	WSU OUTSIDE ACTIVITY REQUEST AND APPROVAL FORM
(only for technology transfer activities under wsu ep# 27)


	This form must be completed ONLY if one of the following criteria exits when engaging in an outside activity:

· A potential conflict of interest exists

· A potential conflict of commitment exists

· Significant use of University resources (significant shall mean more than DE MINIMIS use – see Definitions page)
AND in ONE of the following outside activities:

1.) Technology Transfer activities through outside Professional Activities and/or Consulting or; 
2.) Technology Transfer activities through Research Employee private enterprise involvement, including start-up companies 

This form and its appendices provide for the necessary approvals and management as required by WSU policies and State law.  Contacts regarding questions of applicability include the Research Compliance Officer, 335-9661, and the Director of the Office of Grant and Research Development, 335-9661.

	

	APPLICANT

	     
	
	     
	
	     
	
	     

	Name
	     Title / Rank**
	    
	  Phone
	
	E-mail Address

	     
	     
	     
	Disclosure:  FORMCHECKBOX 
 New or  

 FORMCHECKBOX 
 Update/Amendment

	Department / Center 
	Mail Code
	College
	
	

	Classification:      FORMCHECKBOX 
  Faculty   FORMCHECKBOX 
  Staff    FORMCHECKBOX 
  Student Employee   Status:    FORMCHECKBOX 
  Full-Time   or     FORMCHECKBOX 
 Part-Time (indicate percent      %)

	Nature of Position:


	     % Instruction              % Research                      

	Appointment Basis:


	 FORMCHECKBOX 
 Calendar Year   or     FORMCHECKBOX 
 Academic Year

	OUTSIDE ENTITY

	Entity
	     
	
	Yes
	No
	Please answer the following questions.

	Address
	     
	A-1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is this entity engaged in a current or prospective sponsored research agreement for which you are an investigator?  If yes, provide OGRD#      

	
	     
	
	
	
	

	
	     
	
	
	
	

	
	     
	A-2
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is this a WSU employee-owned entity?

	Please briefly describe below the activity and how it meets the University’s technology transfer mission:  
	A-3
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Does this activity require the use of a WSU approved service center?  

	Description:       

	OUTSIDE ACTIVITY QUESTIONNAIRE

	Type of Outside Activity  (CHECK ALL THAT APPLY)

	Yes
	No
	Answer the following questions to the best of your knowledge:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	B-1.  Technology Transfer activities through outside Professional Activities and/or Consulting (EP#27 Section VI(B)).

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	B-1a.  Will University facilities, personnel, equipment, land, or other resources be used for this activity more than DE MINIMIS use?  If yes, attach a copy of the WSU Service Center rate approval (WSU General Accounting) or the sponsored research agreement (OGRD).

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	B-1b.  If B-1a checked yes, are any of the University resources, including any service centers, under your, or a member of your households, direct control in determining the availability of that resource?  If yes, please explain      

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	B-1c.  Does this activity create a significant financial conflict of interest?  (If yes, Appendix 1 and Appendix 2 must be completed and routed for approval and management).

	
	
	B-1d.  If A-1 is checked no, attach an explanation justifying the work being conducted as a consultancy rather than via a sponsored research agreement with WSU.  The explanation must articulate how the work advances the technology transfer mission of the University.



	 FORMCHECKBOX 

	 FORMCHECKBOX 

	C-1.  Technology Transfer activities through Research Employee private enterprise involvement, including start-up companies (EP#27 Section VI(C))

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	C-1a.  Shall University facilities, personnel, equipment, land, or other resources be used for this activity more than DE MINIMIS use?  If yes, attach a copy of the WSU Service Center rate approval (WSU General Accounting) or the sponsored research agreement (OGRD).

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	C-1b.  If C-1a checked yes, are any of the University resources, including any service centers, under your, or a member of your households, direct control in determining the availability of that resource?  If yes, please explain      

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	C-1c.  Does this activity create a significant financial conflict of interest?  (If yes, Appendix 1 and Appendix 2 must be completed and routed for approval and management).

	

	REQUEST AND CERTIFICATION

	I affirm the truth of the statements made above under penalty of perjury.  I understand that if the University does not approve any such interest, pursuant to University policy or State law, I will be required to discontinue or divest myself of such interest in order to remain an employee in good standing at Washington State University.  In addition, I agree to abide by the responsibilities set forth in WSU Executive Policy #27 and other University policies and state law related to this outside activity. 

	Applicant Signature:__________________________________________________  Date:___________________________

	APPROVALS 

	Department Chair/Director Signature:_____________________________________ Date:__________________________

	Dean/V.P. Signature:__________________________________________________ Date:___________________________

	Chancellor Signature:__________________________________________________ Date:___________________________

	Routing Instructions – Once approvals are complete, please forward the documentation to the Research Compliance Office on behalf of the Conflict of Interest Committee with a copy to the Vice Provost for Research.

	


	QUESTIONNAIRE

	Yes
	No
	N/A
	Answer the following questions to the best of your knowledge:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	1.  Do you intend to perform activities that involve Clinical Trials of human subjects or other human subject Research which requires the review of the full Institutional Review Board?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	2.  Do you or any member of your household hold a manager, officer, or trustee position or are currently employed in this outside entity?

	
	
	
	    If yes, explain:      

	Questions 3-8 are related to Technology Transfer activities through Research Employee private enterprise involvement, including start-up companies as noted in C-1 on the Outside Activity Request and Approval Form.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	3.  Have you fully disclosed your relationship to those working on your research or related research, including co-investigators, research assistants, trainees, fellows, or students, and to sub-contractors working on related Research.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	4.  Will this activity impair the rights of any graduate or undergraduate student or University employee?

	
	
	
	    If yes, explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	5.  Will any philanthropic donations be used to reimburse the University for costs of providing such facilities or resources?

	
	
	
	    If yes, explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	6.  This outside activity will comply with and not interfere with state and federal research projects underway in your lab?

	
	
	
	    If no, explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	7.  Do any of the research projects key personnel have an investment in, ownership in, or employment with the sponsor of the research?

	
	
	
	    If yes, explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	8.  Does WSU/WSURF anticipate licensing technology to this outside entity?  

	
	
	
	    If yes, explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	9.  Will any student(s) (as opposed to employed graduate research assistants) function as employee(s) of the start-up company?  If yes, attach separate approval from the chair/director, dean, urban chancellor (as appropriate) and Provost 

	APPENDIX 1: QUESTIONNAIRE AND DISCLOSURE OF FINANCIAL CONFLICT OF INTEREST

	

	APPLICANT

	Name:       
	Phone:**     

	Title/Rank:**     
	E-mail Address:       


	FINANCIAL DISCLOSURE INFORMATION

	
	
	
	

	Annual income from this you and members of your household outside activity is:     FORMCHECKBOX 
  None          FORMCHECKBOX 
 less than $10,000         FORMCHECKBOX 
 $10,000 or more

	
	Basis for payments or gratuities to you or a member of your family (please check all that apply):
	

	
	      FORMCHECKBOX 
 Participation as an employee
	      FORMCHECKBOX 
 Writing commissioned papers or reports

	
	      FORMCHECKBOX 
 Consulting or occasional lecturing
	      FORMCHECKBOX 
 Gift 

	
	      FORMCHECKBOX 
 Service on Advisory or Director’s Board  
	      FORMCHECKBOX 
 Income related to royalties on patents and copyrights

	
	      FORMCHECKBOX 
 Other (explain):       
	

	
	
	
	

	The value of ownership interest in outside entity is:     FORMCHECKBOX 
  None       FORMCHECKBOX 
 less than $10,000        FORMCHECKBOX 
 $10,000 or more

	
	Nature of ownership:   FORMCHECKBOX 
 Equity Interest      FORMCHECKBOX 
 Partnership     FORMCHECKBOX 
 Other (explain):
	     

	
	Percentage of ownership:
	 FORMCHECKBOX 
 less than 3%
	 FORMCHECKBOX 
 3% or greater
	

	


	I affirm the truth of the statements made above under penalty of perjury.  I understand that if the University does not approve any such interest, pursuant to University policy or State law, I will be required to discontinue or divest myself of such interest in order to remain an employee in good standing at Washington State University.  In addition, I agree to abide by the responsibilities set forth in WSU Executive Policy #27 and other University policies and state law related to this outside activity.

	Applicant Signature:_____________________________________________________________  Date:___________________________


	APPENDIX 2:  MEMORANDUM OF UNDERSTANDING FOR OVERSIGHT OF CONFLICT OF INTEREST

This form is required to be completed if it is deemed that there is a potential for a conflict of interest.  This form should be submitted with the completed Outside Activity Request and Approval Form and Appendix 1 Questionnaire and Disclosure of Financial Conflict of Interest and routed through to the Research Compliance Office, Neill Hall 4th floor – campus zip 3140.

	

	APPLICANT

	     
	
	     
	
	     
	
	     

	Name
	     Title / Rank**
	    
	     Phone**
	
	E-mail Address

	ACTIONS TO MANAGE, REDUCE, OR ELIMINATE POTENTIAL CONFLICTS

	
	
	
	
	
	
	

	 FORMCHECKBOX 

	FOR PI’s ONLY:  Applicant agrees to serve as co-principal investigator only.  The principal investigator shall be: 
	     

	 FORMCHECKBOX 

	FOR PI’s ONLY:  Applicant remains as principal investigator with his/her dept head/director retaining fiduciary oversight for the contract

	 FORMCHECKBOX 

	FOR RESEARCH EMPLOYEE’S WHO ARE NOT PI’s:  The dept. head/director shall retain fiduciary oversight for any conflict.   

	 FORMCHECKBOX 

	Prior approval of the Board of Regents for contracts for research and development and commercialization of intellectual prop.

	 FORMCHECKBOX 

	Public disclosure of significant financial interest

	 FORMCHECKBOX 

	Modification of research plan

	 FORMCHECKBOX 

	Disqualification from participation in the research affected by significant financial interests

	 FORMCHECKBOX 

	Divestiture of significant financial interests

	 FORMCHECKBOX 

	Delegation of significant financial interests to trust

	 FORMCHECKBOX 

	Severance of relationships that create actual or potential conflicts

	 FORMCHECKBOX 

	An equipment use charge has been developed and approved by the dept head, dean/director, and controller’s office (attach)

	 FORMCHECKBOX 

	Research oversight is required and the activity will be monitored by the below independent reviewer(s)

	
	     
	
	     
	
	     

	
	Name
	
	Name
	
	Name

	
	     
	
	     
	
	     

	
	Rank/Title
	
	Rank/Title
	
	Rank/Title

	
	     
	
	     
	
	     

	
	Department
	
	Department
	
	Department

	
	
	
	
	
	

	
	Signature
	
	Signature
	
	Signature

	
	

	 FORMCHECKBOX 

	Other (please describe):      


	EXPLANATIONS

	Use this space to further explain the chosen oversight mechanism(s) which are intended to address the potential conflict(s).

     









	AGREED

	I agree to comply with this memorandum of understanding in order to resolve the conflicts identified herein.

	
	
	
	
	

	
	
	Applicant                 Date
	
	

	
	
	
	
	

	APPROVALS

	The below approve this memorandum of understanding for the mitigation of potential conflicts of interest / commitment.

	Department Chair/Director Signature:______________________________________________ Date:__________________________

	Dean/V.P. Signature:___________________________________________________________ Date:___________________________

	Chancellor Signature:__________________________________________________________ Date:___________________________

	COI Chair:___________________________________________________________________ Date:___________________________

	INSTRUCTIONS

	

	Upon review of the submitted forms, the Conflict of Interest Committee may require additional actions to manage and mitigate the potential conflict of interest.  The following steps should be followed:

1. In consultation with your department chair/director, dean, or urban chancellor, the potential conflict(s) shall be identified.

2. The appropriate action(s) shall be identified in order to mitigate the potential conflict of interest.

3. Dependent upon the action(s) chosen, additional information may be required to be attached to this MOU.  If scientific or administrative oversight is required by someone other than the department chair or director, those individuals should be identified and their signatures attained indicating their willingness to provide the appropriate oversight.  This shall be reviewed by the COI Committee. 

4. The oversight mechanism should be explained in enough detail to ascertain that the mechanism is sufficient to mitigate the potential conflict of interest or commitment.

5. Applicant should sign agreeing to the chosen mechanism and shall seek approvals from the department chair/director, dean, urban chancellor, and then forward the information to the Research Compliance Office for review by the Conflict of Interest Committee.

6. The applicant must modify the MOU in the event circumstances change that would either alter the potential conflict or the action plan.
There may be some outside activities for which no adequate oversight mechanisms can be provided.  In such cases, the employee may be asked to modify the proposed activities in order to mitigate the potential conflict of interest or to forfeit the activity entirely.




	DEFINITIONS


A. Clinical Trial: Any Research project that prospectively assigns human subjects to intervention and comparison groups to study the cause-and-effect relationship between a medical intervention and a health outcome.  'Medical intervention' mean any intervention used to modify a health outcome.  This definition includes drugs, surgical procedures, medical devices, behavioral treatments, process-of-care changes, and the like.  

B. Conflict of Interest (COI): The existence of an interest which may reasonably be determined to affect or appear to affect the design, conduct, or reporting of Research.  COI is not limited to financial interests but may include the existence of various ethical and commitment situations.

C. Conflict of Interest Review Committee (COI Comm.): The Presidential committee which reviews all pertinent documentation, including COI resolution plans, relating to potential or actual COI cases based on federal and state law and University policy.  The COI Comm. has the responsibility and authority to (1) assess whether a potential conflict exists, (2) assess the extent of the conflict and (3) manage, reduce or eliminate the conflict before approving the research.

Disclosure of COIs is required for Research Employees to be protected within the Ethics in Public Service safe harbor provisions for Technology Transfer activities.  Research Employees must disclose and refer to the COI Comm. any actual or potential COIs of persons responsible for the design, conduct, or reporting of Research and any significant financial interest in the conduct or outcome of the Research.  The COI Comm. is then responsible to manage, reduce, or eliminate the conflict before approving the Research.

D. DE MINIMIS:  A brief use of a university resource for which there is little or no cost to the university, which does not interfere with the Research Employee’s duty to the university, does not disrupt other university employees’ work and which does not compromise the security or integrity of university property, information or computer resources. 

E. Equity Interest: Stocks, stock options, ownership, partnership or limited liability company, or other ownership interests.  Equity interest does not include interest in a mutual fund or other stock management not under the individual’s control, but does include interest held in a deferred compensation plan that is under the individual’s control.

F. Family: The Investigator or Research Employee, the Investigator’s or Research Employee’s spouse/domestic partner, and dependent children and other dependent relatives living in the Investigator’s or Research Employee’s household (Investigator’s or Research Employee’s financial interest includes the aggregate financial interest of the Family).

G. Financial Interest: Financial interest is defined in accordance with federal law and includes monetary interest, and Equity Interest.

H. Gift: Anything of value to the extent that adequate consideration is not received.  A gift of greater than $50 from an outside entity is a significant financial interest and must be disclosed if it is from an entity that may be affected by the Investigator’s or Research Employee’s Technology Transfer activities or Research.

I. Investigator: Any individual responsible for the design, conduct and reporting of Research, including the principal investigator, a co-principal investigator or a collaborator.

J. Research: A systematic scientific investigation designed to develop or contribute to generalizable knowledge including basic and applied research as well as associated instruction, scholarly, creative, public service, product development, and extension activities.

K. PHS Awarding Component: A division of the Public Health Service (PHS) such as CDC, NIH, NIOSH, etc. which is sponsoring the Research.

L. Research Employee: The safe harbor for Technology Transfer provisions of the Ethics in Public Service Act apply only to Technology Transfer activities of Research Employees as a special class of University employee.  The University defines Research Employees as:

· Faculty with appointments in the professorial ranks whose terms of employment and advancement include contributions via scholarly Research.  

· Any other University employees, including research scientists, professional staff and graduate students, who are responsible for the design, conduct, or reporting of Research. 

· Appointees that do not have formal employment status but are obligated to follow the University Faculty Manual and the University Policies and Procedures.  This may include visiting scientists.  

· Faculty or Administrative Staff who directly manage the technology transfer process on behalf of the University including the Vice Provost for Research, the Director of the Office of Intellectual Property Administration, and the Director of the Office of Grant and Research Development.

M. SBIR/SBTT: Small Business Innovation Research (SBIR) and Small Business Technology Transfer (SBTT) Programs.
N. Significant Financial Interest exists whenever:  

· The Investigator, Research Employee or member of his/her Family is a manager, officer, trustee, or current employee of an external entity whose financial interest would reasonably appear to be affected by the outcome of the Research;
· The Investigator or Research Employee, or member of his/her Family receives aggregate a) fees for consulting, b) gifts and/or 3) honoraria in excess of $1,000 in any 12 month period in the past 24 months from an external entity whose financial interest would reasonably appear to be affected by the outcome of the Research;
· The Research Employee or member of his/her Family has ANY financial interest that would reasonably appear to be affected by the outcome of the Research that involves Clinical Trials of human subjects or other human subject Research which requires the review of the full Institutional Review Board; and
· For all other Research: The Research Employee or the employee’s Family has an interest in an external entity that exceeds $10,000 in fair market value, an ownership interest in any single entity in excess of 5%; compensation from an external entity in excess of $10,000 during a calendar year, or intellectual property rights and royalties from such rights in excess of $10,000 per year.  It does not include ownership of stock through diversified investments such as mutual funds when the Research Employee does not control investment decisions.  

These thresholds apply to the aggregate interests of the Research Employee and the Research Employee’s Family.  Include in the aggregate anything of monetary value, consisting of but not limited to salary, consulting fees, honoraria, gifts, equity interests, ownership interests, and royalty income.  Do not include wages or salary from the University, income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities, or income from service on advisory committees or review panels for public or nonprofit entities.

O. Sponsor: The entity which has or will provide financial support for the research, which may include corporate sponsors, state agencies, the University, or agencies of the Federal government, including the Public Health Service (PHS).  

P. Technology Transfer: The efforts of University Research Employees that transfer intellectual property and technology to a third party, including a private enterprise.  For federally sponsored research, the Bayh-Dole Act requires the University to transfer resulting inventions and technology into the economy through commercialization whenever possible.  Technology Transfer necessarily includes interaction with and investment in external entities which may create actual or potential COI.  
