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Twin Cities Campus Human Research Protection Program 350-2 McNamara Alumni Center
200 Oak St. SE

Research and Innovation Office ; :
Minneapolis, MN 55455
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irb@umn.edu
hetps://research.umn.edu/units/irb

EXTERNAL REPORT

ALL AGENCIES NOT INCLUDING REPORT TO OHRP

DATE
<NOTE: If the report is an unanticipated problem involving ri

protocol modification to include a new risk identified
the FDA is not required. However, if this is UPIRTS [ where

national organization that any part of the 2r i tion for cause
involving a DoD-supported research proi@s

<Send when one or more federal agencies§
reporting.>

<If the research is FDA-regulated and rug; send to:>2
Office of Scientific Investigagions
Email: CDER-OSI-GCPRefi
Phone: (301) 796-3150

<If the research is and inYolves a biologic, send to:>3

eFax: (301) 48

1 See https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodi/321602p.pdf

2 See:
http://www.fda.gov/ScienceResearch/Special Topics/RunningClinical Trials/ReportProblemstoFDA/ucm136
102.htm

3 See:
http://www.fda.gov/ScienceResearch/Special Topics/RunningClinical Trials/ReportProblemstoFDA/ucm136
102.htm
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<If the research is FDA-regulated and involves a device, send to:>*
Phone (301) 796-5490

Fax: (301) 847-8136

Email: bimo@cdrh.fda.gov

Dear Sir or Madam:

The University of Minnesota is submitting this report in fulfillment of |
requirement to follow written procedures for ensuring prompt reporting

unanticipated problems involving risks to subjects or otife ntinuing
non-compliance with the regulations or the requiremga f the IRB;

e An unanticipated problem involving
e Serious or continuing non-complianc

determinations of the IRB; a
e A suspension or terminati

bra Dykhuis
xecutive Director, HRPP
612-626-4851
612-626-6061
dykhuOO01l@umn.edu

4 See:
http://www.fda.gov/ScienceResearch/Special Topics/RunningClinical Trials/ReportProblemstoFDA/ucm136
102.htm
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Type of Reportable

<Include only those that apply.>

Event: | An unanticipated problem involving risks to subjects
or others;
Serious non-compliance with the regulations or the
requirements or determinations of the IRB;
Continuing non-compliance with gulations or the
requirements or determination
A suspension or termination
Study Title:
Investigator:

IRB Submission ID:

Sponsored Funding:

<Indicate “None

Proposal/Award Title:

<Indicate “Nong

Proposal/Award ID:

IND, IDE or HDE:

Participant Enrollment

an NSR study or
subject to abbreviated IDE

Status:

Problem

Description

inform enrolled subjects, or increase monitoring of subjects.>

Follow-up Plans
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Template Revision: August 20, 2024



M. UNIVERSITY OF MINNESOTA

Twin Cities Campus Human Research Protection Program 350-2 McNamara Alumni Center
200 Oak St. SE

Research and Innovation Office ; :
Minneapolis, MN 55455

612-626-5654
irb@umn.edu
hetps://research.umn.edu/units/irb

<Delete if none. Otherwise describe plans, if any, to send a follow-up or final
report by the earlier of (1) a specific date or (2) when an investigation has been
completed or a corrective action plan has been implemented.>

Please let us know if you need additional information.

Sincerely,

Joanne Billings, MD
Associate Vice President for Research Integrity and Co ance

CC:

<Protocol Contact>
<Principal Investigator>
<Sponsor. Delete if none.>
<Contract Research Organization. D
<Chairman or Supervisor of the Princ
Debra Dykhuis, HRPP Executive Directr
Shashank Priya, PhD, Vic iglent fo
Official

and Innovation, Institutional

, if applicable):
irector, MHealth Fairview Research

S pidually identifiable information>
,JAssociate Vice President for Research and Innovation
stration <ONLY for suspension, termination, lift of suspension>
’rector Research Integrity and Compliance <ONLY for

on, termination, lift of suspension>

or equivalent, as applicable>
<The Information Security Officer of an organization, if the report involves
violations of the organization’s information security requirements.>

<The following regulatory agencies when they conduct, fund, or oversee the research>
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Contact information for the following agencies can be found at
https://www.hhs.gov/ohrp/compliance-and-reporting/common-rule-agencies-
contacts/index.html:

Agency for International Development (22 CFR 225)

Central Intelligence Agency (Executive order)

Consumer Products Safety Commission (16 CFR 1028)

The Department of Agriculture (7 CFR 1c¢)

The Department of Commerce (National Institute of Standard
(15 CFR 27)

The Department of Defense (DOD) (32 CFR 219)

nd*Technology)

research>
The Department of Education (ED) (34 CFR 97

The Department of Labor
The Department of Transportation (4
The Environmental Protection Agency
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