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The rights of sponsors to inventions arising from clinical studies performed by the University of California, Riverside (UCR) can be the subject of challenging negotiations.  UCR’s negotiating position is defined by policy guidelines, which include consideration of the UCR’s PI’s:
· degree of involvement in the conception and intellectual development of the clinical study protocol; and 

· interest in benefiting from possible commercial exploitation of inventions arising from the study that are unanticipated new uses or modifications of the study drug or device.

Your answers to the following questions will help UCR’s contracting officials negotiate the appropriate disposition of intellectual property rights.

1. IT IS MY UNDERSTANDING THAT THE SUBJECT STUDY IS:
[image: image1.wmf]a FDA-regulated preclinical or animal study




[image: image2.wmf]a FDA-regulated human subject clinical drug study


Phase       (if known) [image: image3.wmf]a FDA-regulated human subject clinical device study



[image: image4.wmf]NOT an FDA-regulated study
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2. PLEASE DESCRIBE YOUR DEGREE OF INVOLVEMENT IN THE CONCEPTION AND/OR YOUR INTELLECTUAL CONTRIBUTION TO THE DEVELOPMENT OF THE STUDY PROTOCOL:

[image: image6.wmf]None




[image: image7.wmf]Not Significant


[image: image8.wmf]Significant -- Please describe:




UCR typically attempts to negotiate rights in inventions such that research sponsors have a first right to negotiate a license to commercialize inventions arising from that research.  UCR and its inventors could potentially receive financial consideration from any commercial exploitation of such inventions.  However, clinical study sponsors occasionally insist on royalty-free rights to commercialize, or full ownership of inventions arising from such clinical studies.  Under those circumstances, UCR and its inventors would receive no financial consideration from commercial exploitation of such inventions.

3. PLEASE INDICATE BELOW THE CIRCUMSTANCES UNDER WHICH YOU WOULD BE WILLING TO PARTICIPATE IN THE SUBJECT STUDY:

[image: image9.wmf]I would not participate in this clinical study unless UCR secured rights to financial consideration from study inventions 

in which UCR inventors made an inventive contribution.



[image: image10.wmf]UCR should seek to secure rights to financial consideration from study inventions in which UCR inventors made an 

inventive contribution, but I would still participate in the study if UCR did not succeed in obtaining such rights.  



[image: image11.wmf]I feel that UCR should NOT seek to secure any financial consideration from the study inventions for which UCR 

inventors made an inventive contribution.

[image: image12.wmf]I have no opinion on this matter.


[image: image13.wmf]Comments:


UCR does not own a clinical facility and, therefore, it will be necessary for UCR to contract out with another entity for the use of their facilities and/or clinical support staff in UCR’s performance of a clinical trial.*  
*Clinical trial is defined as the controlled, clinical testing in human subjects of investigational new drugs, devices, treatments or diagnostics, or comparisons of approved drugs, devices, treatments or diagnostics, to assess their safety, efficacy, benefits, costs, adverse reactions, and/or outcomes. 
4. PLEASE PROVIDE THE FOLLOWING INFORMATION REGARDING THE FACILITY WHICH UCR’S PI DESIRES TO UTILIZE IN THE PERFORMANCE OF THE CLINICAL STUDY:

Clinical Facility (Name):      
Relationship Disclosure:
Does the UCR PI or any other UCR employee involved in the decision to secure services from the named Clinical Facility have an employee-vendor/contractor or near-relative relationship (as defined in UC Business and Finance Bulletin 43, Part 7 which can be referenced at http://www.ucop.edu/ucophome/policies/bfb/bus43.pdf) with the Clinical Facility or anyone on the Clinical Facility’s technical/clinical study staff?
[image: image14.wmf]Yes



 CONTROL Forms.CheckBox.1 \s [image: image15.wmf]No



UCR PI Certification and Signature

By signing below, the UCR PI certifies to the following:

· The information contained on this form is true and accurate to the best of his/her knowledge.

· The technical qualifications of the Clinical Facility’s technical/clinical study staff, as well as the Clinical Facility’s premises, equipment, and other research/clinical study resources, are appropriate and sufficient for carrying out the subject clinical study protocol.

· The Clinical Facility’s proposed costs are reasonable for UCR’s use of their facilities and their carrying out of clinical support services under the PI’s performance of the subject clinical study.

· The PI will monitor the rechnical/clinical services of the Clinical Facility and report concerns regarding non-performance or non-compliance to RED.

· The PI will review invoices to ensure that claimed costs are commensurate with the Clinical Facility’s services through the end of the invoiced period.

_______________________________________________
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