REQUEST FOR EXEMPTION FROM RIHSC REVIEW
UNDER 45 CFR 46 101 (B) (2)

RIHsC Number: J— 232DV

Study Title: Anfiparasitic Resistance and Combination New Animal Drugs
FDA Sponsor: Janis R. Messenheimer, DVM
Principal Investigator: Janis R. Messenheimer, DVM

My project involves only ADULTS
State US Age of majority >18 years (All respondents will have at least a college

education)

AND
X project uses only survey procedures
0 project uses only interview procedures
0 project involves only observation of
public behavior

AND
x information is recorded in such a manner that subjects can not be identified,
directly or through identifiers

OR
Jalthough subjects can be identified, disclosure of information obtained could not
place subjects at risk of civil/criminal liability or be damaging to the subject's
financial standing, employability, or reputation

Please attach the following information, if applicable:
e Completed and Signed RIHSC Liaison transmittal Form
e  Study protocol, including either focus group or survey questions

e Documentation that all subjects are adults (18 or older)

e Recruitment and/or Advertisement information

e Text of oral consent of subjects

e Information on who will be conducting the interviews/focus group testing including
documentation that the person(s) has been trained

e Information on who will have access to the study data and how it will be kept
confidential

e Discussion of either how the subject’s identity will be protected and/or why this is
not needed

I understand that if any changes are proposed for the study, I will need to resubmit the
materials to the RIHSC to make sure none of the proposed changes alter the basis for the
above exemption.

Signature of FDA Sponsor: &\ Ah~—— Dvn Date: 3 /30 /20

&gL‘ Date: u/ “//,

APPROVED BY THE RIHSC CHAIR:
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