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Requested
Revisions N/A

Title & Research Personnel

Submitted By

Stoiber, Leah
Email: lstoiber@uwm.edu Phone:  

Study number

N/A

Current Study Title:

N/A

What is the nature of the modification / amendment request? (Required)

Change PI
Change Student PI
Add research personnel
Remove research personnel
Changes/updates to funding
Modifications to recruitment plans
Change in subject population (change in eligibility criteria, adding or removing subject groups, increasing or decreasing total enrollment)
Changes in study aims or purpose
Changes in study procedures (adding or removing study activity, changing randomization schemes, adding study locations)
Adding, removing, or revising data collection instruments
Adding consent form
A new waiver of consent is being requested
Change study title
Other (specify)

Describe the requested amendment. (Required)

Explain the rationale for the proposed modification/ amendment below. (Required)

Explain how the new information (modification/ amendment) will be communicated to currently enrolled subjects? (Required)

If currently enrolled participants are unaffected by the modification/ amendment or consent is not obtained from subjects, explain

Example: The amendment is for a change in co-investigator who does not interact with the subjects.
Example: The amendment is an administrative change and this study is an anonymous telephone survey.
Example: The amendment is to revise the study design to include an additional intervention. The subjects will be re-consented at the time of

their next study visit using the revised consent form which is being submitted for IRB approval along with this amendment request.

Title (Required)

(Limited to 1000 characters.)

Principal Investigator

N/A

PI Name (Required)

Begin typing last name and the name will auto-populate if the user has an I-Manager account.

The PI must be a UWM faculty or staff member. Student PIs may be listed later.

All PIs must have current IRB CITI training on file. The Expirations next to your name will list the training name and expiration date of each course
completed through CITI. If you do not have a current course beginning with "IRB", see our website for instructions and a link to complete the
required training.

You may submit with CITI training pending, but the training will need to be completed before IRB approval can be issued.

PI Department (Required)

Is this a student project? (Required)

Yes
No

If this is for a thesis or dissertation, or if the research is primarily
designed and conducted by a student, mark Yes.

If this is primarily designed and conducted by faculty or staff, mark No,
even if students will be assisting.

Student PI (Required)  
Begin typing last name and the name will auto-populate if the user has
an I-Manager account.

All Student PIs must have current IRB CITI training on file. The
Expirations next to your name will list the training name and expiration
date of each course completed through CITI. If you do not have a
current course beginning with "IRB", see our website for instructions and
a link to complete the required training.

Current study contacts

Name Role Primary

Enter any other study personnel who should receive IRB notifications and/or have access to the study in I-Manager.

Begin typing last name and the name will auto-populate if the user has an I-Manager account.

Choose the role based on the level of access the individual will need in I-Manager.

Click Save at the end of each row before moving to the next.

If a name you enter isn't found, use the link below the table to create a contact for them within the system. Then you'll be able to add them in the
table.

Study personnel name Role* Action

 Save

   
If a contact is not found when you try to enter them in the table above, please use this link to add them to the I-Manager contact database. Once
you receive the email notification that the contact has been created, you will be able to add them in the table.

New Contact

Are there any non-UWM personnel involved in this project? (Required)

Yes
No

List the non-UWM personnel involved in this project. (Required)

NOTE: If the individual will need access to the study in I-Manager, please list them both here and in the UWM personnel table above.

Click Save at the end of each row before moving to the next.

Action

Save

Has another IRB already reviewed? (Required)
Yes
No

What type of review did the other IRB perform? (Required)
Exempt
Expedited
Full Board
Not Human Subjects Research determination

List the name of the other IRB, the date of review, and any other information that would be helpful for the UWM IRB to know.
(Required)

Are you requesting single IRB review? (Required)
Yes
No

 
"Single IRB review" means that one IRB would oversee the study on
behalf of all involved institutions.

Single IRB review is required for all non-exempt federally funded
research.

STOP and submit a reliance request to irbinfo@uwm.edu before
proceeding. If a reliance agreement is in place and UWM will be
the IRB of record, then you may proceed with the submission.

Link to forms and more information about the reliance process.

Explain why you are not requesting single IRB review. (Required)
Institution is unwilling to enter into a reliance agreement
Institution is outside the US
Other

Explain (Required)

Upload all exempt submission materials that were submitted to the other IRB. (Required)

Add AttachmentAdd Attachment

Attach any approval letters from the other IRB(s).

Add AttachmentAdd Attachment

Personnel to remove (Required)

Action

Save

Describe any potential conflicts of interest for the PI or other research team members. If none, write "none". (Required)

A conflict of interest can take several forms:

An actual conflict of interest
The appearance of a conflict of interest
Can be financial, personal (e.g. personal relationships), or

professional

Disclosing a conflict of interest means that the potential exists for the
research to be conducted in a biased manner. It does not mean there
has been any wrongdoing, or that it is likely to occur.

Examples: 

Financial interest in the outcome of the study, or the potential
for monetary gain from the research.

Personal relationships that could affect the conduct of the
research, or where others might think the relationship could affect
the research.

A certain outcome of the research could affect a researcher's
professional career, either positively or negatively.

Basic Study Information

What is your anticipated start date? (Required)

Upon IRB approval
Other specific date

No activities may begin before IRB approval.

Choose Other specific date if you don't plan to start immediately after
IRB approval (e.g. grant period, school year, or other time constraints
dictate when you will conduct the research).

Other start date (Required)

What is your anticipated end date for this study? (Required)

Take into account data collection, analysis, and publication.

What is the risk level of this study? (Required)

Minimal Risk
Greater than Minimal Risk

“Minimal Risk” means the probability and magnitude of harm or discomfort
are not greater than what is ordinarily encountered in daily life, or during
routine physical or psychological examinations or tests.

Examples:
• Drawing a small amount of blood is part of a routine physical examination,
so this activity would be minimal risk for a healthy individual.

• Most surveys, interviews, focus groups, and program evaluations are
considered minimal risk. However, asking questions about illegal activities or
sensitive topics (such as sexual behavior or traumatic experiences) may
involve more than minimal risk and require full board review.  

• Studies involving any kind of radiation or testing non-FDA-approved devices
are considered more than minimal risk.

• Activities that are minimal risk for healthy adults may involve more than
minimal risk for some populations (such as children, individuals with medical
conditions, prisoners, cognitively impaired adults, or elderly).

What aspects of the study involve more than minimal risk? (Required)

What is the funding source for this study? (Required)

Federally Funded (e.g., NIH, CDC, FDA, NIOSH, DOE, DOJ, etc.)
State Agency, Industry, Foundation, Commercial, or Private
Internal UWM funding
Not funded

List the funding source. (Required)

List the grant or award number(s). (Required)

Determination of clinical trial: Please select all that apply. (Required)

The study involves human participants.
Participants are prospectively assigned to an intervention.
The study is designed to evaluate the effect of the intervention on the participants.
The effect being evaluated is a health-related biomedical or behavioral outcome.

Does your study meet any of the following criteria for registration at clinicaltrials.gov? (Required)

The drug, biological, or device product being evaluated is regulated by the FDA. This is not a Phase 1 trial.
The study is federally funded.
You plan to publish results with ICJME (International Committee of Medical Journal Editors)
None of the above, but we will register the trial anyway.
None of the above. We do not plan to register the trial.

All research personnel must complete Good Clinical Practice (GCP)
training through the CITI Program. Research personnel include
anyone involved in the conduct, oversight, or management of clinical
trials.

NIH funded, FDA Regulated product, and/or ICMJE publications: The PI
must register the study and post results at clinicaltrials.gov

Federally Funded (non-NIH) studies: The PI must post the informed
consent form at clinicaltrials.gov. Registration and posting results is
recommended.

See our website for additional information: http://uwm.edu/irb/guidance-
documents/clinical-trials/

Study Design

Provide a brief overview of your study in non-technical language. Explain what you plan to study and the basic study design. (Required)

The IRB has members from a wide range of backgrounds, and not everyone is familiar with the technical terms used in your field. It's important to
describe your study in a way that everyone will be able to understand.

If you must include technical terms, be sure to define or explain them.

What is the purpose / hypothesis / significance of the research? Describe in non-technical language or explain technical terms.
(Required)

The study involves the following (check all that apply): (Required)

A. Secondary Data/Record/Chart Analysis
B. Interviews/Focus Groups
C. Questionnaires/Surveys
D. Observations
E. Audio/Video Recording, Photos
F. Internet Research
G. Blood/Specimen Collection
H. Genetic Testing
I. MRI, fMRI, X-Rays, DXA, etc
J. Clinical Trial
K. Student grades and educational records
L. Non-invasive Measurements
X. Device (Non-Medical)
Y. Device (Medical)
Z. Drug
zz. N/A
ZZ. OTHER

What is the source of the data? (Required)

Describe how you have / will receive access to the data.
(Required)

Does the data owner require any special data protections, data use agreements, etc.? (Required)
Yes
No

Please describe. (Required)

Did the subjects give permission for their data to be used in this way? (Required)
Yes
No
Unknown

Are the study aims of this proposal consistent with what participants agreed to in the original consent? Explain. (Required)

Submit the consent form template that was used in the previous study, if possible.
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Explain. (Required)

List the variables you will receive / analyze, or you may attach a separate file below.

Attach a separate variable list

Add AttachmentAdd Attachment

Where will the research take place? Check all that apply. (Required)

On UWM’s campus
Community setting
K-12 school
Another university
Hospital/clinic
Remote/virtual
Other
N/A - data analysis only

You selected "Other". Please describe. (Required)

Will any data be collected outside the US? (Required)

Yes
No

Will you be conducting research in any location subject to American Indian tribal oversight? (Required)

Yes
No

Examples: Reservations, tribal lands, tribal schools or other institutions

Explain how you are including input from tribal leadership and
members of the tribe(s) when designing your research. (Required)

 
Research should be respectful and supportive of the needs and wishes of
the tribe. Close communication with tribal leadership and members of
the tribe at all stages of the research process (including final
publications) is vital.

Will you access or use any Protected Health Information (PHI), governed by HIPAA regulations? (Required)

Yes
No

Choose Yes if: 

You are accessing or receiving medical record data from a HIPAA
Covered Entity (includes most hospitals, clinics, and some health
departments)

You are conducting this research as part of a HIPAA Covered
Entity. This does not apply to most departments at UWM. If you're
not sure, see the UWM HIPAA Policy page (section B).

Choose No if:

All health information is self-disclosed by participants to the
researchers directly, and the researcher is not part of a HIPAA
Covered Entity

On the next page, you will be asked to provide more details about the use of PHI in your research.

Will you be collecting, analyzing, and/or accessing FERPA-protected data for your research?  (Required)

Yes
No

FERPA-protected data includes:

Student educational records
Grades
Exams, assignments, or other class work

Choose YES even if you are an instructor and have access to these
materials through your regular job duties.

Choose NO if you are accessing only directory-level information (name,
address, telephone listing, date and place of birth, participation in
officially recognized activities and sports, degree(s) earned,
program/major, and dates of attendance).

Does your research involve any biological samples or biohazardous materials (blood, urine, saliva, etc.)? (Required)

Yes
No

Use of these materials require biosafety review. Click here to
start a biosafety application, if you have not already done so.
Biosafety Protocol Form for Research

 
This will need to be submitted separately to the IBC.

Will you use any radiation in your research? (Required)

Yes
No

This includes x-rays, DXA scans, etc.

You will be asked to provide more details about the use of radiation in your research in a following page.

Cite the main sources/background that informed your study design. You can provide either a selective bibliography or a descriptive
summary of existing literature. (Required)

HIPAA

All researchers working with HIPAA-protected data must familiarize themselves with HIPAA regulations and complete HIPAA training.

Link to UWM HIPAA information

Link to required UWM HIPAA training

Contact UWM Information Security for resources and help determining adequate protections for HIPAA-covered data.

The PI is responsible for ensuring all research personnel who work with PHI have completed HIPAA training, either through UWM or their home
institution. Research personnel who complete HIPAA training through their own institution are not required to complete UWM's HIPAA training.

Documentation of training completion for all personnel should be kept in the study's files.

Describe why the Protected Health Information (PHI) is necessary to your research. (Required)

Specify the PHI that will be gathered, accessed, or used. (Required)

Which of the following identifiers are connected with the data? Check all that apply. (Required)

Name
Address (all geographic subdivisions smaller than state, including street address, city, county, and zip code)
All elements (except years) of dates related to an individual (including birthdate, admission date, discharge date, date of death, and exact age if

over 89)
Telephone numbers
Fax number
Email address
Social Security Number
Medical record number
Health plan beneficiary number
Account number
Certificate or license number
Any vehicle or other device serial number
Web URL
Internet Protocol (IP) Address
Finger or voice print
Photographic images
Any other unique characteristic or code
None of the above

List the source of the PHI. (Required)

Who will have access to PHI? (Required)

List the names or titles of all research team members who will have
access to protected health information.

Will the PHI leave the Covered Entity? (Required)

Yes
No
Other

Explain. (Required)

Describe your plan for destroying identifiers. Specify which identifiers will be destroyed and when.

If you are requesting to retain identifiers, provide justification for long-term or permanent retention and describe the security
measures that will protect the PHI from unauthorized disclosure.

(Required)

Will participants give written permission for you to use their protected health information? (Required)

Yes
No

If you will use a stand-alone HIPAA authorization (separate from
the study consent form), attach it here.

Alternately, you may embed the HIPAA required elements in the
regular study consent form. If the HIPAA authorization is
embedded, you do not need to attach it here.
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Resources:

Required elements that must be included in a HIPAA authorization (scroll
down to section C)

Sample stand-alone HIPAA authorization template

Explain why you cannot obtain written authorization. (Required)  
Written authorization can be waived only in cases where the proposed
research could not practicably be carried out without the waiver.

Radiation

For studies that involve using radiation with human subjects, Wisconsin Department of Health Services requires the following
information in accordance with Chapter DHS 157, Appendix M of the Wisconsin Administrative Code.

Once you have received IRB approval, the Radiation Safety Officer will request a variance by sending the information on this page to
WI DHS, along with a copy of the IRB approval letter and the informed consent form. The IRB office will notify the Radiation Safety
Officer; you do not need to contact them separately.

You may not initiate any activities involving radiation until you have received the variance from the state. This process can take some
time, so please plan accordingly.

For more information, please see the Radiation Safety website.

PI name and address where the research will take place. (Required)

Describe the purpose(s) for which the x-ray examinations are to be used in this research study. (Required)

Provide a detailed description of the proposed x-ray use. (Required)

Provide a detailed description of the population who will receive the radiation exposure. Include age, sex, physical condition, and
other appropriate information. If the study involves women of reproductive age and the imaging involves the trunk of the body,
describe the precautions being taken to ensure the subjects are not pregnant. (Required)

Provide an evaluation of any known alternate methods not involving ionizing radiation which could achieve the goals of the program,
and why these methods are not used instead of the x-ray examinations. (Required)

Provide an evaluation by a medical physicist of the x-ray system to be used. The evaluation must show how the system satisfies all
the requirements of Wisconsin state law. It must include a measurement of patient exposures from the x-ray examinations to be
performed.  (Required)

The patient exposure information must be included in the informed
consent papers signed by the subject. An explanation of the risk from
the radiation exposure must be included in the informed consent if the
head, neck or trunk is involved in the procedure.

Name and address of the individual who will interpret the radiograph or images if any are produced. The interpreting physicians must
be licensed in Wisconsin. (Required)

Describe the procedures to be used in advising the individuals screened and their personal medical care providers of the results of the
screening procedure and any further medical needs indicated. (Required)

Describe the procedures for the retention or disposition of the radiographs, images, graphs and other records pertaining to the x−ray
examinations. (Required)

Indicate the frequency of the screening and the duration of the entire screening program. (Required)

International

Research Location

In what country are you conducting research? (Required)

What region / province / state / town / city? (as applicable) (Required)

List the name(s) of the researcher(s) who will be traveling to this country to conduct research. (Required)

Why was this location chosen? (Required)

If you have previous connections or experience in this location, please include a description in your answer.

Have you been invited by local residents to do research here? Explain. (Required)

Have your local contacts been involved in the research design and planning? Explain. (Required)

Language

What language(s) do your potential research participants speak, and in what language will the research be conducted? (Required)
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What language(s) do your potential research participants speak, and in what language will the research be conducted? (Required)

Do you speak the language(s) listed above? (Required)

Yes
No

Describe your proficiency level and experience with the language. (Required)

Who will interpret / translate? What qualifications does this person have? (Required)

Other Ethical / Regulatory Oversight

Who oversees research in this location? (Required)

This may be an IRB, local ethics committee, ministry of health, etc.

What is the process for obtaining approval from this entity or organization? (Required)

Do you have approval from this entity or organization? (Required)

Yes
No

Please upload a copy of the approval. (Required)

Add AttachmentAdd Attachment

Where are you in the process of obtaining this approval? (Required)

Cultural / Political / Economic Considerations

What is the age of consent in this location? (Required)

Age of consent is the age at which individuals are legally considered
adults. 

In many countries this is age 18, but some places have different ages or
other criteria, such as marriage, that qualify younger individuals as legal
adults.

To help the IRB understand your subject population, please rate the following for your participants: (Required)

Rate as best you can. We understand that these are difficult to describe or quantify in many cases, but they are used to give the IRB a general idea
of the population you're recruiting and any additional protections that might be needed.

What other relevant cultural factors affect the conduct of your study, or the well-being of participants? How have these influenced
your study design? What additional measures are in place to protect participants? (Required)

Subject Population

Will you enroll any participants who are part of a vulnerable population? Check all that apply. (Required)

Students recruited in the educational setting
Prisoners
Minors (under 18 years old)
Pregnant women or neonates
Institutionalized individuals / Nursing home residents
Decisionally or cognitively impaired
Economically or educationally disadvantaged
Non-English speaking
Terminally ill
Other
None of the above

You checked Other. Please describe: (Required)

List subject group(s) and how many you expect to enroll from each group. (Required)

Overestimate your enrollment. Take into account potential withdrawals in your total.

For secondary data analysis studies, use this and the next section to describe the dataset and the population from whom data was collected.

Click Save at the end of each row before moving to the next.

Subject groups* Anticipated enrollment* Action

E.g. students, teachers, parents, etc. Save

List your eligibility criteria for each group. (Required)

List the subject groups from the question above, or if the criterion applies to all groups, list "all groups" in the first column. In the Rationale box,
explain why you have chosen these eligibility criteria.

For secondary data analysis studies, use this section to describe the population from whom data was collected.

Click Save at the end of each row before moving to the next.

Subject group(s)* Inclusion/Exclusion* Criteria* Rationale* Action

 Save

How will you verify that participants meet your eligibility criteria? (Required)

If you will ask any screening questions, you can either list them in this
box or attach a separate form below.

Will eligibility be verified before or after you obtain informed consent? (Required)
Before consent
At the time of or after consent
Other

You selected "Other". Please explain. (Required)

Upload a separate screening form here (optional)
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Recruitment, Consent, Deception and Compensation

Recruitment: Describe how, when, and where potential participants will first learn of your study. (Required)

If you will be emailing or calling potential participants, explain how you
will obtain their contact information.

List all methods of recruitment (e.g. social media, in-person, flyers/ads,
emails, phone calls, etc.) and provide details of how this initial contact
will occur.

Who will recruit potential participants? (Required)

You can list either by name or by role (e.g. "PI", "SPI", "doctoral
research assistants")

What recruitment strategies are you using to ensure you have a diverse sample? If none, explain why not. (Required)

Within the research ethics community, increasing focus is being placed
on ensuring diverse representation in study subjects. This promotes the
Belmont principle of justice and produces better scientific results.

"Diverse representation" includes race, culture, gender, sexual
orientation, age, socio-economic status, disabilities, etc.

Unless your protocol specifically requires studying a homogenous group,
you should be including methods that ensure representation of
minorities and other underrepresented groups in your study sample.

Attach all recruitment materials here (verbal or email scripts, social media posts, flyers, ads, etc).

Add AttachmentAdd Attachment Submit the final, fully formatted versions.

For verbal and email recruitment, submit a script so we can see how you
will present the study information to potential participants.

Recruitment materials should NOT have compensation as the main
focus.

If you will be using a video, please also upload a transcript. 

Who will obtain informed consent (or parental permission, if you are enrolling minors)? (Required)

You can list either by name or by role (e.g. "PI", "SPI", "doctoral
research assistants")

Explain how and when participants will provide informed consent, or, if you are enrolling minors, explain how and when
parents/guardians will provide parental permission. (Required)

Explain how and when you will obtain assent from participants who are minors or otherwise not able to consent for themselves. If you
do not plan to obtain their assent, explain why. (Required)

Explain how you will ensure that potential participants don't feel coerced or pressured into participating. (Required)

Examples:

Instructors recruiting their own students could have someone else
recruit on their behalf when they aren't present, or not learn who
consented until after grades are finalized for the course.

When employees are recruited in the workplace, employers should not
know who participates or not whenever possible, and the decision
whether or not to participate should have no bearing on any
performance reviews, promotions, or disciplinary actions.

How will you obtain informed consent? Check all that apply. (Required)

Signed consent
Verbal or online consent, no signature (waiver of

documentation/signature)
Altered consent (certain information is withheld)
Requesting a full waiver of consent or parental opt-out (not frequently

permitted)

If you are using an "opt-out" parental permission procedure, answer
"Requesting a full waiver of consent".

Please note: Waiving parental permission / opt-out procedures for non-
educational research is not recommended. Written parental consent
should be obtained whenever possible. If the opt-out method is
requested, full board review will be required.

Waiver / Alteration Details

You have indicated that you are requesting a waiver of documentation of consent. Which of the following applies to your study? 
(Required)

A waiver of documentation of consent means you still provide all the same consent information, but accept an electronic or verbal affirmation
instead of a written signature (e.g. verbal or online consent). 

If none of these apply to your study, then you must obtain written signatures.

The consent document would be the only record linking the subject and the research, and the principal risk is harm from a breach of
confidentiality. Participants will be asked whether they want documentation linking them to the research, and their wishes will govern.

The research is minimal risk and does not include any procedures that require written consent outside the research context.
Participants are members of a cultural group or community in which signing forms is not the norm, the research is minimal risk, and there is an

appropriate alternative mechanism for documenting that informed consent was obtained.
None of the above.

Explain which required elements of consent you want to alter or waive. (Required)

Explain why you are requesting the waiver or alteration. (Required)

Attach the consent and assent form(s) for your study. (Required)

Add AttachmentAdd Attachment Be sure you carefully proofread for spelling and grammar before
submitting.

If you will be using an opt-out letter, attach it here.
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Will you share the study results with participants once the study is complete? (Required)

Yes
No

When and how? (Required)

Why not? (Required)

Will your study involve any deception? (Required)

Yes
No

Explain why deception is necessary to your study. (Required)

Will participants know when they give consent that certain information about the study is being withheld (authorized deception)?
(Required)

Yes
No

Authorized deception is considered more ethically acceptable and studies
have shown it actually results in higher satisfaction than traditional
deception, without negatively impacting recruitment or introducing study
bias.

Authorized deception is recommended whenever possible.

Explain when and how you will debrief participants about the deception. Include a debriefing script. (Required)

You may attach your debriefing script as a separate file here, if you prefer.
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Are you offering any kind of compensation or recruitment incentive to participants? (Required)

Yes
No

This can be monetary, extra credit, small gifts/items, etc.

What form of compensation will you offer? Check all that apply. (Required)

Cash or check
Gift cards
Extra Credit
Items, tokens, or gifts
Raffle or Prize drawing
Other

If a participant will receive an electronic device to use during the study
that they will be permitted to keep, that should be considered an "Item"
for the purposes of this section.

You marked "other". Please describe. (Required)

Raffles and prize drawings must comply with Wisconsin state gambling laws. See UWM Legal Affairs guidance for more information.

How much compensation are you offering? (Required)

If participants may receive different amounts (either prorated or
different groups receiving different compensation), explain.

If you are offering items or small gifts, provide the approximate value.

For international studies:

Indicate the equivalent amount in US dollars.
Provide context for the amount in terms of a typical hourly or

daily wage for your participant population.

When extra credit is offered, the researcher must also provide a non-research alternative. Please describe the alternate activity
students may do in lieu of research participation. (Required)

The alternate activity must:

Require the same amount of time and effort as research
participation

Be worth the same amount of extra credit
Be clearly communicated in recruitment and consent materials

What Level of Confidentiality of Payments are you requesting? (Required)

Level 1: Confidentiality is not a serious issue. Providing a social security number or other identifying information for payment would
not pose a serious risk to subjects.

For payments over $50, the researcher must collect and maintain a record of the payee's name, address, social security number, amount
paid, and the payee's signature indicating receipt of payment.

Payment information will be retained in the extramural account folder at UWM Research Services and will be attached to the voucher in
Accounts Payable. These are public documents, potentially open to public review.

Level 2: Confidentiality is an issue, but is not paramount to the study.

For payments over $50, the researcher must collect and maintain a record of the payee's name, address, social security number, amount
paid, and the payee's signature indicating receipt of payment.

The IRB will issue a formal notice that Level 2 Confidentiality of Payments has been granted.
Payment information will be attached to the PIR and become part of the voucher in Accounts Payable. These are not considered public record.

Level 3: Confidentiality must be guaranteed. Collecting identifying information such as a social security number would put subjects at
increased risk.

The researcher must maintain a record of the research subject's name and corresponding coded identification. This will be the only record of
payee names, and it will stay in control of the researcher.

If payment is via cash or gift card, the researcher must obtain signatures indicating receipt.
The IRB will issue a formal notice that Level 3 Confidentiality of Payments has been granted.
Note: Level 3 CANNOT be selected if the total payment to an individual subject is $600 or more within one calendar year.

Level 1
Level 2
Level 3

Explain the reason for selecting Confidentiality Level 2 or 3. (Required)

Consent waiver

For a consent waiver to be approved, your study must fall under one of the following scenarios.

If you are conducting research on Public Benefit or Service Programs (uncommon), answer questions for Scenario A.

All other studies, answer questions for Scenario B.

If you're not sure, choose Scenario B.

Scenario A: Public Benefit or Service Program Research Only

A.1 The research or demonstration project is to be conducted by, or subject to the approval of, state or local government officials,
and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining
benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible
changes in methods or levels of payment for benefits or services under those programs.
 

A.2 Explain why the research could not practicably be carried out without the waiver or alteration.

A.3 Has any participant already refused consent for their data or biospecimens to be used in this way?
 

Scenario B: All other types of research

B.1 Research is minimal risk.
 

B.2 Explain why the research could not practicably be carried out without the waiver or alteration.

B.3 If the research involves identifiable or coded data or biospecimens, explain why the research could not practicably be carried out
unless the data/biospecimens were identifiable/coded.

B.4 Explain how the waiver or alteration will not adversely affect the subjects’ rights and welfare.

B.5 Explain whether the subjects will be given additional pertinent information after participation. If not, explain why not.

B.6 Has any participant has already refused consent for their data or biospecimens to be used in this way?
 

Procedures, Risks, and Benefits

Describe in detail each intervention or activity the participants will be asked to perform. (Required)

List each activity individually and provide details, including how long each activity will take.

For surveys, interviews, and focus groups, provide an overview of the questions (you'll attach the specific questions separately).

For focus groups, explain how many people per group and how many groups total there will be.

Does your research involve the use or testing of any specialized devices or equipment? (Required)

"Specialized devices or equipment" means any specialized equipment that is part of the research intervention being tested and/or will gather data,
either from a distance or directly applied to participants' bodies. Examples include eye-tracking cameras, motion sensors, pulse oximeters, etc.

This includes both novel devices being tested as part of the research as well as approved devices being used to collect data.

This does NOT include phones, audio recorders, or computers used solely for recording interviews or data analysis.

Yes
No

Devices or specialized equipment used in this research study (Required)

Click Save at the end of each row before moving to the next.

Action

Save

Attach any device-related documents that might be important for
the IRB to review. 

Add AttachmentAdd Attachment

 
Examples: 

User manual / instructions for use
Diagram or design parameters
FDA IDE letter, or determination that the device is a Non-

Significant Risk device

Explain who will be collecting the data and their qualifications for performing this role in the research. (Required)

List either by name or by role (e.g. PI, graduate research assistant, etc.)

Qualifications: 
For many low-risk studies, qualifications are often simple, such as CITI training and going over the protocol with the PI.

For more sensitive data, such as collecting data about traumatic experiences, the IRB generally expects to see some sort of psychology counseling,
social work, or other specialized training that enables the researcher to address any emotional risks of the study.

For physical interventions, describe any training the researcher will have received with regards to using the equipment.

Explain where data collection will occur. (Required)

Generic descriptions are fine; specific addresses are not needed.

Examples: 
"In the PI's lab on UWM's main campus" 
"In participants' homes"
"In meeting rooms at community libraries"

Describe any steps taken to maintain subjects' privacy during data collection. (Required)

If your subject population is likely to include individuals with a disability (e.g. hearing, vision, mobility, etc.), describe what
accommodations you have built into your study design to make your research procedures accessible. (Required)

Describe all potential risks associated with your study activities, and explain how you are minimizing these risks. (Required)

Risks may be:

physical
emotional
social
financial
legal
negative impacts to reputation or employment

Include risks related to any devices used in this study.

"Minimizing risk" means either steps taken to prevent a risk from happening, or to minimize any negative impact if it does occur.

Click Save at the end of each row before moving to the next.

Risk* How you are minimizing this risk* Action

Save

Will you collect any data about illegal activities? (Required)

Yes
No

Be sure to list the illegal activities above in the Risks question, and what potential harm could occur if there were a breach in
confidentiality.

Are there any direct potential benefits to participants? If yes, describe. (Required)

Do NOT include compensation, which is an enrollment incentive rather than a benefit.

Benefits include potential improvement to a participant's life or wellbeing as a direct result of participation in this research.

Describe the potential benefits to society or to advancing knowledge within your field. (Required)

Cannot be "none".

The potential benefits must outweigh the potential risks.

If there are no benefits, the research is not ethical and can't be approved. 

Attach all data collection tools and documents you will use. (Required)

Include the full version of all forms, surveys, interview questions, focus group questions, etc.

If you are using a Qualtrics or other electronic survey, do not paste the link to the online survey. Convert to pdf or Word and attach as a separate
document.

For semi-structured interviews, list the specific questions you plan to ask and provide a note indicating the type of follow-up questions that may be
asked.

Gender demographics: When collecting demographics about participants' gender, you should at a minimum include the options "man", "woman",
and "another gender identity not listed here". Questions about biological sex should only be asked if they are directly relevant to the research aims,
and should be paired with questions asking about gender identity. For more details about collecting data on gender, sex, and sexual orientation,
please see our guidance page for Research with LGBTQ+ individuals.

Add AttachmentAdd Attachment

Data analysis and storage

How will data be analyzed or studied? (Required)

Be sure to describe whether data is quantitative or qualitative.

How will data be reported? (Required)

Will it be aggregated? Reported anonymously? Pseudonyms used for participant names? etc.

Identifiability of collected and stored data. Data will be: (Required)

Check all that apply.

Consider different types of data as well as the same data at different timepoints. If the data won't be handled the exact same way at every stage,
multiple boxes should be checked here (example: data is initially identifiable, but then later de-identified).

Please read the IRB Guidance Document on Data Storage for recommendations about data security and confidentiality.

      

Anonymous No identifiers are collected at any point and it would be impossible to identify specific individuals from the data.

De-identified The identity of who participated in the study is or was previously collected, but this information is completely separate from
the data. There is no possible way to connect participants’ identity with their data.

Indirectly
identifiable

The data does not have any direct identifiers or a link to identifiers, but it could be possible for a combination of data to
pinpoint a specific individual (e.g. a combination of certain demographic characteristics).

Coded /
Pseudonym

Data is linked to a participant’s identity indirectly through use of a study ID or pseudonym. The linking key/file is stored in a
separate, secure location.

Identifiable but
Confidential

Data is stored with direct identifiers, but participants’ true identity will not be disclosed to anyone outside the research team.

Identifiable and
Disclosed

Data is stored with direct identifiers, and participants’ identity will be revealed with their consent.

Participant
choice

Participants may choose whether their identity is disclosed or confidential.

Other

Describe other: (Required)

You have selected more than one option. Explain which method is used for which data. (Required)

Will any recordings (audio/video/photos) be done as part of the study? (Required)

Yes
No

Explain what activities will be recorded and the recording method(s). (Required)

Will the recordings be used in publications or presentations? If yes, explain. (Required)

Describe how data will be stored and the security measures in place to prevent a breach of confidentiality. (Required)

Type of data examples: screening data, paper questionnaires, online survey responses, EMG data, audio recordings, interview transcripts, subject
contact information, key linking Study ID to subject identifiers, etc.

Storage location examples: file cabinet in PI's office, OneDrive, a laptop computer, desktop computer in shared lab space, Qualtrics servers, etc.
(Listing specific room numbers is not necessary).

Security measures: Describe the measures for each storage location to protect against a breach of confidentiality. Examples: locked office, encrypted
devices, coded data, non-networked computer with password protection, etc. 

Who will have access: List either the role (e.g. PI, SPI) or specific names of anyone who would be able to access the data.

Estimated date of disposal: May be a specific date or an event (e.g. recordings deleted as soon as they are transcribed). If a given type of data will
not be discarded, state "none".

To add a new row, click "Save" under the Action heading on the right end of the table.

Type of Data* Storage Location* Security Measures* Who will have access*
Estimated date of
disposal* Action

Save

Will data be retained for uses beyond this study? (Required)

Yes
No

Describe the potential future use(s) of this data. (Required)  
Include this information in the consent form as well.

Other relevant information

Is there any other information the IRB should know when reviewing this study? (optional)

Attach any other documents that might be important for the IRB to review. (optional)

Add AttachmentAdd Attachment

Signature for submission

By signing this form, I attest that:

I accept responsibility for complying with Federal and State regulations and UWM polices relative to the protection of human
research subjects.

I will not initiate this study until I receive written approval from the IRB.

I will promptly report to the IRB any unanticipated problems and adverse events, as well as any findings during the course of
the study that may affect the risks and benefits to subjects.

I will obtain prior written approval for any changes to this protocol.

I will provide status updates to the IRB upon request.

(Required)

Sign...Sign...

After you enter your signature, click Next and then Submit on the following page.
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