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	FORM:  Agreement – Multi-center Sponsored Study

	
	NUMBER
	DATE
	PAGE

	
	06
	4/29/11
	2 of 4



DESCRIPTION: 

Multi-site studies are easier to conduct when many of the logistical duties are anticipated and understood before the start.  The intent of this form is to assist the discussions between the sponsor and E&I.

This form will drive our discussions or become the agenda for a meeting between the Business Director and the client.   Some of this is driven by AAHRPP standard 1-8.
	A. Identification

	B.1  Study Title

	Protocol Number 
	     

	Protocol Date
	     

	Project Title:
	     

	B.3 Sponsor

	Contact Person
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State Zip
	     
	

	If funding is federal, FWA #
	     
	

	B.4  CRO   FORMCHECKBOX 
  None Involve

	Contact Person
	     
	Title
	     

	CRO
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State Zip
	     
	

	B.5  The Rest of the Team.  If there are others who might be interacting with either E&I or with subjects, mention them here or attach a directory.

	 FORMCHECKBOX 

	Project manager
	 FORMCHECKBOX 

	Statistician
	 FORMCHECKBOX 

	Recruitment/call center

	 FORMCHECKBOX 

	Data manager
	 FORMCHECKBOX 

	Regulatory consultant
	 FORMCHECKBOX 

	Other      

	B.6  Federal Funding

	Is any federal funding involved?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Will each site need an FWA #?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Do you hold an FWA?  
	FWA#      
	Who will assure site policies are sufficient?
	     


	B. Study Review

	The information in this section should reflect your understanding of this study.

	1
	Review


Has there been any prior independent review of scientific merit?  Please explain.  If prior review is insufficient, the board may request help from a consultant. (see fee schedule)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Most sponsored protocols are clear about the test article itself but some lack information about alternatives, pros and cons and pricing that will affect physician and patient decision-making. 
Other doctors may find the arms wrong or know of adversity issues.  Has it been reviewed externally to the sponsor/submitter?

	2
	IRB Management
Are there other IRBs involved? 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    We don’t want to make enemies of local IRBs.  Form 34 asks for site information and its IRB inco

	3
	Has this study been withdrawn from or disapproved by any IRB?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	C. The Study Sites

	C.1.
SITE SELECTION

	1
	How many sites are expected?

How many are E&I expected to review?
	 FORMCHECKBOX 
 1   FORMCHECKBOX 
  2   FORMCHECKBOX 
 3-10   FORMCHECKBOX 
 11-49    FORMCHECKBOX 
 50+

 FORMCHECKBOX 
 1   FORMCHECKBOX 
  2   FORMCHECKBOX 
 3-10   FORMCHECKBOX 
 11-49    FORMCHECKBOX 
 50+

For studies of over ten sites E&I will modify our form 30A to be specific to your study.

	2.
	Are there investigator inclusion/ exclusion criteria? (e.g, prior drug use in a narcotics trial)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain:      

	
	Do PIs come in directly or through the sponsor?
	 FORMCHECKBOX 
 Directly   FORMCHECKBOX 
 Through single conduit

	C.1.
SITE MONITORING

	1
	Who monitors sites? 
How often?

Random or for cause
	      

	2.
	Will you send any reports that indicate serious or continuing noncompliance?
	     

	3.
	Will you send any reports that indicate a pattern of violations?
	     


	D. Study Document Management

	This is all about who will handle what document responsibilities.

	1
	Are all documents version controlled?
Are documents individual or connected to one version number (difficult to update)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	2
	Stamping of consent forms.

Who, where, template or individual
	      

	3
	Recruitment materials
	     

	
	

	


	E. Reporting Responsibilities

	This is all about who will handle what document responsibilities.

	E.1.
ClinicalTrials.Gov

	1
	Registration


Clinical trial web registration 
	 FORMCHECKBOX 
 No, the study won’t be registered because:      
 FORMCHECKBOX 
 Yes, the study will be on ClinicalTrials.gov,

the consent must have the required paragraph about it.
 FORMCHECKBOX 
 Yes, the study will be registered on this web site(s):       

	E.2.
Data Safety Monitoring

	1
	DSMB  (AAHRPP I.8.C.)

Is there a data monitoring group. 
	 FORMCHECKBOX 
 Yes- a DSMB, DMC     FORMCHECKBOX 
 Yes- other  
 FORMCHECKBOX 
 No

	
	Collecting safety information
(AAHRPP II.3.B..)

	• What safety information will be collected, including serious adverse events. 

• How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with subjects ). 

• The frequency of data collection, including when safety data collection starts. 

	
	The use of cumulative data
	• The frequency or periodicity of review of cumulative safety data. 

	
	
	• Conditions that trigger an immediate suspension of the research, if applicable. 

	
	IF THERE IS NO DSMB-DMC
	• For studies that do not have or are not required to have a data monitoring committee and are blinded, have multiple sites, enter vulnerable populations, or employ high-risk interventions, the IRB needs to carefully review the data and safety monitoring plan and determine whether a data monitoring committee is needed. 

	
	
	• If not using a data monitoring committee, and if applicable, statistical tests for analyzing the safety data to determine whether harm is occurring; 

	E.2.
Sending Data Safety Information

	
	Will you send routine and urgent data and safety monitoring reports to the organization, as required in the data and safety monitoring plan approved by the IRB.
	 FORMCHECKBOX 
 We will send all routine DSMB reports to the IRB

 FORMCHECKBOX 
 We will send all urgent data within 5 business days with a plan about how it is to be handled.


	E.3.
Unanticipated Problems

	Who is reporting what to whom?  What is E&Is expectation and description (see our forms) and what is yours?

	1
	SAE vs UPIRTSO  - 
	      

	2
	Violations of protocol 
	     

	3
	Site monitoring reports
	     

	4
	Non-compliance
	     

	5
	Study suspension/termination/closure
	     

	6
	Site suspension/termination/closure
	     


	E.4.
Compensation for Injury

	The consent document must contain information about research injuries. This information is often unclear and/or conflicting.  In order to assure that the information included is correct and backed-up by policy, E&I needs further information. (AAHRPP I.8.A.)

	Is there an overall sponsor policy on this topic?

	If yes, Attach the sponsor policies about compensation for injury 
     

	Attach the relevant clause that will be in site agreements
	     

	Who is the appropriate sponsor person to call for information on the policy?
	     

	What does the policy cover
	 FORMCHECKBOX 
  Nothing      FORMCHECKBOX 
 Yes (physical only)      FORMCHECKBOX 
 Yes (any harm)

	Are other costs of injury covered? (ie child care, time off work, lost PTO)
	 FORMCHECKBOX 

No   FORMCHECKBOX 
  Yes,

	Who is primarily responsible for the costs were a subject injured? 


	 FORMCHECKBOX 
 Sponsor 
 FORMCHECKBOX 

CRO
 FORMCHECKBOX 

Site 
 FORMCHECKBOX 

Subject or subject’s insurer
 FORMCHECKBOX 

Other:      

	Is the injury language on the consent form consistent with the contract or grant language? (If there is contract language, please attach.)
	     

	Who is available to provide information about the policy?
	 FORMCHECKBOX 
 N/A or name and contact information      


	E.5.
Post- Completion Reports

	1
	 Will you send any papers or reports to help our members have a sense of completion
	      

	2.
	Sponsors are required to communicate findings from a closed research study to the IRB when those findings directly affect subject safety. completion  (AAHRPP I.8.B.)
	This requirement is very dependent on the type of study.

· Describe the time frame for reporting

· Describe how investigators and/or subjects will be informed given the identifiers to which you have access?

     


	F. Documents:  List the attached documents identifying them by version or date.  PLEASE make sure all documents are identifiable!

	This Cover Form relates to review of the core protocol and associated materials.  

The investigator application forms are separate and relate to investigator and site qualifications and operations.  

	
	Included?
	Document #
	Version number or date

	Submission Cover letter
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	Protocol
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	Consent documents
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	Advertisements and recruitment material, phone call-in script
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	Case Report Forms (for information but not approval)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	Investigational Brochure or Report of Prior Studies
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     

	List any other documents attached.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	     
	     


	G. Signature And Assertions

	At the end of the discussions, the items agreed upon above will be documented and signed

	
	· Sponsor
	· E&I 

	Signature
	
	

	Printed name
	     
	Terri Majors

	Title
	     
	     

	Date
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E&l West Coast Board
100 Tamal Plaza, Suite 158
Corte Madera, CA 94925
Phone (415) 485-0717

Fax (415) 485-0328

E&Il Midwest Board

14400 East 42nd Street, Suite 240
Independence, MO 64055

Phone (816) 421-0008

Fax (816) 356-2227





[image: image1.png][image: image2.jpg][image: image3.png]