Exemption Determination Request
Instructions

The NC State University IRB does not regulate projects solely done as a class project, assessment, evaluation, quality improvement, journalism, or oral history. Only use the exemption determination request form if your project is (or intends to be) regulated research with human subjects that qualifies for an exemption determination. 

If you are unsure if your project counts, review the NC State IRB website’s Data Lifecycle Step 1: Determining if IRB Approval is Required and the IRB unit standard on exemption requests. If you still have questions, contact the IRB office or drop into office hours if they are offered. 

Even if an exemption determination is granted, all NC State University regulations must be followed, including but not limited to:

· All software used for research must be licensed with NC State University. 

· All surveys targeting NC State populations (e.g., students, faculty, or staff), must be registered with the UDA. 

· All research with minors must adhere to the NC State University Regulation 01.25.18. Please contact protectionofminors@ncsu.edu for questions about this regulation.

· All research with the University’s secondary data must be requested from the appropriate NC State data steward. IRB approval is not records release permission; only the appropriate NC State data steward can grant that It is okay to share the approved protocol, letters, and plans with the data steward who will release the data to you.

· All human subjects research using AI tools must comply with the IRB’s guidance on the Use of AI and Generative AI. 

How to apply for an exemption determination with the NC State University IRB: 
1. Open an IRB application via the eIRB system.

2. Complete the first two tabs (Title” and “Description”). Leave all other eIRB application tabs blank; the exemption request form will provide all of the necessary information.

3. Upload the eIRB’s “Supporting Documentation” page:
· Proof of human subjects research training for all NC State University members of the research team, including the faculty advisor for the protocol, and any individual investigators.
These are people who recruit and consent, interact, implement interventions with, or collect data from participants, handle identifiable participant data, and/or directly supervise a student doing those things.

· Exemption request form (i.e., the form that starts on page 4 of this document) 
IMPORTANT: You must use the desktop version of Microsoft Word to fill out this form. Do not use Google Docs or the checkboxes will not work. 

· Consent forms, addendums, and related materials 
· Always download templates directly from our website for every new IRB application. We update these templates regularly; do not use saved copies from previous studies or from other people. 
· You may need to combine elements from multiple exempt consent templates to reflect your specific research procedures, such as an exempt study with surveys and interviews. 
· You cannot embed Broad Consent within your standard consent-to-research form for adult participants and parents/guardians of minor participants. Broad Consent must remain a separate document/material and process. 

· All study instruments
· This could include surveys, semi-structured interview protocols, observation guides, taste test protocols, etc.
· Upload each study instrument as a separate Word document. This ensures that if one instrument needs revision, you can continue using the others without pausing use.
· You do not need to provide recruitment materials, scheduling emails, or other basic communications for studies qualifying for exemption determination.

· Participant-facing procedural materials
· Protocols using an AI tool: Upload the relevant AI participant information sheet for adults and/or families with children.

· Protocols using software applications that will be downloaded to the participant’s device for research purposes: Upload your software application consent addendum as well as installation/use/removal instructions that will be given to participants.

· Protocols with prospectively disclosed deception or incomplete disclosure: Upload all debriefing materials.

· Protocols recording in K-12 classrooms 
· Outside of North Carolina: Upload your opt-out form/materials for parents/guardians.
· In North Carolina: Upload your parent permission and minor assent forms/materials, checking to make sure that your forms/materials and planned research procedures comply with the NC Parents Bill of Rights and your school’s established standard operating procedures on research and recording. 
· Review the NC State IRB guidance on images and recording.

· Protocols using student data subject to FERPA: Upload the required FERPA consent information. 
· The FERPA consent information can be integrated into your main consent form rather than uploaded as a separate file.
· Refer to the NC State IRB unit standard on FERPA.

· Protocols using health data subject to HIPAA: Upload the HIPAA authorization or HIPAA waiver request form. 
· Use the NCSU IRB HIPAA templates to create your forms. 
· Refer to the NC State IRB unit standard on HIPAA.

· Data management materials
· NIH funded studies: Upload your NIH data management and sharing plan.

· Highly sensitive (“red”) or ultra-sensitive (“purple”) data: Upload your OIT drafted data and access security plan.

· Data or material transfers: Upload signed agreements such as a data use agreement (DUA) or a material transfer agreement (MTA).

· Secondary data using Broad Consent: Upload a blank copy of the implemented Broad Consent addendum if you are requesting use of data from an IRB-approved study where participants provided Broad Consent. 

4. 	Proofread and submit the application to the IRB office. 
Note for student researchers: You cannot click the 'Submit' button in the eIRB system. Once your application is ready, you must notify your faculty advisor. Only they can submit your application to the IRB.


Exemption Determination Request Form

[bookmark: Text5]Study Title:        

[bookmark: Text2]eIRB Protocol Number:       

Research Team:
[bookmark: Text3]Faculty Advisor/Chair/Point-of-Contact:      

[bookmark: Text4]Student Researcher (if for dissertation or thesis):     

[bookmark: Text6]Other NC State Researchers:      

[bookmark: Text8]Non-NC State Researchers:      
[bookmark: Check1]        |_| Yes, I am seeking, will seek, or have sought an appropriate agreement for this
 collaboration. 

Research Funding:
[bookmark: Check397]|_|  The study is not funded from any source. 

[bookmark: Check393]|_|  The study is federally funded. 
[bookmark: Text13]Provide funder name:      
[bookmark: Text12]Provide PINS/RED number:      

[bookmark: Check394]|_|  The study is privately funded from a non-governmental organization or entity.
[bookmark: Text11]Provide funder name:      

[bookmark: Check395]|_|  The study is funded internally by NC State (e.g., faculty startup funds, dissertation grants).
[bookmark: Text10]Detail:      

[bookmark: Check396]|_|  The study is supported by personal funds.


Research Regulation, Purpose and Study Aims
1. Research
1.a. Are you doing this study to answer a specific question using a plan you’ve created that is grounded in theory and informed by the empirical findings of others?
|_|  Yes.
|_|  No.

1.b. Do you want your findings to help people outside of your specific study? This can include publishing your results or sharing them online, presenting at a conference, and/or using what is learned to develop a better product, approach, or understanding. Review the NC State IRB guidance on generalizable knowledge (includes pilot studies and some feasibility work). 
|_|  Yes.
|_|  No.

1.c. Is this project testing the effectiveness or safety of a medical device?
|_|  Yes.
|_|  No.

2. Human Subjects Research
2.a. Will this research access, collect, or generate information about living people?
|_|  Yes.
|_|  No.

2.b. Will this research involve interaction with participants?
|_|  Yes.
|_|  No.

2.c. Are you asking people to do something new or different just for this study? This includes things like taking a survey, trying a new exercise, playing a game, or using a new software tool. 
|_|  Yes.
|_|  No.

2.d. Will this research involve the access of identifiable/re-identifiable private data?
|_|  Yes.
|_|  No.


3. NC State University Research Engagement
3.a. Is an NC State researcher consenting participants?
|_|  Yes.
|_|  No.

3.b. Is an NC State researcher interacting with participants?
|_|  Yes.
|_|  No.

3.c. Is an NC State researcher providing an intervention to participants?
|_|  Yes.
|_|  No.

3.d. Is an NC State researcher handling, using, and/or analyzing private identifiable data about participants?
|_|  Yes.
|_|  No.

3.e. If the study is funded, does NC State serve as the prime awardee for this project? A prime awardee receives a federal contract, grant, or other funding directly from a government agency.
|_|  Yes.
|_|  No.

4.  Briefly describe the purpose of the research and its study aims. (one paragraph limit)
[bookmark: Text88]     


Participants
5. How many participants do you anticipate enrolling in the research? 
Please provide a meaningful number range. If you have several participant groups, provide number ranges for each participant group. If this is an application for secondary data/specimens, tell the IRB how many people are included in the secondary dataset(s)/specimens you wish to access for research purposes.
[bookmark: Text15]     

6. Is there a relationship between anyone on the research team and the participants such as teacher/student, doctor/patient, supervisor/supervisee, participants who are family members, etc.? 
[bookmark: Check13]|_|  Yes. If yes, please answer the following question.
6.a. Describe the relationship and what steps you will take to mitigate the potential for undue influence and coercion into research for participants in this study: 
[bookmark: Text16]     
[bookmark: Check14]|_|  No.

7. Does this study involve people under the age of 18 or anyone legally considered a minor?
[bookmark: Check15]|_|  Yes.
[bookmark: Check16]|_|  No.

8. Does this study involve people who are incarcerated, involuntarily detained or committed, or in a program or hospital as an alternative form of sentencing?
[bookmark: Check18]|_|  No.
[bookmark: Check17]|_|  Yes. If yes, please answer the following question.
8.a. Describe their status and if they are incidentally included. 
If you are purposefully targeting people who are also incarcerated, the study is not eligible for an exemption determination.
[bookmark: Text17]     

9. Can any of the participants be considered vulnerable due to their identity, status, or research context? This includes people who might face discrimination, people who are not 'out' about their identity, or people who are undocumented immigrants.
[bookmark: Check20]|_|  No.
[bookmark: Check19]|_|  Yes. If yes, please answer the following question. 
[bookmark: Text18]9.a. Discuss the participant group(s) contextual vulnerability:      

10. Is data collection limited to people currently located within the United States? 
[bookmark: Check21]|_|  Yes.
[bookmark: Check22]|_|  No. If no, please answer the following question.
[bookmark: Text19]10.a. What country/countries will participants be located in:      
Research involving international participants may be subject to local privacy laws (e.g., GDPR, PIPL etc.). This most often occurs in survey research and data scraping protocols. Researchers are responsible for designing studies in compliance with these regulations. If your survey targets individuals in the European Economic Area (EEA), please refer to the IRB’s GDPR guidance and ensure you utilize and adapt the appropriate template language in your consent materials.


Recruitment and Site Access

11. How will you recruit participants?
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[bookmark: Check23]|_|  Not applicable
[bookmark: Check24]|_|  Group announcements
[bookmark: Check25]|_|  Direct email
[bookmark: Check26]|_|  Fliers
[bookmark: Check27]|_|  Listservs
[bookmark: Check28]|_|  M-Turk
[bookmark: Check29]|_|  Newspaper 
[bookmark: Check30]|_|  Social Media 
[bookmark: Check31]|_|  SONA
[bookmark: Check32]|_|  Qualtrics Panel
[bookmark: Check33]|_|  Billboards/Community boards
[bookmark: Check34][bookmark: bookmark=id.3dy6vkm][bookmark: Text20]|_|  Other - Detail:      

[bookmark: bookmark=id.1t3h5sf]12. Briefly describe your recruitment procedures for each participant group in the research. Please note, recruitment materials do not typically need to be uploaded for IRB review of exempt level studies. If you will not recruit participants at all, say so and explain why. 
[bookmark: Text21]     

[bookmark: bookmark=id.4d34og8]13. Do you need permission from a specific place to do your research? For example, if you want to interview teachers at a school, you usually need gatekeeper permission from the principal and/or the school district first. Many research sites require permission for research activities to occur in a location, such as at a school (including NC State), business, or event. IRB approval does not grant a researcher permission to access a research site or secondary data (e.g. FERPA records). 
[bookmark: Check36]|_|  No permission is required due to proposed research location(s) or research procedures. 
[bookmark: Check35]|_|  Yes. If yes, please answer the following questions.

[bookmark: Text22]13.a. Permission will be sought from:      

13.b. We will comply with all site policies, procedures, and expectations.
[bookmark: Check409]|_|  Yes.



Informed Consent, Parent/Guardian Permission, Minor Assent, and Broad Consent
Please download and use the current NC State IRB consent templates relevant to your study to create your consent, permission, assent, and Broad Consent forms unless there is a justification for seeking consent/permission/assent in another format. Make sure to include all of the information required for consent/permission if the project is subject to FERPA, COPPA, HIPAA, GDPR, EU AI Act, PIPL, and/or the NC Session Law 2023-106, Senate Bill 49 requirements. Most of language to meet these requirements are included in the templates. 

14. Are you seeking informed consent from adults? Check what applies and fill-in-the-blanks where applicable
[bookmark: Check38]|_|  Yes, I will seek informed consent from adult participants in the study. If yes, please answer the following question:
[bookmark: Text23]14. a. Describe the process for acquiring informed consent:      

[bookmark: Check39]|_|  No, I will not seek informed consent from adult participants in the study. If no, please check all that apply below and complete the fill-in-the-blanks below when applicable.
[bookmark: Check40]|_|  The research involves no more than minimal risk to participants.
[bookmark: Check41]|_|  Waiving participants right to consent will not adversely affect their rights and welfare.
[bookmark: Check398]|_|  The research would not be able to be done if participant consent was sought. If this box is checked, answer the question below.  
14.b. Explain why it is not possible or reasonable to conduct the study with participant consent:       
|_|  If your study will access or use identifiable or re-identifiable data, you must provide a justification for doing so. If this box is checked, answer the question below.  
[bookmark: Text148]14.c. Explain why it is not possible to conduct the study without access and use of identifiable participant data:      
[bookmark: Check43]|_|  Where appropriate, participants will be provided additional pertinent information after participation. This usually applies to research involving deception in which full disclosure of purpose or procedures would make the study infeasible or compromise the research data. 

15. Are you seeking parent/guardian permission for a minor’s participation in research? Check what applies and complete the fill-in-the-blanks where appropriate. 
[bookmark: Check44]|_|  N/A - No minors are involved in this research. Skip to Question 16.
 
[bookmark: Check45]|_|  Yes, I will seek parent/guardian permission for a minor’s participation in research. If yes, please answer the following question:
[bookmark: Text24]15.a. Describe the process for acquiring parent/guardian permission:      

[bookmark: Check46]|_|  No, I will not seek parent/guardian permission but instead will modify the parent/guardian permission into an opt-out form, and check all that apply below: 
[bookmark: Check47]|_|  The research involves no more than minimal risk to participants.
[bookmark: Check48]|_|  The waiver of parent/guardian permission will not adversely affect the rights and welfare of the minor participants.
[bookmark: Check49]|_|  If the research involves using identiﬁable or re-identifiable private information or biospecimens, the research could not be carried out without using the information or biospecimens in an identiﬁable/re-identifiable format.
[bookmark: Check50]|_|  Where appropriate, participants will be provided additional pertinent information after participation. This usually applies to research involving deception in which full disclosure of purpose or procedures would compromise the research. 
[bookmark: Check425]|_|  The research will not occur in a K-12 setting in the state of North Carolina.

[bookmark: Check51]|_|  No, I will not seek parent/guardian permission for a minor’s participation in research. Please check all that apply and complete the relevant fill-in-the-blanks below.
[bookmark: Check52]|_|  The research involves no more than minimal risk to participants.
[bookmark: Check53]|_|  The waiver of parent/guardian permission will not adversely affect the rights and welfare of the participants.
|_|  The research would not be able to be done if parent/guardian permission was sought. If this box is checked, answer the question below. 
15.b. Explain why it is not possible or reasonable to conduct the study with parent/guardian permission:       
[bookmark: Check54]|_|  If your study will access or use identifiable or re-identifiable data of minors, you must provide a justification for doing so. If this box is checked, answer the question below.  
[bookmark: Text149]15.c. Explain why your research cannot be conducted with participant data that is fully anonymous or de-identified to all members of the research team:      
[bookmark: Check55]|_|  Where appropriate, participants will be provided additional pertinent information after participation. This usually applies to research involving deception in which full disclosure of purpose or procedures would compromise the research. 
|_|  The research will not occur in a K-12 setting in the state of North Carolina.

16. Are you seeking minor assent? Check what applies and fill-in-the-blank if applicable. 
[bookmark: Check56]|_|  N/A, No minors are involved in this research so I will not seek minor assent. Skip to Question 17. 

[bookmark: Check57]|_|  Yes, I will seek minor assent for participation in research. If yes, please answer the following question:
[bookmark: Text25]	16.a. Describe the process for acquiring minor assent:      

[bookmark: Check58]|_|  No, I will not seek minor assent for participation in research and check all that applies below and complete the fill-in-the-blank:
[bookmark: Check59]|_|  The research involves no more than minimal risk to participants.
[bookmark: Check60]|_|  The waiver will not adversely affect the rights and welfare of the participants.
[bookmark: Check61]|_|  If your study requires the use of identifiable participant data, explain why the research goals cannot be achieved using data that is anonymous or de-identified to all members of the research team. If you will not access or use identifiable participant data, please enter “N/A” in the 16.b. response box below instead. 
[bookmark: Text150]16.b. Justification for the use of identifiable data:       
[bookmark: Check62]|_|  Where appropriate, participants will be provided additional pertinent information after participation. This usually applies to research involving deception in which full disclosure of purpose or procedures would make the study infeasible or compromise the research data.

17. Does this study involve deception or incomplete disclosure? 
Deception occurs when participants are given false information; incomplete disclosure occurs when the participants are not told the true purpose of the study. Important: Your study can only receive an exemption determination if participants agree in advance to be misled. If you do not want to provide this notice, the study is ineligible for an exemption determination and must undergo a more intensive review process.
[bookmark: Check63]|_| No.
[bookmark: Check64]|_| Yes. If yes, please answer the following questions:

[bookmark: bookmark=id.2s8eyo1]17.a.  Describe the deception or incomplete disclosure.
[bookmark: Text26]     

[bookmark: bookmark=id.17dp8vu]17.b.  Describe why the deception or incomplete disclosure is necessary.
[bookmark: Text27]     

[bookmark: bookmark=id.3rdcrjn]17.c.  Describe the debriefing process. (Upload debriefing material for IRB review) 
[bookmark: Text28]     

17.d.  Is a statement about deception or incomplete disclosure present in the consent form/materials?
[bookmark: Check65]|_|  No - The study is not eligible for exemption.
[bookmark: Check66]|_|  Yes.

18. If you are collecting data subject to FERPA, will the required information for FERPA records access will be included in the informed consent, minor assent, or the parent/guardian permission form? Check what applies. 
[bookmark: Check67]|_| N/A

[bookmark: Check355]|_|  Yes, permission to access FERPA records will be included in the (check what applies):
[bookmark: Check68]	|_|  Informed consent materials for people who are 18 years old or older
[bookmark: Check69]|_|  Minor assent materials for individuals under the age of 18 years old
[bookmark: Check70]|_|  Parent/guardian permission materials for their children under the age of 18 years old

[bookmark: Check71]|_|  No, I will seek “records release” from an appropriate data steward or gatekeeper because this research study meets both the FERPA exception for permission to access academic records and this study qualifications for an exemption determination. 

19. Will you be seeking Broad Consent for the use, storage, and maintenance of identifiable data for unspecified future research? Check what applies, completing the fill-in-the-blank where appropriate. Note, Broad Consent is in addition to informed consent, it does not replace it. 
[bookmark: Check74]|_|  No.
[bookmark: Check75]|_|  Yes. If yes, please answer the below question. 

[bookmark: Text29]19.a. Describe how you plan to track which individuals provide Broad Consent.      


General Research Procedures: Primary and Secondary Data Collection 

20. Primary Data Collection Modes and Tools

20.a.  Data Collection Settings - Check all that apply.
[bookmark: Check76]|_|  N/A – This study is a secondary data protocol and does not interact or intervene with participants or manipulate their environment. Skip Question 20b. and proceed to Question 21. 
[bookmark: Check77]|_|  In person. 
[bookmark: Check79]|_|  Virtually. 
[bookmark: Check78]|_|  Virtually and in person.

20.b. Data Collection Methods - Check all that apply and complete the fill-in-the-blank if appropriate.
[bookmark: Check451]|_|  Surveys – Provide details in Question 24.
[bookmark: Check452]|_|  Interviews/Focus Groups
[bookmark: Check453]|_|  Observations
[bookmark: Check454]|_|  Normal Educational Practices – Provide details in Question 23.
[bookmark: Check474]|_|  Benign Behavioral Intervention – Provide details in Question 26. Note: Collection of data from the body using sensors or devices is not considered a benign behavioral intervention
[bookmark: Check455]|_|  Software or Applications (non-survey tools) – Make sure to complete Question 20.c.
[bookmark: Check456]|_|  Artificial Intelligence (AI/GAI) – Make sure to complete Question 20.d.
[bookmark: Check457]|_|  Media Materials (photos, video, audio, etc.) – Make sure to complete Question 28. 
[bookmark: Check458]|_|  Visual/Creative Methods (Photovoice, Q-Sort) - Note: We recommend that your photovoice participant training and ethics agreement is uploaded for IRB review.
[bookmark: Check459]|_|  Lab/Tech-Based (VR/AR, Driving Simulator) – The study must be minimal risk and excludes clinical investigations, safety or efficacy testing of any FDA-regulated product (such as medical devices, drugs, and biologics), and clinical trials studying health-related outcomes. 
[bookmark: Check473]|_|  Taste Tests
[bookmark: Check460][bookmark: Text124]|_|  Not Otherwise Specified Above – Details:      

20.c. Software Applications Details
If your research uses any software, AI tools, or learning management systems as a research interaction, intervention, or for data collection/scraping, please complete the rest of the Question 20 section below. Note: You may skip to Question 20.d if you will only use NC State OIT licensed and approved platforms (e.g., Qualtrics, RedCap, Zoom, and Google Suite products).

20.c.i. What kind of tool is the software application that will be used for research purposes? Check what applies and provide tool name(s).
[bookmark: Check461]|_|  Standard tool: A tool that is commercially available and unmodified.
[bookmark: Text125]Name of standard tool(s):       
[bookmark: Check462]|_|  Modified tool: A tool that is commercially available but altered in some manner.
[bookmark: Text126]Name of modified tool(s):       
[bookmark: Check463]|_|  Custom tool: A tool that is purpose-built for the study.
[bookmark: Text127]Name of custom tool(s):       

20.c.ii. Is the software application licensed by NC State University?
|_|  Yes.
|_|  No. If no, answer the additional questions below.

20.c.iii.1. Explain why this specific tool is required to answer the research question.
     

20.c.iii.2. What is the tool’s current status in the ITPC approval process?
     

20.c.iii. How is the research software application accessed by participants?
[bookmark: Check465]|_|  Accessed via a web browser
[bookmark: Check464]|_|  Downloaded to a device – Specify which device types below.
|_|  An NC State University managed device
|_|  Participant’s personal device
|_|  Other non-NC State device (e.g., K-12 school owned computer)

20.d. Artificial Intelligence (AI) Details – Complete this section and its fill-in-the-blanks where appropriate if your study involves AI tools in any capacity (e.g., for recruitment, as part of a research task, or to analyze research data) otherwise, you can skip to Question 21. 

20.d.i. How will AI tool(s) be used in the study? Check all that apply and provide details where requested. 
|_|  Recruitment: To find, contact, or screen participants.

|_|  Research Task/Engagement: Participants will interact with or use an AI tool as part of the study. engage with an AI tool as part of the study. Select and provide details for the relevant engagement type(s). 

|_|  Interaction: Back-and-forth exchange between the participant and the AI tool (e.g., chatbot)
20.d.i.1. Interaction Details:       

|_|  Intervention: AI tool attempts to change behavior or improve  outcomes (e.g., adaptive AI tutoring).
20.d.i.2. Intervention Details:       

|_|  Manipulation: The AI tool steers behavior or triggers emotions, often without the participant's full awareness (e.g., testing responses to AI-generated bias).
20.d.i.3. Manipulation Details:       

|_|  Data Generation/Scraping: The AI tool will create new participant data or “scrape” data from platforms for research use. 

20.d.i.4. Describe data generated or scraped:  
[bookmark: Text151]     

|_|  Classroom Data (FERPA): Students will use an AI tool as a normal part of their required class activities and you are requesting to use this secondary data subject to FERPA for research. Note: Selecting this requires you to complete the Secondary Data section of this form. Not all FERPA data is eligible for exemption determination; please review the NC State IRB unit standards for guidance. 

20.d.i.5. Student Work: List all course artifacts (assignments, prompts, etc.) entered into AI tools.
[bookmark: Text153]	     

20.d.i.6. Administrative Records: List all FERPA-protected data (transcripts, enrollment information) entered into AI tools.
[bookmark: Text154]	     

20.d.ii. What participant data will the AI tool(s) have access to? Select what applies and provide more information when prompted. 

[bookmark: Check439]|_|  De-identified data: All direct and indirect identifiers are removed before any participant data is entered into the AI tool(s). Answer the questions below. 

20.d.ii.1. How will you remove direct identifiers (e.g., names, emails, Unity ID, IP addresses, etc.)?
[bookmark: Text114]     

20.d.ii.2. How will you remove indirect identifiers (e.g., demographics, qualitative details that could reveal a primary OR third-party participant’s identity)?
     

[bookmark: Check440]|_|  Identifiable (or re-identifiable) data: Data containing personal identifiers will be put into the AI tool. Answer the questions below. 

20.d.ii.3. Why is it necessary to have an AI tool have access to identifiable data to answer your research question(s)?
[bookmark: Text115]     

20.d.ii.4. Will participants explicitly consent to have their identifiable data processed by and used with an AI tool?
[bookmark: Check441]|_|  Yes.
[bookmark: Check442]|_|  No.

20.d.iii. Compliance Affirmations - Check the boxes below to confirm each of the following statements is true or explain why the statement isn’t true for your study with a justification. 

[bookmark: Check444]|_|  The research team has read the AI at NC State website and understand their responsibilities.

[bookmark: Check445]|_|  The research team has read the NC State IRB guidance on the use of AI in human subjects research and understand their responsibilities.

[bookmark: Check446]|_|  An AI information sheet has been uploaded for IRB review and will be given to participants/parents. 
20.d.iii.1. If you will not provide an information sheet to participants/parents, explain why.
[bookmark: Text120]     

21. Secondary Data Collection Details
Will the protocol use secondary data?
[bookmark: Check475]|_|  No. This study will not use any secondary data. Skip to Question 22. 
[bookmark: Check563]|_|  Yes. Answer the section below if you are accessing existing records or data that was originally generated or collected for a purpose other than this specific study.

21.a. Data Sources: Select the type of data you are requesting and indicate how it will be used in your study. 

[bookmark: Check476]|_|  Education Record (FERPA data)
[bookmark: Check481]|_|  To identify/contact participants (i.e., sampling frame)
[bookmark: Check482]|_|  To use as data for research

[bookmark: Check477]|_|  Health Record (HIPAA data)
[bookmark: Check483]|_|  To identify/contact participants (i.e., sampling frame)
[bookmark: Check484]|_|  To use as data for research

[bookmark: Check478]|_|  International Data (potentially subject to GDPR, EU AI Act, PIPL, and other laws)
[bookmark: Check485]|_|  To identify/contact participants (i.e., sampling frame)
[bookmark: Check486]|_|  To use as data for research

[bookmark: Check479]|_|  Data from Another IRB-Approved Study Where Participants Prospectively Gave Broad Consent. 
Note: Please be sure to upload the blank IRB approved Broad Consent form used previously with research participants that gave Broad Consent for the future use of their identifiable data.

[bookmark: Check480][bookmark: Text133]|_|  Other – Describe:      

21.b. Data Access Permission: IRB approval is not permission to access or use records so indicate who will give permission for the research team to access the secondary data for research purposes. The individual must have authority over the records requested for release and cannot be a member of the research team due to conflicts of interest and commitment.
[bookmark: Check490]|_|  Data Steward
[bookmark: Check488]|_|  Record Holder
[bookmark: Check489][bookmark: Text134]|_|  Other – Detail:       

22. Participant Research Activities
[bookmark: Check491]|_|  Secondary Data Only – No Participant Contact. Check this box only if your study will only use secondary data without ever contacting or interacting with the people in the secondary data set. 

[bookmark: Check519]|_|  Secondary Data Only – With Participant Contact. Check this box if the only study “activity” is asking participants permission to use their records, e.g. FERPA or HIPAA data.
22.a. Describe the participant recruitment and informed consent process.  
[bookmark: Text141]     

[bookmark: Check520]|_|  Primary Data Collection. Check this box if you will be interacting with participants, providing participants with a research intervention, and/or manipulating participants or their environment in some way to test a reaction. Answer the question below with thought and care. 

22.b. In 1-2 paragraphs per participant group, describe exactly what each group will do when they participate in your study, which should cover:
· How you will find, ask, and select people to participate in your study
· What participants will do (e.g., interviews, chat with an AI tool, usability testing, member checking, etc.)
· Exclude from your description all activities that would normally happen even if the research wasn’t taking place (e.g., regular class assignments or daily job duties). 

[bookmark: Text156]     


Normal Educational Practices 

23. Does your research involve observing or testing normal educational activities in an established classroom or learning setting?
[bookmark: Check564]|_| No. Skip to Question 24. 

[bookmark: Check108]|_|  Only Student Records. Check this box if you will only use existing student data (e.g., secondary data subject to FERPA) with prospective permission and will not interact with the class or change any activities. Note: If you check this box, you must complete the relevant questions below and the secondary data questions later in this form. 

[bookmark: Check354]|_|  Yes. If yes, complete the questions below:

23.a. Where will the research take place? (e.g., a public K-12 classroom, a university lab, a corporate training center, etc.)
[bookmark: Text155]     

23.b. Describe the teaching method or activity to be studied. Would this activity happen even if the research study did not occur? 
[bookmark: Text135]     

23.c. Explain how you will ensure the research does not interfere with students' ability to learn required content or negatively affect how participating educators are evaluated. 
[bookmark: Text81]     

23.d. Are you doing this research because your institution officially assigned it to you as part of your job duties? Note: Do not check "Yes" if you are a student or faculty member with general research expectations as part of your role as a student or faculty member. Selecting "Yes" means that the school requested that you conduct official and specific program evaluation and/or an institutional effectiveness study on their behalf. 
[bookmark: Check492]|_|  No.
[bookmark: Check493]|_|  Yes. If yes, answer the following.

23.d.i.  Describe your arrangement with the school/institution (e.g., employee, contractor, evaluator).  
[bookmark: Text136]     

23.d.ii. Are you receiving extra payment specifically for this research that is beyond your normal salary and not solely assessment and evaluation activities?
[bookmark: Check497]|_|  No.
[bookmark: Check498]|_|  Yes, from the school/institution
[bookmark: Check499][bookmark: Text137]|_|  Yes, from somewhere else – Detail:       

23.d.iii. What is the goal of the study? Select all that apply)
[bookmark: Check494]|_|  Develop or validate predictive tests.
[bookmark: Text138]	Explain how:       
[bookmark: Check495]|_|  Manage student aid programs.
Explain how:       
[bookmark: Check496]|_|  Directly improve instruction.
Explain how:       
[bookmark: Check500]|_|  None of the above. 

23.e. Will you record or photograph participants during class?
[bookmark: Check348]|_|  No.
[bookmark: Check349]|_|  Yes. If yes, please answer the following questions.

23.e.i. What type of recordings will be made (e.g., audio, video, screen capture, etc.)?
[bookmark: Text108]     

23.e.ii. Why is recording necessary to answer your research question?
     

23.e.iii. How will you prevent the recording process from distracting students and disrupting learning? 
     

23.e.iv. How will you notify students and (if applicable) parents about the recording? What information will you give them? If the recording is not a normal part of the class, explain how you will obtain active, affirmative, and prospective consent/permission/assent to record. 
[bookmark: Text78]     

23.f. Compliance Affirmations - Check each of the boxes below to confirm:

Research Recordings
|_|  Our team will follow the NC State University required settings for use of Zoom for human subjects’ research.
|_|  Our team has reviewed and understands the NC State University IRB guidance on images and recording.

North Carolina Public Schools
[bookmark: Check501]|_|  NC Parents Bill of Rights Compliance
· We understand that parent permission is mandatory for any recording in a NC public school regardless of the study’s IRB review level (exempt or otherwise). 
· We will follow the school’s specific processes to ensure students without permission are not recorded.
|_|  K-4 Instruction Restrictions
· We understand that NC law restricts instruction on gender identity, sexual activity, or sexuality in K-4 classrooms. 
· We will follow all state and school policies regarding these topics.
[bookmark: Check561]|_|  We will contact the NC State University General Counsel if we have questions about compliance with state law. 


Surveys

24. Are you implementing a survey for research data collection? 
[bookmark: Check342]|_|  No. Skip to Question 25. 
[bookmark: Check341]|_|  Yes. If yes, complete the questions below:

24.a. What is the survey format? Select all that apply. 
[bookmark: Check410]|_|  Hardcopy - Participants write survey responses on paper. 

[bookmark: Check411]|_|  Verbal – The research team asks questions and records participant responses in the following manner. Select what applies below and then go to Question 24.b.
[bookmark: Check413]	|_|  On paper.
[bookmark: Check414]	|_|  Digital record. 

[bookmark: Check412]|_|  Electronic/Online – Participants complete research survey(s) on a device. Please answer the below questions. 

24.a.i. Whose device will participants use to complete the research survey(s)?
[bookmark: Check503]|_|  Participant’s personal device
[bookmark: Check505]|_|  NC State managed device
[bookmark: Check506][bookmark: Text139]|_|  Other – Describe:       

24.a.ii. What platform will you used to collect the survey data? Select all that apply. 
[bookmark: Check334]|_|  NC State licensed Qualtrics.
[bookmark: Check333]|_|  NC State licensed REDCap.
[bookmark: Check332]|_|  UNC-CH licensed REDCap. 
You must upload the executed formal use agreement to the IRB application.
[bookmark: Check331]|_|  NC State licensed Google Forms. 
Do not propose use of Google Forms for collecting red/purple data, data from minors, international research, data that is subject to any personal privacy laws (e.g., COPPA, CCPA, GDPR, etc.), or any data that is identifiable and sensitive.
[bookmark: Check330]|_|  A platform not yet specified. Please answer the below questions. 
[bookmark: Text77]24.a.ii.1. List the unspecified platform(s) you plan to use:      

24.a.ii.2. The unspecified platform(s) is/are approved by the NC State University Vendor Risk and License Management for use.
[bookmark: Check418]|_|  Yes.
[bookmark: Check419]|_|  No.

24.b. Where will the survey(s) be given?
[bookmark: Check507]|_|  Post-secondary setting 
[bookmark: Check510]|_|  Off-campus college or university
[bookmark: Check511]|_|  NC State University – If conducting a survey on the NC State campus, check the below boxes to confirm:
[bookmark: Check512]|_|  We understand that IRB approval is not permission to launch a survey on campus. We will follow the guidance from NC State University Data and Analytics on administering your survey at NC State University
[bookmark: Check513]|_|  We have read the NC State Survey Regulation (1.25.17) and NC State Standard Operating Procedure for Survey Registration.
[bookmark: Check514]|_|  We understand how to register our survey with the University.

[bookmark: Check508]|_|  NC K-12 public school setting - If checked, select all below to confirm you understand the additional requirements and expectations in conducting surveys in K-12 NC public school setting.
[bookmark: Check515]|_|  K-3 student health or well-being surveys that assess student well-being and screens for health.
Additional research requirements: 
· You must get written parent permission.
· You may be required to show the blank survey to the school or the parents.
[bookmark: Check516]|_|  K-12 “protected information” surveys that ask about sensitive topics like mental health, family life, or political beliefs. 
Additional research requirements: 
· You must get written parental permission.
· You must provide a blank copy of the survey to the school/parents at least 10 days before you start. 
[bookmark: Check517]|_|  K-12 surveys on general topics have no special requirements. 
[bookmark: Check518]|_|  If we have questions about surveys in NC K-12 settings, we will reach out to the school where the research will take place or if appropriate, to NC State University General Counsel.

[bookmark: Check509][bookmark: Text140]|_|  Other research setting – Detail:       


Taste Tests and Food Quality Evaluation 

25. Are you implementing a taste test, food quality evaluation, or consumer acceptance study of a food?
[bookmark: Check325]|_|  No. Skip to Question 25.
[bookmark: Check324]|_|  Yes. If yes, please answer the following questions:

25.a. What type of food is being tasted or evaluated? Check all that apply. 
[bookmark: Check323]|_|  A wholesome food without additives.
[bookmark: Check322]|_|  A food that contains a food ingredient at or below the level and for a use found to be safe by the U.S. Food and Drug Administration.
[bookmark: Check321]|_|  A food that contains an agricultural chemical or environmental contaminant tested is at or below the approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
[bookmark: Check320]|_|  Commercially available food.

25.b. How is the food prepared? Check all that apply.
[bookmark: Check319]|_|  The item is prepackaged.
[bookmark: Check318]|_|  The item is prepared in a commercial kitchen that follows good manufacturing practices.
[bookmark: Check317]|_|  The item is handled in accordance with FDA standards.
[bookmark: Check357][bookmark: Text76]|_|  Other – Describe the food preparations:      

25.c. Describe how the food is served.
[bookmark: Text75]     

25.d. Did the U.S. standards of labeling, assessment, or handling of one or more ingredients in the food that research participants will taste change in 2025?
[bookmark: Check407]|_|  No. 
[bookmark: Check408]|_|  Yes – Describe the changes in the standards:      



Behavioral Tasks with Technology 

26. Does this study involve brief, harmless activity meant to influence or test human behavior?
For example, solving a puzzle, playing a simple game, or performing a task that is not invasive, painful, offensive, or embarrassing. 
[bookmark: Check521]|_|  No. 
[bookmark: Check522]|_|  Yes. If yes, answer the below questions.

26.a. Describe the activity.
[bookmark: Text142]     

26.b. Who will do the activity? Check all that apply. 
[bookmark: Check528]|_|  Adults
[bookmark: Check529]|_|  Minors – Not eligible for an exemption unless the study is unfunded, minimal risk, and qualifies for a FLEX exemption determination. Review the NC State IRB unit standards on exemption requests and research with minors. 

27. Will this study use augmented reality (AR) or virtual reality (VR)?
|_|  No. 
|_|  Yes. If yes, answer the following questions.

27.a. Describe how the technology will be used. 
[bookmark: Text143]     

27.b. Check all of the safety measures that will be implemented in the study.
[bookmark: Check523]|_|  Participants will be screened out if they have health conditions that make AR/VR unsafe for them
[bookmark: Check524]|_|  Health conditions (like motion sickness and seizures) that can be exacerbated by AR/VR are included in the consent form.
[bookmark: Check525]|_|  The AR/VR equipment will be cleaned and sanitized to the extent possible between every participant. 

27.c. Will the AR/VR record data from the human body (e.g., heart rate, eye tracking)?
[bookmark: Check526]|_|  No. 
[bookmark: Check527]|_|  Yes. 

[bookmark: Text157]27.c.i. Detail what will be recorded:      

28. Will participants view or interact with media materials (e.g., photos, audio, video, computer games, etc.)? 
[bookmark: Check305]|_|  No.
[bookmark: Check306]|_|  Yes. If yes, please answer the below questions. 

28.a.  Describe the content of the media material(s). 
[bookmark: Text72]     

28.b.  What is the maturity rating for the media materials (i.e., G, PG, PG-13, R, NC-17)?
[bookmark: Text71]     

29. Will you use sensors, scanners, wearables, or eye-trackers on the participant’s body? 
Wearable medical devices are only eligible for a FLEX exemption determination if the device itself is nonsignificant risk, the device’s safety or efficacy will not be assessed or evaluated, and the study is minimal risk, not funded (now or in the future), not cooperative in nature, and not a clinical trial studying a health-related outcome. 

[bookmark: Check304]|_|  No.
[bookmark: Check303]|_|  Yes. If yes, please answer the following questions. 

29.a.  Describe what will be recorded and what devices you will use. 
[bookmark: Text70]     

29.b. How will you ensure participant privacy, bodily autonomy, and comfort while equipment is put on the body and taken off of the body?
[bookmark: Text144]     

29.c. How will the equipment be cleaned? 
[bookmark: Text69]     


Images & Recordings for Research Purposes 

30. Does this study involve making images or recordings of participants?
[bookmark: Check302]|_|  No. Skip to Question 32. 
[bookmark: Check301]|_|  Yes. If yes, please answer the following questions:

30.a. Who/what is being recorded/imaged? (e.g. individual interviews, focus group interactions, observations of public behavior, etc.)
[bookmark: Text68]     

30.b. What devices will you use to make the recordings/images? (e.g., NC State Zoom account, digital recorder)
[bookmark: Text67]     

30.c. Where will the identifiable files be stored? (e.g., NC State managed Google Drive, password-protected encrypted drive)
[bookmark: Text66]     

30.d. How will files be moved from the device or recording platform to storage? (e.g., direct upload to NC State Google Drive using Airdrop with VPN enabled, manual transfer via USB followed by immediate deletion from device) 
[bookmark: Text65]     

30.e. When will these recordings or images be deleted? (e.g., after transcription, 3 years after study completion, never because they will be stored for future use if the participants give Broad Consent)
[bookmark: Text64]     

30.f. Is the recording (e.g., audio, video, screen capture, metadata, etc.) or photography a mandatory part of the research? Select what applies.
[bookmark: Check300]|_|  Optional: Participants can still be in the study even if they refuse to be recorded. 
[bookmark: Check299]|_|  Mandatory: Participants must agree to be recorded to be in the study. 
 
30.g.  Who will have access to the recordings and in what format? Select all that applies. Skip if no recordings will be made and m

[bookmark: Check367]|_|  Raw recording: Original, unaltered audio or video files
[bookmark: Check368]|_|  Principal investigator and faculty point-of-contact
[bookmark: Check369]|_|  Members of the research team
[bookmark: Check370]|_|  Transcription services - Note: All transcription services must be cleared by the NC State OIT, sign a confidentiality agreement, and handle the research data with encryption. The cheapest services often use AI and cannot do this. 

[bookmark: Check371]|_|  Verbatim transcripts: Word-for-word account including filler words, stutters, and non-verbal cues like [laughter]).
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Transcription services

[bookmark: Check372]|_|  Clean transcripts: Edited for redundancy and clarity
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Transcription services
[bookmark: Check373][bookmark: Text95]|_|  Others - Detail:       

[bookmark: Check374]|_|  De-identified transcripts: All identifiers are removed and participant identities are not ascertainable by anyone, including the research team or collaborators. 
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
[bookmark: Check377]|_|  Internal collaborators that are not on the research team
[bookmark: Check375]|_|  External collaborators
|_|  Others - Detail:       

|_|  Identifiable transcripts: Participant identities are ascertainable via master list, data key, context, or access to the original data access 
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Internal/external collaborators 
|_|  Others - Detail:       

30.h. How will the research recordings and transcripts be used? Check all that apply. 
|_|  Internal use and research team reference.
[bookmark: Check406]|_|  Transcription.
|_|  Data analysis.
|_|  Scholarly publications and presentations. 
30.h.i. If used in scholarly publications and presentations, select the statement that best fits: 
|_|  Participant voices and identities will be distorted or masked to ensure that their identities are not  ascertainable. 
|_|  The published or shared transcripts or recordings will be identifiable and participant consent will be given for this use. 
|_|  Other use not yet specified  - Detail:       

30.i. Who will have access to the images and in what format? Select what applies and complete relevant fill-in-the-blanks.

|_|  Raw images: Original and unaltered images
|_|  Principal investigator and faculty point-of-contact
|_|  Others - Detail:       

|_|  De-identified images: Participant faces and identifiers are marked or removed  so that participants identities are not readily ascertainable to anyone, including members of the research team. 
|_|  Principal investigator and faculty point-of-contact
|_|  Internal/external collaborators 
|_|  Others - Detail:       

|_|  Identifiable images: Participant faces or identifiers remain such that participant identities are readily ascertainable either by looking at the data or through a data key, knowledge of the participant pool, technology, or access to the original data in an identifiable form. 
|_|  Principal investigator and faculty point-of-contact
|_|  Internal/external collaborators 
|_|  Others - Detail:       

30.k. How will the images be used? Check all that apply and complete the fill-in-the-blank if it applies.
[bookmark: Check286]|_|  In-study stimuli (e.g., shoring a participant a photo to prompt a memory)
[bookmark: Check420]|_|  Research team reference. 
[bookmark: Check285]|_|  Data analysis.
[bookmark: Check284]|_|  Scholarly publications and presentations. Answer the below question. 
30.k.i. Publication and presentation disclosure of images: 
[bookmark: Check283]|_|  Faces and all identifying marks (e.g., tattoos, injuries, birth marks, etc.) will be cropped, blurred, or masked.
[bookmark: Check282]|_|  Images will be identifiable and participants will provide explicit consent for publication.
[bookmark: Check421]|_|  Use not otherwise specified  - Detail:       

30.l. Compliance Affirmations - Check the boxes below to confirm:
[bookmark: Check280]|_|  We will follow NC State University required settings for use of Zoom in human subjects research.
[bookmark: Check279]|_|  We have reviewed and understand the NC State University IRB guidance for the use of images and recording of participants in research studies.


31. Research Incentives and Compensation
Note on NC State Funding: If using university-processed funds, you will likely need to provide your college research office or department with participant identifiers (e.g., name, address, employee/student ID) for any amount. This is required unless compensation is virtual, the recipient is unknown, or the IRB specifically restricts sharing this information for participant safety.
[bookmark: Check278]|_|  No.
[bookmark: Check358]|_|  Yes. If yes, check the type(s) of compensation and incentives that will be offered to participants below and provide additional information when prompted.

31.a. Types of Compensation. Check all that apply and provide additional information when prompted. 

[bookmark: Check277]|_|  On-site refreshments: Pre-packaged snacks and drinks provided during the study.

[bookmark: Check359]|_|  Course credit: Check what applies and provide more information.
[bookmark: Check360]|_|  Offered via the SONA system.
[bookmark: Text109]31.a.i. SONA Credit Details:      

[bookmark: Check361]|_|  Offered by an individual instructor. Note: An alternative non-research activity of equal time and effort must be provided for the same amount of credit. 
[bookmark: Text110]31.a.ii. Instructor Credit Details:      

[bookmark: Check362]|_|  Other credit option.
[bookmark: Text111]31.a.iii. Other Credit Details:      

[bookmark: Check363]|_|  Remuneration: Monetary or gift cards. 
[bookmark: Text61]31.a.iv. Amount:      

[bookmark: Text91]31.a.v. Compensation mode(s) (e.g., cash, check, VISA gift card):      

[bookmark: Text92]31.a.vi. Distribution method(s) (e.g., in-person, mailed, emailed):      

31.a.vii. Is there a difference in compensation among participant groups?
[bookmark: Check273]|_|  No.
[bookmark: Check272][bookmark: Text55]|_|  Yes – Describe:      

|_|  Other compensation or incentive not otherwise captured above.
31.a.vii. Other Compensation Details:      

31.b. Compensation Data and Process Management. 
31.b.i. What participant information is needed to facilitate compensation? 
[bookmark: Text90]     

31.b.ii. Will the research team handle participant compensation processes?
|_|  No.
|_|  Yes. Note: If researchers handle the compensation information, the participant data must be treated in accordance with NC State’s data sensitivity requirements.

31.b.iii. Is any identifiable participant information shared with others who are not on the research team to facilitate research compensation?
[bookmark: Check366]|_|  No.
|_|  With NC State entities only (e.g., Human Resources, a college’s accounting office)
[bookmark: Check364]|_|  With a research funder(s)/sponsor(s)
[bookmark: Text93]31.b.iii.1. Who:      

[bookmark: Text146]31.b.iii.2. The identifiable participant information shared with them is:       

[bookmark: Check365]|_|  With third parties (e.g., VISA, Amazon)
31.b.iii.3. Who:      

31.b.iii.4. The identifiable participant information shared with them is:       

31.b.iv.  Will any information used to pay participants be linked to their research data in a way that could identify them to others? (e.g., so someone could tell which data belongs to which research participant)
|_|  No.
|_|  Yes. If yes, answer the below question. 

31.b.iv.1. Describe how it is connected:      


FLEX Exemption Category

32. Does this research qualify for NC State University FLEX exemption category? 
You are not eligible for FLEX if your study:
· Is funded (now or in the future) from any source
· Is subject to federal oversight or specific federal contracts.
· Involves more than minimal risk.
· Tests a medical device for safety or efficacy.
· Is a clinical trial studying a health-related outcome
· Is a cooperative research project.

Please review the NC State IRB unit standard on exemption requests for the  full details on what and does not qualify for a FLEX exemption. 

[bookmark: Check530]|_|  No. This study qualifies for a standard exemption category. 
[bookmark: Check531]|_|  Yes. Select the applicable FLEX category below. 

[bookmark: Check532]|_|  Minimal risk activities with minors (e.g., surveys, interviews, focus groups, benign behavioral tasks)

[bookmark: Check533]|_|  Collection of body measurements (e.g., weight scale, tape measure, eye tracking) 
[bookmark: Text145]32.a. Describe the measurements and how you will collect them:       

[bookmark: Check534]|_|  Use of identifiable private secondary data where no contract or agreement is required
Note: If the secondary data is considered sensitive (“red”) or ultra-sensitive (“purple”) data, upload your NCSU OIT drafted data and access security plan (DASP) to the IRB application for review.


Secondary Data or Biospecimens 
Refer to the NC State IRB guidance on secondary data for reference. Secondary data are materials generated and/or collected for something else (e.g., another research study or for non-research purposes such as student records, clinical care, social media, program evaluation) that you wish to repurpose and use for this study.

34. Will this study use secondary data? 
[bookmark: Check265]|_|  No. If no, skip to Question 35.
[bookmark: Check264]|_|  Yes. If yes, please answer the below questions.

34.a. Are the identifiable data classified as “red” (highly-sensitive) or “purple” (ultra-sensitive) data within the NC State OIT Sensitivity Framework? 
[bookmark: Check262]|_|  No. 
[bookmark: Check260]|_|  Yes. If yes, answer the below question. 

34.a.i. Detail what data will be red or purple.
[bookmark: Text52]     
Note, upload your data and access security plan (DASP) to the IRB application for review. 

34.b. Describe the public/private nature of the secondary data – Select what applies. 
[bookmark: Check258]|_|  The data are public and have always been publicly accessible; no permission is needed to access them.
[bookmark: Check259]|_|  The data are currently public but were once private; no permission is needed to access it.
[bookmark: Check256]|_|  The data are private and access requires permission from relevant individuals or gatekeepers. This may include authorization from an organization, another researcher, or the individual to whom the data pertains to. 
[bookmark: Check255]|_|  Other
[bookmark: Text87]34.b.i. Other Data Nature – Specify:       

34.c. Are the secondary data identifiable?
[bookmark: Check245]|_|  The data are anonymous with no identifiers are available to the research team.
[bookmark: Check244]|_|  The data are indirectly identifiable to the research team through data linkage, triangulation of data points, or integration with other datasets.
[bookmark: Check243]|_|  The data are indirectly identifiable to the research team due to the researchers’ role, level of access, or nature of the data (e.g., qualitative data or student artifacts)
[bookmark: Check242]|_|  The data are directly identifiable to the research team because identifiers are present in the data or specimen.
[bookmark: Check241]|_|  The data is directly identifiable to the research team because they can be linked via a master code list accessible to the researchers.

34.e. Describe the secondary data contents and classification categories.
[bookmark: Text50]     

34.f. Does this study involve FERPA protected data only?
[bookmark: Check240]|_|  No.
[bookmark: Check422]|_|  Yes – If yes, select the option(s) that best apply to each FERPA data set you are requesting to use.

[bookmark: Check239]|_|  The FERPA data are fully anonymized and have always been anonymized for all members of the research team. 
· IRB review level will depend on the data provider’s terms.
· Some FERPA data providers require a higher level of review than Federal regulations require (e.g., NCDPI and NCERDC data sets)

[bookmark: Check535]|_|  The researcher will access identifiable FERPA data for a research study that is conducted on behalf of an institution or educational agency and the purpose of the is to develop or validate tests, administer aid, or improve instruction.
· The study will be reviewed under 45 CFR 46.104(d.)(1) 
· Responses elsewhere in the application should align with the criteria above (cf. Question 23 and its sub-questions).

|_|  The researcher will access identifiable FERPA data for an eligible purpose (develop/validate tests, administer aid, or improve instruction) and prospective consent/permission will be obtained but the research study is not conducted on behalf of an institution or educational agency.
· The study will be reviewed under 45 CFR 46.104(d.)(1) only if prospective consent/permission is obtained.

[bookmark: Check536]|_|  The researcher will access identifiable FERPA data and consent/permission will be obtained retrospectively.
· The study requires expedited Category 5 IRB review unless it qualifies for a FLEX exemption under the NC State IRB unit standard for exemption requests. 

[bookmark: Check538]|_|  The researcher will access identifiable FERPA data and:
· The research will not be conducted on behalf of an institution or educational agency.
· The purpose of the research is something other than developing or validating predictive tests, administering student aid, or improving instruction. 
· Participant consent/parent permission will not be obtained.
· The study does not qualify for a FLEX exemption because it’s funded, cooperative 

This study requires expedited Category 5 IRB review and must qualify for a waiver of consent under 45 CFR 46 and a FERPA exception. Submit a full non-exempt application – not this form – to the IRB office for review.

34.g. Are the data/specimens subject to HIPAA?
[bookmark: Check234]|_|  No
[bookmark: Check233]|_|  Yes. If yes, please answer the following questions:

34.g.i.  Describe how you will obtain permission to access the HIPAA data. Indicate whether access will be obtained through a HIPAA Authorization or HIPAA Waiver Request.
[bookmark: Text86]     

34.g.ii.  How identifiable is the HIPAA data?
[bookmark: Check232]|_|  The data will be provided to the research team in a de-identified form and no attempt will be made to contact or re-identify participants.
|_|  The data is a “limited dataset.”
[bookmark: Check231]|_|  The data is directly identifiable.

34.h. If permission is required to access the secondary data or biospecimens, who will provide you permission? Select all that apply. 

[bookmark: Check253]|_|  Individuals whose data/specimens will be accessed will provide permission. Check what applies below.
[bookmark: Check252]|_|  The data or specimens are subject to HIPAA and we will obtain HIPAA Authorization from individuals. 
[bookmark: Check251]|_| The data are subject to FERPA and we will seek consent/permission from individuals that complies with FERPA.

[bookmark: Check250]|_|  Record holders (e.g., data stewards or authorized delegate) will release the data or specimens. Check what applies below. Please note: IRB approval is not permission for records release.
[bookmark: Check249]|_|  The data/specimens are subject to HIPAA. We will request a waiver of HIPAA Authorization and obtain the data or specimens from the appropriate records holder who is not a member of the research team. 
[bookmark: Check539]|_|  The data are subject to FERPA. We will request a waiver of consent because the research qualifies for a FERPA exception and will obtain the records from an appropriate FERPA records holder who is not a member of the research team. 

[bookmark: Check247]|_|  Others – Provide details:      

34.i. Do the data or specimen provider(s) require a signed agreement (e.g., a data use agreement or materials transfer agreement) in order to release the data or specimens?
[bookmark: Check230]|_|  No.
[bookmark: Check229]|_|  Yes. If yes, please answer the following question.

[bookmark: Text49]34.i.i. Provide agreement details:      
Please note: These agreements are handled by your college research office, not the IRB office. 

34.j. At the time when the data was initially collected, was Broad Consent obtained for the proposed secondary use?
[bookmark: Check228]|_|  No.
[bookmark: Check227]|_|  Yes. If yes, please answer the following question.

34.j.i. Describe how Broad Consent was obtained and documented. 
[bookmark: Text48]     

34.k. Will you access identifiable information but record it so that participants cannot be readily identified (directly or through linked identifiers)?
[bookmark: Check226]|_|  No
[bookmark: Check225]|_|  Yes. If yes, please check the boxes below to affirm your understanding and commitment. 
[bookmark: Check224]|_|  We will not contact the participants.
[bookmark: Check223]|_|  We will not attempt to re-identify participants from the data.


Data Management
Note: If you are requesting data from an NC State University data steward, only include the human subjects data categories listed below in your request. 

35. What direct identifiers will you collect, access, or receive for research purposes?
[bookmark: Check222]|_|  None. 

[bookmark: Check221]|_|  Digital Identifiers (ex: e-mail, usernames, profile names, personal website; if from minors, treat as “red data”). 
[bookmark: Text47]35.a. Digital Identifiers List:      

[bookmark: Check220]|_|  Government/Organization Identifier (ex: campus ID, badge number, licensure number, conference ID). 
[bookmark: Text46]35.b. Government/Organization Identifiers List:      

[bookmark: Check219]|_|  Immigration ID (“red data”)

[bookmark: Check218]|_|  License plate number

[bookmark: Check217]|_|  Full name 

[bookmark: Check216]|_|  Name of parent/guardian

[bookmark: Check215]|_|  NC State Unity ID

[bookmark: Check214]|_|  Phone or fax number (if from minors, treat as “red data”)

[bookmark: Check213]|_|  Physical address (if from minors, treat as “red data”)

[bookmark: Check212]|_|  Precise geographic location

[bookmark: Check211]|_|  Social Security Number (“purple data”)

[bookmark: Check210]|_|  Other direct identifiers not yet specified above
[bookmark: Text45]35.c. Other Direct Identifiers Not Yet Specified:      

36. Which indirect identifiers will you collect, access, or receive in the research dataset(s)?
[bookmark: Check209]|_|  None. 

[bookmark: Check208]|_|  Account Numbers (e.g., bank account numbers, treat as “red data”)
[bookmark: Text44]36.a. Account Numbers Details:      

[bookmark: Check207]|_|  Admission or discharge dates

[bookmark: Check206]|_|  Biometrics (e.g., iris scans, fingerprints; treat as “purple data”)
[bookmark: Text43]36.b. Biometrics Details:      

[bookmark: Check205]|_|  Biospecimens
[bookmark: Text42]36.c. Biospecimens Details:      

[bookmark: Check204]|_|  Device IDs or serial numbers

[bookmark: Check203]|_|  Enrollment dates

[bookmark: Check202]|_|  Genomic data (or genomic sequencing) that could enable re-identification (treat as “red data”) 

[bookmark: Check201]|_|  Health plan IDs (if from covered entity, treat as “red data”)

[bookmark: Check200]|_|  IP Address, URLs, time stamps, and other data trails left behind by participants’ online activities 
[bookmark: Text41]36.d. Digital Footprints Details:      

[bookmark: Check199]|_|  Medical record number (if from a HIPAA covered entity, treat as “red data”)

[bookmark: Check198]|_|  Mother’s maiden name (“red data”)

[bookmark: Check196]|_|  Online panel IDs
[bookmark: Text40]36.e. Online Panel IDs Details:      

[bookmark: Check195]|_|  Photos or images that may include personally identifiable features (e.g., faces, tattoos, birthmarks, personal items)
[bookmark: Text39]36.f. Describe what the images/photos will contain:      

[bookmark: Check194]|_|  Voting precinct

[bookmark: Check193]|_|  Rank or title

[bookmark: Check192]|_|  SONA ID

[bookmark: Check191]|_|  Qualitative data that may indirectly identify individuals (e.g., personal experiences or narratives)

[bookmark: Check190]|_|  Zip code

[bookmark: Check189]|_|  Ability or disability status (“red data” if identifiable or subject to FERPA)

[bookmark: Check188]|_|  Other indirect identifiers not yet specified above
[bookmark: Text38]36.g. Other Indirect Identifiers Not Yet Specified:      

37. What demographic data or unique information will you collect, access, or receive?
[bookmark: Check187]|_|  None.

[bookmark: Check186]|_|  Academic Information
[bookmark: Check185]	|_|  GPA 
[bookmark: Check184]|_|  Transcripts
[bookmark: Check183]|_|  Coursework, assignments, projects, or discussion posts
[bookmark: Check181]|_|  Test scores
[bookmark: Text37]37.a. Specify Which Test Scores:      
[bookmark: Check182]|_|  Other academic information (e.g., admissions, enrollment, financial aid, housing) 
[bookmark: Text36]37.b. Other Academic Information Details:      

[bookmark: Check180]|_|  Age

[bookmark: Check179]|_|  Date of birth (if from minors, treat as “red data” if identifiable) 

[bookmark: Check178]|_|  Education level  

[bookmark: Check177]|_|  Employment 

[bookmark: Check176]|_|  Ethnicity

[bookmark: Check175]|_|  Gender or gender identity

[bookmark: Check174]|_|  Income 

[bookmark: Check173]|_|  National origin

[bookmark: Check172]|_|  Personal experiences

[bookmark: Check171]|_|  Political preferences

[bookmark: Check170]|_|  Race

[bookmark: Check169]|_|  Relationship orientation

[bookmark: Check168]|_|  Relationship status

[bookmark: Check167]|_|  Religion 

[bookmark: Check166]|_|  Sex

[bookmark: Check165]|_|  Sex designated at birth 

[bookmark: Check164]|_|  Sexual orientation

[bookmark: Check163]|_|  Veteran status

[bookmark: Check162]|_|  Years of service or employment

[bookmark: Check161]|_|  Other. 
[bookmark: Text35]37.c. Other Demographic and Unique Information Not Yet Specified:      

38. Does the study use artificial intelligence (AI) and/or generative AI (GAI)?
[bookmark: Check423]|_|  No. Skip to Question 39. 
[bookmark: Check424]|_|  Yes. If yes, please answer the following questions:

38.a. What type of AI/GAI tool(s) will be used? Select all that apply.
|_|  Commercially available and unmodified.

[bookmark: Check380]|_|  Commercially available but modified. 
38.a.i. Why is a modified AI/GAI tool necessary for this study?
[bookmark: Text101]     
Please note: The AI tool supplemental information form must be provided with the IRB application for review. 

[bookmark: Check381]|_|  Purpose-built for the research study.
38.a.ii. Why is a purpose-built AI/GAI tool necessary for this study?
[bookmark: Text102]     
Please note: The AI tool supplemental information form must be provided with the IRB application for review. 

38.b. What type of data will be used with or entered into the AI/GAI tool(s)? Select all that apply and provide more information if asked. 
|_|  Fully de-identified data. 
38.b.i. How were direct identifiers removed?
     

38.b.ii. How were indirect identifiers removed to prevent re-identification and ensure that neither participants nor third parties can be readily identified?
     

|_|  Identifiable or re-identifiable data.
38.b.iii. Why is the use of identifiable/re-identifiable data necessary for this study?
[bookmark: Text112]     

38.b.iv. Will participants consent to the use of their identifiable/re-identifiable data in AI/GAI tool(s)?
|_|  Yes.
|_|  No.

38.c. Who can access data used in the AI tool(s) – Select one.
[bookmark: Check384]|_|  Only NC State personnel because the tool is not cloud based and the data is stored on NC State servers that are not accessible to people outside of the University. 
[bookmark: Check385]|_|  External parties may be access because the AI tool is cloud based.
38.c.i. External Parties Access Details:      

38.d. Has the AI tool(s) been approved by the NC State OIT? All AI tools must be approved and licensed by the NC State OIT before IRB approval. 
[bookmark: Check540]|_|  Yes.
[bookmark: Check541]|_|  No. 

39. Does this study require a data and access security plan (DASP)? 
A DASP is required if the study uses or generates “red” (highly sensitive) or “purple” (ultra-sensitive) data. See the NC State Data Classification Table for specific sensitivity levels.

[bookmark: Check160]|_|  Yes. A completed data and access security plan (DASP) was developed with NC State Security & Compliance and is uploaded to the IRB application. Skip to Question 40. 
[bookmark: Check159]|_|  No. A data and access security plan (DASP) is not required. If no, detail your protocol’s data management plan and safeguards below:

39.a. Digital Research Data Safeguards - Select all that apply. 

Participant implemented safeguards 
[bookmark: Check158]|_|  Participants are instructed to use a private device and secure internet connection.
[bookmark: Check542]|_|  Participants are instructed to complete activities in a private location.
[bookmark: Check543]|_|  Participants are instructed to use a private/incognito browser window.
[bookmark: Check544]|_|  Participants are instructed to delete cookies or browser history after participation.

Research team implemented safeguards 
[bookmark: Check154]|_|  Password protected devices and accounts 
[bookmark: Check145]|_|  2-Factor Authentication. 
[bookmark: Check153]|_|  File or drive encryption. 
[bookmark: Check152]|_|  Use of a VPN when accessing or transferring data.
[bookmark: Check151]|_|  Use of NC State Google Drive for data storage
[bookmark: Check149]|_|  Access to files/drives restricted (e.g., permissions in NC State Google Drive).  
[bookmark: Check150]|_|  Use of NC State Google email only (no forwarding to private email addresses)
[bookmark: Check148]|_|  Systems kept up to date (e.g., software, hardware, security patches)

Data handling
[bookmark: Check545]|_|  Direct identifiers are removed and stored separately in an encrypted master list 
[bookmark: Check547]|_|  Use of NC State-owned devices only
[bookmark: Check546]|_|  Data are stored on a device not connected to the internet except when securely transferring data via VPN
[bookmark: Check548]|_|  Data stored on a non-networked computer (required only for purple data)

39.b. Physical Research Data Protections - Select all that apply.
[bookmark: Check565]|_|  Not applicable – no physical data will be collected. 
[bookmark: Check562]|_|  Locked building.  
[bookmark: Check141]|_|  Locked office/room. 
[bookmark: Check140]|_|  Locked cabinet/desk.
[bookmark: Check139]|_|  Direct identifiers removed from paper records
[bookmark: Check138]|_|  Master list stored separately from physical data. 
[bookmark: Check137][bookmark: Text85]|_|  Participants submit materials to researcher in a private manner  (e.g., sealed envelope) -  Describe:       

40. After the required minimum retention period of 3 years, what will you do with the raw data? Check all that apply:
[bookmark: Check136]|_|  De-identify and retain for future personal research use. 
[bookmark: Check135]|_|  De-identify and share with other researchers. 
[bookmark: Check134]|_|  De-identify and put the data into a repository. 
[bookmark: Check133]|_|  Retain identifiable data as approved by the IRB and described in the consent materials. 
[bookmark: Check132]|_|  Retain identifiable data for future unspecified research consistent with participants’ Broad Consent.
[bookmark: Check131]|_|  Securely destroy the raw data. 
[bookmark: Check130][bookmark: Text34]|_|  Other - Describe:      

41: What privacy and confidentiality protections are in place? Select all that apply and complete the fill-in-the-blanks where needed.

Study setting
[bookmark: Check549]|_|  Participants complete virtual activities in a private location.
[bookmark: Check550]|_|  Participants complete in-person activities in a private location/

Data access and use
[bookmark: Check551]|_|  Only the research team and authorized partners (e.g., transcriptionists, analysts) can access raw data.
[bookmark: Check552]|_|  Participant information will not be shared outside the research context.

Data reporting
[bookmark: Check553]|_|  Participants are informed how data will be reported, and reporting will follow the consent agreement.
[bookmark: Check554][bookmark: Dropdown1]|_|  No demographic subgroup smaller than   will be reported.
[bookmark: Check555]|_|  No individual quotes will be used.
[bookmark: Check556]|_|  Quotes will be used without contextual information (e.g., demographics) that could identify participants.
[bookmark: Check557]|_|  Quotes may be identifiable and participants will explicitly consent to publication of identifiable data. 

Other protections
[bookmark: Check558][bookmark: Text147]|_|  Additional protections — Describe:       



42. Attestation of amendment requirements for exempt studies. 
By checking each box below, I/we acknowledge that a protocol amendment must be submitted to the IRB office for the following changes: 
	
Personnel and administrative changes
[bookmark: Check109]|_|  Change in faculty principal investigator or primary point of contact.
Note: Research team member changes do not require IRB submission for exempt studies but must be tracked for internal records. Tracking should include training, role on the team, research activities completed, and dates of participation. 
[bookmark: Check559]|_|  Addition or removal of funding, or any changes resulting from funding updates. 

Participants and study population 
[bookmark: Check111]|_|  Addition of participant groups. 
For example, the addition of minors, pregnant individuals, incarcerated individuals, or other contextually vulnerable populations not included in the approved protocol.

Study procedures and data collection
[bookmark: Check112]|_|  Addition or modification of data collection procedures 
For example, new or revised surveys, semi-structured interview protocols, observations, questionnaires, and focus groups.
|_|  Addition of physical procedures or activities involving the body
For example, body measurements, exercise, use of equipment such as running or jumping tasks.
|_|  Addition of multimedia exposure 
For example, videos or images shown to/viewed by participants.
[bookmark: Check560]|_|  Addition of audio, video, photography, screen capture, or motion tracking of participants. 

Research data and datasets
[bookmark: Check113]|_|  Addition of a dataset that requires a data use agreement, material transfer agreement, or any non-public data that are identifiable or indirectly identifiable. 
Refer to the NC State IRB guidance on secondary data guidance.
[bookmark: Check114]|_|  Addition of any data element that will identify and link participants to the study or the study data. For example, collecting email addresses or other identifiers directly linked to study responses for compensation or other purposes.

Research compensation and incentives
[bookmark: Check117]|_|  Addition, removal, or modification of research compensation and incentives.  
