Sponsored Programs Administration Contract Questionnaire

Instructions:

The Sponsor Programs Administration (SPAdmin) Contract Questionnaire is designed to be completed and signed by the principal investigator, and is to accompany each contract submitted to Sponsored Programs Administration for negotiation.  Please include a copy of the study protocol when returning the Questionnaire to Sponsored Programs Administration.  If you have questions, please contact us at 402-559-7456.

How Information Will Be Used:

Answers will guide Sponsored Programs Administration staff in negotiating contract terms and in establishing workable timelines.  Signatures will certify investigator compliance with FDA department regulations.

Note:

Questionnaire users are encouraged to return to the Sponsored Programs Administration website - http://www.unmc.edu/dept/spa/ - for the most recent questionnaire as it will be periodically updated.

Project Title________________________________________________________________________________

Sponsor___________________________________________________________________________________

CRO (if applicable) __________________________________________________________________________

Timeline:

     1.  What is the anticipated start date of this project?     ____________________________________________
     2.  Is this a sponsor imposed start date?
Yes____
No____

Project Type:
1. Is this project a clinical trial?
___
No
If “No”, move to question 2.

___
Yes
If “Yes”, answer 1a – 1d.

1a.   
Please indicate the study phase:   

___
Phase I  

___
Phase II 

___
Phase III 

___
Phase IV 

___
Compassionate Use



1b.  
Please identify the study participants:   

____  Inpatient   

____  Outpatient  

____  Both Inpatient and Outpatient

1c.  
Please identify the location of the study facilities to be used and appropriate contact information for all non-UNMC parties involved with this project:

____  UNMC/NMC  

____  VA 

____  Children’s Hospital  

____  Creighton University Medical Center

____  Other (please specify)  _______________________________________________


Non-UNMC Contact_______________________________________________________

1d.  
Please provide the name of the Nurse Coordinator or other staff member to whom SPA may direct any project-related questions:

_______________________________________________________________________

2. Has this project been listed in a clinical trials registry?
____No

If “NO”, move to question 3.

____Yes
If “YES”, answer 2a - 2d.

2a. 
Registry initiated by:

_____
Principal Investigator

_____
Sponsor

_____
Other (please specify) ______________________________________________

2b. 
Please indicate the Registry name:

_____
ClinicalTrials.gov

_____
Other (please specify) ______________________________________________

2c. 
Please provide the Web address: 

_____
http://ClinicalTrials.gov/

_____
Other (please specify) ______________________________________________

2d. 
Please provide the Registration number assigned:

_______________________________________________________________________
3. If this is not a Clinical Trial, how would you describe it?

____  Testing

____  Laboratory Research

____  Registry


____  Other: (Describe)_________________________________________________________________

4. Who initiated this project? 

____  PI 
If PI is checked, move to 4a.
____  Sponsor 

4a.  
If this is a PI-initiated clinical trial, have you or do you intend to file an IND or seek IND 

       
exemption?



       
_______________________________________________________________________
5. Who wrote the protocol?

____  Sponsor  

____  Investigator 

____  Sponsor and Investigator
6. Is the study? 

____  Multicenter 

____  Single Site

7.    What are the sources of funding that will be used to support this project? 

____________________________________________________________________________________

8. What funding sources will be used to contribute to this work in the future? 

____________________________________________________________________________________
9. If you are receiving or have received  federal funds for research, are any of the funds related to this
project?
____  No

____  Yes

10.  Will this project require the use of non-UNMC personnel for the conduct of the project?

       ____  No
If “No”, go to the next section.

       ____  Yes
If “Yes”, answer 10a.

10a.
If “yes”, please provide name(s), role on the project, and appropriate contact information:

_______________________________________________________________________
Confidentiality and Intellectual Property:

     1. 
Have you signed a confidentiality or material transfer agreement (CDA or MTA) with the Sponsor that relates to this project (e.g. has the Sponsor provided you with materials or confidential information for your evaluation of the project that must be held in confidence under the terms of the CDA and/or MTA)?  
(Please specify in detail, e.g. effective date of CDA)

____________________________________________________________________________________

     2. 
Outside of this study, have you signed a consulting agreement for which this science or technology is the subject? (Please specify)

____________________________________________________________________________________

     3. 
What is the source of the materials being used in this project?


____________________________________________________________________________________

     4. 
If this is a renewal or continuing project, were any inventions previously conceived or reduced to practice?


____________________________________________________________________________________

     5. 
Do you have an invention disclosure, patent filing, or any IP agreement on file or pending with the IPO?

(Please specify in detail)

____________________________________________________________________________________

     6. 
How likely is it that a new discovery, invention, process, biological material, or research tool will result from your personal contribution or the contribution of other UNMC personnel on this project?


____________________________________________________________________________________

      7. 
Do you want to publish or use the research results on other projects? (Please specify in detail)


____________________________________________________________________________________

      8. 
Will students be involved on the project? (Addresses need of students to publish.)


____________________________________________________________________________________

      9. 
Are you willing to transfer ownership of all data resulting from the study to the study sponsor?


____________________________________________________________________________________

Regulatory Affairs:

1. Is an IRB required for this project? 


____ No
If “No”, move to question 2.

____ Yes
If Yes, move to questions 1a – 1d.

1a.
Has your protocol been submitted to the IRB?

 


____ No





____ Yes (Number _____________)


1b. 
Does this project include children as human subjects?

____ No





____ Yes


1c. 
When is recruitment/enrollment of human subjects expected to begin?

_____/_____/________


  MM        DD        YYYY
1d. 
Is there a time frame for recruitment of human subjects, after which the sponsor will unilaterally terminate the contract if none have been enrolled?  

Weeks:

____  

Months:

____ 
Cut-off date:
_____/_____/________




   MM        DD        YYYY
2. Will animals be used on this project?
____ No
If “No”, move to question 3.


____ Yes
If Yes, move to questions 2a.
2a.  
Has your protocol been submitted to the IACUC? 
____ No





____ Yes (Number ________________)


3. Does your research use recombinant DNA and/or microbiological agents in any assay?

____ No
If “No”, sign and submit form


____ Yes
If “Yes”, move to questions 3a – 3b..

3a.  
Are your experiments  covered by the NIH Guidelines for Research Involving

      
Recombinant DNA Molecules?  (Refer to Section III of the Guidelines available 
  
as a resource on the IBC website, www.unmc.edu/ibc/
____ No




____ Yes
3b.
Has your protocol been submitted to the IBC?

____ No





____ Yes (Number ______________)
Principal Investigator Certification

I CERTIFY THAT I AM NOT UNDER INVESTIGATION BY THE FDA FOR DEBARMENT ACTION OR PRESENTLY DEBARRED PURSUANT TO THE GENERIC DRUG ENFORCEMENT ACT OF 199 (21 U.S.C. § 335(a) AND (b), AS AMENDED FROM TIME TO TIME.)  ADDITIONALLY, I REPRESENT THAT I HAVE NOT BEEN DISQUALIFIED FROM PARTICIPATING IN A CLINICAL TRIAL PURSUANT TO 21 CFR § 312.70, AS AMENDED FROM TIME TO TIME.  

PI Signature_________________________________________________________________________

Printed Name______________________________________________Date______________________
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