	Provisions
	Initials
	Provisions
	Initials

	Parties to Agreement
  Preamble:    PI____   Sponsor____    CRO____    NU____

  Signatures:  PI____   Sponsor____    CRO____    NU____
	_____

_____
	Termination

  “Non-cancelable/irrevocably committed” language

  Safe removal of subjects language
  Un-earned not un-expended
	_____
_____
_____

	NU Business Address
633 Clark Street, Evanston, IL 60208


	_____
	Debarment
  “Represents” or “certifies” only – no “warrants” language
  Currently, per fed regulations 

  One (1) year reporting limitation, per government
	_____
_____
_____

	Subject Enrollment

  “reasonable best efforts”
	_____
	Publicity
  NU exception language – NU Scholars
	_____

	Inspections/Monitoring
  Advanced notice/Mutually agreeable/business hours/ 2 year limit
 “Access is subject to reasonable safeguards to ensure patient and   

   subject privacy and confidentiality and to protect the integrity of  

   electronic medical records systems”
   AAHRPP language – sponsor promptly reports findings (within thirty days)
	_____
_____

_____
	Irreparable Harm
  Deleted entirely if provision present in contract
	_____

	
	
	Sunshine Act

 Obligation on Sponsor not NU
	_____

	Confidential Information (CI)

  Term-limiting provision 3/5/7, non-affiliated third party language
  Exclude study data and results

  NU’s 5 exclusions

  Medical records not listed as CI
	_____

_____

_____

_____
	Arbitration
  Deleted entirely if provision present in contract
  Illinois centric if included
	_____

	Ownership of data

 Who owns (PI initiated vs. Sponsor initiated / Right to use (publication,  

 internal non-commercial, research, educational and patient care 
 purposes) 
	_____
	Noncompete Provision
  Reviewed w/CGO if provision present in contract
	_____

	Intellectual Property

  Royalty-bearing vs. royalty-free

  Right of first refusal

  Better terms language
	_____

_____

_____
	Governing Law

  Illinois or silent; or, 
  Home state of the party defendant
	_____

	Publication

  Review vs. approval

  30-45 day sponsor review

  Exclude study data and results

  Multi-center language
 Total of 120 days between initial review and patent delay maximum
	_____

_____

_____

_____
	Negation of Warranty
  NU standard provision inserted
	_____


INDUSTRY SPONSORED AGREEMENT GUIDELINES
InfoEd PD #_____________
PI_____________________________
Sponsor____________________________
 CRO_____________________

PI Initiated_______         Sponsor Initiated_______   

Drug/Device________  FDA approved_________  FDA approved off-label________  Experimental_________

NMH/NLFH/NMG/Cadence/VA/LCH/RIC
	Indemnification

  Sponsor indemnifying NU  ___

  CRO indemnifying NU       ___

  NU indemnifying sponsor   ___

  NU indemnifying CRO       ___

  LOI necessary?  ___Y   ___N

  “Medical affiliates” language (NMH)

  “Only to the extent” language

  Right to control settlement of claims

  For drug/device / properly performed procedures / use of data/results / equipment and Sponsor/CRO  monitoring activities
  Survival – indefinite
  Exclusions
	_____

_____

_____

_____

_____

_____

_____

_____

_____
_____
_____
	Signatures
  All appropriate parties listed

  PI as “Read & Understood”
	_____

_____

	
	
	Subcontracts
  Reviewed OSR form for possible sub-contracts

  If necessary, added appropriate provision providing for right to subcontract  

  and disclose CI

  Indemnification for sub-sites
	_____

_____
_____

	Insurance

  Minimum requirements

  Survival
  Sponsor warrants that its insurance coverage does not exclude claims   

  arising from the study drug(s)
	_____

_____
_____
	Warranty
  Performed search for the term “warranty”
	_____

	
	
	Equipment

  -Mandatory language from NMH (Chicago code, indemnification, compliance)
	_____

	Subject Injury

  Sponsor payment obligation (required for all interventional studies)
  If insurance language, then NU billing language
  MMSEA to the extent required by law and verify on consent
	_____

_____
_____
	IRB Fees
  “Non-refundable” language
	_____

	  Electronic signature
  E-mail or facsimile/multiple copies 
	_____


	Payments

Northwestern University

633 Clark Street, Room G-547

Evanston, IL 60208
Attn: Peg Morrisroe, Manager of Cash Management

ASRSP

m-morrisroe@northwestern.edu, 847.491.3385

Tax ID # 36-2167817
	_____

	Budget/Payment (Reviewed primarily by department)
  No “finder’s fees” or “bonus payments” for subject recruitment. 

  Forward any text requiring billing of insurance for study procedures to coordinator and ask them to work with NMHC Office for Research to address.  
	_____

_____
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