an
}E_En_.___n:u_EE_H_HEmﬂl&&iﬂn:-ﬁ.:?::ﬂiii;!ﬁi

Affiliate for such costs in accordance with any applicable provisions of an agreement with a
Sponsor or Grantor and HHC's policies, procedures and applicable law.

29.3.5. Purchase of Budgeted ltems. I the purchase of any items,
including but not limited to equipment, are specifically budpeted for as part of an approved
Research Project and required by the Contract or Grant, such items should be purchased
following the guidelines outlined in HHC Operating Procedure 100-5: Procurement Methads,
Required Approvals and Reporting.

19.3.6. Travel Refaied to Research Project.

{a)  The requirements of HHC Operating Procedure 10-10; Official
Travel and Miscellancous Business Expense will ngt apply to travel and travel-
related expenses which are:

(i) required by & Girant or Contract of an approved Research
Propect, and

(i)  arespecifically included in the budget for the subject
Research Project.

(b)  If mo specifications or restnctions are delineated and budpeted by
the Grant or Contract, hawever, HHC Opersting Procedure 10-10: Official Travel
and Miscellaneous Business Expense ghall apply.

SECTION 30. RESEARCH TIME AND EFFORT REPORTING
(Please see HHC Time and Effort Policy and Procedure Number 40-59),
SECTION 31. BILLING COMPLIANCE
311 Definitions
For purpases of this Section 31, the following definitions shall apply.

“AfMiliate Providers™ mecans Physicians, residents and other professional staff employed by an

AfMiliate and possessing medical stafl privileges at a Facility.

“Ancillary Services™ means those special services for which charges are customarily made in

H!Em&l&ﬂwﬂs.aﬂnnu: x=ray, operating room, laboratory, pharmacy, blood bank, and
logyl

“Contract” means, in gencral terms, financial assistance given 1o HHC by a Sponsor for a
specific purpose 1o suppon instruction, rescarch, or health or other public service.

“Coverage Analysis” means the coverage analysis &s described in Section 31.3.2(a).
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“Facility Exeeutive Director” means the person then serving as the executive director of a
Facility.

“Facility Financial Anslyst” or “FFA™ means an individual who carries out the activities
described in Section 31.3.2 and who is designated by the Facility Executive Director. The FFA
should be an individual with experience and knowledge with respect 1o research, costs and
budgets, such as the FROC director or other individual as determined by the Facility Executive
Director.

“Facility Personnel” means all individuals who serve ot a Facility as patient service
represcniatives, billers, coders, clinic administrators and service providers.

“Fixed Price Award™ means a Grant or Contract between: (1) a Grantee or a Sponsor or, @
Graniee and a Grantor; (2) in which the Research Project is negotiated at 4 preset amount,
regardless of actual costs

“Key Stall” means the Research Team and Affiliate Providers., Key Staffalso include Facility
Personnel and any other individusl employed at HHC and'or a Facility who is responsible for
any aspect of hilling for services or items provided by HHC during the course of rescarch on
behall of HHC funded by a third party.

“Routine Costs of & Clinical Trial” means the costs of & clinical trial which include all items
and services that are otherwise generally ovailable 1o Medicare beneficiarics and seyvices that are
provided in cither the experimental or the control arms of a clinical trial. Routine Costs of 8
Clinical Trial include:

. liems or services that are typically provided absent a chinical trial
{e.g.. conventional care);

. Items or services required solely for the provisian of the
investigational jtem or service (e g., administration of & non-
covered chemotherapeutic agent), the elinically appropriate
monitoring of the effects of the ilem or service, of the prevention
of complications; and

- Items or services needed for reasonable and necessary care arising
from the provision of an investigaticnal item or service—in
panicular, for the diagnosis or reument of complications.

Routine Costs of a Clinical Trial do not include:

. The investipational ilem or service itsell unbess otherwise coverod
outside of the clinical trial or specified in the contract;

= lems and services provided solely 1o satisfy data collection and
analysis needs and that are not used in the direct clinical

management of the patient (c.g., monthly CT scans for a condition
usually requiring only & single scan); and
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. Iterms and services customarily provided by the Grantor or Sponsor
free of charge for any enrclles in the trial.

“Routine Paticat Care Costy™ means the costs of Rowtine Services and Ancillary Services
provided by HHC to individuals participating in Research Studies that are reimbursed by a
specific Reseanch Project. Routine Patient Care Costs do not include: (1) the otherwise
allowable items of personal expense resmbursement, such as patient travel or subsisience,
consulting physician fees, or any other direct payments related 1o all classes of individuals,
including inpaticnts, cutpaticnts, subjects, volonteers, and donors, (2) costs of ancillary 1ests
performed in facilities outside the hospital on a fiee-for-service basis (e g, in an independent,
privately owned laboratery) or lsborfory tests performed at a medical school/university not
pssociated with a hospital routine or ancillary service , (3) recruitment or retention fees or (4) the
data mamagement o statistical analysis of clinical research results,'™

“Routine Services” means regular room services, minor medical and surgical supplies, and the
use of equipment and facilities, for which a separate charge is nod customarnly made.

312 Folicy

3120 General. HHC requires that all clinical serviocs, ilems of (ests
billed to Grantors, Spansers, Human Subjects, Medicare, Medicaid, or other third pany pavors
be:

{a)  Consistent with applicable billing nules of the third party payor
being billed,

(B)  Consistent with any Grant provisions or obligation under a
Contract enered into by HHC,

{e)  Represented consistently across all award-related documents
including the Rescarch Protocel, Grant, Contract, budget and Informed Consent,
and

(d)  Consistent with HHC procedures that establish safeguards to
prevent billing mistakes,

31.21% Imponance of Proper Billing. Billing for clinical rescarch
services provided 1o patients enrolled in rescarch studics is complex because it often involves
more than one entity that is responsible for costs incurred by the study. The complexity of the
rules require that HHC work collaboratively with the Facilities and Affilites 1o ensure that
costs associated with a Grant or Contract are billed in compliance with relevant laws and
regulations.

k1 e B B i i ighili Should the
Centers for Medicare and Medicaid Services find that it was incorrectly billed for items not
meeting the qualifying criteria in order to gain Medicare coverage of Routine Costs of a
Clinical Trial, Medicare coverage of such routine costs would be denbed 10 HHC . Moreover,
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HHC could be held liable for such costs and investigations of HHC and the trial"s principal
fnvestijgator may also be open to more scrutiny by CMS.'"

3124,

{a) 43 CF.R Part 74. These principles identify the general
accounting rubes for hospatals end define those costs that anc ellowable 1o research
funded by an agency of the federal government. Any cost being charped 10
federal funding agency must satisfy the following criteria

i} The cost must be allowable as defined by Title 43 CF.R
Part 74, andior by the terms of the particular Grant.

i} The cost must be allocable (i.c., the project tha paid the
expense must benefit from i)

(i)  The expense must be reasonable (ic., the cost reflects
what a “prudent person™ might pay),

(iv]  The expense must be consistent with costs charged in
similar circumstances io other Research Projects.

If costs are not allowable, reasonsble snd consistent, then they may nol be
charged 10 a Rescarch Project.

ib) AT Grants Policy Statement, Ocrober 2013, For federally funed
clinical trals, HHC is subject to the regulations located in the NIH Grants Policy
Statement lisied under the heading Routine Patient Care Costs. '™ Resecarch
patients may receive Routine Scrvices as inpatients, or Ancillary Services as
either inpatient or cutpatient subjects/volunteers, HHC is required under NIH
policy to negotiate o research patient care rate agreement with the cojmizant
[ivision of Cost Allocation wﬁﬁ}uaﬁmﬁaﬁﬁa United Sttes Department of
Health and Human Services. ™ These ries must be osed in requests and/or
claims for reimbursemnent of Routine Patient Care Costs for all federally funded
clinical trials. Failure to negotiate o research patient care rate with DCA when
required may result in the disallowance of all Routine Patient Care Costs charged
to a Grant. HHC's current mie agreement will be posted on the Rescarch
Administration Intranct websile.

{e)  Centers for Medicare and Medicaid Services National Coverage
Decision for Rourine Costs of a Clinical Trial, Sy 9. 2007 ("NCD”). Under the
NCD, coverage of Routine Costs of a Clinical Trial is allowed only during a
qualified clinical trinl. Medicare and other third panty insurers will not cover
routing costs that are paid for by the GrantorSponsor, promised free in the
Informed Consent document, not ordinanly covered by Medicare or solely 1o
determine trial eligibility or for data collection or analysis

(d)  Federal and State Billing Manaly.

I Emiedn MUBAR 0 (B1.]



{i} Medicare Carmriers Manual. Program instructions are day-
to-day operating instructions, policies, and procedures based on statutes
and regulations, guidelines, models, and directives. They are used by
CMS program componcnts, confractors, and stale survey agencics 1o
administer CMS programs. For many others, they are 2 good source of
technical snd professional information about the Medicare and Medicaid
[programs.

(i)  Medicaid Manual. The NYSDOH provides rules for
documentation, coding and billing for reimbursement under the New
York State Medicaid program.

(e}  Ouher Federol Regulations. Other federal regulations, such as the

Anti-Kickback Starute, Stark Laws, Deficit Reduction Act of 2005 and the
Federal False Claims Act also govern the bilting and management of clinical trigls
and federal grants and contracts.

313 Procedure
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3130 Roles and Responsibilities.

(8}  HHC Faocilines.

i Wil ensure that & uniform research code will be used in
its billing system throughout HHC.

(i) Will implement mechanisms that enable billing of
Rescarch-related encounters to the appropriate Grants or Contracts.

(b)  Principal Investigator.

(i) Together with the Sponsor/Grantor is responsible for the
terms and conditions of the Research Project and its related budget.

(iiy  Must understand and comply with all rules for billing
Medicare, Medicaid and third pany insurers for services provided in the
context of clincal research.

(i)  Mdentify, with the assistance of the Facility Financial
Analyst, which services are billable to  third party payor, including
Medicare or Medicaid and which services will be covered by the Grant or
Contract.

(iv) M hospital ancillary services are utilized, Pl must send a
copy of the final protocel and draft budget 10 the Facility Financial
Analyst for review and apgroval of fees prior 10 submission o the
Sponsor or Granior.

(c)  Facility Financial Analyst (FFA).

17
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i) Work with the Pl and study staff to review and approve
rales/fees associaled with hospital ancillary services.

(i}  Assist the Pl and his'her study team lo ereate a detailed

per subject Coverage Analysis of the protocol, if necded, regardiess of
funding source.

(i} Review the amounts billable to third-party payors and
amounis thal may be applicd agaimst Contracts or Grants as generated by
the system designated by HHC.

(V) rﬁiilgi%s.ﬂlguﬁﬂnﬁngg
and non-cash distributions to paticnts and reconciling such distributions.

i¥)  Make certain that services for patients enrolled in research
EEEE_EEEEEEE%E&E%
Hgg.iﬁﬂniaﬂ%ﬁg-ﬂ%

(vi}  Omamonthly basis, invoice Grantors for studies utilizing
hospital services based on FFA review of the billable amounts gencrated
by the system designated by HHC.

{vii) On a quarterly basis, invoice Sponsors for milestone
1%55#%-&&-!%15?%
Contract or approved Research Protocol.

{viif) n.n.ﬂ?ﬁiﬂs_rn_uﬂiqmﬁ.uﬂﬂaﬂ!_iﬁﬁsﬁ
may be billed to third-pany payors.

{ix) Correct any rescarch billing discrepancies (e.g., unbilled

services) o errors on paticnt accounts which are identified by or reported
to the FFA.

(@ Office of Research Administration (ORA),
(il  Provide the FFA with copies of proposed
Contracts'Grants, and iemplate budgets that will be utilizing hospital
SETVICES.

(i)  Megotiates all Contracts/Grants and budgets.
{e)  Snudy Coordinators. Tracking patients enrolled in studies,

scheduling appointments and maintaining records in sccordance with the
instructions of the P1 or policies of the confracting orpanization.

(0 Ancillary Department. Establish procedures to ensure ancillary

and professional services arc billed appropriately 1o the Contract/Grant, the
patient or to the appropriate third party payor, as previously determined in the
executed Contract/Grant and budget.



(g}  Facility Finance (Mfice. Establish procedures 1o cnsure that funds
received through & Contract/Grant are segregated and used appropriately in
accordance with the terms and conditions of the Contract/Grant, and for
fiscilitating appropriste cost transfers.

1132 Billing Procedures

{2}  If the Research Protocol and/or the Contract'Granl mentions
payment for treatment, or items of scrvices that would be a Rowtine Cost of
Clinical Trial or a Routine Patient Care Cost and such ilems of service or
treatment could be billable to & third party payor, the Principal Investigator, with
the assistunce of the Facility Financial Analyst, shall perform a Coverage
Analysis. For clanty, if a Sponsor offers to pay for all visits, treatment and
servioes as pan of the drafl contract, no Coverape Analysis is needed; however, it
is expected that an analysis of coverage of costs for these services was performed
by the Pl in collaboration with the FFA. The Coverage Analysis involves
determining the underlying eligibility of the study for Medicare and other third
party coverage and review of the clinical events specified in the Retearch
Protocel 1o determine which ilems can be revmbursed by Medicare and cther third
party payors. For federally funded research, or trials funded by not-for-profit
organiztions, the requirements of NIH Grants Policy Statement must be followed
with regand 10 Routine Patient Care Costs. Where Medicare is a third-party payor
the Medicare Naticnal Coverage determinations Manual 310.1 (entitled Routine
Cosis in Clinical Trials) as modified by Medicare Covernge Decision
Memorandum for the Clinical Trial Policy dated July @, 2007, must be followed
with respect to resmbursement for Routine Costs of a Clinical Trial

(b)  Based on the Coverage Analysis and the draft contract with the
Grantor or Sponsor the Facility Financial Analyst will create a drfl budget which
will be reviewed and approved by the Principal Investigator. The Faciliy
Financial Analyst will transrmit this drafl budget to the Office of Rescarch
Admimstration who will wtilize this budget in its negotianons with the
Sponsor/Grantor. 1f no Coverage Analysis s completed because the Sponsor has
offered to pay for all visits, treatments and services, the budget received from
such Sponsor must be directly transmitted to the Office of Reszurch
Administration who will wilize this budget in its negotiations with the Sponsor,

(e} The Principal Investigator will register patients, with the assistance
of the Study Coordinators, and inpul patkent treatmenit information with
appropriate rescarch and treatment codes, as stipulated by the research agreement,
into the clinical and hilling systems desipnated by HHC. The Pl will use the non-
hillable rescarch code designated by the Facility or any other mechanism
designated by the Facility (o ensure that the billing system of that Facility does
nol generate a bill for such rescarch service(s).

{d} A system designated by HHC generates reports of the smounts
billable 1o third-party payors. Such reports shall be reviewed by the Facility
Financial Analyst to confinm that the proper party is being billed for the
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appropriate ilems, mking inlo account the terms of the applicable Coniract/Gram
and budget 10 verify what the SponsonGrantor will cover, as well as the
tequirements reganding Routine Patient Case Costs'"! and regarding Routine
Costs in Clinical Triaks ™ As appropriate, the FFA will work together with the
Principal Investigator to confirm the accuracy of the amounts proposed 1o be
billed 1o third-party pavers or against the stodies.

(e)  The Facility Financial Anslys! communicates to the Facility
Finance office whal amounts may be billed to third-party payors. The Facility
Financial Analys will work with the Facility Finance Office (o ensure that the
funding source for each Research Project is identified individually, and that the
funds for each Research Projest are used only for their intended purpose in
accordance with the ierms of the Grant or Contract and spplicable law and
qﬂ“—.——hh—n!u.u._.-

n On a regular, typically monthly, basis or as defined in the Gran,
the FFA invoices Grantors for studics utilizing hospital services based on FFA
review of the billable amounts and in sccordance with the terms of the Grant.

(gl On o reguler, typically quarterly, basis or as defined in the
Contract, FFA invoices Sponsors for milestone payments o provide
documentation and dats as required in the relevant Contract or approved Research
Protocol.

3133, Reconcilistion of Pavments. The Facility Financial Analysi

should reconcile all payments to ensure thet all payments due to HHC have been received.
Onee the study 18 closed, final payment has been received, and all outstanding obligations
huve been paid, FFAs should contact the Office of Research Administration to close the
A 3

3134 Education and Training.  Office of Research Administration a1

Central Office and Facility Exccutive Dinector shall be responsible for ensuring that HHC
poligies concerming billing compliance are disseminuted and understood.

n3s Sanctiony.

{ad  Non-compliance with this Section 31 shall include, but is not
limited 1o, the submission of incomplete, erronecus, or misleading billing. Mon-
compliance with this Section 31 will result in HHC taking any action required to
comply with Federal and State requirements.

b}  Individuals who engage in such non-compliance shall also be
disciplined in sccordance with HHC's Employee Disciplinary Policy and/or
Medical Stafl By-Laws,

(e} Non-compliance with this Section 31 may also result in penaltics
levied agminst the depanments, divissons, Affiliates and/or HHC.



SECTION 12 RESIDUAL BALANCE ON FIXED PRICE AWARDS AND SPONSOR Crverage Amound is different than the actual residual balance, the Finance Office

CONTRACTS shull withdrew or transfer monies from or o the relevant account 1o reconcile
such difference.
321, Definitions
{¢)  Residual funds will be transferred under this Section without
For purposes of this Section 32 the following definitions shall apply. -&Eﬂ.ﬁ:ﬁj—!nﬂh&iﬂégig_igﬂﬂiﬂﬂlig_
g indinect cost rates, as approved by HHC's cognizant agency. 1 not, before any
“‘Current Budget Period” shall mean the fiscal time period designated for a given award tranafer 1o the Designated Account as described above, the residual funds will be
pursuant 1o the terms of the award. The Current Budget Period is commonly 8 year, but may be sdjusted to reflect the full recovery of HHC's indirect costs.
less than a year or consist of multiple yesrs, depending on the method of funding of the Grantor
or Sponsor 3232, Researcher Certificd Statement. IF there is & residual balance at
Ennnﬁoﬁ_.__.nﬂ_h-ﬂu.ﬂinnEo:ﬂigﬁ.g.nﬁ!.gnﬁﬂaqﬂ.
“Residual Balance™ means any unobligated, unspent balance remaiming from the funds received designee will certify the following and submit such certified statement to the Office of
from a Granior or Sponsor at the conclusion of the Research Project. EEEE!E:!E.-B&E:H_“E_.Qmgcann!ﬁ:umﬁ_.."wnﬂnﬁu.
Office:
311 Paliey
- : : ; : fa) Al income has been received for the Rescarch Project for the
Cerin swards are pegotiated on a fixed price basis. On occasion, a Residual Current Budget Period:
Balance will remain afler all costs and revenue have been properly accounted for
with respect to 8 Research Project. While Residual Balences on non-government (b} Al tzsks required 1o be completed for the Research Project for the
gwards are not restricted, the regular occurrence of large Residual Balances may Current Budget Period have been completed;
indicate problems with sccounting and budget estimation processes, and could
expase HHC, the Facility, the Pl and other researchers, and the IR io conflict of {e} Al reponts or other deliverables for the Current Budget Period
interess, anti-kickback and other liability. have been provided to the Grantor or Spensor;
The disposition of a Residual Balance is generally determined in accordance with (d)  All expenses charged by the P1 for the Current Budget Period have
the terms of the award. Grantors and Sponsors may require residual balances 1o been properly charged to the Research Project; and
be returned o them upon completion of the Research Project. I the award is
silent 25 to how a residual balance should be handled i the close or terminaticn of (e}  The award does not require retum of unexpended funds for Current
the Research Project, residual balances will be handled in accordance with the Budget Period.
procedures set forth below.

3233, Facility Finance Office Certifics) Statement. After performing the
323 Procedure reconciliation pursuant 1 Section 323, 1(b), sbove, the Facility Finance Office shall centify
that the reconciliation was compheted and that all the expenses for the Current Budget Period

3231, have been properly charged 1o the relevant Research Project. The Faxility Finance Office
® P 0 { the Current Budget Period of & shall transmit such centilied staterent 1o the Office of Research Administration with a copy to
4| commencement o the Facility Research levant Department Chair.
Fined Price Grant, the P1, Facility Research Office and Facility Finance Office ity e
will discuss and agres upon any expecied overage (the *Anticipated Overage 32314,
Amount”) for the Current Budget Period. The Anticipated Overage Amount will
be divided by the number of months in the Current Budget Period and transferred {a)  ‘The Office of Rescarch Administration may, within ten (10) days
quarterly into & designated sccount &t the Facility at which such Research Project of its receipt of both certified statements listed above, request farther information
is conduucted for the Department and Pl that conducted the Research Project (the 8 to the reason for the Residual Balance, including but not limited to, if the
“Designated Account™). Residual Balance is in excess of 20% of the contract amount for the applicable
Current Budget Period. The Office of Research Administration may delegate this
(b)  Within ten { 10) days of the end of the Curreni Budpet Penod, the review to the relevant Facility Research Office.

Finance Office will reconcile the actual residual balance agnmst the Anticipated
Orverage Amount distibuted 1o the Desipnated Account. IF the Anticipated
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(b}  The Office of Research Admimstration must complete its review

within thirty (30) days of its receipt of both centified statements listed sbove. In
the case where the RA Office disagrees with the request, it must communicate o
the persons submirting such centified stalermnents any reason why it believes the
transfer of the funds should be reversed. Prior 1o o decision to reverse the request,
the Ovffice of Rescarch Administration must discuss this decision with the Pl 1o
ensure a full understanding of the project and finances. 11 rejected, then the
Office of Research Administration will meet with the Facility Finance Office, the
Facility Rescarch Office and the submitting PI, Department Chair or designee, 1o
determine the appropriate actions 10 be taken with respect o the funds. I, afler
the thirty day period, the Office of Rescarch Administration makes no such
communication, the transfer into the Designated Account as certified by the
Facility Finance Office is deemed approved.

3235

nimmcts. Any residual belance

Resicheal Balance on Sponsor Conbm
remaining on a Sponsor Contract shall be returned to the Sponsar, unless otherwise specified
in the Contract or otherwise agresd to by the Sponsoe.

236

Funds

{a)  The monies in the Designsted Accound are institutional funds. The

Pl or Department Chair may utilize the funds in the Desigrated Account in any
manner he or she deems appropriate only for the advancement of research at
HHC, following the procedures outlined in Section 32.3.6(d) below.

() Notwithstanding the shove, these funds can only be used for other-

than-personal-services (OTPS) cxpenditures, except as provided in Section
32 3.6(c), below, and may not be utilize for any of the following:

) Salary, bomuses or salary rises or any olher compensation
tor any researcher whether employed by HHC, employed by an Afliliate
or working as an independent contracior;

(i) The purchase or lease of any itemns for subsantially
personal use (e.g., a car, a television, & boat, e1c. ),

(iii)  Activitics or cvents for substantially personal ressons
(e, fumily vacation, travel, partics, entertaining etc.);

{iv)  Expenditures that otherwise may be resmbursabic to g PI
or Depariment as continuing medical education expenditures, or funding
which is otherwise the direct obligation of an Affilinte of HHC or a
Grantor or Sponsor {or research activities, postgraduale training program
sponsor or medical school;

(¥} Noreimbursement will be made from the Designated
Account for OTPS items For which HHC has reimbursed an A ffiliate
pursuant 10 an sgreement with such Affiliate,

{e)  Forclanity, subject 1o Section 32.3.8, monies from the Designated

Account may be used 1o pay for personal services that are administrative in nature
{e.2., dam entry, processing and shipping samples, etc.) that directly advance
research at HHC.

(d}  Plor Department Chair thall submit receipis and other evidence of
completed payment as HHC should request, to the relevant Facility Finance
Office, describing the reason for such expenditures. 1f the reason for the
expendifure 15 found to advance research it HHC and is not a prohibited
experaliture listed in Section 32.3 6(b) above, the monies shall be relezsed 1o the
Pl ot the Department in a timely manner. Aliernatively, the P1or Department
Chair may, ot their option, first submit a request to the Facility Finance Office for
funds in aniicipation of expenditure to be paid from the Designated Account,
stating the reason for the anticipated expenditure and providing any further
documentation required by the Facility Finance Office to review the request. If
the request 1s granied, the Facility Finance Office shall pay the requested expense
directly to the third-party(ies), as described in submiticd request. Periodically, bus
not less frequently then semi-annually, the Facility Finance Office will engage in
a reconcilistion, ensuring that no monies have been paid out of the Designated
Account for items that were also paid 1o an Affiliste under an agreement with
sich Affiliate, If such double payment is found 1o have occurred, HHC may
offset such amount by sy amounts in the Desipnated Account.

237 In the event that a Pl resigns, retires, or 15 no longer affilisted
with HHC for any reason, the amount in the Designated Account associated with that Pl may
et be paid 1o such Pl and may be expended only by the rebevani Department, or may be
reassigned for use by another P1 by the chair of such Department.

32.1.8. Where 2n agreement with an Affiliate requires the funding off
persanal services positions with Residual Balances, the Anticipated Overage Amount
referenced in Section 32.3.1 above, will be first redhuced by such amounts payable 1o the
Affiliate for such positions before any transfer 1o the Designated Account may occur.
Nowithsianding Section PART VI32.3.6(¢c) monies in the Designated Account may not be
tesed 1o pay for any personal services, whether or not administrative in nature, if such personal
SCrvices position 18 described in and compensated through an agreement with an A filiae.
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peneficence. The term developrent of novel medscal, distribution” Almost all westment hecame generally consent process can be analysed participate in the fsrhering of
“beneficance™ is oo undersiood piychotherspeutc, and social commentaaoes allow st svailshle. comaining three elemenia: knrwbedge. Even when some direct
caver acts of kindness or charity procedures. distinctions hased on experience, Againt this historical background infoemation, compreheniion and bemefit 10 them 13 ann cepatad, e
1t o Beynd mrier ohligance. The prisciple of beneficence ofien sge, depiinalion, eoiEpeshce, menl i cam b secn how conceptions of woluntanness subpects should undersmand chearly
document oocupies a well-defined justifying wnd position 4o somesimes justice are relevant 1o rescarch Infarmuation. Most codes of the range of risk ard the voluntsry
memeficerce v undersicod in s role im many seas of research constituse crneria justifymg amylving husman subyects. For resessch extablish speci e items for rutire of panacipasion.
nemse, nvolving hurmsn whiscts. An dsfFerersial trestment for certain exasmple, the sebection of research disclonae snherded to sxsure that special problem of consent arises
Two pemeral nades kave been example 1s found in tessaeh parpeses. 1t is necexsary, then, 1o subyects needs 10 be serainized in savjects are given sufficient where informing subjects of some
mvolving childnen. Effective ways explain in what respects pecpie order o determine whether some mformation. These sems penerally pertinent aspect of the research is
oxpressions af beneficent actiana Ireating childnood diseases and showld be treated equally. There ase classes fe.g.. welfare patierss, include: the research procedure, likely 10 impasr the validity of the
this serse: (1] o not barm and (2} fostering bealthy development are several widely accepted particular racial end ctheic thewr purposes, Fiks and anticipated research. In many cases, ol 1
mantnesy possible benefits and benedits thar serve b0 jusnify formad ations. of just ways mEneities, of persona confined 1o benelits, alornalive safficiem to indicate to subjocts
manisne posshle kanma, tescarch involving children—even distribute burdens and benefils imaliations) are being or irvalidate the research from kil they age being uried 1o
The Hippocratic maxim “do oo when individual reseazch subjects Each formulation mertion some sysiematically selected simply cases i and a statemen offering panticipate in research of which
hasrn™ has long been & fundamental e nos direct beneficiaries. rebevant property o the basis of becaue of their easy availability, the subject the opponury 1o sk some feanres will not be revealed
princsple of medssal shacs. Claude Pescarsh alio makes it poasble o wiich bardens asd berelits should their compeonssed position, o questions and to withdzaw at any until the research is concluded. In
Bernard anvoid the harm thas may resalt from be dstributed. These formulaticns their manipulability, rather than foe tisne fromm the research. Additional cases of resesrch mvolving
extendied it 10 the reslm of reseasch, the spplication of previously e {1} 1o each peron an equal rewscns direcily related 10 the isems have been proposed, nsimplete
sy that one should not injure accepied roulzne prachiocs Lhat on share (2) 10 problem being studsed. Fenall including how subpects are discloae, such research
e person repardiess of the closer [mvestigation turm out 1o be esch person accordng to mdevidual whenever rescarch sepported by selecied, the person responsible for uatified onl clear that
buenefits that mught come 10 others. dangerows. But the role of the msed, | 31 10 each persn accordmg public fands leads o the the research, i, imcomplete disclosure i trul
Hirswever, cvem avestng ham pranciple of beneficence b not individual effort, {4) o each development of ihersgeunic devices However, & uimple listing of tlems. receskary 5 actemplush the goals
requines hesrming what ia harmful always person sccording o wochetal and procedures, justice does not suwer ihe question af of the research, (2} there are no
and, i the process of obtainsng this unambigucus. A difficuls exhacal eontribution, and { %) 10 exch person demands both that these not what the standard should be for audincioued rishs
wfarmatan, pereoni may be proklem remains, for example, sccording o merit. provide advantages only to those judging b misch and what sort of subjects that are more than
exposed 1o ik of hasm. Further a0t research that presenty more Quiestices of justice have long been wh can afford them and that such information should be provided. manimad, and {3} there 1 an
the Hippocratic Clath requires tham minimal risk withoes mxaciated wilh social practices rescarch should mol unduly mvalve Ot iancard frequestly imvoked adequaie for debriefing
pbyascuny to benefil thew patsenty mumedinte prospect of direct such 1 pumishmeni , taation and persans brom grous undioely 1o be medieal pracrice, namely the wabjects, when epproprisse, and for
scconding to thesr best jodgmenn benefit in the children imalved. political representation. Untl amang the beneficianes off information commonly provided by dunsermttion of research results 10
Learnizg what will in fact bere Soymee have arpued that pach recently thess questions have not subsequent spplications of the practitioners in the field or in the them. Information about rivks
Y TOqUITE CXPOING Perand 1o resekrch 13 inadmisashbe, while generally been suscciated with research, locale, ks inadecmaie nce research should never be withheld for the
ritk. The problem posed by thess others have pornied out that this acientific ressarch. However, they C. Applicmtions takes place precisely when a purpose of elicing the cooperstien
Emperatives i ko decade when it 1 limet woudd rule oul much rescarch e foreshadewnd cven in the Applicatsons of the genenal coenmon understanding does not sabjects, and ruthild snswers
justifiabie to seck conuin benelity promesieg great benefit 1o children exrlicst reflectians on the ethics of principhes 1o 1he condoct of exist. Anather standard, currently should always be given 1o dunect
dewpite the risks imvolved, and im the Futere. Hene sguin, as with all research imvolving buman sebpecs, research leads popular m malpractice law, Guestipns shout the rescach. Care
when the benefits ihould be hard casea, the different claima For cxample, during the 19th and Foderal Register [ Viol. 44, Na. T8 tequites the practitioner 1o reveal shaould be taken 1o dinnguish ces
feeegone because of the ks covered by the principle of carly 20th conturies the bundena Wednesday, April 15, 1979 the imformation that ressceabie in whach discloture would destroy
serving an research sehjects fell Notices 2 perons would wish 1o know in precadures (where therapy
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invalved), which disclonze soul Such perons we ths respected and bemefits requires & careful into account. There we, for thesee makang deciwoni about the the paticipatios When
aimply incomvenience the both by acknowledging their cam ammayal of relevani data, ncluding, enmmphe, naks of poychological pustifiabality of research o wulnerable populatioas are myvohved
iRt wishes and by the use of third i some caies, aliermative ways of harm, physical haren, legal hare, thorosgh i the scoumulation and in research, the sppropristenes of
omprehenson. The manner and partses io protect them from harm. ohtaming the benefits sought in the sccial harm and econoimic karm msaessnent of information about imvolving them should itsel{be
oftext in which information The third parties chosen should be h. Thus, the and the sonesponding benefits aspeits of the research, and demonatrated. A number
conveyed is as wnportand an the these wh are most likely 1o prescets both an opportunsty snd & Whale the mosl Hkely types of coemider allematives varisbles go inso such judgmenty,
mnfrmation itsell For example, underiand the sheompetont reipossibility to guiber sysiematic harms to research i ally. This p L including the naiun: and degree
presenhng information subyect's stustion and ko sed wn that and compreheniive informancn subyects are those of pyychologacal renaders the assessment of reseanch sk, the condation of the particular
disorganized and rognd Exhaon, jperson’s best interest. The person atoul proposed rescirch. For the phywical pain or injury, other e Tijgoeows and precise, whi popuatation myvolved, and the natwe
allirwing o0 litile time for athorined 1o et on bebalf of 1he AnvERtigator, it |8 @ frecand 10 ponible londs should not be making communicytion beiween and Jevel of the entsoipated
consideration or curtailing ubpect should be given an eamine whether the proposed eveipoled. review bourd memnbecry and bemefits (v) Relevant nsks and
s all oppoumty 1o obsorve the research research ki ard beneefits of resesrch may investigators less sebject 1o beersefiti st be thomeghly
may adversely affoct a ssbjoct a1 it procoeds in ofder 1 be able to 23156 Federal Regenter [ Vol 44, aiffiect ihe individual subjects, the misinéerpretation, misinformation arrayed in documents and
ability b make formad chelce. withdraw the subject frem the P, T F Wednesday, April 18, families of the individual subyects, und condlicting judgments. Thus, precedunes used in the Informed
Becanise the uabjpect's abilsty 1o research, il such action appears. W70 Motices and society at large (or special there Consert procoms.
undersiand i s fnction of the wehject”s best inderest. s properly designed. For a review o of sabyocti i sty should firs be a determination of Selection ofiubjecrs— Jus
inteiligence, ratonality, matunity mtariness. An agreement comemitiee, if is & method for Previous codes and fedes the validity of the prevuppositions the prineiple of respect for persons
and langusge, & & pecessary 10 participate i research comtitubes & determmmng whether the maks that regulations have required that risks of the research; then the nature, findhs expressice in the
ndapt the presentstion of the walid comsent ondy if voluntarity will b piesemied b0 sabjrcts are o pubjects be cutweighed by the prohabibity and magniude of nk reyuiremsenty for consent, ind the
imformation o ibe wubyect"s grven. This element of Informed Jastified. For prospective subjocta, surn of bath ibe antacipaied bemefit should be principle
capaciini. lEveitgaors e Consers roquares conditions free of that @ascasment will sasi the o the sshject, if any, and the duingushed with as mach clany bemeflcence i mikibene
responsibile jor ascenaining that the coercion and undee influence determination whether or not i micipated benefit 10 socety (f the i possshble. The method of mssessment. the principle of justice
mibyject hus comprebended ihe Coercion occurs wiven an overt [participase. form of knowledge 10 be gamed scertaining risk should be EFves rise 10 morsl negusrements
formation. While there is always theeat of harm is insentorally The Natwre and Scope of Risks and from the research. In balancing explacal, especially where there s 1hae there be Fir procedurcs and
obligation w0 presented by one person 10 another Benefits. The roquirement that these different el ementa, the rids o aleernanve 4o the e of wuch patcomes o tke selaction of
maceiain that the infatmation about i gnder to obtain complance. research be pustified on the basis of ard henetfin vapgue csogonies ds small of alight ressarch subjects.
ik 10 wubyects s comphete and Undiot influsnce, by contrat. o lavirable mak/benefil aisriwment wifecting ihe immediale research musk. I sheouldd also be determined Juatice i relywant 10 the seloction
adequately comprohendied, when occun ihrough an offer of an bears & chose relation to the nubject will normally camy special whether an imvestigator's estmates mbyjects of reseaich &t twa
e rskes e mmone senou, that ERCERiive, unwiarasted, prnciple of beneficence, just as the weight. On the: oiher bhand, mtones af the probabadity of haem or levels: the socaal wnd the indovidual
obligation imcyeases. On cocasion, Inappropriste of Improper reward maorsl requerement that Informed other than those of the subject may bonefits ase reasomable, o3 judged Individunl justce in the sehoction ol
it may be msitable to give some mal o other overiune in order 1o obtasn Consesd be abtained s derived o some pecanson be swificier by by known facts of other avaslable subjeces would requine that
written testy of comprehension. 50, that promarily from the prnciple of Atmaeives to justify the riska sudsci. tesearchers exbubit faireess: thss,
Specual provision may need ta be wiuld ordsnarily be accepiable may respect for persona, The term “rik™ irvelved in the resemch, so long Fisally, sssessmess of the they should ol offer potestially
e when comprehenalon Beoune undus influences if the refiers 10 & possibilicy thas baes itk subjects” rights have boen justtFability of research showld beneficial pescarch om 10 some
sevendy limited—for example nobject is expecially vulnersble. my occur. However, when progected. Beneficence thus reflect a beast the following paticnts who mre in their favor or
condations of immanay or mental Umjustifiabile pressures usaally expreasions pech g “small risk™ ar reguires that we consaderations. (1) Brutal or select only “undesirnble” perscen.
dissbrlity. Esch class of nsbjects ecTi when persond in positions of “high risk™ are esed, they usuall protect aguins eisk of harm do snhurrane treatment of human for risky
thar one mughl consader as suthority or comemanding refer [ofien ambsguoasly | both subyocts and also Mt we he subyoct research. Sonal justice requares
incompetient {eg., mfenty and Auence —especially where the chance {peobability} af concermed about the never merally justifed. (i) Risks that a distinction be drawn between
youryg children, mentaily dizabled pensshle sanctions ae mvolved— cxperiencing & harm and the e of the wubstantial benefity thag sheld be reduced % those clanses of wabpects That caght, and
patients, the tevminalty il and the urpe o comarse of actiom for a soverity | magmibade ) of the might be gained from ressarch. necesaary io schieve the research ought not, o participate in any
aboudd on sabject. A continuum af such envistimed ham The Systematic Asseusmeny whjective, It should be desermined paticulsr kisd of rescarch, based
s own bermme. Even for these mfluencing factors exists, however, The term “benefil™ ia ued in ihe Rinks and Benefite. It iy commonky whither it inin st necessary 1o on the ability of members of that
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giveng them the opportunity 1o procuiedy whire justifisble something of positive valiee nelsled “balanced™ and shown to be “ma pehug never be exticely apptaprateneas of placing father
choose o the extint they are able, periaiison onds and undue i husalth o welfare. Unlske “risk,’ [vorable rana,” The metaphorical ebimanated, but if can ofien be brardens on already bardencd
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resemrch. The influenoe would mclude actions eapreises probabilities. Risk amcmion o the difficulty of malieg alserutive procedures. When maner 8 ol justios that e
olyections of these subjects to such 48 muanipulating a person’s property conmtrasted with harma precise jadgments. Only on rare resezrch imvolves significant risk of an order of preference in the
avulvarment should be Bononed, chinee through the costrolling rather than risks of ham, cucasions will quantitative BETICUS ETIPANITINET, TEVEEW selechon of classes of wubgects
anlesa the rencarch enails infleence of » close relative and Accordengly, so- called riskohenedis techniques be available for the commitices shoald .3 scaln bedore chil drea) and
provading them a therapy twesiening 0 withdraw heskth ssseayrmenty are concermied with the scrutiny of research protesols extesordnarily insissent on the that some classes of potential
i galsbie elsewhere Respecs for servioes to which s iedividias] probahilites and magnstusdes However, the sdes of vystematic, peamtification of the sk (looking subpects (e g, the institurionalired
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racial, sexual and uliurald hisses being imvalved in research solely POLICIES AND PROCEDURES
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EIEH:EIH:! 08-M The New York City Health and Hospitals Corporation (“HHC™) secks _H uﬂﬂ .EE
b ipi g - promote research, thus fostering an environment where research is supparted by al es. This
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indivadual imbtitsions of rescarchers while adhering to precepis to protect human research participants’ rights and safety,
IRvEtEEat0n may not be able 1o with the ultimate goal of having HHC facilitics provide access to cutting edpe therapies and 1o
resolve a peoklem that ia pervasive promote and protcct the bealth of New Yorkers. To achicve this goal, it is imperative that each
sclags e D Facilily in which research is conducted or that provides resources for research commit 10
Haqﬂiﬂulhnllal assuring a supportive and compliant environment for the conduct of research.

Some populstiont. expecially . s
instinaicnalieed o, are slresdy To that end, the undersigned hereby certify that they have read the HHC Human Subject
brdened wn many ways by their Rescarch Protections Program Policics and Procedures, Operating Procedure No. 180-9 (the
Er!.ﬂ”"ﬂ_ i proposed thay “Policies and Procedures™) and will comply with these Policies and Procedures.
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EXHIBIT 3

REGULATIONS PERTAINING TO HUMAN SUBJECTS PROTECTION
21 CF.R. Part 56, Institutional Review Boards
21 CFR. Part 50, Protection of Human Subjects
21 CF.R. Part 312, Investigationsl New Drug Application.
21 C.F.R. Pari 812, Investigational Device Exemptions.
34 C FR. Parts 356, Disability and Rehabilitation Research

34 CF.R. Pant 98, Protection of Pupil Rights Amendment (PPRA), Student Rights in Research,
Experimentsl Programs, and Testing.

34 CFR. Pan 99, Family Educanonal Rights and Privacy Act (FERPA)
45 CFR. Pan 46, Protection of Human Subjects

45 CFR. Parts 160 and 164, Standards for Privacy of Individually Identifiable Healih
Information; Security Standards for the Protection of Electronic Protected Health Information
(HIPAA Privacy and Security Rules).

42 US.C. §290dd-2 and its implementing regulations at 42 C.F.R. Pant 2, confidentiality of
federally assisted drug and alcobol pregram records.

The implementing regolations of the 21 ULS.C, § 323g) | Ma) found a1 42 CF.R. § E11[f[3],
confidentiality of records maintained by a centified opioid treatment program

42USC. § 17921 et seq., HITECH provissons of the American Recovery and Remvestment
Act of 2009.

42 CFR Pant 93, resessch misconduct pabicies goverming Public Health Service gramis:
Amtiche 24-A of the New Yok State Public Health Law

Public Health Law Article 32-A and its implementing regulatsans az 10 NYCRR subpart 611,
Recombinant DNA Experiments.

Mental Hymene Law §§ 22.05({b] and 33.13{c], (¢}, confidentality of clinical records.
Civil Rights Law § 79-1, confidemtiality of predisposition genetic testing information
Public Health Law § 18[6], confidentiality of patient information,

Public Health Law Article 27-F, HIV/AIDS relsted information

10 NYCRR § 4057, patient nights with nespect 1o human subject research

Mew York Public Health Law Article 29-Ce (The Family Health Care Decisions Act).
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RESEARCH AGREEMENT REQUIRED CONTRACT FROVISIONS

EE—QE;?EEEEEE:E 1o be included in Rescarch agreements. This is to provide
Pls with a general understanding of what s acceptable to HHC 1o be in an agreement with a
mﬂn.ﬂaﬁ Pls should not rely on this information as a substitule for obtaining review by the RA
Oﬁﬂﬂﬂ!ﬁlﬂﬂﬂ:&wﬂ.u_..}.

I Confidentiality,

fa)  HHC does not permit the following to be deemed confidential as part of any
agreement with a Sponsor:

(i) The general nature of the inguiry 1o be conducted as part of the Research

(1) The dentity of the Sponsor, or

{in} Rescarch results, to the extent necessary to be disclosed for patient or
public safety concerns.

(k) All contractual agreements with Sponsors must retain the right of HHC to disclose
Research Project Daia ai any time as necessary [or patient or public safety concerns.

Publication. HHC requires that all Research Praject Data be freely publishable after a
short period for review and comment by the Sponsor. The total period of delay for Sponsor's

review and comment and patent filing purposes cannot exceed nincty (%0) days. Also, there is

some allowance for additional delays for multi-center Research Projects. Please see 17 of this
Policies and Procedure for morne information.

3. Subject Injury. HHC's templaie subject injury language is as follows:

“Sponsor agroes that it and not HHC, s responsible for the costs of diagnosis,
care and treatment of any undexirable side eflects, adverse reactions, illness or
injury to 8 participans in the Study, which in the reasonable judgmem of ithe
Principal Investigator or HHC result from participation in the Study, except for
such costs that arise directly from (i) the neglipent activities, reckless misconduct
of intentional misconduct of HHC, the Principal lovestigator or his'her stafl or (1)
their failure to adhere to the terma of the Protocol. This sechon 1s not 10k I
creale any third-party contractual benefit for any pamicipants in the Study,”

4, Intellectunl Property, HHC requires thal ownership
except for imventions resulling from Sponsor-authored Rescarch Protocols.

% Use of Name and Publicity. Use of HHC's name, logo, ete., Tor publicity or promational
PUrpOSES requires prior wntten consent.

of all Inventions resides with HHC

EXHIBIT &

GUIDANCE FOR LEGALLY AUTHORIZED REPRESENTATIVES ENROLLING
ECISIONALLY INCAPACITATED INDIVIDUALS IN RESEARCH STUDIES

You are acting as the legally sutharized representative for an individual who lacks the decisional
capacily 1o consent io take part in a research study. You have the shility to consent to or 1o
refuse that person’s participation in the research study.  This guide is 10 help you decide whether
or nod 1o enrall that person info the research study. Wie will refer to the person for whom you are
the legally authorized representative as the “potential participant™,

When determining whether the potential paricipant should parsicipate in the research study,
you should consider:

First: What you know sbout this person and hisher attitude to research in general and
research in this particalar medical area in specific. You should also take into account the
specifics of the research study and how this person might respend to any interventions in
the study such at necdle sticks or other such study interventions.

Second: EE#E!&%%EH%E%EE of
deeply held values. Prior writien instructions, however, are unlikely 1o 1o address the specifics of
this rescarch study.

Third: Express Prior Wishes. You should consider any other prior wishes and preferences
ahout research that were expressed by the potential participant, noting, again, thal the details of
this rescarch study were probably not considered.

Forth: If no prior wishes were expressed, or if the wishes were not related to the facts of this
research study, you should consider the following principles to help decide whether enroliment
in & rescarch study is in the best interest of the potential participani:

Direct Benefit Exiay: I there is a possible benefit to the potential participant by being pan of
the research study, you should undersiand this possible benefit and weigh it against any risks 1o
the participant. In making the risk/encfit assessment you should consider the following: (1) the
individual's diagnasis; (2) the passible short-and long-term effects on the physical or mental
well-being of the participant; (3) the expected degree of physical pain or discomfort,
psychological distress, and any boss of dignity that may result from participation: (4) w whether
there are ircatment alieratives to research participation available; and (5) the risks, benefits, and
potential side effects of participation in rescarch as compared to those of standard weatment.
You should ask the doctor about the standard treatment (o determine if there is any benefit that
might be added 1o the potential participant by participating in the rescarch study or whether there
might be no benefit to such participation.

No Direct Benefir Exizty: Sometimes no direct benefit 1o the potential participant exists but
enrolling in the research study could advance research fo find o cure, new treatments of new
therapies. Even though there is no direct benefit to the potential participant you may still enroll
the potential participant into a research stody if vou believe that is what he or she would have
done. To make that decision you can Jook st factors such as indicators of his or her beliefs about
medical research, including prior research paricipation, generl statements or sttitudes about
research participation, or specific moral or religious convictions that may have some bearing on
medical research together with an understanding of the expecied degree of physical pain or
discomfor, psychological distress, and any loss of dignity that may result from participation.
Based on these factors you may determine whether the potential participant might have chosen to
enroll in the research study if he or she could make the decision
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Fourth: Your Continuing Rele: Finally, you should undersiand that you have a continuing role
and responsibilities regarding the participant and the research study. It is expected that you
would be available on an ongoing basis once the potential participant 15 enrolled in the research
study, You should be sccessible 10 both the paricipant and researchers to oversee participation,
communicate with researchers and the participant, and make additonal decisions where

necessary, 1l s imperative that you serve &s an ongoing active advocate to the participant by
ensuring that you remain consistently involved i the study.
I, the legally suthonzed representative for , have received &

copy of the “Guidance for Legally Authorized Represemiariver Enrofling Decisionally
Incapacitated Individualy in Research Smdies” and have had an opportunity 1o review it and ask
questions.

Legally Authorzed Representative’s Name

Legzally Authorized Representative’s Signature Diate

EXHIBIT 7

CONFLICT OF INTEREST FORM

DISCLOSURE OF SIGNIFICANT FINANCIAL INTERESTS AND OBLIGATIONS

PART L

All HHC investigators secking external sponsored funding to conduct scholarly activitics are
required 1o complete and file 8 signed Disclosure of Significant Financizl Intercats and

Obligations cach year. Each mvestigator must complete this form before a proposal can be

enchorsed for submission.
Subpart A
Specific Instructicns: Place a check in the appropriste column for each question
Investigater Mame:
Facility/Depanment:
Questiony Yes | No

1) Interests in Publically Traded Entities. Have vou, your spouse or dependent
children} received in the last 12 months any remuneration (salary, consulting fees,
honorana, paid authorships, or other payment noi related to salary) from, or hold
an eguity interest (stock, stock options, or other cwnership interest) in any
publically traded entity that, when aggregated, exceeds $5.0007

L]
L

2} Interests in Non-Pablically Traded Entities.

22) Have you, your spouse or dependent child(ren) received in the last 12
manths any remuncration (salary, consulting fees, honorana, paid suthorships,
o other paymend not related (o salary ) from sny non-publically traded entity
that, when aggregated, exceeds 35,0007

Ih) De you, your spouse or dependent child{ren) hold an equity interest
(stock, stock options, or other ownership imerest) in any non-publically traded
entily?

1) Totellectual Property. Do you, your spouse or dependent child{ren) have
intellectual property rights or inlerests (patents, copyrights) that generale imcome
(such as royaltics)?

4) Travel. Have you engaged in any reimbursed or sponsored travel (that whech 1s
directly pasd by the sponsor on your behalf) related (0 a research project funded by
external sponsored funding?

LERET ] ]
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If you answered “Ne™ to ALL of questions 1 throagh 4 abeve, your Disclosure is complete;
you do not have o fill out Subpart B or submit Part 11 Please sign and date the centification
below and forward to the RA Office.

If you answered * Fes™ to ANY of questions | through 4 abave, please continue on to Subpart
B below,

Subpart B

Specific Instructions: Place a check in the appropriate column for each question. Once every
question is answered, the investigator must certify the infrmation by signing the bottom of the
fiorm.

5) Are any of the inlerests described in questions | through 4 above held by you,
your spouse or dependent child(ren) related to your activities or responsibilities in
connection with your sponsored rescarch?

O

OJ

&) Is i reasonable 1o anticipate that your financial interest could be direcily and
significantly affected by the design, conduct, or reparting of your sponsored
program activity?

O

O

If you answered “Ne™ to BOTH questions 5 and & above, your Disclosure is complete; you do
not have to submit Pant 11 Please sign and date the certification below and forward to the RA

Office.

If you answered = ¥es™ to EITHER question 5 or 6 above, please complete a separnte Part 11 for
gvery oulside organization with which you have the relationship{s) indicated in Subpart A sbove.

Investigmor Centification:

# | have read and undersicod the HHC Clinical lnvestigation & Rescarch Policy Section on

Conflicts of Interest.

= | agree o file 8 new or updated Disclosure of Significant Financial Interests and Obligations

form if the answer to any of the above questions changes.

s | certify that the answers 1o the declaration are sccurate and truthful 1o the best of my

knowledpe.

Signature: Dhate:
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FART I y[OnO

Complete Part 11 only if you snswered, “YES™ to at least one of the questions in Subpari B of If yes, plesse explain:
Pani L

Attach one Pant [l form for cach organization with which you have the relationship]s) indicated
in Pari 1.

Investigator Namse:
Mumber of Part 1l forms submined: __, of which, this is number -

I. MName of orgenization:

2. Finaneial relationship(s) with the organization, other than an independent scientific advisery
board (check all that apply):
Consultant Employec

Equity Interest Recipient of Honoraria
Recipsent of Royaltics Truvel
her (Describe):
1 The financial relationship is between the onganization and {check all that apply):
Sell
Spouse

Dependent Child{ren)

4. Have you received in the last twelve (1) months, or do you expect 1o receive in the next
mwelve (12) months, payments for salary, director’s fioes, consulting, honoraria, royaliies, or
any other payments that when aggreganed with payments from this organieation o your
spouse and/or dependent child(ren) will exceed 55,0007

yOnO

5 Have you had in the last twelve (12) months or do you anticipate having in the next twelve
{12) months, stock, stock options, or other equity interests in the organization which, when
sppregated with those of your spouse and dependent cinld{ren) in this organization, have a
fair market value exceeding $50007

YOO

6. 'What relationship, if any, is there between the business or activities of the organization and
your curment or planncd aress of rescarch?

7. Are you a member of any independent scientific advisory board from which the value of the
Remuneration when aggregated in the twelve months preceding the disclosure excoeds $5,0007
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EXHIBRITE = Probable uses of the invention

INVENTION MSCLOSURE FORM Funding and/or Sponsorship: Please include all owside agencics, foundations, ofganizations,
or companics snd the applicable contract or grant numberis) =ﬂ. provided funding 1o -_”M_ s
tted via: invenior for the research that led 1o the invention. Please also include any companics { ve
G W i ) supplied materials in exchange for intellectual property rights. (If there is no funding or
USPS: sponsorship, them mark Nome )

Fucsimile: Pone US Government  Commercial/Private HHC Personal Other

MName of Sponsor ponsor Project
D

E-mail:

Titke of Invention®

* “Invention” means any discovery or invention (whether or not patentable) created,
conceived or reduced to practice as a result of Research including, but not limited to, all
copyright and copyrightable material (unless published in academic or scholarly media or
otherwise in the ic domain), and sl such inlellectual property nghts inhering in tangible
Enrﬁﬂgi.w_gg means an sctivity that meets any of the definitions of research Reecord of Invention (If no information is available, then mark None. )

as any third party Software included in the invention? ¥ N If yes, please provide the information on
source of the third Software and any constraints on its usc n the current invention.

siaied in DHHS regulations, FDA regulanons, or New York Public Health Law, cach a3 may be . [Duic of Conception: “Documented? ¥ N Form of documeniation: _
amended from time to time, snd which uses HHC patients, facilitics, staff or resources of which : Location of documentition:
is conducted at an HHC Facility. f Nnvemiion Reduced 1o Date of First Reduction fo Prototype Available? ¥ N
ice? Practice:
N
Brief Description of Invention®* None

Publication(s): Please provide a copy of all materials disclosed or anticipated io be disclosed in
the near future in any of the following forms. (If no information is available or no plan for
Eﬁnﬂh... in the near future, please state “None ™ )

riiche Date: Journal: ~ [Publication imated or
**For a complete description please inclade an Attachment with the following: ubimitial: Dhate: 14
Date: Clccasion: Handouts? Y N
= Background of the Invention and any related technologies (the problem the invention isclosure:
solves) i Date: “Shelved ¥ _Date: N__[Web publication: ¥ N
= Are there existing products that address the same problem that the Invention solves? ews Release: [Date: bication:
Please name and describe them.

5 . [Weh Siie: 1 RL:
= Listall relevant publications, patents and competing mventors or labs that you are aware . Y
of. : ith Industry _

*  LUinique fearures of the invention 3

»  Listall of the features that distinguish the invention over the related technologies.

*  Detailed description of the invention including:

*  How 1o make and use the mvention

* Hest mode of making the invention

+  Dyawings or pictures of all aspects of the invention

= Possible aliernative versions of the invention

er [hate: ocasion: m.,l_._Ewa-Ea Abstract: Y N

stion
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Commercial Intevest: Please Jist the specific contacts if you have them, or simply list some
companies that are the type of company that you think might be inerested in this invention. (17
_ne information is available, then mark Nome )

[ ampuny City/State Contact Person Title of Contact Person

MNone

Inventor Information Section: Please list all inventors. Inventorship is & matier of low and is
different from authorship on a scientific paper. Per US Putent Law, an inventor is someone who
contributed intellectually to the conception of the invention as claimed in s patent
application. Genuine inventorship therefore also depends on the specific claims 1o be made in &
patent application on the invention. Neither the expression of the need of an invention, the
funding of & project, supervising the execution of 3 project, nor performing work as u “pair of
hands™ ot other’s instroctions (o redwece an invention 10 practice is sufficient 1o qualify someone
&% an mventor,

If you have one or more collaborators, whether 21 HHC or at other mstitutions, and you are not
absolutely sure they are qualified as inventors according to LIS patent law, it is advisable to not
simply assume all of themn as inventors but 1o list them in a separate attachment to this disclosure
{each with conisct information ) and to describe each individual®s contribution i the work from
which this mventin srose 5o that HHC and the Office of Legal Affairs may have the opportunity
10, based on the facts presented, determine each individual's contributions o the claims i the
eventual patent application for the invention HHC may file

VILA. HHC Inventors:

Name of Primary Contact for HHC regarding this invention :
HHC Inventor Data (1)

fe-mail: HHC fax:
me Country of
] citrenship:
Home phone.
HHC Inventor Data (3)
MName: Tiile:
HHC DVivision:
prddress:
HHC phone:
fe-maul: HHC fux:
me ountry of
A ddress: citizenship:
Home phone:

*Note: If there are more than three HHC inventors, plesse provide sdditional informstion

on & supplemental sheet.

VIEB. Non-HHC Inventors

Instrution/Company/Crganization,

Non-HHC Inventor Name

Address/Email

™o

VIIC. HHC Inventor Signature(s): Per the HHC Research Policy, | {(we) hereby disclose this

invention to New York City Health end Hospitals Corporation (“HHC™) and declare that this
invention disclosure is complete and accurnie to the best of my (our) knowledge.

lnventor Signature

Dale

1]

(2)

13

ame: ﬁ___n
HC ivishon:
ddncss:

HHC phone:
e-mail: HHC fax:
Home L ouniry of
A ddress: Citizenship:
Home phone:

HHC Inventor Data (2)
MName; Tithe:
HHC Division:
Puddress:
_ HHC phone:
............ = 147
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Please check one of the following boxes:

1{(We) agree this invention is an HHC invention and hereby assign all rights, tithe and inferests
in and to this invention to HHC. 1 {we) further agree to exccute all documents as requested 1o
assign my (our) rights 1o HHC in and to any patent application or other statutory form of
inteliectual propeny protection filed in connection with this disclosure, and 1o cooperate with
HHC"s Office of Legal Affairs in securing protection of the disclosed invention,

I {We) do not believe this is a HHC invention as defined in HHC Research Policy and therefore
should not be assigned to HHC. 1 {We) hereby request the Office of Legal Affisics 1o make a
delermination of the proper ownership of this invention based on the information [ {we) provided
in the attachment to this Disclosure Form.

[Mote: I you believe the invention should NOT be assigned 1o HHC Office of Legal Affairs for
whatever reasonis), you should check the box immediately above this paragraph and mtach 1o
this Invention Dhsclosure form at the time of its submission to HHC OfTice of Legal Affairs &
writlen statement of all the reasonafjustifications 1o suppert your request.  HHC Oiffice of Legal
Affairs will then examine your request and make a determination based on the information you
present a5 well as other information it may obtain from the various official records.
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EXHIBIT 9

INVESTIGATIONAL DRUG ACCOUNTABILITY LOG

Protocol Title:

Principal Investigator:
Protocol Number:

IRB Number:

Human | Quantity | Balance of | Investigator
Subject | Dispensed Drug Initials and
Hame or | to Human | Remaining

Control,

Lot,

ar D

Number | identifier | Subject
Receiving
the Drug

Quantity Expiration,
Retest or
Repass Date

of Supply | Received | Received

Source
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EXHIRIT 10 {a)  The Principal Investigator must provide to the HHC Affiliate any information on
any senous adverse event, side effect, injury, toxicity, sensitivity reaction or any unexpected
ISVESTIGATIONAL DRUGS AND SUPPLIES incidence and the severity thereof related to the Study Drug that is associated with its “clinical™
LETTER OF UNDERSTANDING (LOL) use tn accardance with the Protocol. “Serous Adverse Events,” a5 used in this context, have the
meaning ascribed thereto in the Protocol.

Medical Facility Name: ) 15 understood and agreed that these adverse events reporting requirement

EWEEHE upon the HHC Affiliae's gﬁﬂniiiﬂaﬂ?ﬂi%
Prowscot o S Name: reporting requirements. Accordingly, in the event of changes 10 HHC Affiliate’s policies and

This letter reflects the understanding between (hereinafter referred to as gﬁ&«lﬂﬁ!ﬁﬂﬂaﬂﬂnﬂ:ﬂ?ﬂiﬁﬁ!iﬂ-ﬁﬂ comply with such
“Health and Hospitals Corportion (HHC) Affiliate™) and the HHC Medical Facility st _..B_.Eﬂuuo EEEEEE&E writing by the HHC Affilime. This
regarding the circumstances under which the HHC Affiliate agrees to provide study drug/device ﬂ?ﬁ&:ﬁ.ﬁnuﬂuﬂniﬂ_ﬂn f activity and underiakings are not materially increased.
1o the HHC Eﬁ_mﬁ_.qquqiniﬂiiﬂgﬂgﬁiiﬂiﬂﬂiﬂi o 05 The HHC Affilinte agrees 1o pay oll costs associaied with this request.
Protocol™ or “Stud A copy of the Protocol, dased is mtached and rporated
_ﬁ...._:q_..iu.uanﬁ i = 4. [Early Study Termination. The Study may be terminated st any time by the Instinrional
w%mﬂaqﬁﬂaﬂ%g_.—:]ﬁuﬁ_uunﬁmuﬁn.ﬂﬂnn.aqzﬁ

The HHC Medical facility Pharmacy Service at servies as 2 liaison berween the HHC parients. m_..Eﬂm_._ﬂE.Em:ﬂhnﬂiuﬂﬁ_i_ﬁiﬂknﬁuﬂ:mﬁsﬁmﬂwigan&a
Affiliate and the HHC investigator and acts as the central control and distribution cemter for written notice only if this agreement has been vielated,
donated drugs'devices for the Study.  Facility Pharmacist must provide guidance and information : u
regarding study drugs as well as serving as a conduit for communications between the HHC 5. Patient Confidentialiny. Patient confidentiality must be maintained a1 all times in
Affiliate and the Food and Drug Adminisiration, when approprisic. The HHC Affiliate provides accordance w s.ﬁnﬁ%fiEﬁﬂf Repons issued for public distribution or 1o the
[insert drug name and strength] and matching placebo (hereinafier referred 1 as “Study HHC Affiliate will contwn only aggregate data with all patiend identificrs removed.
i i 6 Selection of Panticipants. The HHC Medical Facility st
The HHC Medical facility a end the HHC Affiliate have agreed upon responsible for all decisions concerning the selection and/or discontinuation of participants in =:..
?Egiuﬁnﬂiﬂﬂnﬂsﬂ n connection with the Study and this Letter of Study.
v g v Record Retention. .qwn_._m_n.r_u&n-_m-n._.uwﬂ must
1 Conduct of the Study. The HHC Medical Facility at will retain ull records related 1o the Study (according 1o HHC policy and procedure) for a minmum
conduct the Study in accordance with the terms of Protocol and within HHC guidelines with the period of 3 years from the date of the last paticnt follow-up. At that point the Study reconds will
participation of the HHC Affilisle be eviluaied for archiving.

. The HHC Affiliate will supply Study 8. Tomof Apreement. This agreement shall be effective as of the date lxst signed below

St l-ﬁ_lﬂ. hatte n planning allowances for and shall expire upon completion of all activities refated 1o the Study as defined by the

ﬁﬁﬁhﬁﬁ%gﬁﬁ dispensing. q.__._nE.,.u.__._n- Alfiliate Eﬂo_t__...r..n- subrrussion of the final Study report 1o the HHC AfTiliate and the primary publication of the
shipment of Study Drug directly 1o the Pharmacy Service in sccordance with the schedule agreed Study resulis.
1o by bath partics. The Pharmacy Service will label and dispense Study Drug and keep all e )
reconds of drug disposition. The Pharmacy Service warmants that in s processes the Study Drug 9. EEE_WW.FE This agreement may be amended or superseded only by a
shall not be adulterated or misbranded, in accordance with the Food, Drug and Cosmetic Act. wrilien agreetment e
Pharmacy Service agrees 1o use the Study Drug supplied by HHC Affiliate only for the o ]
investigational purposes authorized under the Protocol. No osher use of the drug will be S ok s LA A

permitied by Pharmacy Service. In the event that the Pharmacy Service has unused Study Drug

1 the time the Study is completed or terminated, the Pharmacy Service will dispose of Study

Divug in sccordance with operating procedures outlined by the HHC Affiliate. {Remainder of page intentionally left blank.)
3. Safery Information Reporting: The Principal Investigator is responsible for reparting

adverse events with respect to Study Drug to the HHC Affiliate and'or Food and Drug

Administration in conformance with all applicable laws, rules, and regulations in cffect.
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{Name und Signature of the PI) (Date)

{Mame of the HHC Affiliate)

(MName and Signature of the HHC Facility CMO) (Date)

{Name of the HHC Facility)

EXHIBIT 11
MATERIALS TRANSFER AGREEMENT TEMPLATE

THIS MATERIAL TRANSFER AGREEMENT is entered into on [INSERT DATE] (“Elfective
Diate”) by and between the New York City Health and Hospitals Corporation {“HHC™) and Dr,
MD at [NAME OF OTHER INSTITUTION] (hercinafter collectively refermed

1o 25 “Recipient™) in connection with the transfer of biological materials (the “Materials™)
identified in the Research Project, attached hereto s Exhibit A

Whereas, Recipient desires 1o obtain Materials from HHC and HHC is willing to allow the
transfer of such Materials 1o Recipient for the purposes stated in this Agreement.

The partics hereby agree to the following terms and conditions:

1. The Materials shall be used exclusively for non-commercial research by Recipient for the
Research Project. Materials will not be used for in vivo testing in human subjects. Recipient
assumes all risk and responsibility in connection with the receipt, handling, storage, disposal,
transfer and use of the Materials including, without limitation, laking all appropriate safety and
handling precautions 1o mintmize health or environmental risk. Recipient agrees that any
sctivity undertaken with the Materials and any derivatives will be in compliance with all
applicable Federal, State and local laws and regulations, including, but not limited to, the Health
Insurance Portability and Accountability Act of 1996 (HIPAA), the Genetic Information
Nondiscrimination Act (GINA) and the Health Information Technology Economic Clinical .

2 THE MATERIAL IS NOT FOR USE IN HUMAN SUBJECTS.
L The Materials and any modifications and derivatives are the propeny of HHC.

4, Recipient shall not sell or otherwise distribute Materials to a third party for any purpose.
This Agreement and the resulting transfer of Malerial constitute a non-exclusive license 1o use
the Material solely for the rescarch purposes described in Exhibit A. Except as explicitly
permitted by the Informed Consent form taken from each subject as pant of the Research Project,
Recipient shall not use Materials for any products or processes for profit-making or commercigl
purposcs

5 The partics acknowledpe that Data from Recipient”s use of the Materials shall be
furmished 1o the HHC for use by HHC and its employees, subcontractors and agents. “Data™
shall refer 10 all patient data, penomic data, analytic data, resezrch data and other data collected,
developed or derived by the Recipient from the activities carmmied out under this Agreement
pursuant 10 the applicable Rescarch Project (including, without limitstion, all research, pre-
clinical and clinical data),

6. This Agreement is nol assignable.
7. HHC hove made, or may make Materials available to others, both profit and non-profit.
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B Recipient agrees o provide HHC with a copy of any publications which contain
experimental resulis obtained from the use of the Malenals. Recipient will acknow ledpge HHC as
the source of the Materials in all pablications and patent applications contiining any data or
information about the Material unless HHC indicates otherwise. HHC retains all righa, title and
interest in the tradermarks seprstered or owned by HHC and any and all HHC catalog numbers or

HHC specific designations of Malerials.

9 Recipient shall notify HHC, in confidence, of any inventions that are conceived and
reduced 1o practice through the use of the Matenals (“Invention™). Recipient and HHC shall
enter ino good feith negotiations 1o negotiate a license with respect to any Invention Recipient
will mrange the retum to HHC or disposal of all unused Material whenever mvestigation for
which it has been supphied discontinues or & terminated

10,  The Materials and any data or technical assistance hereunder provided are AS 15 AND
WITHOUT ANY WARRANTIES, EXPRESS OR PMPLIED, INCLUDING WITHOUT
LIMITATION, WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A

. PARTICULAR USE HHC MAKES NO REPRESENTATION AND PROVIDES NO

WARRANT THAT THE USE OF THE MATERIAL WILL NOT INFRINGE ANY PATENT
OR OTHER PROPRIETARY RIGHT.

(a)  Recipient is responsible for all tanes, duties, tariffs and permit foes assessed in
connection with these Materials. Recipsent shall, upon demand, pay to HHC an amount equal 1o
any such twx(cs), dutics, wrifls and permit fees sctuslly paid or reguired to be collected or paid
by HHC andfor its designee.

()  HHC will package the Material for shipping in accordance with applicable laws
and regulations. All Matenals are shipped Free on Board (FOB) point of shipment, freight
prepaid via camrier of our choice and added 10 your invoice. If the Material is lost or damaged
during shipment, HHC will replace such Maserial at no additional charge, provided that you have
reported lost or damaged shipments to the applicable carrier and notified HHC in writing within
fourteen (14) days from the shipment date. Each invoice will be manled the followmng day after
Maserials are shipped from the poimt of shipment.

11.  Recipeent agrees 1o indemnify, defend and hold harmiess HHC and 13 trustees, officers,
dinectors, stafl, agents and representatives against all damages, expenses (including without
limitation legal expenscs), claims, demands, suits or other actions arising from Recipient’s
acceptance, use, receipt, handling, siorage, transfer, disposal and other activities relating 1o the
Materials and their derivatives except insofar as such claims or lisbility arise out of the gross
negligence or wrongdoing of HHC and its tnestees, officers, directors, staff, agents and
representatives.

LLELE e BT FE b

Accepted by:

[OTHER INSTITUTION]
Authonzed Officer:

Tile;

Signuture:;

Deate:

New York City Health and Hospitals Corporation

Authonzed Officer:

Title:

Signature:

Date:
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EXHIBIT 12
INFORMED CONSENT FOR RESEARCH INVOLVING GENETIC TESTING » Gieneral Dy
{The information below can be incorporated into a gencral consent, or be used a5 a scparate for D
comsent aleng with a peneral consent. I necessary, translate into language of subject.) [fixt each specific disease or condition teited for]
Rescarch Project Title: Patient Name: *  Onher egis: No 1ests other than those authorized by you shall be U
performed on the sample.
Patient Address:
Rescarch Project & Perscns, of calegorics of persons, or organizations 1o which the
155t results may be released: To the extent permitied by law, under H_
Principal Investigator, no circumstances will any information linking you to specific test
results be disclosed 10 any individual or organization without your
The New York City Health and Hosplials Corporation (HHC) requines your written, Informed wrilten consent. The results from the penetic tests may be
Consent to perform genetic testing for this specific research project and any possible future disclosed 1o the following individuals or groups:
research either related 1o this study or not. If you decide not to participate in this study, your
regrular care will not be affected nor will your relations with HHC, your physicians, or other . i
persannel. In addition, you will not lose any of the benefits 1o which you are entitled. ﬁ.i:ﬁamﬁﬂhﬂgzgiﬁugsiﬂi%gﬁﬁg
€ genetic lesty
By signing this consent form, you agree 1o give your samples to HHC for research purposes as
described below. You may wish 1o speak with a professionzl genetic counselor before signing »  Disclosure by HHC for cenain purposes: . You consent to HHC H_
this consent form o understand the testing and what the results mean. disclosing your results for your treatment purposes, 1o receive
payment for services rendered 1o you and for HHC s operations
Initrals relating to health care.
* General Description of the Genetic Test: I consent to genetic testing on my samples as part of the Rescarch
b - e
The ic testfs) will be done using the following
sample: 2 « Storage of samples: the sample will be destroyed at the end of
the Research Project unless you agres 10 a longer retention D
The test(s) being ordered ix/are period.
L Pleass sclectone of the following,
* Purpose of the Test: + L of Samples: The samples that you give to HHC could one
day lead to discoveries using methods and tests not yet _H_
This testing is belcig conducied as part of th Rescarch Projoct T developed. To that end, HHC would like 1o keep the ssmples
determine: . for as long as they arc deemed useful for research purposes.
[Inclide a statement of the purpase of the test, | This research could potentially be used for purposes not
specified above. However, samples that you give will be
* Stptement regording test result: A positive tes may indicate that destroyed st the end of the lesting process unless you consent
you are predisposed 10 or that you have the condition being tested ﬂ_ to longer period of retention.
for. If this is the case, you may wish to have further independent
testing, consull your physician, or speak with a genétic counselor,
Consent to Use and Store Sample;
=  Lgvel of Cortainty: A positive test resull is % accurale in
predicting whether you have or are predisposed 1o the condition D Yes, | consent (o the storage of the samples by HHC to keep the samples for as long as
being tested for. [{f the level of certaindy is unknawn delee this they are deemed useful for research purposes and use of my sample in both unspecified
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research to be done in the future as well as the Research Project described above.

Yex, | consent 1o the storsge of the samples by HHC for years after which
they will be destroyed and | consent (o the use of my sample in both unspecified research to
be done in the future as well as the Research Project described above.

Mo, | do not consent to the storage of the samples and request that they be destroyed
immediately upon completion of the Research Project.

+  You can Withdraw Consent’ You have the right 1o withdraw
vour consent 18 wie your samples at any time, and may request D
theat the sumples you give to HHC [or sponsor, if apphcable] be
destroved. If you choose 1o do 5o, contact your study doctor,
[z o P, 8t cxx-cxv-rxer. Although you are free o
withdraw your consent, it s possible the samples may have
already been used for rescarch purposes and data derived from
such rescarch will not be destroved. In that event, HHC [or
sponsor, 1If applicable] will promptly destroy any remaiming
samples.

Your information will be kept confidential in sccordance with State and
Federal law.

[Describe the specific confidentialtt: procedures of the smdy.]

[Bazed on the strwctre of the smdy, inclnde one of the following two
siafements:)

{1) The samples will be permanently stripped of information that could
identify you (OR)

{2} HHC uses a coding system that protects the identity of individuals who
provide samples. The coding system has been reviewed and approved by
the Institutional Review Board

haring Samples With Other

Yes, | will allow HHC researchers to share the samples with ather investigators for their
rescarch which may be unrelated to the Research Project described abave.

Na, | will not allow HHC rescarchers to share the samples with other investigators.

.......... I 159

A Foderal law, called the Genetic Information Nondiscrimimation Act
{GINA), generally makes it illegal for healih insurance companics, proup
Tealth plans, and mest ermployers (o discriminate against you based on
your genetic information. This law generally will protect you in the
fallowing ways:

Health insurance companics and group health plans may not
request your genetic information that we get from this research,

Health insurance companies and group bealth plans may not use
your genctic information when making decisions regarding your ehgibilny
OfF premiums.

Emplovers with 15 or more employess may nol wse your genetic
information that we get from this rescarch when making a decision w hire,
promote, of fire you or when setting the terms of your employment.

Be gware that this new Federal low does not protect you aguinst genetic

n_un__..n..ﬁl.n: by companies that sefl life insurance, disability insurance,
or long-term care insurance. Nor does this Federal law prohibit

discrimination on the basis of an already manifest genetic disease or

[ Only inchide the following sechion “Text Renudts and Fumire Contact ", if
lthe research includes genetic festing on identifiable samples]

» Test Results and Future Coptact: There may be circumstances
in the future when HHC would like 1o contact you regarding
the samples that you gave. For example, it is possible that
genctic tests will show a link between your genetic information
and & disease or condition. Knowing this information may
help vou make choices aboot you or your family’s health care.
However, some individuals prefer not to know about their
genetic infonmation.

= Risks and Benefits of Future Contact: HHC wanis you o know
that there may be both risks and benefits to consenting 1o

futwre contact.

The potential risks include: You may be upset 1o learn that you have a
greater chance of having o disease or condition. Even if penetic 1ests

show that you do not have a greater nisk of disease, you may still be upset
if you know that others in your family have that higher risk of discase.

The potential benefits include: Yiou may benefit from the knowledge that
you o your family have a predisposition 1o a certain disease or condition.
This knowledge may help you make informed decisions concerning your
lifestyle and health care.




I consent to be contacied in the future for any or all purposes including rescarch

purpeses, provision of gencral information about resesrch findings, and information abowt

If you agres to be contacted, please provide your contact information below:

1 do pot consent to be contacted in the future regarding future research on my samples,
general information about research findings, or information about the tests done on the

sample that may benefit my family or me.

I have read and fully understood this form, and | consent to genetic testing as pan of the
Rescarch Project and 55 descnbed above.

Signature of Individual {or individual's legal representative)
Date
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Approved: November 20, 2014

RESOLUTION

Authorizing the President of the New York City Health and Hospitals
Corporation (the “Corporation”) to execute one year exlensions of exisling
agreemenls with six of the seven construction management services firms:
Gilbane Building Company; HAKS; Hunter Roberls Construction Group; Jacobs
Engineering, LiRo Program and Construcion Management, and, TOX
Construction Corporaion (the *CMs’), to provide professional construction
managemenl sefvices on an as-needed basis at various facilities throughoul the
Corporation at an additional aggregate nol-to-exceed limil of $2.5 Million.

WHEREAS, the Corporation entered info contracls with the CMs for as-needed construction
management services on November 30, 2011 for a not-lo-exceed aggregale limit of $6 Million following a
competitive request for proposals process and pursuant to authorization of the Corporation's Board of
Directors; and

WHEREAS, 1o dale all but approximately $77,000 of the funding for these contracls has been
expended; and

WHEREAS, the Corporalion is cumently in negoliations with the City of New York and the Cenlral
Labor Council for the execution of a *Project Labor Agreement” that will impose new work rules on virtually

all of the Corporation's construction projecls and will free the Corporation from the requirements of the
Wicks Law; and

WHEREAS, normally, at this point the Corporation would make a new solicitation for construction
managers but any such solicitation should, ideally, include the requirements of the proposed Project Labor
Agreement but that agreement will likely not be finalized for another three to six months; and

WHEREAS, under the circumstances it makes mos! sense 1o merely extend six (6) of the seven (7)
cumenl contracts for a short period until the Project Labor Agreement is finalized and at that point do a

completely new solicilation. A1 Works in Progress Associales' services were not utilized and therefor will
not be renewed.

NOW, THEREFORE, be it

RESOLVED, that the President of the New York City Health and Hospitals Corporation be and
hereby is authorized 1o execule fo execule one year extensions of existing agreements with six of the seven
construction managemenl services fims: Gilbane Building Company; HAKS; Hunler Roberts Construction Group;
Jacobs Engineering; LiRo Program and Construction Management: and, TOX Construction Corporation to provide
professional consiruction managemen| services on an as-needed basis al various faciiies throughout the
Corporation at an additional aggregate nol-to-exceed limit of $2.5 Million.



Epproved: November 20, 2014

RESOLUTION

Authorizing the President of the New York Cily Health and Hospitals
Corporation (the "Corporation”) fo execute a revocable five-year
license agreement with the Interboro Regional Health Information
Organization (the “RHIO") for its continued use and occupancy of
approximately 575 square feet of space on the third and fifth fioors
of the Annex "G" Building at Elmhurst Hospital Center (the *Facility”)
lo provide technical and administrative services to the RHIO in
which most of the Corporation’s hospitals are parficipants with the
occupancy fee waived as an in-kind conlribution to the RHIO.

WHEREAS, in February 2010, the Board of Directors authorized the President to enter into
a revocable license agreement with the RHIO, a nol-for-profit corporation serving the City of New
York, and established to facilitale the sharing of patient informalion among authorized health care
providers at the point of care; and

WHEREAS, the RHIO is a continuation of a project initiated at the Facility through a grant
via the “Healthcare Efficiency and Affordabllity Law for New Yorkers™ (HEAL NY) and has expanded
to include most of the Corporation's facilities; and

WHEREAS, the RHIO links community physicians to other participants including most of the
Corporation's facilities, to facilitate the exchenge of health information to improve health care quality,
safety, and reduce costs; and

WHEREAS, the RHIO's efforls are aligned with and support the Corporation's goals of
improving patient safety and health care quality and reducing costs; and

WHEREAS, the Facility continues lo have space evailable lo accommodate the RHIO's
program needs.

NOW, THEREFORE, be it

RESOLVED, that the President of the New York City Health and Hospitals Corporation be
and hereby is authorized to execule a revocable five year license agreement with the Interboro
Regional Health Information Organization (the *RHIO") for its continued use and occupancy of
approximately 575 square feel of space on the third and fith floors of the Annex *G" Building at
Elmhurst Hospital Center to provide technical services to the RHIO in which most of the
Corporation's facilities are participants with the occupancy fee waived as an in-kind contribution lo
the RHIO.



RESOLUTION

DSRIP APPLCIATION

Authorizing the New York City Health and Hospitals Corporation (the
“Corporation”) to (i) submit an application to the New York State
Department of Health (“DOH”) to participate in the Delivery System
Reform Incentive Payment program (“DSRIP”) pursuant to which the
Corporation will establish a single Performing Provider System (a
“PPS”) in collaboration with various health care providers (the
“Participants”); and

CONTRACTS WITH PPS PARTNERS

Authorizing the Corporation to (ii) enter into agreements within the PPS
structure with those Participants listed on the attached Schedule of
Participants designated as “City Wide” and those Participants designated
as “Hub-Based” in the attached Schedule of Participants subject to the
addition of additional Hub-Based Participants or the removal of some
Hub-Based Participants at the discretion of the Corporation President as
he determines to be necessary or appropriate to respond to evolving
DOH requirements, guidance and regulations, and the Corporation’s
assessment of the ability of the Hub-Based Participants to perform as
required for the DSRIP program; (iii) enter into such other and further
ancillary contracts as are necessary or appropriate to carry out the
purposes of the DSRIP program and to ensure the Corporation’s
successful execution of its DSRIP projects using the structure diagramed
in the attached Table of Organization; and

HHC ASSISTANCE CORP TO FUNCTION AS
CENTRALIZED SERVICE ORGANIZATION

Authorizing the Corporation to (iv) cause the HHC Assistance
Corporation (the “CSQ”) to provide technical assistance to the PPS in the
capacity of a centralized service organization; (v) nominate from among
the officers and senior managers of the Corporation the directors of the
CSO provided that the Corporation President shall have the authority to
nominate one or more directors of the CSO who are not officers or
employees of the Corporation provided further that such outside directors
never exceed 25% of the total of CSO directors;

PROCUREMENT, COMPLIANCE AND REPORTING

Directing the Corporation to (vi) subject the activities of the CSO under
the DSRIP program to the Corporation’s compliance and internal audit
programs; (vii) requiring that all procurement contracts of the CSO be
subject to the procurement rules applicable to the Corporation; and (viii)
make regular, periodic reports to the Corporation’s Board of the progress
of the DSRIP application and the implementation of the DSRIP projects
including an overview of all contracts made by either CSO or the
Corporation to carry out the DSRIP program.



WHEREAS, pursuant to a waiver issued by the Centers for Medicaid and Medicare
Services, DOH designed the DSRIP program to reduce preventable hospital admissions by 25%
over a five-year period by implementing various health care reform projects; and

WHEREAS, DSRIP requires healthcare providers, mostly led by public hospitals and
safety-net hospitals, to form PPS’s to collaborate in providing coordinated heath care within
geographic areas; and

WHEREAS, the DSRIP program requires that each PPS choose from among 26 projects
or initiatives to implement to achieve the desired health care reform goals with certain projects
and a certain required over-all scale of projects being required; and

WHEREAS, the DSRIP program provides for substantial funds to flow: through the
PPS’s to the PPS Participants based upon their performance of the projects launched measured
against various statistical benchmarks; to the PPS’s to compensate for certain administrative
expenses incurred in their operation, the implementation of the projects and the preparation of
the required reports to DOH; and to the PPS’s for acute care hospital Participants to offset the
loss of revenue attendant to the reduction of hospital admissions to the extent achieved as a result
of the DSRIP program; and

WHEREAS, in June 2014, the Corporation filed with DOH a DSRIP Grant Funding
Application that outlined in preliminary terms the DSRIP projects the Corporation intends to
pursue, the criteria for selection of Participants and the general structure envisioned for the PPS
all to form the foundation for the DSRIP Application that was due in December 2014; and

WHEREAS, DOH accepted the Corporation’s Grant Funding Application and awarded
the Corporation a DSRIP planning grant that the Corporation used to prepare its DSRIP
Application; and

WHEREAS, on or about December 19, 2014 the Corporation filed its DSRIP
application; and

WHEREAS, the Corporation’s DSRIP application indicates that the Corporation will
pursue eleven projects under the umbrella of a single PPS but administered by four Hubs each
operating within a defined geographic area (each, a “Hub”); and

WHEREAS, to achieve the goals of the projects, it is necessary to create a management
and governance structure for the PPS and a structure to provide essential technical services to the
PPS; and

NOW, THEREFORE, be it

RESOLVED, that the New York City Health and Hospitals Corporation (the
“Corporation”) be, and it hereby is, authorized to submit an application to the New York State
Department of Health (“DOH”) to participate in the DOH Delivery System Reform Incentive
Payment program (“DSRIP”) pursuant to which the Corporation will establish a single
Performing Provider System (the “PPS”) in collaboration with various health care providers (the
“Participants™); and it is further



RESOLVED, that the Corporation be, and it hereby is, authorized to enter into
agreements within the PPS structure with those Participants listed on the attached Schedule of
Participants designated as “City Wide” and those Participants designated as “Hub-Based” in the
attached Schedule of Participants subject to the addition of additional Hub-Based Participants or
the removal of some Hub-Based Participants at the discretion of the Corporation President as he
determines to be necessary or appropriate to respond to evolving DOH requirements, guidance
and regulations, and the Corporation’s assessment of the ability of the Hub-Based Participants to
perform as required for the DSRIP program; and it is further,

RESOLVED, that the Corporation be, and it hereby is, authorized to enter into such
other and further ancillary contracts as are necessary or appropriate to carry out the purposes of
the DSRIP program and to ensure the Corporation’s successful execution of its DSRIP projects
using the structure diagramed in the attached Table of Organization; and it is further,

RESOLVED, that the Corporation be, and it hereby is, authorized to cause the HHC
Assistance Corporation (the “CSO”) to provide technical assistance to the PPS in the capacity of
a centralized service organization; and it is further,

RESOLVED, that the Corporation be, and it hereby is, authorized to nominate from
among the officers and senior executives of the Corporation the directors of the CSO, provided
that the Corporation President shall have the authority to nominate one or more directors of the
CSO who are not officers or employees of the Corporation provided further that such outside
directors never exceed 25% of the total of CSO directors.

The Corporation, the CSO and the Participants shall enter into a Master Hub and Services
Agreement under which the CSO shall furnish technical services to the PPS including
information technology, training, accounting, tracking, reporting, data analysis and health care
management consulting services and for the CSO to be compensated for such services
performed. Furthermore, the Master Hub and Services Agreement will establish the formulae to
distribute: to the Participants DSRIP funds received based on the achievement of the DSRIP
reform objectives and to the acute care hospital Participants to offset the loss of revenue
attendant to the loss of hospital admissions to the extent achieved as a result of the DSRIP
program.

The PPS will be managed by an Executive Committee with the support of a Care Models
Sub-Committee, a Business/IT Sub-Committee, a Stakeholder Sub-Committee and such other
sub-committees as may be established by the Executive Committee. Each of the Hubs will be
governed by a Hub Committee consisting of representatives of Participants in that Hub. The PPS
will have a Nominating Committee that is responsible for recommending members of the
Executive Committee, the Sub-Committees, and the Hub Committees. The PPS will also
establish a PPS Advisory Committee (the “PAC”), as required by DSRIP. The PAC will be
comprised of all partners and providers from each borough-based hub, as well as representatives
from unions, affiliate representatives, City agencies, Community Advisory Board
representatives, and other key stakeholders.

The Corporation will be responsible for entering into a DSRIP project contract with DOH
under which it will be the fiduciary. As fiduciary, HHC will be responsible for collecting DSRIP



funding from DOH, and for distributing such funding to CSO and the Participants. And it is
further,

RESOLVED, that the President of the Corporation be, and it hereby is, authorized to
perform all other acts and to do all other things and to execute and/or attest all such documents
for and on behalf of the Corporation as he, in his sole and absolute discretion, from time to time
determines to be necessary, desirable, advisable or appropriate and in the best interests of the
Corporation to carry out the purposes of these Resolutions; and it is further,

RESOLVED, that any and all actions taken or contracts entered into heretofore by any
officer of the Corporation, on behalf of the Corporation in connection with the DSRIP program
be and the same are hereby ratified, approved and confirmed, and all such actions and contracts
are hereby adopted by the Corporation, as applicable, as if each and every act had been done
pursuant to the specific authorization of the Corporation, and it is further,

RESOLVED, that the Corporation be, and it hereby is, directed to subject the activities
of the CSO under the DSRIP program to the Corporation’s compliance and internal audit
programs; and it is further,

RESOLVED, that all procurement contracts of the CSO be subject to the procurement
rules applicable to the Corporation; and it is further,

RESOLVED, that the Corporation be, and it hereby is, directed to make regular, periodic
reports to the Corporation’s Board of the progress of the DSRIP application and the
implementation of the DSRIP projects including an overview of all contracts made by either
CSO or the Corporation to carry out the DSRIP program.

The provisions of these Resolutions shall be separable and if any section, phrase or
provision of these Resolutions shall for any reason be declared invalid, such declaration shall not
affect the validity of the remainder of the sections, phrases or provisions of these Resolutions.



Organization Name

Each organization name listed may include the organization's affiliates, sites, members, and operating divisions
Acacia Network, Inc.
AHRC New York City
American Dental Offices
ArchCare
CassenaCare
Coordinated Behavioral Care
CenterLight
Centers Health Care
Community Healthcare Network
FEGS Health & Human Services
Metropolitan Jewish Health System
Office of Mental Health
PAGNY
Rockaway Care Center
Ryan Center
Sentosa Care
The Children's Collaborative
Village Care
Visiting Nurse Service of New York
The New York State Nurses Association (NYSNA)
Allen Healthcare Services (National Healthcare Corp)
Calvary Hospital
Compassionate Care Hospice of New York, LLC
Concern for Independent Living
Doctors on Call
MetroNY Home Health Care PLLC
Hospice of New York, LLC
Jewish Home Lifecare
National Black Leadership Commission on AIDS, Inc. (NBLCA)
People Care Inc.
Progressive Home Health Services, Inc.
St. Mary's Center, Inc
Puerto Rican Family Institute
Bronx Mental Health Clinic
Brooklyn Mental Health Clinic
Manhattan Mental Health Clinic
Fortune Society
Health Leads
Callen-Lorde Community Health Center
TRI Center Inc. (The Recovery Institute)
St. Mary's Community Care Professionals
Extraordinary Home Care (St. Mary's Home Care)
St. Mary's Hospital for Children
The Osborne Association
Able Health Care Service, Inc.
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Organization Name

Each organization name listed may include the organization's affiliates, sites, members, and operating divisions
All Metro Health Care
Gotham Per Diem, Inc.
Unlimited Care, Inc.
Xincon Home Health Care Services
CityMD
Premier Healthcare, Inc.
Medicaid Service Coordination NY
Young Adult Institute Inc (YAI)
a.i.r.nyc
START Treatment & Recovery Centers
Americare (Certified Special Services, Inc.)
BestCare, Inc.
Cornerstone Medical Arts Center Hospital
Cornerstone Treatment Facilities Network
EAC, Inc
God's Love We Deliver
Harlem United / Upper Room AIDS Ministry
HELP/PSI Inc.
Independence Care System
Iris House, Inc.
Isabella Geriatric Center
Kings Harbor Multicare Center
LegalHealth (NYLAG)
Lott Assisted Living Operating Corp. / Lott Community Home Health Care, Inc.
Mental Health Providers of Western Queens
Northern Manhattan Rehabilitation and Nursing Center
Odyssey House
Pelham Parkway Nursing Care & Rehab (IHS of New York, Inc.)
SES Operating Corp. (Harlem East Life Plan)
Transitional Services for New York, Inc. (TSINY)
YMCA
NYC DOHMH (Department of Health and Mental Hygiene)
1199SEIU Training and Employment Funds
Department for the Aging
MetroPlus Health Plan
Promoting Specialized Care & Health (PSCH)
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

Shield of David, Inc. (The Shield Institute)

Upper Manhattan Mental Health Center, Inc.
Addicts Rehabilitation Center Fund, Inc.

AIDS Service Center of Lower Manhattan Inc., dba ASCNYC
Gay Men's Health Crisis (GMHC)

Little Sisters of the Assumption Family Health Service (LSA)
Queens Nassau Rehab & Nursing

Union Settlement Association

Lenox Hill Neighborhood House

Center for Comprehensive Health Practice
BOOM!Health

Providence Rest

Terrace Healthcare

Rebekah Certified Home Health Care

Rebekah Certified Home Health Agency

Rebekah Rehab & Extended Care Center

United Odd Fellow & Rebekah Home

Blythedale Children's Hospital

Bronx Park Rehab & Nursing Center

BronxWorks (formerly Citizen Advise Bureau)
Bronxwood Home for the Aged

Ocean Breeze Home Care (Community Surgical Supply)
Dominican Sisters Family Health Service

Family Home Health Care Inc.

Park Gardens Rehabilitation and Nursing Center
Allcare Medical

Grand Manor Nursing Center

Amato Pharmacy, Inc.

Avanti Health Care

Best AID Pharmacy

NORC-Naturally Occurring Retirement Community (Bronx Jewish Community Services)
Morris Park Nursing and Rehab Center
Neighborhood SHOPP

Falak Pharmacy

Fedcap Behavioral Health Services

Hostos Community College

Medical Center Pharmacy, Inc.

Planned Parenthood of New York City, PC (PPNYC)
RAIN, Inc.

Cucina Dolores

Riverdale Mental Health Association

Pilgrim Pharmacy

Specialty Care Pharmacy, Inc.

Total Care Pharmacy BX, Inc.
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

Total Care Pharmacy, Inc.

Gold Crest Care Center

Regeis Care Center

Bronx Community College - CUNY

Grameen PrimaCare

Asthma Coalition of Queens

The PAC Program

Chapin Home

The Child Center of New York, Inc

Hamilton Madison House

Hamilton Park Nursing & Rehab

Cerebral Palsy Associations of New York State

Queens Sickle Cell Advocacy Network

Lakeville Ambulette Transportation, LLC

Queens Long Island Renal Institute

The Abraham & Henrietta Malamut Community Health Center - Adult Day Care Program of Parker Jewish Institute
Parker Jewish Institute for Health Care & Rehabilitation (AgeWell New York, LLC)
Comprehensive Community Hospice of Parker Jewish Institute
Sutphin Drugs (Pills on Wheels)

Queens Community House

Sunnyside Home Care Project, Inc.

Sunnyside Citywide Home Care Services

Sunnyside Community Services, Inc.

Queens Village Committee for Mental Health for J-CAP, Inc.
CABS Home Attendants Service, Inc.

CABS Nursing Home Co, Inc.

Saints Joachim & Anne Nursing Rehabilitation Center

Arms Acres Inpatient

Arms Acres Outpatient - Bronx

Arms Acrss Outpatient - Queens

Conifer Park Inpatient

Bensonhurst Center for Rehabilitation and Healthcare
FOUR SEASONS PHARMACY

SUNRISE ADULT DAY HEALTH CARE CENTER

LAKESIDE ADULT DAY HEALTH CARE CENTER

FOUR SEASONS CERTIFIED HOME HEALTH AGENCY

FOUR SEASONS HOME CARE PROGRAM

GATEWAY DIALYSIS CENTER

Parkshore Health Care LLC (Four Seasons Nursing & Rehab)
First MedCare, Inc.

CAMBA

Caring Hospice Services of New York

Conifer Park, Inc.

Crown Nursing and Rehabilitation Center
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

Damon House

Brooklyn Center for Psychotherapy/New Directions
Marg Pharmacy, Inc. (Katz Drugs)

Moffat Garden Assisted Living Program

NAE Edison LLS (Edison Home Health Care)

Family Services Network of NY

La Nueva Esperanza

Ridgewood Bushwick Senior Citizen Council (RBSCC)
Buena Vida

Pella Care

St. Jude's Pharmacy

Scharome Cares, Inc.

St. Christopher's Inn

Family Care Certified Services (Tri-Borough Certified Health Systems of NY)
PSC Community Services, Inc.

Fort Green Strategic Action Partnership (SNAP)
Bedford Stuyvesant Restoration Corporation
Caribbean Women'’s Health Association, Inc.
Community Physicians

AT M Yousuf Physician, PC

Afzal Hossain Physician PC

AMB Medical Services, PC

AMERICA MEDICAL GROUP

Be Well Primary Health Care Center, LLC

Bridget Chime DBA Hillside Polymedic DTC
Broadway Internal Medicine, PC

Care For The Homeless

East Harlem Council for Human Services /Boriken Neighborhood Health Center
Henry Sardar, MD

Highland Medical Center

Hillside Pediatrics, PC

Jamaica Family Practice & Osteopathic Medicine
Joseph R. Andrade, MD PC

Karine Mednik, MD

Kathrine A. Gold, MD (AKA Debevoise Health, per HC)
MedCare LLC

MEDICAL CLINIC 721 FLUSHING AVE/ Pala Community Care LLC
New York Medical & Diagnostic Center

North Valley Medical, PC

Park Avenue Pediatrics PC

REST Medical Care, PC

Smart Medical Care, PC

The Joseph P. Addabbo FHC

Uptown Health Care Management Inc.
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

ZWH Medical Care, P.C.

CBOs

Academy of Medical & Public Health Services
African Services Committee

APICHA Community Health Center
Arab-American Family Support Center

Arthur Ashe Institute for Urban Health

Asian Americans for Equality

Brooklyn Perinatal Network

Caribbean Women’s Health Association, Inc.
Coalition for Asian American Children & Families
Commission on the Public's Health System
Community Service Society of New York (CSSNY)
Council of Peoples Organization (COPO)
Goddard Riverside Neighborhood Center
Greenwich House

Haitian Centers Council

Health People, Inc.

Hudson Guild

Indochina Sino American Community Center
Make the Road by Walking

Medicaid Matters NY

NADAP

New York Lawyers for the Public Interest
Northern Manhattan Perinatal Partnership
Northwest Bronx Community and Clergy Coalition (NWBCCC)
Project Hospitality

Public Health Solutions

Shorefront Y

Single Stop

South Asian Councl for Social Services (SACSS)
Southeast Bronx Neighbhorhood Center
Stanley Isaacs Neighborhood Center

The Bronx Health Link

The LGBT Community Center

The New York Immigration Coalition

United Neighborhood Houses

University Settlement Society of New York
Women's Housing and Economic Development Corporation (WHEDco)
SUNY Affiliated Providers

SUNY Downstate Medical Center

Abdulla Alwani, M.D.

Abraham Sleem, MD

Advantage Care Physicians
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

Albert A. Anglade, M.D.
Brooklyn Cancer Care Medical, PC
Carl Casimir, D.O.

Clifford Urias Young, M.D.
Cobble Hill Health Center, Inc.
Comprehensive Geriatric Medicine PC; DBA Doctors on Call
Daniel Khodadadian, MD
David E. Biro, M.D.

David Schwartz, M.D.
Dexter A. McKenzie, M.D.
Diaspora Community Services
Dove Pediatric Service
Eastern Pediatrics, PC

EAW Medical Care, PLLC
Elbaz, Tamer

Ernest Afflu, M.D.

First MedCare

Gentle Touch Medical PC
Gerald Valme, M.D.

Gwen P. Gentile, M.D.
Harold Fritz Kerolle, M.D.
Hazel L. Goodwin, M.D.
Hyacinthe, Llewellyn
Interboro Pediatrics

Jerry Uduevbo, M.D.

Kantu, Kanhaiyalal

Kelly Chin

Kevin Bruce Norowitz, M.D.
Kevin T. Custis, M.D.

Leonid Reyfman, M.D.
Lippman, Sheldon

Maria Elena Fodera, M.D.
Marie F. Conde-Wright, M.D.
Mark H. Krotowski, M.D.
Mauro L. Ruffy, M.D.
McMillan, George

Melvin C. Mahoney, M.D.
Ngozi Oji, MD
Ogiste-McBain, Sharon
Oluyemi O. Badero, M.D.
Otis M. Jones, M.D.

Oyenike Kilanko, MD

Park Nursing home

Peiying Xiao, M.D.
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Organization Name

Each organization listed may include the organization's affiliates, sites, members, and operating divisions

Renaissance Medical Imaging, PC
Sabu John, MD

Schreiber, David

Scott, Claude

Shelby Kevin Samuel, M.D.
Sherill L. Purcell, M.D.
Sudhakar Bhagavath, M.D.
Tomasine Fodera, M.D.
SUNY UHB / UPB

Wellman W. Cheung, M.D.
Yechiel Zagelbaum, D.O.
Yogendra K. Saxena, M.D.
Grace Wong
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RESOLUTION

Authorizing the President of the New York City Health and Hospitals
Corporation (the “Corporation”) to execute a five year lease extension
agreement with LSS Leasing Limited Liability Company (the “Landlord”)
for 5,120 square feet of space at 59-17 Junction Boulevard, Borough of
Queens, to house the Women’s Medical Center (the “Center”), operated
by ElImhurst Hospital Center (the “Facility”) at an initial rent of $225,280
per year or approximately $44 per square foot to increase at a rate of
2.75% per year for a five year total of $1,190,079.

WHEREAS, the Center is a community-based health care center that has been providing primary
care services to residents of the Corona section of Queens since 1998; and

WHEREAS, the Center offers a full range of primary care services for women and children
including prenatal care and gynecological services; and

WHEREAS, half of the leased premises have been and will continue to be occupied by a
subtenant, Pediatrics Specialties of Queens, P.C. which will continue its arrangement of paying one half of
all occupancy costs associated with the Center; and

WHEREAS, the proposed sublease with Pediatrics Specialties of Queens, P.C. will be the subject
of a separate resolution presented to the Corporation’s Capital Committee and Board for authorization; and

WHEREAS, there remains a need for primary care services in this section of Queens and
extending the lease for this site will allow the Center to continue to serve the community.

NOW, THEREFORE, be it

RESOLVED, that the President of the New York City Health and Hospitals Corporation be and
hereby is authorized to execute a five year lease extension agreement with LSS Leasing Limited Liability
Company for 5,120 square feet of space at 59-17 Junction Boulevard, Borough of Queens, to house the
Women's Medical Center, operated by Elmhurst Hospital Center at an initial rent of $225,280 per year or
approximately $44 per square foot to increase at a rate of 2.75% per year for a five year total of
$1,190,079.



OVERVIEW:

NEED/
PROGRAM:

UTILIZTION:

PRIOR TERMS:

TERMS:

EXECUTIVE SUMMARY
QUEENS HEALTHCARE NETWORK
WOMEN’S MEDICAL CENTER
59-17 JUNCTION BOULEVARD
BOROUGH OF THE QUEENS

The President seeks authorization from the Board of Directors of the Corporation to
execute a lease extension agreement with LSS Leasing Limited Liability Company
(the “Landlord”) for space at 59-17 Junction Boulevard, Borough of Queens to house
the Women’'s Medical Center (the “Center”) operated by Elmhurst Hospital Center
(“Elmhurst).

The Center is a community-based health care center that has been providing primary
care services to residents of the Corona section of Queens since 1998.

The Center offers a full range of primary care services for women and children
including prenatal care and gynecological services. There remains a need for primary
care services in this section of Queens and extending the lease for this site will allow
the Center to continue to serve the community. Under a sublease agreement,
Pediatric Specialties of Queens occupies approximately half the entire area leased
and is responsible under the agreement for payment of half of the occupancy costs.
The Center is open Monday through Friday 8:00 a.m. to 4:30 p.m.

For the FY 2014, the Center provided approximately 5,733 visits.

The Center has occupied the subject location under a lease dated April 6, 1999 and
that commenced after landlord completed a build out of the space on January 17,
2000. The lease was for ten years and the Corporation held a five year option to
renew the lease at 95% of fair market value. Rent escalated during the original and
renewal term at approximately 3% during the initial term and by 2.5% during the
renewal term. The rent currently paid at the space (including the portion covered by
the subtenant) is $194,595. The new base rent under the proposed lease described
below will be approximately 16% over the prior base rent.

The Tenant will continue to occupy approximately 5,120 square feet of ground floor
space. The lease extension will include a five year term. The base rent will be
$225,280 per year or $44 per square foot. The base rent will be escalated by 2.75%
per year. The rent for this lease extension has been determined to be a fair market
value rate. The rent will total $1,190,079 over the five year lease extension term.

The Landlord will be responsible for structural repairs and maintenance and the repair
and maintenance of all common areas including sidewalks, curbs and parking lots.
The Tenant will be responsible for interior non-structural repairs and maintenance.
The Tenant will be responsible for payment of separately metered utilities.

The Tenant will be responsible for the payment of its proportionate share of real
estate tax increases above the 2014/15 base year.



SITE:

LANDLORD:

TERM:

FLOOR AREA:
BASE RENT:
ESCALATION:
UTILITIES:
REAL ESTATE

TAXES:

REPAIRS/
MAINTENANCE:

SUMMARY OF ECONOMIC TERMS

59-17 Junction Boulevard

Queens, New York 11368

Block 1918, Lot 112

LSS Leasing Limited Liability Company
40 W. 57t St.

NY, NY 10019

Five years

Approximately 5,120 square feet

$44 per square foot or $225,280 per year
2.75% per year

Tenant is responsible for payment for electricity, gas, and water and sewer rents

Tenant is responsible for payment of its proportionate share of real estate taxes
increases above the 2014/15 base year.

The Landlord will be responsible for structural repairs and maintenance and the
repair and maintenance of all common areas including sidewalks, curbs and
parking lots. The Tenant will be responsible for interior non-structural repairs and
maintenance.



SAVITT PARTNERS

October 22, 2014

Mr. Dion Wilson

Office of Facilities Development, Real Estate
NYC Health and Hospitals Corporation

346 Broadway, 12 West

New York, 10013

Re:  Fair Market Value/Appraisal of Women’s Health Service Center, 59-17 Junction
Blvd., Queens, New York, a clinic operated by the Queens Health Network on
behalf of Elmhurst Hospital Center of the NYC Health & Hospitals Corporation

Dear Dion:

Pursuant to your request, the referenced property was inspected on September 26, 2014 in order
to assess its fair market value, specifically regarding the renewal terms presented by the
LandLord, LSS Leasing LLC. This assessment is inclusive of the value of the Tenant
improvements, CAM charges, if any, and real estate taxes and assumes that other operating
expenses are directly procured by the Tenant unless indicated otherwise. This evaluation is
subject to the following:

e The unit is currently occupied and zoned for use as a medical office.

e The lease expires 1/16/2015.

e The LandLord, in accordance with the terms of the original lease, has proposed a second,
five year renewal term with 3.0% escalations per annum.

e The unit is approximately 5,120RSF.

e This evaluation is for the purpose of a lease renewal.

Medical offices in this area are typically situated in stand-alone buildings, retail “tax payers”
used for various commercial purposes, ground floor spaces in residential buildings, or offices in
commercial office buildings. Rents for turn-key (ready to use), general medical spaces pricing
ranges from approximately $30 -$60 per rentable square foot with a median price of $45/RSF.
Older, retrofitted and side street medical spaces garner the lower rents with the larger mall-type
spaces and newely constructed spaces commanding higher rents. These latter properties
typically offer more amentities, i.e., on-site property management, parking, security, etc. Most of
the opportunities for medical office space in these markets are for unimproved offices in small
commercial buildings or retail sites, which will require extensive capital improvements.

Current market conditions for these types of spaces provide for minimal LandLord concessions.
Additionally retail transactions do not provide for LandLord concessions other than rent
abatements, which are not usually applicable in a renewal, although always negotiable. Most of
the opportunities for medical office space in these markets are for undeveloped offices in
commercial buildings or strip retail “taxpayers” where the Tenant will be offered few
concessions by the LandLord despite market conditions denoting more of a “Tenant’s market” .
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Concessions are minimal and LandLords have traditionally been inflexible; preferring to see
current market conditions dictate their flexibility. Rents in the commercial and retail markets
within the Corona/Rego Park area have been flat for the past few years but have shown steady
improvement over the last 18 months and this trend is expected to continue.

This requires that the Tenant improvements be provided greater weight as an overall factor in the
assessment of the FMV rental due to the cost associated with relocation; relocating, or rebuilding
with new construction, would entail an up-front expense of no less than $70/RSF or
approximately $360,000.00 for construction for this specific Tenant’s use. Despite possible
lower rents opportunities in the same market area this expense cannot be appropriately amortized
over the proposed renewal term of 10 years.

The referenced medical office is a retail Tenant user within the Junction Blvd./Queens Blvd. area
AKA Lefrak City, in the Rego Park/Corona section of Queens comprising mostly of moderately
priced one- and two-family houses and larger apartment buildings that are both rental and co-op
units. The referenced medical office is a retail Tenant user occupying a store front on the
southernmost portion of the building’s ground floor located in a larger office building which
houses commercial Tenants including a large occupancy and other NYC agencies accessed
through the main lobby of the elevatored building with a concierge/security desk. In addition to
this retail space housing the women’s practice, there is a drug store, deli, coffee shop and
entrance to the below mentioned parking garage. The office is less than a minute away from the
entrance to the LIE, a six minute walk to the subway and numerous bus routes can be accessed
directly in front of the space on Junction Blvd. National franchises dot the local and surrounding
streets including many clothing and consumer “big box” retailers which are located on the south
side of the LIE just under a 10-minute walk from this location. Situated on the LIE’s north side
service road, there is street parking; however, street parking difficult since it competes with both
the residential and commercial population, specifically during the typical work week. There is a
major for fee three-story public parking facility at the building at posted rates, which at the time
of our visit was heavily used.

The Tenant has signange on the main entrance door. Once entered, there are two Tenants
occupying the space, each properly marked within a small glass vestibule directing the
population to either the described Women’s Health Service Center to the left, or to the
subtenanted space, sublet by Pediatric Specialites of Queens, directly in front as the vestibule is
entered. The spaces are clearly marked for each Tenant. The practice operates during posted
hours on a Monday through Friday basis, no weekends. The office, including the sublet portion,
is comprised of approximately 5,120 RSF on grade. There is no second floor or basement space
available. Peremeter heat is supplied by the building with a supplemental HVAC system to
provide cooling. There is no heat coil in the unit. The entrance and interior areas are accessible
and compliant with the Americans with Disabilities Act. The office consists of the following:

530 SEVENTH AVENUE, NEW YORK, NY 10018



Savitt Partners 3

e Waiting area with 14 chairs

e Reception/business area for 2-3 persons but occupied by one person at the time of the
visist. The office and sublet space share the reception and business office area but operate
independently.

6 exam rooms with plumbing

10 chair interior waiting area

Staff bathroom

Patient bathroom

Staff lounge with lockers

Supply closet

Electric closet

Telecom room

Janitor’s closet

Medical records — large room with rolling file system shared with subtenant.
Both practices have their own door into the space. Neither entrance is locked.
Sublet space — in addition to the shared business office area, the waiting area and
the shared storage space, the rest of that unit was not viewed however it appeared
to be maintained well.

O O0OO0OO0O0O00OO0OO0Oo

o

The Tenant improvement (T.I., build out of the space) should remain in fair to good condition
with continued proper maintenance through the five year renewal term. The space showed well
and is kept well. The value of the original capital expenditure is estimated at $70 per RSF, over
and above the original LandLord improvements.

There does not appear to be any additional work required by Tenant from LandLord. However,
while visiting the space, which as previously stated is in good condition, there is some concern
regarding internal security provided by and maintained by Tenant. Specifically, the electronic
door/lock from the waiting room into the clinical portion of the space was not functioning
properly and should be repaired. In addition, the shared file room, used by both Tenant and
subtenant, should have automatic locking mechanisms installed so that the space remains secure
internally.

The renewal terms presented by the LandLord are commercially fair and reasonable based on
this assessment, the condition of the space, LandLord’s contribution & LandLord and Tenant’s
ongoing maintenance obligations. It is our conclusion that the fair market value of this space
with the referenced services and amenities is between $44 - $46 per RSF. This takes into
consideration comparable commercial/retail rents within the immediate market areas (see
Schedule A attached) and the subsequent Tenant improvements of the space, as well as current
availability for similar opportunities.

While it is our professional observation that the terms are fair and reasonable given current
conditions and immediate vacancies within the surrounding areas, we would recommend further
negotiations regarding the rent as it relates specifically on resetting the “tax stop” (base year) to
the current 2014/2015 tax year. This would be fair and reasonable given the LandLord’s rent
proposal to market the space to current rental rates for “like kind space” which we consider
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within market terms. Also, after a 15 year occupancy, it would be appropriate to request a small
workletter to either repaint and/or repair certain areas that might enjoy an update. This could be
traded for some free rent of approximately one month in lieu thereof.

In the event that I can be of any further assistance to you, please do not hesitate to call.

Thank You,

WL

Michael E. Dubin
Partner

530 SEVENTH AVENUE, NEW YORK, NY 10018
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Price Price Per Price Per
Property Unit Size PS annum Month Comments
40-16 82nd Street Retail | 2,000 $72.00 | $144,000.00 | $12,000.00
89-25 Queens Blvd Retail | 3,750 | $120.00 | $450,000.00 | $37,500.00
37-03 92nd Street Retail | 2,400 $40.00 |  $96,000.00 | $8,000.00
78-14 Roosevelt Ave Retail | 3,000 $60.00 | $180,000.00 | $15,000.00
72-32 Broadway Retail | 1,500 | $130.00 | $195,000.00 | $16,250.00
81-01 Broadway Retail | 2,150 $60.00 | $129,000.00 | $10,750.00
100 Queens Blvd Retail | 3,000 ? $0.00 $0.00
8502 Queens Blvd Retail | 2,200 $50.00 | $110,000.00 | $9,166.67
8616 Queens blvd Retail | 2,100 $50.00 | $105,000.00 | $8,750.00
79-11 41st Avenue Part 1st | 1,100 $48.00 | $52,800.00 | $4,400.00
80-15 41st Avenue P Ground | 3,500 $55.00 | $192,500.00 | $16,041.67
40-16 82nd Street 3rd f1 | 2,000 $42.00 | $84,000.00 | $7,000.00
86 Broadway Pt. 1st | 4,000 $40.00 | $160,000.00 | $13,333.33 NNN
75-21 Broadway 3rdfl | 1,500 $16.00 | $24,000.00 | $2,000.00
78-21 Queens Blvd 2nd fl1 | 5,500 $14.00 | $77,000.00 | $6,416.67 NNN
3rdfl | 5,500 $14.00 $77,000.00 | $6,416.67 NNN
89-22 Queens Blvd 2nd f1 | 5,600 $30.00 | $168,000.00 | $14,000.00 NNN
86-16 Queens Blvd 2nd f1 | 2,100 $31.00 $65,100.00 | $5,425.00
118-35 Queens Blvd 3rd f1 | 11,000 | $35.00 | $385,000.00 | $32,083.33
4th f1 | 11,000 $35.00 | $385,000.00 | $32,083.33
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ELMHURST HOSPITAL CENTER

Annual Operating P/L
Women's Medical Center
59-17 Junction Boulevard, Corona, NY 11368
Cost Center 6122-09

PERSONNEL SERVICES (P.S.)
TITLE NAME REIM. FTE SALARY ANNUAL
CODE As of 9/20/14 PSER BUDGET
Patient Care Assoc. BABAYEVA, ROZ IOXL 1.00 38,053 38,053
Patient Care Assoc. KAZIYEVA, STE I0XL 1.00 38,053 38,053
Public Health Nurse LV 1 SHARMA, TARAM IYLR 1.00 81,579 81,579
Clerical Assoc. - LV IV POON, MANG YI I0XL 1.00 39,529 39,529
Assoc. NP- Lv. Il MADU, EDNAH I0A1 0.20 109,893 21,979
Assoc. NP- Lv. Il YU-TANG, CHIN 10A1 0.60 91,342 54,805
HHC PS 4.80 273,998
HHCF.B. @ 55.33% 151,603
HHC PS + F.B. 425,601
Nurse Midwife TBD VS Mary Sahota. (Various Midwife Covage currently) 1.00 $103,882 103,882
Assistant Attending Vanita Modi 0.30 $139,276 41,783
AFFIL PS 1.300 145,665
AFFILFB @ 22.39% 32,614
AFFIL Over Head 2.00% 3,566
AFFIL PS + F.B. + OH 181,845
TOTAL PS + F.B. 6.100 607,446
OTHER THAN PERSONNEL SERVICES (O.T.P.S.) - Vouched FY 14
NEC CODE DESCRIPTION BUDGET
490000 MEDICAL SURGICAL SUPPLY 857
510000 FOOD 111
560000 OFFICE/COMPUTER SUPPLY, PAPER 667
590000 NON-MED & NON-SURG SUPPLY 322
790000 PURCHASED SRVICES/ FACILITY PLANT MAINT SERVICES 15,160
860000 EMPLOYEE TRAVEL 48
950000 LEASE/RENT-BUILDINGS 225,280
973000 LEASE/RENT-NON-MED SUR 1,812
TELEPHONE ($50 X 12MO X 7.125 FTE) 4,275
Dr. Villegas - sub lease / shared space (Half of LeFrak site rent is paid by Dr. Villegas) (113,546)
OTPS 134,986
TOTAL DIRECT EXPENSES $742,432
ANCILLARY/MED. SURG COSTS ($15 per visit) 5,708 $85,620
INDIRECT + ANCILLARY $85,620
TOTAL EXPENSES $828,052
REVENUE COLLECTIONS (BASED ON DATA GPS RUN FY14)
NEC CODE Rate VISITSIMEMBERS Allocation COLLECTIONS
FFS COLLECTIONS (Clinic Codes 231, 335, 454, 473, 488) 5,708 $362,567
PRIMARY CARE CAPITATION 650 $222,300
84 Patients delivered at EHC FY13
INPATIENT REVENUE CREDIT (referred by clinic) $6,706.50 84 329 Credit (based on fixed) $180,271
TOTAL COLLECTIONS $765,138
SURPLUS / (DEFICIT) ($62,914)|

Printed On: 10/29/2014

Prepared by EHC Budget

E-FY15 LeFrak 1-Page Annual Operating PL



FY14 vs FY14 vs
FY 11
FY 12 FY 13 FY 14 FY11 FY11 as %
Total Clinic (OP) Visits 7,059 7,103 6,433 5,708 (1,351) -19.1%
Total OBS Patients 168 135 142 133 (35) -20.8%
# Patients who delivered at EHC 115 93 92 84 (31) -27.0%
% of PTS who delivered at EHC 68% 69% 65% 63%

NOTE: FY14 Deliveries are projected (63% applied to 133 OBS patients)



RESOLUTION

Authorizing the President of the New York City Health and Hospitals
Corporation (the “Corporation”) to execute a five year sublease agreement
with Pediatric Specialties of Queens (the “Subtenant”) for 2,560 square
feet of space at 59-17 Junction Boulevard, Borough of Queens, to house
the Subtenant’s pediatric program at an initial rent of $112,640 per year or
approximately $44 per square foot to increase at a rate of 2.75% per year
but in no event less than half of all of the Corporation’s occupancy costs at
the premises.

WHEREAS, the Corporation has been operating a community-based health care center managed
by Elmhurst Hospital Center at this location that has been providing primary care services to residents of
the Corona section of Queens since 1998; and

WHEREAS, the Subtenant has been providing pediatric services at this site since the late 1990s
and the Corporation and the Subtenant maintain separate and distinct medical practices at the site; and

WHEREAS, the Subtenant has subleased half of the space rented by the Corporation and has paid
half of the Corporation’s occupancy costs; and

WHEREAS, the Corporation proposes, pursuant to separate resolution, to renew and extend its
lease for the premises and the Subtenant wishes to continue in occupancy of its half of the premises and to
pay half the Corporation’s occupancy costs for the entire premises under a sublease with the Corporation.

NOW, THEREFORE, be it

RESOLVED, that the President of the New York City Health and Hospitals Corporation be and
hereby is authorized to execute a to execute a five year sublease agreement with Pediatric Specialties of
Queens for 2,560 square feet of space at 59-17 Junction Boulevard, Borough of Queens, to house the
Subtenant’s pediatric program at an initial rent of $112,640 per year or approximately $44 per square foot
to increase at a rate of 2.75% per year but in no event less than half of all of the Corporation’s occupancy
costs at the premises.



RESOLUTION

Reappointing Lloyd Williams as a member of the Board of
Directors of MetroPlus Health Plan, Inc.(““MetroPlus’), a public
benefit corporation formed pursuant to Section 7385(20) of the
Unconsolidated Laws of New York, to serve in such capacity until
his successor has been duly elected and qualified, or as otherwise
provided in the Bylaws.

WHEREAS, a resolution approved by the Board of Directors of the New York City
Health and Hospitals Corporation (“HHC”) on October 29, 1998, authorized the
conversion of MetroPlus from an operating division to a wholly owned subsidiary of
HHC; and

WHEREAS, the Certificate of Incorporation of MetroPlus designates HHC as the sole
member of MetroPlus and has reserved to HHC the sole power with respect to electing
members of the Board of Directors of MetroPlus; and

WHEREAS, the Bylaws of MetroPlus authorize the Chairperson of HHC to select three
directors of the MetroPlus Board subject to election by the Board of Directors of HHC;
and

WHEREAS, the Chairperson of HHC has selected Mr. Williams to serve an additional
term as a member of the Board of Directors of MetroPlus; and

WHEREAS, the Board of Directors of MetroPlus has approved said nomination;
NOW, THEREFORE, be it
RESOLVED, that the HHC Board of Directors hereby reappoint LIoyd Williams to the

MetroPlus Board of Directors to serve in such capacity until his successor has been duly
elected and qualified, or as otherwise provided in the Bylaws of MetroPlus.



EXECUTIVE SUMMARY

Pursuant to the Certificate of Incorporation of MetroPlus, HHC has the sole
power with respect to electing members of the Board of Directors of MetroPlus. The
Bylaws of MetroPlus authorize the Chairperson of HHC to select three directors of the
MetroPlus Board subject to election by the Board of Directors of HHC.

The Chairperson of HHC has nominated Lloyd Williams to serve an additional 5
year term as a member of the MetroPlus Board of Directors.

Mr. Williams is currently the President and Chief Executive Officer of The
Greater Harlem Chamber of Commerce. He is also the Chairman/Co-Founder of LMR
Productions, HARLEM WEEK, Inc., Harlem Music Festival and is President of Greater
Harlem Housing Development Corporation. Mr. Williams serves as a member of the
Executive Board of NYC & Company, the official marketing and promotion organization
for New York City dedicated to advancing the economic interests of all businesses and
residents.

Mr. Williams has taught and is continuously invited to teach and/or lecture on
courses in history, tourism, urban development, business and economics at several New
York institutions.

Mr. Williams is also involved in several health care initiatives including
HEALTHY EATING/HEALTHY LIVING (HLHE), which is a six-year program of The
Greater Harlem Chamber of Commerce in partnership with Congressman Charles Rangel
and The City of New York. It is the goal of HLHE to encourage people to make a
conscientious choice and effort to strive toward healthier life styles.

Mr. Williams has extensive experience and MetroPlus is very pleased that he has agreed
to serve an additional 5 year term on the Board.



