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The Office of Research of Compliance is pleased that the TCU research community, a vital part of our institution, has received Cayuse Human Ethics so well since its implementation in January 2022. 

Since its implementation, we have heard your constructive feedback and have taken all suggestions seriously. It is part of our mission to be a resource to facilitate human subject research on this campus. We ensure that our electronic submission system is user-friendly and can accommodate all the outstanding research conducted at TCU. 

We have made some significant changes, and this document serves as a summary of those changes so you are aware of all the changes made to serve you better, confidently make the submission process a little easier, remove unnecessary questions, and ensure submissions are received with the necessary information. 

Please pay attention to any text in blue; these are hyperlinks to various areas of our website, making it easy to access guidance documents, templates, and other helpful tools. 

Cayuse Human Ethics Summary of Changes: Fall 2024

[bookmark: _Hlk174709907]Please review the introduction page of the initial application. Our website, research.tcu.edu, now has new links to resources, guidance, and study start-up tool kits. 
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Next, the options at the bottom of the Submission Type page have changed. You will notice chart reviews are no longer an option on this page. You can submit chart reviews using the Exempt Determination or Research study options. Please read through the rest of the document to make yourself aware of additional changes to Cayuse.  
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Previously, the option of activities that do not constitute human subject research was revised to human subject determination. 

This section will now guide researchers through breaking down the federal definition of human subject research. The goal is to ensure and empower our researchers to know whether their project is human subjects research before completing and submitting the abbreviated application. As the questions are answered, you will have the following three determinations before you provide details about the project. 

I. Not Research – the project does not meet the definition of research
II. Research- Not Human Subjects – the project would be considered research but does not involve human subjects
III. Human Subject Research – You must return to the submission type page and change your selection to Exempt Determination or Research Study. 
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Many innovative researchers have often asked why it is necessary to complete the entire application for a study that needs an exempt determination. While the federal regulations may not fully apply to research determined to be exempt, plenty of caveats must be met to receive an exempt determination.

The Office of Research Compliance now offers a Guided Exempt Determination application to reduce the need to complete the same full application. Please remember that the IRB ultimately decides if research qualifies for exemption. Investigators can now make an initial determination by following the below instructions:

Instructions for Guided Exempt Determination: 

1. Read All information at the top of the page. 
2. Select all the appropriate exempt categories that fit the submitted research.
3. Work through the additional questions that will appear under each category.
4. If the research does not qualify for the exemption, the application will direct you to complete the full research application. 
5. If the research does qualify for the desired exemption, the rest of the abbreviated application will populate. 
6. Complete each section as you normally would. Ensure to answer every question in each section that applies to the research. 
7. The review process will not change; if questions are unanswered or not answered sufficiently, the application will be sent back to the study team. 
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Changes to the Research Study application:  

Researchers will notice that some areas may have more information or questions due to the most common mistakes or missing information. Our goal was to ensure the application more clearly details what is being asked and provides examples and additional considerations as the study team prepares its application for submission. 

The recruitment, informed consent, and study procedures sections will be driven by selecting all recruitment, informed consent, and study procedures methods that will be part of each study. This will encourage our researchers to consider all methods, techniques, and strategies that will be utilized before completing these sections of the application. 
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There are also many other changes within the application, so please read through everything carefully. However, it is essentially still the same. Researchers will only see applicable questions and will not have to answer the unnecessary questions in the previous versions. 

If you have any questions, feedback, or concerns, please contact us at IRBSubmit@tcu.edu. 
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*What type of activity is the submission for?

Please select one option only.
[0 Human Subjects Determination (Quality Improvement, Program Evaluation etc)

[ Exempt Determination
[0 Research Study
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Not kesearch/ Not Human Subject kesearcn Determination kequest

« Answer the questions below to determine if the project meets the federal regulatory definition of human subjects research.
« See the OHRP decision trees: TCU applies the federal regulations to all research.
« Please see the NHSR Guidance Document

Does the project meet the federal definition of Research?

Is the activity an investigation?

* Investigation: A searching inquiry for facts; detailed or careful examination.
« Aproject that starts with a research question s an investigation. A literature review does not fit this definition.

® Yes

No
Is the investigation systematic?

« Systematic: Having or involving a system, method, or plan.
« Thisis aplan (methodology) to obtain data to answer a research question.

O Yes
® No

The project qualifies for the determination of Not Research.
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Exempt Categories

There are eight (8) exemption categories. However, at this time, TCU IRB does not review research that falls under categories 7 and 8. ALL research acti
be exempt.

ities and/or procedures involving human subjects must fall within one or more categories below to

‘The HRPP/IRBIs ultimately responsible for deciding if research qualifies for exemption; however, investigators are asked to make an initial determination of the appropriate exemption category.

Select the appropriate category or categories that al

ly to the research activities/procedures and answer the questions

(J Category 1

Research, conducted in established or commonly accepted educationa| settings, that specifically involves normal educational practices that are not Iikely to adversely impact students’ opportunity tolearn required educational content or the
‘assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or
classroom management methods.

Category 2
Research that only includes interactions involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording)
if at least one of the following criteria is met.

(please check one):
(O () The investigator records the information obtained in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; OR

(ii) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational
advancement, or reputation; OR

[0 (i) The information obtained is recorded by the investigator in such amanner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRE conducts a
imited IRB review to make the determination required by 45 CFR 46.111(a)(7).

[ Educational tests (cognitive, diagnostic aptitude, achievement)
Survey procedures
[ Interview procedures
) Observation of public behavior

Does this research involve children?

Yes

® No
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Recruitment & Screening

Recruitment Methods

Please check off all recruitment methods that wil be used as a part of the study. Please ensure all methods used as part of the recruitment process are described.

[0 Flyers or Advertisments
[0 Emails or Letters
[0 Social Media Platforms See Social Media for Recruitment Guidance
[0 Crowdsourced research platforms (e.g. MTurk or Prolific)
[0 Scripted presentations/ Verbal Scripts
(O SONA (ICU Psycholosy Department Research Pool (SONA system) or Neely School of Business Research Pool
[0 Exisiting Records: Recruitment list, databases, and repositories
[0 Third-party (Non-study Team mermber) assistance Or a
contact from an organization be distributing recruitment materials to potential pa
(O Screening for eligibility
[0 Collect Personally Identifiable Information for recruitment purposes
[0 Collect Protected Health Information for recruitment purposes
O] Other

ipants on your behalf, on or off-campus.
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Informed Consent & HIPAA

Please select ALL appropriate options for your study.

O Provi formation sheet ( exempt studies only)

[0 Obtaining written consent from Adults (This includes obtaining an electronic signature by finger or stylus; this must be explained in the consent process below.)
[0 Obtaining Parental Permission consent

[0 Obtaining assent from a minor under 18

[0 Obtaining consent from a LAR (Legally Authorized Representative)

[0 Obtaining consent online or E-consent (Requires a waiver of consent documentation) (do not select i using research information sheet)

O Obtaining consent virtually (e.5, over the phone or via Zoom)

[0 Conducting a chart review where consent waivers are required (Retrospective Chart Reviews only)

[0 Obtaining consent from non-English speakers

[ Collecting PHI (Protected Health Information) where HIPAA applies (from a medical record)
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Study Procedures

*Research Methods

Checkall that apply.

[ Normal Educational Practices
[0 Educational Test (cognitive, diagnostic, aptitude achievement)
[0 Behavior decision-making test (puzzles, games)
O Physical activities

[0 Deception/ Incomplete Disclosure &Debriefing
() Debriefing (without Deception)

[0 Chart Review

O Interviews

O Focus Groups

0 Questionnaires/ Surveys

0 Audio and/or video recordings

O Ethnographic Observations

[0 Physiological measure (EEG, Dexa)

[0 Biospecimens (blood &saliva)

[0 Devices (Non-medical)

[0 Randomization

O Blinding

[0 Placebo or control group

[0 Clinical Trial & FDA Regulated Studies

O Follow-up

[ Other
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Introduction

Welcome to the TCU IRB interactive online submission system: Cayuse Human Ethics. Please review for new information!

Req

d sections are listed on the Ieft. As you answer questions, new sections relevant to the type of research being conducted may appear or disappear based on your responses.

Once each se

's completed, a checkmark will appear beside the section name on the left. All questions marked with a red asterisk must be answered for a section to be marked complete.

If you have trouble seeing all the sections, you may need to adjust your screen resolution to be able to see them. Until all sections are complete, the last item listed on the left will be Submit.
As you progress, be sure to click SAVE (upper right) regularly. Please note that a submission may take several hours to complete. You do not have to finish in one sitting or complete sections in any specific order.

Information can be found on the Human Subject Research page on the Research Comy
Quality Assurance, please email QAprogram@tcu.edu.

liance website. Office of Research Compliance (ORC) staff are also available to answer questions by emailing IRBSubmit@tcu.edu. If you have questions regarding.

. New information and updates are available for your reference and guidance.
HSR Homepage - https:/research.tcu.edu/research-compliance/irb/

Al things Cayuse - httpsy

IRB submission & review process - ht

Education & Outreach - https://research.tcu.edu/research-compliance/irbe...

IRB Guidance Documents - htty

fresearch.tou.edu/research-compliance/irb/i

Quality Assurance Program https://research.tcu.edu/research-comy

Research Documentation and Record Support:
(Study Start-Up Tool-Kit, Self-Audit Tool-Kit, & Clinical Trial Resources) https://research.tcu edu/research-compliance/irb/r.




