Sample Matrix for Determining IP Cost/Benefit and CRADA Terms

The following is a highly simplified version of a matrix that could be created to provide guidance on CRADA negotiations and preferred outcomes.

[Clinical Trials.Gov defines the phases of clinical studies as follows.  Rows for other possible types of research should be added - investigator-initiated, VA-initiated, and sponsor initiated studies, etc., to address the range of CRADA situations in need of specific guidance.] 

	Type
	Definition
	IP Potential
	CRADA Provision

	Phase I
	Review of a clinical trial by experts chosen by the study sponsor.  These experts review the trials for scientific merit, participant safety, and ethical considerations.
	High
	VA retains ownership of new IP developed by its employees or using VA resources; Give sponsor first option to license new IP

	Phase II
	Controlled clinical studies conducted to evaluate the effectiveness of the drug for a particular indication or indications in patients with the disease or condition under study and to determine the common short-term side effects and risks.
	Medium to High
	VA retains ownership of new IP developed by its employees or using VA resources; Give sponsor first option to license new IP

If multicenter and only a few patients at each site – more low than high

	Phase III
	Expanded controlled and uncontrolled trials after preliminary evidence suggesting effectiveness of the drug has been obtained, and are intended to gather additional information to evaluate the overall benefit-risk relationship of the drug and provide an adequate basis for physician labeling.
	Low
	VA retains ownership of new IP developed by its employees or using VA resources; Give sponsor first option to license.

If sponsor insists on ownership, give it up.  

	Phase IV
	Post-marketing studies to delineate additional information including the drug’s risks, benefits and optimal use.
	Low
	VA retains ownership of new IP developed by its employees or using VA resources; Give sponsor first option to license.

If sponsor insists on ownership, give it up.  


