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	External Study Personnel Information: Review the Decision Tree located on page two of this form BEFORE completing it. The Decision Tree includes helpful information about whether an individual can be added as external study personnel in ETHOS.

This form should be completed and uploaded in the “External Study Personnel” section of the Study Team Member page of the ETHOS SmartForm. If you are seeking the addition of more than 5 external study personnel, in total, you must e-mail relyirb@umn.edu to determine if this is allowable.)

	Basic Information:

Name:      
E-Mail Address:      
Phone Number:      
If any of the following are selected, STOP! This individual should not be added to the study using this form.
  Affiliated with an organization that HAS an IRB. The individual must submit to their institution/organization’s IRB.

  Affiliated with University of Minnesota, University of Minnesota Physicians (UMP), MHealth Fairview, Gillette Specialty Healthcare. This individual should be added to the SmartForm Section 1 of the “Study Personnel” page. 
(Not showing up in the ETHOS personnel directory? Request an ETHOS ID).
Review of Financial Conflicts of Interest (HRP-054) The individual or their family member(s) have a financial interest or business interest in an entity related to this research. The UMN IRB will not approve the addition of the individual to the study per .
If any of the following are selected, UMN IRB may allow the addition of the personnel. Each addition will be reviewed to determine eligibility and approval.
UMN definition of Temporary/Casual employment  Temporary / Casual Employee (NOTE: Must meet the )
Volunteer Contract  Volunteer / Unpaid Intern (NOTE: You must upload a copy of the completed  under the “External Team Member Information” section of the “Study Team Member” SmartForm page in ETHOS submission)
Individual Investigator Agreement for Federally Funded Research  Affiliated with an organization that does NOT have an IRB and is not routinely engaged in research. (NOTE: You must upload a copy of the completed  or Non-Federally Funded Research) with this form
Organization Name:      
Declarations:
 FORMCHECKBOX 
  The individual or their family member(s) do not have a financial interest or business interest in an entity related to this research. 
 FORMCHECKBOX 
  The individual is not the direct awardee of a grant, contract or cooperative agreement from a federal agency.
	Study involvement:
Role in Research:  FORMDROPDOWN 
 

NOTE: For individuals listed in the co-investigator role, you must upload a copy of the CV/medical license. Upload the CV under “External Study Personnel” section of the “Study Team Member” page in the SmartForm.
Select the activities this individual will engage in for this study (select all that apply):

  Administer study intervention(s) or activities

Describe what activities:      
  Obtain consent of research participants

Will the individual assess the capacity of adults with diminished, fluctuating, or absent capacity to consent to research? 

 Yes (Assessing Capacity to Consent training is required. UMN Internet ID is required. E-mail irb@umn.edu)

 No

 Not applicable for this study

  Have access to identifiable data (collection, reporting, and analyzing)

  Will function outside of regular work practice to conduct research (e.g., student administering research testing)

  Are listed on FDA Form 1572 (Statement of Investigator)

  None of the above. STOP! Do not complete this form as this individual should not be added as study personnel.
IRB Training Information (you must upload a copy of the completion certificate in ETHOS in “External Study Personnel” section of the “Study Team Member” page):
  CITI Course: “Social/Behavioral or Humanist Research Investigators and Key Personnel—Basic Course”

Completion Date:      
  CITI Course: “Good Clinical Practice and Human Research Protections for Biomedical Study Teams—Basic Course”

Completion Date:      
irb@umn.edu  If applicable: Assessing Capacity to Consent to Research" online course. UMN Internet ID is required for accessing this training. E-mail .
Completion Date:      
irb@umn.edu  If applicable: HIPAA Training. UMN Internet ID is required for accessing this training (e-mail ). Questions about HIPAA training requirements?
Completion Date:      
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Does the study meet the definition of human research?





(see "What if I’m not sure my project requires IRB review? In the �HYPERLINK "https://research.umn.edu/units/irb/toolkit-library/manuals"��Investigator Manual (HRP-103)�)





NO





Is the individual using this as an opportunity to earn college credit at an institution with an IRB?








NO





NO





YES





YES





YES





YES





YES





Is the individual affiliated with an institution that has an IRB?


  





NO





NO





Is the individual affiliated with the University of Minnesota, University of Minnesota Physicians, MHealth Fairview, or Gillette?








NO





Does the individual have a financial interest or business interest in an entity related to this research?








NO





Is the individual a minor (younger than 18 years of age)?








YES





Will the individual be engaged in any of the following study activities: 


administer study interventions or activities, 


obtain consent of research participants 


have access to identifiable data (collection, reporting, and/or analyzing)?





In these cases, you can add the individual as study personnel in ETHOS under “External Study Personnel” of the “Study Team Member” page of the SmartForm in ETHOS. 





Document Requirements:


HRP-216 External Study Personnel (this form)


CITI Certificate of Completion


Individual Investigator Authorization (IIA): (Federally Funded / Non-Federally Funded Research)


For volunteers and unpaid interns: Upload a copy of the Volunteer Contract





YES





In these cases, you cannot add the individual as study personnel in ETHOS and they will be unable to be a study team member engaging in human research activities related to the study:


Minors


Holds financial conflict of interest


Earning college credit for engagement





For individuals employed by the University, UMP, MHealth Fairview, Gillette:


Must be added in the Study Personnel section of the SmartForm using their Internet ID. If they do not have one, request UMN ID by emailing irb@umn.edu.





For individuals affiliated with an institution that has an IRB:


The individual must submit an IRB application to their institution’s IRB in order to be a study team member or possibly requires a reliance agreement. Contact � HYPERLINK "mailto:relyirb@umn.edu" �relyirb@umn.edu� for guidance.





Can I add this individual as external study personnel?
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