Human Participants Research Protocol (HPRP)
Institutional Review Board (IRB)
Cardinal Stritch University
• COLLEGE OF ARTS AND SCIENCES
• COLLEGE OF BUSINESS AND MANAGEMENT
• COLLEGE OF NURSING
(Note that the COLLEGE OF EDUCATION & LEADERSHIP has a separate form)
The following protocol must be submitted by:
• Any student, faculty member, or staff member of Cardinal Stritch University performing
research involving human participants, regardless of where these participants are from and
regardless of whether or not the research is federally funded.
• Any individual or institution performing research in which students, faculty, or staff at Cardinal
Stritch University are participants, regardless of whether or not the research is federally funded.
The definition of research can be found in Definitions of Research.
Sample HPRP forms can be found in Human Participants Research Protocol Samples

INSTRUCTIONS
• Please fill out this form completely. Incomplete forms will delay approval of your
research. Answer each question in the space following that question. Use as much space
as necessary, but please do not simply copy your full research proposal.
• Please submit three hard copies and one e-copy to the appropriate IRB College Advisory
Committee chair.
College of Arts & Sciences
College of Business & Management
College of Nursing

Terrance Steele
Box 358
Elizabeth Regimbal Box 422
Christine Miller
Box 442

tlsteele@stritch.edu
eeregimbal@stritch.edu
millercl@stritch.edu

Note that the College of Education & Leadership has a different form.
• Protocols must be received by the above individual by noon seven days before the
scheduled IRB meeting (see the schedule on Stritch’s IRB website
http://www.stritch.edu/Offices-and-Services/Institutional-Review-Board/).
• Do not begin recruitment of participants or data collection until you receive an approval
letter from the IRB.
• Note that the principal investigator, other investigators (identified below), and the major
advisor are the only individuals who may have access to data containing the names or
identities of the participants. IRB approval is needed for others to have access to this
information.
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Protocol #: _____ - _____ - _____
IRB use only

Human Participants Research Protocol (HPRP)
Institutional Review Board (IRB)
Cardinal Stritch University
• COLLEGE OF ARTS AND SCIENCES
• COLLEGE OF BUSINESS AND MANAGEMENT
• COLLEGE OF NURSING
1. INVESTIGATORS
Principal Investigator
Name
Address
Phone
Email address
Department
Student

Faculty

Staff

Other Investigators (if applicable)
Name
Address
Phone
Email address
Department
Student
Faculty

Staff

Advisor (if applicable)
Name
Address
Phone
Email address
Department
2. PROJECT
Project title
Application date
Beginning date of participant recruitment and data collection
End date of participant recruitment and data collection
Funding source
Personal
Grant (state source)
Other (provide explanation)
Funding is not required
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3. PARTICIPANTS
a. Describe the pool of participants
1) Gender (if one gender, justify your exclusion of the other)
2) Age
3) Race/ethnic group
No ethnic group will be specifically chosen or excluded
This study will target specific ethnic groups
Describe the reason for choosing these groups and excluding others
4) Number/sample size (provide exact or maximum number)
5) Physical and mental health
Participants will not be chosen or excluded based on their physical or mental health
Participants will be required to have a specific physical or mental status
Describe here, including the method for determining this status.
6) Protected populations
a) Do the targeted participants belong to any of the following protected populations? Note that a
participant may belong to one or more of these categories by chance (e.g., a participant might be
pregnant). However, do not check the box unless you are specifically targeting that population.
No
Yes

Skip to b. Participant Recruitment

Check all that apply.
(1)
Minors (17 years or younger)
(2)
Persons with mental disabilities
(3)
Persons with learning, emotional, or cognitive disabilities
(4)
Prisoners
(5)
Pregnant women and fetuses
(6)
Any individual who might not be capable of making an informed decision
concerning participation. Please explain.
b) If the participants are from a protected population, justify the necessity of their participation.
(1) Why are you using this group?

(2) Why cannot “non-protected” adults be used?
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b. Participant recruitment
1) Affiliation of participants with institutions, agencies, schools, hospitals, or the general public.
From where will you recruit your participants?
Participants will be recruited from Cardinal Stritch University.
a) Describe how participants will be contacted and recruited.
Participants will be recruited from an institution, school, agency, business, organization,
etc. other than, or in addition to, Cardinal Stritch University.
a) Provide the name and full address of the institution.
b) Describe how participants will be contacted and recruited.
c) Complete an Affiliation Agreement (link), showing you have permission to recruit from
this institution, even if you are employed at that institution.
A signed Affiliation Agreement is attached.
A sample Affiliation Agreement is attached. It will be signed at a later date.
An Affiliation Agreement cannot be obtained. Explain the reason.

Participants will be recruited from one or more social networking sites.
a) Give the names and links of the sites you will use.
b) Describe how participants will be contacted and recruited.
Participants will be recruited from the general public.
a) Describe where you will recruit these participants.
b) Describe how participants will be contacted and recruited.
2) Will you be using recruitment materials such as flyers?
No
Yes
Include a copy at the end of the protocol
c. Archival data
1) Will you be using archival or pre-existing data (data that have already been collected)?
No
Skip to 4. Project Description
Yes
2) Describe the source of the data.
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3) Will the data be used for a purpose other than that agreed upon by the original participants?
No
Yes
Describe the original intent of the data.
4) Did another institution’s IRB approve the original protocol?
No
Yes
a) Provide the name of that institution.
b) Attach an example of the original consent form.
c) Attach a copy of the original signed IRB approval letter.
4. PROJECT DESCRIPTION
Use as much space as needed but please do not submit a separate description or proposal.
Provide definitions of unfamiliar terms.
a. Purpose, hypothesis, research question or objectives: Describe the intent of your study.

b. Data: Describe the information to be gathered.

c. Procedure: Describe how data will be collected and recorded. What will you do? What will the
participants do?

d. Personnel: Describe people who are conducting the research and are directly or indirectly interacting
with the participants.
1) Principal investigator
a) Describe this individual’s particular role (how he or she will interact with participants)

b) Qualifications (educational background, training, etc.)
2) Other individuals interacting, directly or indirectly, with participants. This includes any individuals
who will have access to the participants’ data.
a) Name
b) This individual’s particular role (how he or she will interact with participants)

c) Qualifications (educational background, training, etc.)
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e. Location
1) Describe the location where the participant involvement will take place.

2) If an interview will be conducted, how will privacy be maintained?

f. Time: Estimate the total amount of time required of each participant.
g. Compensation or incentives: Will participants be compensated or given incentives for their
involvement?
No
Yes
Describe the compensation.
h. Deception: Will deception be involved? That is, will participants be given partial or false information
about their role, treatment or expectations in the study?
No
Skip to i. Sensitive Topics
Yes
1) Describe the deception.
2) Justify the use of deception.
3) How and when will participants be debriefed (told) about the deception?
i. Sensitive topics: Does the study involve any sensitive topics that might adversely affect the participant’s
psychological well-being or their reputation, character, or employment if their identity was known (e.g.,
sexual or illegal behaviors)?
No
Skip to j. Confidentiality
Yes
Please describe
•

If the study involves a sensitive topic and the participant could be identified, a signed Informed
Consent Form must be submitted.
If the researcher believes that information collected from a participant could have adverse effects
on the participant if the researcher is compelled by a legal agency to reveal that information, a
Certificate of Confidentiality should be filed (http://www.hhs.gov/ohrp/policy/certconpriv.html)

•

j. Confidentiality
1) Can individual participants be identified by you (or anyone else collecting data) by name, appearance,
or some other means? Note that a participant potentially CAN be identified if he or she hands a
survey to you or if you conduct a face-to-face interview, even if you do not know that person’s
name.
No
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2) Will your participants’ identities be
Anonymous

Confidential

Publicly available

Note that anonymous data have no identifying information that can link the participants to their data
(the researcher will not know the participants’ identities), whereas confidential data means the
researcher may know the participants’ identities and could link the participant to their data, but the
participants’ data will not be shared with anyone except in aggregate or group form.
3) Unless the participants’ identities will be publicly available, describe specific procedures to be used
to ensure the anonymity or confidentiality of the participant’s data.
k. Use of information: How will the information obtained from the participants be used?
1)

Information will only be used in the classroom and will not be made public.

2)

Information will be made public (conference presentation, publication, thesis, etc.).

3)

Other (please explain).

Note that if you decide to use the information at a later date for a purpose not listed here, you will need to
contact the IRB for approval.
l. Records: How will participants’ records be stored and safeguarded?
1) Discuss how you will handle the data during your study (e.g., where will it be stored?).

2) Discuss how you will handle the data after the completion of your study (How and where will it be
stored, will it be destroyed, etc.).

Note
•

•
•

In research involving protected populations, sensitive issues, deception, or federal funding,
identifiable data (data that are linked with a person’s name or other means of identification) need
to be securely stored for a period of at least three years after completion of research. Data may
not be destroyed before three years.
Secure storage consists of locked desks, cabinets or rooms to which only the principal
investigator (or other listed investigators) has access.
Research NOT involving protected populations, sensitive issues, deception, or federal funding
may be destroyed at any time.

m. Risks: Will the participants be subjected to physical, psychological, social, legal, or economic risks,
immediate or long-range, that are greater than those ordinarily encountered in daily life or during the
performance of routine physical or psychological examinations or tests?
No
Yes
December 2012
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1) Describe these risks.
2) Describe the necessity of such risks.
3) Describe the alternative research methods that were or will be considered.
4) Describe why alternative research may not be feasible.
n. Benefits
1) Describe the benefits to the participants to be gained from this research (please state if benefits are
unknown or if there are none).
2) Describe the benefits to society as a whole to be gained from this research (please state if benefits are
unknown or if there are none).
3) If there are risks associated with your study, describe why you believe the value of the information to
be gained outweighs the risks.
o. Surveys and interview questions
1) Will you be giving a survey or asking interview questions?
No
Yes
Yes
Yes

Skip to p. Summary of test or instruments used in preliminary screening
Participants will be given a paper copy of the survey.
Participants will be given an online link to the survey.
Participants will be asked interview questions.

2) Source of survey
Survey that requires copyright permission (evidence of permission must be given)
Publically available survey that does not require copyright permission
Researcher prepared survey
Other (please specify)
3) Did you attach a copy of your survey or interview questions?
Yes

A copy is attached. If you are giving an online survey, give the link below.

No

If a copy cannot be attached, please explain.

p. Summary of test or instruments used in preliminary screening of participants: Will you be
performing a preliminary screening in order to choose participants?
No
Yes
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1) Describe all instruments used in screening of participants.
2) Describe how these instruments will be used in your research.
q. Cooperating institutions
1) Will you be conducting research at an institution other than Stritch (e.g., a school or hospital) or
asking permission to use participants from another institution?
No
Yes
a) If you are simply asking an institution’s permission to use their employees, clients, or students
as participants and will NOT be conducting research in cooperation or partnership with that
institution, attach a copy of an Affiliation Agreement on that institution’s letterhead.
b) For school-based research, provide a signed approval form from the principal or other
authorized person on that school’s letterhead in addition to the Affiliation Agreement Form.
2) Will you be conducting research in cooperation or in partnership with another institution?
No
Yes
a) Attach a copy of a Cooperative Research Agreement on that institution’s letterhead.
b) Note that the principal investigator is responsible for ensuring that all collaborating
institutions operate under Stritch’s IRB guidelines.
5. PRINCIPAL INVESTIGATOR ASSURANCE
I have read the Stritch Standards for the Protection of Human Participants of Research, including the
obligation to obtain informed consent from participants, when appropriate, and I will comply.

Signed

Date
Principal Investigator (student, faculty, or staff)

Signed

Date
Major Advisor (if applicable)

If a student has a major advisor, both signatures are required on the same document. Typed names are not
acceptable.
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6. INFORMATION GIVEN TO POTENTIAL PARTICIPANTS
All potential participants must be given a written explanation of the study, including participant
expectations, risks, benefits, and the participant’s right to withdraw without penalty. Individuals must also
understand that participation in research is voluntary. This allows potential participants to make an
informed decision about whether or not to participate in the research.
• Depending on the type of research, ONE of the following three forms must be provided to the
participant. Please include a copy of the appropriate form with your protocol. Explanations and
examples can be found on Stritch’s IRB website.
• The following forms do not have to be given to your potential participants for observational studies.
• In cases where data have already been collected (i.e., existing or archival data), an example of the
original consent form must be included with your protocol.
a. Participant Information Statement. This is the most commonly used form. The rights and expectations of
the participants must be described. Signatures are not required. This is used when the research does not
require one of the following two forms.
b. Informed Consent Form. This form is similar to the Participant Information Statement. However, in
addition to providing information on the rights and expectations of the participants, a signature is
required from the participant or the participant’s parent, legal guardian, or legal representative (if the
participant is a minor or is unable to understand his or her involvement in the research). This applies in
cases where the research entails
• Physical or psychological risk
• Sensitive topics (e.g., illegal or sexual behaviors)
• Protected populations
• Audiotaping or videotaping participants
• The possible identification of the participant (directly or indirectly) when disclosure of their
responses outside of the research could reasonably place the participant at risk of criminal or civil
liability or be damaging to the participant's financial standing, employability, or reputation.
c. Informed Consent in Survey Research. This form is also similar to the Participant Information Statement
and is used for research involving anonymous or confidential surveys. Participants need not sign a
consent form so as to avoid establishing an unnecessary link between the participants and their data.
This is especially important when a survey concerns sensitive topics that may place the participant at
risk of criminal or civil liability or may be damaging to the participant's financial standing,
employability, or reputation. Informed consent is obtained by including the following statement:
“Filling out this survey indicates that I am giving my informed consent to be a participant in this study.”
However, surveys given to minors or individuals who may not be able to make an informed decision as
to whether or not to participate, must first be approved (via signature) by a parent, guardian, or legal
representative.
Note that for each of the above three forms, the participant must be provided with a copy of the document
and the researcher must also keep a copy.
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Please check which form you have included.
Participant Information Statement
Informed Consent Form
Informed Consent in Survey Research
7. IRB RESEARCH TRAINING
•

On-line participant research training must be completed before submitting a protocol to the IRB.
Training can be completed at http://phrp.nihtraining.com/users/login.php. After you complete the
program, print the completion certificate. A copy of this certificate must be submitted with your IRB
protocol. If a student is performing research as part of a course requirement, both the student and
faculty advisor/instructor must complete training and submit their certificates.

8. SUBMISSION OF MATERIALS
• Please submit THREE hard copy of the following materials, in the order given, to the IRB chair of your
college.
1. Human Participants Research Protocol (HPRP) with signatures
2. Information given to potential participants (Participant Information Statement, Informed Consent
form, or Informed Consent in Survey Research form)
3. Affiliation Agreement (if needed) with signatures
4. Cooperative Research Agreement (if needed) with signatures
5. Surveys, interview questions, etc. (if applicable)
6. Copy of your training certificate
• Submit e-copy materials as ONE document in the order given above.
• NOTE: INCOMPLETE PROTOCOLS OR PROTOCOLS MISSING SIGNATURES WILL NOT BE
REVIEWED. Although we will attempt to contact you about missing materials in a timely manner, you
will still be required to submit completed materials seven days prior to the scheduled IRB meeting.
9. AFTER PARTICIPANT INVOLVEMENT IS COMPLETED
• IRB approval is for a period of 12 months. In the event that participant involvement has not been
completed within the 12-month period, the protocol must be resubmitted to the IRB.
• Significant changes or additions in terms of participant involvement must be submitted (Changes in
Research).
• The IRB must be informed, in writing, once all data have been collected (Research Completion Form).
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