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https://rsp.uni.edu/protection-human-research-participants.
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Project Type:

Faculty/Staff Research

PI Department:

Graduate Student

Thesis/Dissertation
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PI Email:

Advisor Phone:

Advisor Email:

PI Address or Mail Code:
Faculty Advisor:
Source of Funding:
Project dates:
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All key personnel and Advisor (if applicable) must be listed and must complete IRB training/certification in Human
Participants Protections. Attach a copy of the certificate, if not already on file in the IRB office.
Principal Investigator
Certificate Attached
On File
Co-Investigator(s)
Certificate(s) Attached
On File
Faculty Advisor
Certificate Attached
On File
Other Key Personnel:
Certificate Attached
On File
Other Key Personnel:
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Note to Investigators: this application should represent an accurate and complete description of the proposed research.
The research must be conducted in compliance with the recommendations of and only after approval has been received
the UNI IRB. The PI is responsible for reporting any adverse events or problems to the IRB, for requesting prior IRB
approval for modifications, and for requesting continuing review and approval.
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A. PURPOSE OF RESEARCH.
Explain 1) why this research is important and what the primary purposes are, 2) what question(s) or hypotheses
this activity is designed to answer, and 3) whether and how the results will be used or disseminated to others.
1)
2)
3)
B. RESEARCH PROCEDURES INVOLVED IN THE SECONDARY DATA ANALYSIS.
Provide a complete description of your study design and all the study procedures that you will perform (e.g.
description of data access).

C. PARTICIPANTS.
1. Number:
2. Age(s)/Age Range:
3. Will children and/or adolescents (individuals 17 and under) be included in this research?

Yes

No

D. EXISTING DATASET.
1. Will the research involve collecting raw data from:
a. Medical Records
Yes
b. School Records
Yes
c. Prison Records
Yes
d. Personnel/Employment Records
Yes
e. Other Records?
Yes
2. Are the data existing at the current time?

Yes

No
No
No
No
No Specify ________________________________
No

3. What/who is the source from which the data set was obtained? _________________________________
4. Is it a public use data file (access is available without need for a passwords, agreement, credentials, etc.)?
Yes

No

4a) If no, describe the process you took to gain permission to use the data set, including any
requirements, agreements, or credentials necessary to access the data. Attach a letter of cooperation or
agreement for the data access.
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5. Does the original file contain direct or indirect personal identifiers? (Direct personal identifiers include
information such as name, address, telephone number, social security number, identification number,
medical record number, license number, photographs, biometric information, etc. Indirect personal
identifiers include information such as race, gender, age, zip code, IP address, major, etc.)
Direct:
Indirect:

Yes
Yes

No
No

If you answered yes to either, please respond to the following:
a) Describe the personal identifiers.

b) Will you remove the identifiers from the data set or otherwise maintain and analyze the data in such a
manner that individuals cannot be identified either directly or indirectly through identifiers linked to
participants? (A de-identified data set refers to original data that has been stripped of all elements that
might enable a reasonably informed and determined person to deduce the identity of the participant.)
Yes

No

6. If the data file is not de-identified:
a) Justification: Explain why it is necessary to maintain identifiers.

b) Will the researchers attempt to contact the participants from this study?

Yes

No

If yes, please explain.

c) Informed Consent: Describe the consent process.
Consent for use of the data was obtained at the time the data were originally collected. If
possible, attach the original consent document.
Consent will be obtained from each participant group.
[IF YOU PLAN TO OBTAIN CONSENT FROM THE PARTICIPANTS, YOU MUST COMPLETE
ATTACHMENT A.]
Waiver of consent is requested. Attach a written justification explaining why a waiver of
consent is necessary (e.g. the challenges involved in obtaining consent retroactively, the
potential emotional or other harms to participants in being contacted, and/or the benefits
of the research in light of the potential risks).
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d) Confidentiality: Explain how you will maintain confidentiality of the data. (Describe how you will
protect data against disclosure to the public or to other researchers or non-researchers. Other than
members of the research team, explain who will have access to the data [e.g. sponsors, advisors,
government agencies], and how long you intend to keep the data.)

e) Future Use: Do you anticipate using these data for other studies in the future?

Yes

No

If yes, please explain.
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APPLICATION FOR USE OF EXISTING DATA
ATTACHMENT A
Submit this attachment ONLY if your study involves the use of existing data that are not de-identified AND if
you intend to obtain consent from those individuals whose data you will be using.
A. PARTICIPANT RECRUITMENT
1. Describe how you will contact potential participants in order to seek permission to use their data. Attach
copies of contact letters, e-mail messages, or any other material used to recruit participants. If you plan to
contact them verbally, in person or over the telephone, you must provide a script of what will be said.

2. How will you protect participants’ privacy during recruitment?

3. Explain what steps you will take during the recruitment process to minimize potential undue influence,
coercion, or the appearance of coercion. What, if any, is your relationship to the potential participants? If
participants are employees, students, clients, or patients of the PI or any key personnel, please describe how
undue influence or coercion will be mitigated.

4. Will you give participants gifts, payments, and/or services without charge?
Yes

No

If yes, please explain:

B. RISKS AND BENEFITS
1. All research carries some potential for risk (e.g., social, economic, emotional, psychological, or physical risk).
Describe the nature and degree of possible risks associated with your study procedures. Since the study involves
the use of existing data or records, specifically identify potential risks associated with a breach of confidentiality
or invasion of privacy.
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2. Explain what steps you will take to minimize the risks of harm and to protect participants’ confidentiality,
rights, and welfare.

3. Study procedures often have the potential to lead to the unintended discovery of a participant’s personal
medical, psychological, and/or psychological condition that could be considered to be a risk for that participant.
Examples might include disease, genetic predispositions, suicidal behavior, substance use difficulties,
interpersonal problems, legal problems, or other private information. How will you handle such discoveries in a
responsible and sensitive way if they occur?

4. Describe the anticipated benefits of this research for individual participants. If none, state “None.”

5. Describe the anticipated benefits of this research for the field or society, and explain how the benefits
outweigh the risks.

C. CONSENT FORMS/PROCESS (Check all that apply.)
Written Consent - Attach a copy of all consent and assent forms.
Oral Consent - Provide a) justification for not obtaining written consent, and b) a script for seeking oral
consent and/or assent.
Elements of Consent Provided via Letter or Electronic Display – Provide a) justification for not obtaining
written consent, and b) the text for the letter of consent or the electronic display.

Updated 2/23/21

6

