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Agenda

Miscellaneous Agreements and Contracts

—

»  The Offices Involved

1 What do these Agreements mean?
1 Who is the Responsible Party?

1 The Signature Process

} Internal Requirements o0What 6s Necessary?




Agreement Matrix

1 List of Miscellaneous Agreements and Contracts

1 Identifies the office on campus responsible for the
review

1 Identifies the office on campus responsible for the
signhature of these Agreements

} Identifies responsible party in each office for a
particular action




Agreements Matrix

Agreement Type

Business Associate
Agreements (BAAs)

Clinical Research Agreements
(CRAS)

Clinical Trial Agreements
(CTAS)

Confidentiality Disclosure
Agreements (CDAS)

Consultant Agreements

Contracts (NYC & NYS)

Data Use Agreements (DUAS)

Inbound Vendor Contracts
Inbound Subcontracts

Material Transfer Agreements
(MTAs

Nondisclosure Agreements
(NDAs)

Other Sponsored Research

Agreements

Other Non - Sponsored
Research Agreements

Outbound Subcontracts

Purchase Service Agreements
(PSAs)- Outbound

Purchase Service Agreements
(PSAS)- Inbound

Purchase Orders

Reliance Agreements

Pre- Award

X

X

(Clinical)

X

(Clinical)

Responsible Party

Signature by Pre - Award Director

Contract Manager reviews and
negotiates; RFC to execute

Contract Manager reviews and
negotiates; RFC to execute

Contract Manager reviews and
negotiates; Director executes

Contract Manager reviews
alongside RFC; RFC to execute

Contract Manager reviews;
Signature by Pre - Award Director

Contract Manager and Project
Associate review and negotiate
alongside RFC; RFC to execute

Contract Manager reviews and
negotiates; Director executes

Contract Manager reviews and
negotiates; RFC to execute

Contract Manager reviews; RFC
to execute (dependent upon
type)

Project Associate and RFC
prepare; RFC issues and
negotiates with institution; RFC
executes

Prepared by Contract Manager

Reviewed by Contract Manager;
signtory will be campus or RFC
dependent on terms

Post-
Award

<

X

X

Responsible Party

Grant Manager reviews; AD or

Director executes

RFC reviews; Director executes

Signed by Director, Post Award

Requisition s reviewed by Grant
Managers; Purchasing executes

IRB

office of Compliance

Responsible Party Technology Responsible Party and Audit Service Responsible Party
(ocAs)

X Review by Privacy Officer

(Shoshana Milstein)

X Alexandra Dudman & David
) Schoenhaut review, negotiate
(Non-Clinical)  ang pavid executes

X Review by Privacy Officer

(Shoshana Milstein)

Alexandra Dudman & David
X Schoenhaut review, negotiate
and David executes

X Alexandra Dudman & David
Schoenhaut review, negotiate

(Non- Clinical) and David executes

Kevin Nellis reviews

State @
DMC
X

(General
Counsel)

X

(General
Counsel)

X

(General
Counsel)

Responsible Party

Negotiate by General Counsels
office (Kevin

Kevin O&Mara (Ge
to review and negotiate

Kevin OGMara
to review and negotiate
(dependent upon type)

(Ge

Signature by President's Office

OoMar a

)



Business Associate Agreement
(BAA)

1 A contract between a HIPAA covered entity and a
HIPAA Business Associate (BA)

1 The contract protects personal health information
(PHI) and personal health records (PHR) in  accordance
with HIPAA guidelines

1 Should explicitly spell out how a BA will report and
respond to a data breach, including data breaches
caused by a business associate's subcontractors




Business Associate Agreements
(BAA)

1 Reviewed by the Privacy Officer (OCAS)
} Reviewed by General Counsel

1 Signhed by the Pre - Award Director

http://www.downstate.edu/compliance/policies.html




Clinical Research - What is it?

1 A study of health and illnessin  people

1 The way we learn how to prevent, diagnose and
treat illness

1 Involves human participants and helps translate
basic research (done in labs) into new treatments
and information to benefit patients

1 Research in epidemiology, physiology and
pathophysiology, health services, education,
outcomes and mental health




Clinical Research Agreement (CRA)

1 An Agreement that manages the relationship between a
sponsor and the institution

} Outlines the following  terms:

B Allocation of Risk and Responsibility

B Terms of Collaboration

B Funding Obligations

B Indemnification and/or Liability

B Protection of Academic , Legal and Intellectual Property

B Export control and other laws and regulations




Clinical Research Agreements (CRAS)

1 Reviewed by Pre - Award Division, Contracts Manager

} Budget and Scope of Work are reviewed by Sponsored
Project Associate ( sPA) in Pre - Award Division

1 Institutional Routing Documents are required

BProposal Tracking / Signature  Worksheet

B Cost Share Template (as required)

1 Signed by RF Central Office upon approval of Pre -
Award Division




Clinical Trial - What is it?

1A subset of Clinical Research

1 An experiment designed to answer specific questions
about possible new treatments  OR new ways of using
existing treatments

} A study to determine whether new drugs or
treatments are safe and effective

1 Research for the prevention, treatment, diagnosis
OR for the relief of symptoms of a disease



Clinical Trials

} Research studies performed with human subjects
to evaluate the following:

B Medications
B Devices

B Diagnostic products

B Treatment regimens




Clinical Trial Agreements (CTAs)

} Address the following Terms and Conditions (T&C)

B Responsibilities of the parties

B
B
B
B
B
B
B

Requirements for payment and reimbursement

Publication and Intellectual Property

Indemnification, Liability and/or Insurance

Subject Injury coverage

Guidelines for dispute resolution

Grounds for termination of  contract and/or amending contract terms

Export control and other laws and regulations




Clinical Trial Agreements (CTAs)

1 Reviewed by Pre - Award Office, Contracts Manager

} Budget and Scope of Work are Required and reviewed
by Sponsored Projects Associate (  sSPA)

1 Institutional Routing Documents are required

B Proposal Tracking / Signature  Worksheet

B Cost Share Template (as required)

1 Signed by RF Central Office




Export - What is it?

} An export occurs whenever any item or information is sent from
the U.S. to a foreign  destination

}  An export occurs when any item is provided to a foreign national
here or abroad

1 The manner in which the transfer or release of the item or
information occurs does not matter

1 Examples of an export:

B Shipment of items

B Written or Oral communications

B Hand- carrying items when traveling (i.e. laptops, mobile phone)

B Providing access to or visual inspection of equipment or facilities
B Providing professional services




Deemed Export - What is it?

1 Refers to the release or transmission of information
or technology to any foreign national in the U.S

y Treated as an export to that

v Includes:

B Students

B Post- Docs

B Faculty

B Visiting Scientists
B Training Fellows




Other Export Control definitions
; Foreign National - What is this?

BAny natural person whoisnota U.S.  citizenor is
not a lawful permanent resident of the U.S.

} Foreign Entity o What is this?

BAny corporation, business, or other entity that is
not incorporated to do business in the U.S.




Export Controls - Federal Regulations

1 Regulate the shipment or transfer of:

B (%ontrolled items / Software / Technology / Services outside
the U.S.

1 Apply to all International activities regardless of funding
status or source

} DoesNOTapply to OFundamdlh CrR R%)s e a |

1 Are critically important for university personnel to identify
when their activities may trigger export controls

B Must be identified in the T&C of certain types of Agreements (i.e.
Sponsored Research Agreements: CTAs, CRAs, MTAs, etc.)



http://www.ecfr.gov/cgi-bin/text-idx?SID=c1ca4fc7e311e35f6a2238d039d4628a&mc=true&node=se15.2.734_18&rgn=div8

Fundamental Research - Definition

} Basic or Applied research in science and engineering

} Results are ordinarily published and free of any
publication restrictions

} Results are shared broadly within the scientific
community

} The research must be conducted without any access
or dissemination restrictions




Fundamental Research Exclusion

} Research must be based at an Accredited Institution  of
Higher Education located in the United States

1 If your research includes work done outside the U.S., it
may not qualify for the Fundamental Research Exclusion

B Export licenses may not be required, but a determination
needs to be done before the work begins

} Research results developed or generated are exempt
from export controls and can be freely shared with
foreign nationals both here and abroad

B Any materials , items, technology, or software generated as a
result of the research ARE NOT exempt from export  controls




Educational Information Exclusion

1 Information that is normally taught or released by the
University as part of normal instruction

o Catalog Course
o Associated Teaching Laboratory

} Under federal regulations ( 15 CERS734.3(b)(1i1 ),
IS NOT subject to export controls



http://www.ecfr.gov/cgi-bin/text-idx?SID=5b741d9e95f4ffd56b78cfa7d615a72d&mc=true&node=pt15.2.734&rgn=div5#se15.2.734_13#se15.2.734_13#se15.2.734_13

1 Under the federal regulations ( and
), IS NOT subject to export controls

1+ Information already published or in the public domain is
considered public information

B Books, newspapers, pamphlets
B Publically available technology and  software

B Information presented at conferences, meetings, and seminars
open to the public

B Information included in published patents

B Websites freely accessible by the public



http://www.ecfr.gov/cgi-bin/text-idx?SID=5b741d9e95f4ffd56b78cfa7d615a72d&mc=true&node=pt15.2.734&rgn=div5#se15.2.734_17#se15.2.734_17
http://www.ecfr.gov/cgi-bin/text-idx?SID=5b741d9e95f4ffd56b78cfa7d615a72d&mc=true&node=pt15.2.734&rgn=div5#se15.2.734_11#se15.2.734_11#se15.2.734_110

