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The project referenced above has received approval from the Institutional Review Board (IRB) at lowa State
University according to the dates shown above. Please refer to the IRB ID number shown above in all
correspondence regarding this study.

To ensure compliance with federal regulations (45 CFR 46 & 21 CFR 56), please be sure to:

o Use only the approved study materials in your research, including the recruitment materials and
informed consent documents that have the IRB approval stamp.

e Retain signed informed consent documents for 3 years after the close of the study, when
documented consent is required.

e Obtain IRB approval prior to implementing any changes to the study.

¢ Inform the IRB if the Principal Investigator and/or Supervising Investigator end their role or
involvement with the project with sufficient time to allow an alternate Pl/Supervising Investigator to
assume oversight responsibility. Projects must have an eligible Pl to remain open.

¢ Immediately inform the IRB of (1) all serious and/or unexpected adverse experiences involving risks
to subjects or others; and (2) any other unanticipated problems involving risks to subjects or others.

e Stop all human subjects research activity if IRB approval lapses, unless continuation is necessary to
prevent harm to research participants. Human subjects research activity can resume once IRB approval
is re-established.

e Submit an application for Continuing Review at |least three to four weeks prior to the date for
continuing review as noted above to provide sufficient time for the IRB to review and approve
continuation of the study. We will send a courtesy reminder as this date approaches.
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http://www.compliance.iastate.edu/sites/default/files/imported/irb/guide/docs/Requirements%20for%20Retention%20of%20Signed%20Consent%20Forms%204.12.2017.pdf
https://www.vpresearch.iastate.edu/principal-investigator-eligibility-guidelines/
https://www.compliance.iastate.edu/sites/default/files/imported/irb/guide/docs/Reporting%20Adverse%20Events%20and%20Unanticipated%20Problems%20Involving%20Risks%20to%20Subjects%20or%20Others%2010.3.2017.pdf
https://www.compliance.iastate.edu/sites/default/files/imported/irb/guide/docs/Reporting%20Adverse%20Events%20and%20Unanticipated%20Problems%20Involving%20Risks%20to%20Subjects%20or%20Others%2010.3.2017.pdf

e Please be aware that IRB approval means that you have met the requirements of federal regulations
and ISU policies governing human subjects research. Approval from other entities may also be
needed. For example, access to data from private records (e.g. student, medical, or employment
records, etc.) that are protected by FERPA, HIPAA, or other confidentiality policies requires permission
from the holders of those records. Similarly, for research conducted in institutions other than ISU (e.g.,
schools, other colleges or universities, medical facilities, companies, etc.), investigators must obtain
permission from the institution(s) as required by their policies. IRB approval in no way implies or
guarantees that permission from these other entities will be granted.

e Please be advised that your research study may be subject to post-approval monitoring by lowa State
University’s Office for Responsible Research. In some cases, it may also be subject to formal audit or
inspection by federal agencies and study sponsors.

e Upon completion of the project, transfer of IRB oversight to another IRB, or departure of the Pl and/or
Supervising Investigator, please initiate a Project Closure to officially close the project. For information
on instances when a study may be closed, please refer to the IRB Study Closure Policy.

Please don’t hesitate to contact us if you have questions or concerns at 515-294-4566 or IRB@iastate.edu.
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https://www.compliance.iastate.edu/committees/irb/post-approval-monitoring
https://www.compliance.iastate.edu/sites/default/files/imported/irb/guide/docs/Study%20Closure.pdf
mailto:IRB@iastate.edu

