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Instructions for completing this form can be found here: http://www.seattlechildrens.org/research/support-services/osr/contracts/.
SECTIONS 1-5 TO BE COMPLETED BY STUDY TEAM
Section 1: Protocol Identifiers

	Proposal ID# (OSR use only):
	     
	Today’s Date: 
	     

	Protocol  Title:
	     

	Study Code:
	RS_      (Limited to 17 Characters)

	Principal Investigator (PI):
	     

	PI Dept./Division:
	     
	PI Center Affiliation:
	 FORMDROPDOWN 


	Study Team Contact, Name:
	     
	Phone:
	     
	Email:
	     

	Sponsor Name:
	     
	Sponsor Type (Lawson “Award Type”):
	CONTRACT

	Sponsor Contact, Name:
	     
	Phone:
	     
	Email:
	     

	Contract Research Organization (CRO) 

Name (if applicable):
	     
	Phone:
	     
	Email:
	     


	Date Sponsor Contacted Study Team About Protocol (if known):
	     
	Comments:
     

	Site Selection Status 
	 FORMDROPDOWN 

	

	Sponsor Enrollment Target Start Date
	     
	

	Anticipated Subject Enrollment (Local)
	     
	

	Anticipated Subject Enrollment (Total)
	     
	

	Anticipated PCRC Use
	 FORMDROPDOWN 

	


Check all that apply:
	 FORMCHECKBOX 
  Sponsor Initiated Study

 FORMCHECKBOX 
  PI Initiated Study (Seattle Children’s)

 FORMCHECKBOX 
  PI Initiated Study (Other Institution)

 FORMCHECKBOX 
  Other:      
	 FORMCHECKBOX 
  Phase 1               FORMCHECKBOX 
  Phase 2

 FORMCHECKBOX 
  Phase 3               FORMCHECKBOX 
  Phase 4

 FORMCHECKBOX 
  Registry

 FORMCHECKBOX 
  Other:      
	 FORMCHECKBOX 
  Drug

 FORMCHECKBOX 
  Device

 FORMCHECKBOX 
  Other:      


Section 2: Protocol Personnel & SFI Compliance
List below all personnel sharing responsibility for the design, conduct or reporting of the research by name and Protocol role. Each person so identified must then, first, indicate whether or not s/he has a “significant financial interest” in the Protocol and, second, sign to certify a) that s/he has read the Children’s policy on Financial Conflict of Interest (RIA-03), b) that the declaration made herein is correct, and c) that if s/he has declared a significant financial interest, the appropriate SFI disclosure form has been submitted to the Office of Research Compliance. If more than three lines are needed list additional names by attaching additional pages. The list below should match the list submitted in Section 3.0 on the IRB-ITHS Application. In lieu of signing below, you may attach the IRB-ITHS SFI signature page provided the Protocol title is included with each signature.
	Name & role on the Protocol 
(add lines, as needed):
	I DO HAVE
a significant financial interest in the sponsor of this Protocol
	I DO NOT HAVE
a significant financial interest in the sponsor of this Protocol
	Signatures:

	·      
	(
	(
	

	·      
	(
	(
	

	·      
	(
	(
	


Section 3: Outgoing Subcontracts
	Does the project include any outgoing subcontracts?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

	If yes, please provide details here. Contact your center business office for assistance. (Insert additional rows as necessary):

	Institution
	PI
	Direct Costs
	Indirect Costs
	Total Costs

	     
	     
	$      
	$      
	$      


Section 4: Advance Activity Setup
Advance Activity Policy (ORF-003) requires the formation of an advance account for charges related to study start up activities.  Funds from the source identified below will be encumbered until contract execution, after which time sponsor funds will pay for accumulated costs.  In the event that a contract is not executed, these funds may be used.  If you do not know how to cover these costs, contact your center business office.  The term Activity refers to Lawson account number.
Appropriate funding sources for assuring advance activities include center, divisional, gift, and discretionary (seed, GRE) activities. 

	Assurance Activity Name:
	     
	Account Owner, Name:
	     

	Assurance Activity Lawson Number:
	     
	Approved by:
	

	Assurance Amount:
	$      
	
	Activity Owner Signature
	Date


Section 5: PI Compliance Approval
	Principal Investigator

	The Principal Investigator certifies to the best of his/her knowledge:

(1)
that all of the information contained herein and within the corresponding application is true, complete and accurate to the best of my knowledge;

(2)
that the form has been prepared in accordance with all applicable policies and regulations, including those of Children’s and the sponsor; 

(3)
that I am aware that any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties; 
(4)
that all investigators and research staff involved in the proposed Protocol have been identified above, have read the Children’s Policy on Significant Financial Interest Disclosure (RIA-03) and have completed and submitted any required Significant Financial Interest Disclosure Form(s); and
(5)
that I agree to accept responsibility for the scientific conduct of the Protocol, conduct the Protocol in accordance with all applicable policies and regulations, and to provide any required progress reports resulting from this application.



	CBM


	Principal Investigator
	Date
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	PLEASE SUBMIT APPLICATION TO CENTER BUSINESS OFFICE

	Date Received by Center Business Office:
	     


SECTION 6 TO BE COMPLETED BY CENTER BUSINESS OFFICE

Section 6: Center Compliance Approval – Contract Intake








Required only for approval of advance activity assured by Center: 

	Reviewed &
	
	
	Finance/Budget
	

	Recommended by:
	
	
	Approved by:


	

	Center Director 
	 FORMDROPDOWN 

	Date
	
	CBM
	 FORMDROPDOWN 

	Date

	Reviewed &
	
	
	
	

	Recommended by:
	
	
	
	

	Chief Academic Officer
	F. Bruder Stapleton
	Date
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	PLEASE SUBMIT APPLICATION TO OSR RESEARCH CONTRACTS (rescontracts@seattlechildrens.org)

	Date Received by Research Contracts Office:
	     


SECTIONS 7-9 TO BE COMPLETED BY OSR

Section 7: HSPP Compliance Approval 
	
	
	
	 FORMCHECKBOX 
 Pending
	IRB #:       
	

	Approved by:
	
	
	 FORMCHECKBOX 
 Final
	Approval Date:       
	

	HSPP 
	L. Price / A. Clancy / T. Polek
	Date
	
	
	
	


Section 8: Financial Compliance Approval

	Budget/FRA
	
	
	Finance/Budget
	

	Approved by:
	
	
	Approved by:


	
	

	CRBA 
	M. Palmer/S. Johnson
	Date
	
	CBM
	 FORMDROPDOWN 

	Date


Section 9: Administrative Approvals

	Administrative
	
	
	Institutional Approval
	

	Approved by:
	
	
	Approved by:
	
	

	Contract Negotiator
	
	Date
	
	OSR
	James B. Hendricks, PhD
	Date
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