OHSU Clinical Trials Office Services Agreement Form

The following information and materials are needed so that the Clinical Trials Office (CTO) may prepare the electronic IRB submission, PPQ, and budget for your clinical trial.  Please fill out the information requested on pages 1-3, review the flow charts on pages 4-5, and sign page 3.  WORK WILL NOT COMMENCE UNTIL THIS SIGNED FORM IS RECEIVED. If you have previously used CTO services, and if ALL the investigator and associate information for your current study is the same as for a previous study, you do not need to complete the Principal Investigator and Associates section below. Simply indicate which previous study the information may be pulled from. 
Please complete the following information:

· Study Sponsor and contact information:         

· Clinical Research Organization and contact information (if a CRO is involved in the study):       
· Study Protocol Number:        

· Department/division financial manager:      
· Oracle alias or acct string that you want the CTO to use for the IRB submission (IRQ requirement):         (The IRB billing policy can be found here - http://ozone.ohsu.edu/research/irb/irbrfees.shtml)

Principal Investigator and Associates:    Please list all personnel involved in the study

	Employee Name & Degree(s)
	Should employee be listed on consent form?
	If yes, list phone number to be used on the consent form
	List mail code that should be used throughout the submission
	1 Study

Role
	2 Study Responsibilities
	3 E-IRB Rights and Notifications
	 Is there a current conflict of interest with the sponsor or CRO?

(yes or no)
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1 Choose one of the following: 
PI = Principal Investigator

SI = Sub-investigator

RS = other research staff

2 Choose from the following: 
E = Determine eligibility of subjects

C = Consent and enroll subjects





P = Primary study contact





F = Financial contact





S = Shipping biological specimens

I = Carries out study visits or activities with subjects





O = Other (please specify)

3 Choose one of the following: 
E = Edit rights





RO = Read only rights





NO = No rights
        AND one of the following:
F = Full notifications





L = Limited notifications

Please answer the following questions (to check a box, left click on the box, choose properties, then choose “checked”): 
1. What is the expected number of subjects to be consented and screened at OHSU?      
2. What is the expected number of subjects to be enrolled at OHSU?       
3. When is enrollment expected to end?       
4. What building and floor will be primarily used to see patients for this study?      
5. Does your department/division add on any additional charges on top of the 25% standard overhead?       
6. Will you be recruiting patients from the Portland Veterans’ Administration Medical Center?       
6a. Does the PI receive salary support from the PVAMC?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
7. Do you need the CTO to develop recruitment flyers/ads?       
7a. If yes, what kinds of advertising will you need developed?   FORMCHECKBOX 
 Print Ad    FORMCHECKBOX 
 Radio     FORMCHECKBOX 
 TV    FORMCHECKBOX 
 Letter to colleagues
8. Do you want the study to be listed on OHSU’s recruitment website?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
9. Do you want to complete a chart or epic review prior to subject consent (for recruitment purposes)?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
10. Will you need a release of information from the subject to access additional and/or outside medical records?  FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
11. Will you want to use the OHSU Central Lab for phlebotomy or the processing and shipment of biological samples?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
12. Will you want to use any OHSU Clinical Service?
12a. If yes, which services?     FORMCHECKBOX 
 Radiology  FORMCHECKBOX 
 Nursing   FORMCHECKBOX 
 Electrocardiography    FORMCHECKBOX 
 Ophthalmology 
   FORMCHECKBOX 
 Other (_____________)

13. Will non-English speakers be excluded from this study?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
13a. If yes: what is the justification for excluding non-English speakers?         


13b. If no: should the CTO submit a “short form” to the IRB?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES         
 If yes, in what languages?      


13c. How will consenting and study visits be carried out? (e.g. use of OHSU hospital translator)      
14. Do you anticipate conducting part or all of the study using Clinical and Translational Research Center (CTRC) or other OCTRI services?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
14a. If yes, what services to you anticipate needing?   FORMCHECKBOX 
 CTRC Nursing Service   FORMCHECKBOX 
 OCTRI Core Laboratory  
 FORMCHECKBOX 
 Bionutrition      FORMCHECKBOX 
 CTRC Room only (no services)    FORMCHECKBOX 
 EPIC recruitment    FORMCHECKBOX 
 Other (_____________)

15. Is this an investigator-initiated study?   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
16. Has any OHSU investigator already conceived of or made a discovery or done creative work that will be used in this project? 

 FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES
Please note the following:
All study personnel must have a Conflict of Interest disclosure on file and must complete Responsible Conduct of Research training before the study can be approved by the IRB. For more information about how to fulfill these requirements, please click on the links above.

You will need to submit the following study materials to the CTO as soon as they become available. Please check those items you will submit when you sign and return this form to the CTO.  PLEASE SUBMIT DOCUMENTS TO THE CTO ELECTRONICALLY. 
 FORMCHECKBOX 
 CTO Services Initiation Form (this document)

 FORMCHECKBOX 
 Protocol/Grant/Research Plan

 FORMCHECKBOX 
 Investigator Brochure (if required for this study)

 FORMCHECKBOX 
 Study recruitment materials (if available)

 FORMCHECKBOX 
 Study questionnaires (if available)

 FORMCHECKBOX 
 Study subject diaries (if available)

 FORMCHECKBOX 
 Sponsor’s template consent form(s) 

 FORMCHECKBOX 
 Sponsor’s draft budget template

 FORMCHECKBOX 
 Sponsor’s draft contract

 FORMCHECKBOX 
 Safety Letters from sponsor for the study drug or device (these will be included as part of the initial IRB submission). 

Please give us any other information regarding the study that may help us in the set-up process:       
· The CTO will make a best faith effort to negotiate a budget that incorporates the CTO fee ($4000 plus overhead). If that is not possible, however, and if the CTO performs the agreed upon services, you will be charged the CTO fee.

· The CTO fee will be charged upon set up of the OGA account number assigned to the study. 

· The CTO will be set up as “other” in the personnel section of the eIRB submission and will remain on the eIRB record after the approval of the study, unless the study team submits a modification to the IRB. 

· Your signature below indicates that you agree that the CTO will perform the pre-study functions as described, that you understand the processes that will be used to accomplish these functions, and that you agree to pay the CTO fee.  Your signature also indicates that the information regarding any current conflict of interest with the sponsor or CRO of this study has been accurately disclosed in the table above.

	
	
	


Principal Investigator Signature





Date

Please send this completed and signed form with the study materials to the OHSU Clinical Trials Office, Attn: Rebecca Young, Mailcode CR107, or fax to 503-494-0165









