Exemption Determination Request Instructions and Form

The NC State University IRB does not regulate projects solely done as a class project, assessment, evaluation, quality improvement, journalism, or oral history, so only  complete and submit this application for projects considered NC State University regulated research with human subjects and meets the standards outlined in the NC State IRB unit standard for exemption determinations.

Even if an exemption determination is granted, researchers must follow all NC State University regulations, including but not limited to:
· When using software for research, it must be properly licensed with NC State University. 
· When completing survey research with the NC State population(s) such as NC State students, faculty, or staff, you must register your survey. 
· When engaging with minors for research, adhere to the NC State University Regulation 01.25.18. Please contact protectionofminors@ncsu.edu for questions about this regulation. 
· When requesting data from an NC State University data steward, please note that IRB approval is not records release permission and that records release is granted by the appropriate NC State data steward. It is okay to share the approved protocol, letters, and plans with the data steward releasing data to you. 
· When AI of any kind will be used in human subjects research, adhere to 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 in the eIRB which include the “Title” and “Description” tabs. Leave all other eIRB application tabs blank as this form will provide the necessary information for the rest of the application.

3. Upload the following to 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, who recruit and consent, implement interventions with, collect data from, or handle identifiable private data.
· A completed exemption determination request (i.e., the form that starts on page 3 of this document) – download this file as a Word document and save it before completing the form. Do not use Google Docs to fill out the form as it will remove the checkbox functionality. 
· Consent material – please use the appropriate NC State University IRB exemption consent form and “broad consent” addendum (if sought) templates. 
· All stimuli, measures, and instruments (e.g., survey, interview protocol, focus group protocol, observation protocol, benign behavioral intervention protocol, taste test protocol). Please note: You do not need to provide recruitment materials, scheduling emails, or other basic communications for studies qualifying for exemption.
· If any of the following apply to your study, upload them:
· The NIH data management and sharing plan if your study is supported by NIH.
· A completed data and access security plan for protocols collecting highly-sensitive (“red”) or ultra-sensitive (“purple”) data. 
· Relevant executed agreements such as a data use agreement or a material transfer agreement. 
· AI participant information sheet if AI/GAI will be used in the study
· The implemented broad consent addendum form if the proposed protocol will use secondary data from a study where broad consent was sought and given by participants).
· All debriefing materials if deception or incomplete disclosure will occur. 
· The “opt out form” sent to participants/guardians regarding recordings in classrooms outside of NC. For more information, please refer to the IRB guidance for images and recordings in research with humans and for K-12 education review the school’s processes and procedures related to the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights”.
· The HIPAA authorization used with participants/guardians or the submission of a HIPAA waiver request form. Refer to the IRB’s HIPAA unit standard.
· The FERPA consent information used with participants/guardians (it can be integrated into the informed consent form). Refer to the IRB’s FERPA unit standard.

4. 	Submit the application to the IRB office. Students, you are not able to do this, so work with your faculty point-of-contact to complete and submit the application to the IRB office. 



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. Is this a systematic investigation? A systematic investigation does one or more of the following: Involves a methodical procedure and plan, is theoretically grounded, focused and has a well-defined research problem or question, informed by the empirical findings of others, is analytically robust, involves a prospective research plan that incorporates data collection and data analysis
|_|  Yes.
|_|  No.

1.b. Is this designed or intended to contribute to generalizable knowledge (including pilot 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 or generate information about living people?
|_|  Yes.
|_|  No.

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

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

2.d. Will this research involve the implementation of a research intervention, that is not already occurring outside of the research taking place, such as a course, training, therapeutic experience, physical activity, use of a medical device, computer games, use of AI, etc.?
|_|  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 intervening with participants?
|_|  Yes.
|_|  No.

3.d. Is an NC State researcher handling private identifiable data about participants?
|_|  Yes.
|_|  No.

3.e. Regardless of completing any human subjects’ activities, does NC State serve as the prime awardee for any type of funding 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? (i.e., participants who have an identity that may experience discrimination, people who are not “out,” or people who are undocumented)
[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(ies) will participants be located in:      
Note, if this study includes people residing in the EEA, the GDPR applies. Please refer to the IRB’s GDPR guidance for additional responsibilities. This most often occurs in survey research. 


Recruitment and Site Access

11. How will you recruit participants?








1
Updated 9/12/25 
[bookmark: Check23]|_|  N/A
[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 need to be uploaded for review of exempt level research.
[bookmark: Text21]     

[bookmark: bookmark=id.4d34og8]13. Will you be seeking “site permission” via a “gatekeeper” to complete your research activities? Note: 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 site or gatekeeper permission. 
[bookmark: Check36]|_|  No site 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. Site permission will be sought from:      

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


Informed Consent, Minor Assent, and Parental Permission

Please download and use the current NC State IRB exemption consent templates to create your consent and permission forms unless there is a justification for seeking consent/permission in another format or a request to waive consent/permission. Make sure to include requirements for consent/permission if the project is subject to FERPA, HIPAA, the GDPR, and 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? 
[bookmark: Check38]|_|  Yes, I will be seeking 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 be seeking informed consent from adult participants in the study. If no, please check all that apply and complete the fill-in-the-blank below.
[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. 
14.b. Explain why research would be impracticable:       
|_|  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: 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 compromise the research. 

15. Are you seeking parent/guardian permission for a minor’s participation in research? 
[bookmark: Check44]|_|  N/A - No minors are involved in this research.
 
[bookmark: Check45]|_|  Yes, I will be seeking 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 be seeking parent/guardian permission but instead will use a “parent/guardian 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 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: Check51]|_|  No, I will not be seeking parent/guardian permission for a minor’s participation in research. Please check all that apply and complete the fill-in-the-blank 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. 
15.b. Explain why research would be impracticable:       
[bookmark: Check54]|_|  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: 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. 

16. Are you seeking minor assent?
[bookmark: Check56]|_|  N/A, No minors are involved in this research so I will not seek minor assent. 

[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 be seeking minor assent for participation in research and check all that applies below:
[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 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: 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 compromise the research.

17. Does this study involve deception or incomplete disclosure? Incomplete disclosure applies when information about the real purpose or nature of the research is withheld from participants. Deception in the context of human research refers to providing false information to prospective participants. If you don’t want to disclose the deception/incomplete disclosure to participants, the project cannot be exempted.
[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 (and upload debriefing material for IRB review): 
[bookmark: Text28]     

17.d.  Is a statement about deception or incomplete disclosure present in the consent information?
[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? 
[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 is either exempt or qualifies for a waiver of informed consent under the IRB regulations. 

19. Will you be seeking broad consent for the use, storage, and maintenance of identifiable data for unspecified future research? 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 following question:

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



General Research Procedures 

20. Modes of Data Collection

20a.  Primary 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 go to Question 20c. 
[bookmark: Check77]|_|  In person. 
[bookmark: Check79]|_|  Virtually. 
[bookmark: Check78]|_|  Virtually and in person.

20b.  Primary Data Collection Modes and Tools. Select all that apply and answer applicable fill-in-the-blanks.

[bookmark: Check93]|_|  Application or Software Use
|_|  The application or software is commercially available and unmodified for the research.
[bookmark: Check391]|_|  The application or software is commercially available but modified for the research.
|_|  The application or software is purpose-built for the research.
|_|  The application or software is downloaded onto the participant’s personal device.
|_|  The application or software is not downloaded to the participant's personal device but is accessed via the participant's personal device.
|_|  The application or software is not downloaded onto the participant's personal device and is accessed via an NC State managed device.
|_|  The application or software is not downloaded onto the participant's personal device and is accessible to devices not managed by NC State.
[bookmark: Text105]20.b.i. Details:       

|_|  AI or Generative AI (GAI) Use 
|_|  For recruitment purposes.
|_|  Participants will interact with the AI/GAI for research purposes.
|_|  Participants will interact with the AI/GAI as a normal part of their class and the protocol requests use of that FERPA data as data for research. Note: the data use should be discussed in the Secondary Data section of this application (questions 20c and 33). 
[bookmark: Check379]|_|  The AI/GAI tool will provide an intervention to participants (e.g., tutoring, adaptive environment). 
[bookmark: Text96]20.b.ii. Details:      
[bookmark: Check387]|_|  For data analysis purposes and only completely de-identified data is inputted.
20.b.iii. How were direct identifiers removed?
[bookmark: Text103]     
20.b.iv. How were indirect identifiers removed so that primary and third-party participant identities are not readily ascertainable?
[bookmark: Text104]     
[bookmark: Check388]|_|  For data analysis purposes and identifiable/re-identifiable data is inputted.
20.b.v. Why must identifiable/re-identifiable data be inputted to answer the research question?
[bookmark: Text107]     
20.b.vi. Will participants consent to the use input of their identifiable/re-identifiable data into the AI tool(s)?
[bookmark: Check389]|_|  Yes.
[bookmark: Check390]|_|  No.
20.b.vii. Affirm the below statements regarding AI/GAI use at NC State University by checking these boxes.
|_| I have reviewed NC State University website on AI at NC State and I am aware of and understand my obligations.
|_| I have reviewed NC State University IRB guidance regarding the use of AI in human subjects’ research and I am aware of and understand my obligations.
|_| Participants will be provided an information sheet that addresses the use of AI or Generative AI and that information sheet has been provided to the IRB for review and approval. 
20.b.viii. If not provided to participants, explain why:       

[bookmark: Check80]|_|  Augmented Reality

[bookmark: Check95]|_|  Virtual Reality

[bookmark: Check81]|_|  Benign Behavioral Intervention

[bookmark: Check392]|_|  Media Materials (e.g., photos, videos, websites, music) Use

[bookmark: Check82]|_|  Use of Driving Simulator

[bookmark: Check83]|_|  Focus Groups

[bookmark: Check84]|_|  Interviews

[bookmark: Check85]|_|  Normal Educational Practices (Provide details in question 22)

[bookmark: Check86]|_|  Observations

[bookmark: Check87]|_|  Photovoice – Note: We recommend that photovoice participant training and ethics agreement be uploaded for IRB review 

[bookmark: Check88]|_|  Q-Sort

[bookmark: Check89]|_|  Surveys

[bookmark: Check90]|_|  Taste Tests

[bookmark: Check91]|_|  Usability/Likability Testing

[bookmark: Check96][bookmark: Text30]|_|  Other:      

20c. Secondary Data Collection. Check all that apply: 
[bookmark: Check97]|_|  N/A: This study is not requesting to access or use secondary information as data for research in any way.
[bookmark: Check98]|_|  Use of information subject to FERPA to be used as a sampling frame. 
[bookmark: Check99]|_|  Use of information subject to FERPA to be used as data for research. 
[bookmark: Check100]|_|  Use information subject to HIPAA to be used as a sampling frame.
[bookmark: Check101]|_|  Use information subject to HIPAA to be used as data for research.
[bookmark: Check102]|_|  Use of information subject to the GDPR to be used as a sampling frame.
[bookmark: Check103]|_|  Use of information subject to the GDPR to be used as data for research.
[bookmark: Check104]|_|  Use of research data from another IRB approved study where “broad consent” was sought.
[bookmark: Check105][bookmark: Text84]|_|  Other secondary data collection situation - Describe:     
Note: IRB approval is never permission from a site or data steward to release records. That permission solely comes from an appropriate record holder from that site who does not also have a dual role as a research team member. 

21. Briefly (about a paragraph or two) describe what each participant group will be doing as a part of this study. Include all primary data collection procedures and any secondary data collection procedures (i.e., recruitment and consent, if applicable) that each group of participants will experience for research. If a study involves activities that would occur regardless of the research taking place (such as coursework), please do not describe those, only the research procedures relevant to the research study.

[bookmark: Text31]     

[bookmark: Check106]|_|  N/A: Check this box if the study will exclusively use secondary information as data for research and at no point will there be any interactions or interventions with participants. IRB approval is not permission from a site to release records. That permission solely comes from an appropriate record holder from that site. A researcher cannot give themselves records release permission as it is a conflict of interest. 


Normal Educational Practices 

22. Are you completing research activities via normal educational practice and in an established/commonly accepted educational setting?
[bookmark: Check107]|_|  No.
[bookmark: Check108]|_|  N/A. This application is only requesting the use of FERPA information that is generated as a part of normal coursework or the student’s academic record. Questions 33 through 36 detail the data categories I/we wish to access to use for this research. 
[bookmark: Check354]|_|  Yes. If yes, please answer the following questions:

22.a. Describe the established or accepted educational setting. 
[bookmark: Text83]     

22.b. Describe the normal educational practice and if it is being done only because this research is occurring or if it would occur regardless of this proposed study. 
[bookmark: Text82]     

22.c. Describe how the research will NOT adversely impact students' opportunity to learn required content or the assessment of educators. 
[bookmark: Text81]     

22.d. Is this study being done “on behalf” of the educational institution where the research activities are taking place? Please note, “on behalf” means that you are doing the research in the scope of your position at the educational institution and the educational institution has asked that you complete the research. Completing research as a faculty member does not automatically mean you are doing the research “on behalf” of the educational institution. 
[bookmark: Check353]|_|  No.
[bookmark: Check352]|_|  Yes. If yes, please answer the following question:

[bookmark: Text80]22.d.1.Describe how the research is being done “on behalf” of the institution:      

22.e. Does the study aim to develop, validate, or administer predictive tests; administer student aid programs; or improve instruction?
[bookmark: Check350]|_|  No.
[bookmark: Check351]|_|  Yes. If yes, please answer the following question:

[bookmark: Text79]22.e.1. Describe how:      

22.f. Will you be audio recording, video recording, or taking pictures of people’s faces or other identifying physical attributes during normal educational activities? 
[bookmark: Check348]|_|  No.
[bookmark: Check349]|_|  Yes. If yes, please answer the following questions.

22.f.i.  Describe each type of recordings (e.g., audio, video, screen, etc.) in in detail:
[bookmark: Text108]     

22.f.ii. Explain why the recordings are needed to answer your research question.
     

22.f.iii. Detail how the act of making the recording will not affect student learning
     

22.f.iv. Describe your plan for notification through either an “opt out” form for recording purposes, or if recording is required as a normal part of the course and it is not occurring to answer the research question: 
[bookmark: Text78]     

22.f.v. Affirm the below statements by checking these boxes if you are planning on recording (audio, video, screen) or taking images of research participants in educational settings.
|_|  I understand that if using Zoom to record human subjects’ data, I must comply with the NC State University required settings for use of Zoom in human subjects’ research.
|_|  I have reviewed and understand the NC State University IRB guidance for the use of images and recording of participants in research studies.

22.f.vi. Please check the boxes below if normal educational activities will be recorded because the research is taking place AND the statement applies to your study. 
[bookmark: Check346]|_|  The audio or video recording will occur in a K-12 classroom in a public school in NC. I understand that because of the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights”, the school will require parental/guardian permission to be sought in order for the audio or video recordings to occur. 
· For exempt research, this law makes it a requirement to seek parental/guardian consent for audio/video recording in NC schools required regardless of the federal regulation governing research with human subjects. 
· This also means that you may be required by the K-12 school to have a plan to ensure those without parental/guardian permission are not audio or video recorded. 
· I will follow the school’s procedure or requirements for this to occur. 
· If I have more questions about this topic, I will reach out to NC State University General Counsel.
[bookmark: Check345]|_| The classroom intervention or interaction takes place in a K-4 classroom in a public school in NC and it addresses gender identity, sexual activity, or sexuality, and can be considered instruction. I understand that because of the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights” that the NC school may not allow for this instruction to take place within the school. 
· I will follow the school’s procedure or requirements for this instruction to occur. 
· If I have more questions about this topic, I will reach out to NC State University General Counsel.


Surveys

23. Are you implementing a survey for data collection? 
[bookmark: Check342]|_|  No 
[bookmark: Check341]|_|  Yes. If yes, please answer the following questions:

23.a. What is the survey format? Select all that apply. 
[bookmark: Check410]|_|  Hardcopy - Participants use physical paper and writing utensils to complete the survey. 
[bookmark: Check411]|_|  Verbal
[bookmark: Check413]	|_|  Participant responses recorded by the research team on physical matter.
[bookmark: Check414]	|_|  Participant responses recorded by the research team digitally.
[bookmark: Check412]|_|  Electronic/online
[bookmark: Check415]	|_|  Participants use their own personal device to complete the survey.
[bookmark: Check416]	|_|  Participants use a researcher’s personal device to complete the survey.
[bookmark: Check417]|_|  Participants use an NC State University managed device to complete the survey.

23.a.i. What online platform(s) will be 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. Note: A formal agreement must be in place for use of UNC-CH’s REDCap license and uploaded to the IRB protocol’s supporting documentation.
[bookmark: Check331]|_|  NC State licensed Google Forms. 
Note: Google Forms cannot be used for any research subject to the GDPR or CCPA, collecting identifiable data from minors, gathering red or purple data, or to handle any sensitive, identifiable personal data. 
[bookmark: Check330]|_|  Not otherwise specified online survey platform(s). Please answer the additional questions. 
23.a.i.i. List the platform(s) you plan to use: 
[bookmark: Text77]     

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

23.b. Is the survey being implemented in an NC public school? Check all that applies. 
[bookmark: Check328]|_|  No – Skip to question 24. 

[bookmark: Check327]|_|  Yes, the survey will be implemented in a K-3 classroom in a public NC school and it addresses student well-being or serves as a health screening as described it the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights”. 
· I understand that because of the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights” that a copy of the blank survey may be required to be available to school officials or parents.
· For exempt research, this law makes it a requirement to seek parental/guardian consent for implementation of student well-being or health screening surveys in K-3 classrooms in NC schools.
· If I have more questions about this topic, I will reach out to the school where the research will take place or if appropriate, to NC State University General Counsel.

[bookmark: Check326]|_|  Yes, the survey will be implemented in a K-12 classroom in a public NC school. I understand that parental/guardian permission must be sought in order for a for a “Protected Information Survey,” as described in the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights” section 115C-76.65(a)(2), to be implemented. 
· For exempt research, this law makes it a requirement to seek parental/guardian consent for implementation of surveys in NC schools that contain content described in 115C-76.65(a)(2). I will follow the K-12 school’s procedure or requirements that address this. 
· I understand that because of the NC Session Law 2023-106, Senate Bill 49 “Parent’s Bill of Rights” that a copy of the blank survey may be required to be available to school officials or parents at least 10 days before administration. I will follow the school’s procedure or requirements for this to occur. 
· If I have more questions about this topic, I will reach out to the school where the research will take place or if appropriate, to NC State University General Counsel.

[bookmark: Check356]|_|  Yes, in a post-secondary setting such as a college or university.


Taste Tests and Food Quality Evaluation 

24. 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:

24.a. What type of food is being tasted or evaluated?
[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.

24.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 – Please describe:      

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

24.d. 	Did the 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 – Please describe:      



Benign Interventions, Use of Sensors, and other Interactions

25. Does this study involve benign behavioral intervention? A benign behavioral intervention is related to human behavior, is brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the participants, and the researcher has no reason to think the participants will find the interventions offensive or embarrassing.
[bookmark: Check315]|_|  No.
[bookmark: Check314]|_|  Yes. If yes, please answer the following question:

25.a. Describe the benign behavioral intervention(s) that are a part of the study: 
[bookmark: Text74]     

26. Will this study use Augmented Reality (AR) or Virtual Reality (VR)?
[bookmark: Check313]|_|  No.
[bookmark: Check312]|_|  Yes - If yes, please answer the following questions:

26.a. How will the AR or VR be used in the study
[bookmark: Text73]     

	26.b. Check all of the following that are applicable to the study.
[bookmark: Check311]|_|  The AR/VR used in this study does not take any recordings from the human body. 
[bookmark: Check310]|_|  The contraindication(s) for the use of the AR/VR used in the study is communicated in the informed consent. 
[bookmark: Check309]|_|  Based on the contraindication(s) of the AR/VR used in the study, participants will be appropriately screened out and deemed ineligible.  
[bookmark: Check308]|_|  The AR/VR will be cleaned between participants’ uses.

27. Will this study ask participants to view or interact with media materials (photos, audio, video, gaming, other)? 
[bookmark: Check305]|_|  No
[bookmark: Check306]|_|  Yes. If yes, please answer the following questions:

27.a.  Describe the content of the materials used:
[bookmark: Text72]     

27.b.  Describe the maturity rating (i.e., G, PG, PG-13, R, NC-17) of the materials used: 
[bookmark: Text71]     

28. Will any recordings be taken of or from the human body? This can include physical sensors, scanning, eye tracking, etc. An exemption for this project is only allowable under the NC State University FLEX special exemption category for unfunded (and never to be funded) work.
[bookmark: Check304]|_|  No.
[bookmark: Check303]|_|  Yes. If yes, please answer the following questions:

28.a.  Describe what recordings will be taken, how they will be collected, and with 
what device(s). 
[bookmark: Text70]     

28.b. If data collection tools are placed on the body (e.g., sensors, headset, eye tracking glasses, etc.), discuss cleaning, and how this equipment is donned and doffed by participants with respect to bodily autonomy, consent, and personal privacy. 
[bookmark: Text69]     


Images & Recordings for Research Purposes 

29. Are you collecting images or recordings for research purposes?
[bookmark: Check302]|_|  No. Skip the rest of the “Images and Recordings for Research Purposes” question section. 
[bookmark: Check301]|_|  Yes. If yes, please answer the following questions:

[bookmark: Text68]29.a. The recordings or images are of:      

[bookmark: Text67]29.b. The recordings or images will be taken via:      

[bookmark: Text66]29.c. The identifiable video or photos will be stored (where and how):      

[bookmark: Text65]29.d. The recordings or images will be transferred via:      

[bookmark: Text64]29.e. The recordings or images will be destroyed when:     

29.f. Is recording a mandatory part of the research? Select what applies.
[bookmark: Check300]|_|  No, participants DO NOT have to agree to be audio recorded, video recorded, or photographed and they can still participate in the study. 
[bookmark: Check299]|_|  Yes, in order to participate, participants have to agree to be audio recorded, video recorded, or photographed. If they do not agree to being recorded or photographed, they cannot be in the study. 
 
29.g.  Who will have access to the research recordings and in what format? Select what applies and complete relevant fill-in-the-blanks.

[bookmark: Check367]|_|  Raw recordings (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
Please note: All transcription services must be cleared by the NC State OIT, sign a confidentiality agreement, and handle the research data with encryption. 

[bookmark: Check371]|_|  Verbatim transcripts (a word-for-word account of the recording, including filler words, stutters, and non-verbal cues (e.g., [sigh], [laughter]).
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Transcription services
Please note: All transcription services must be cleared by the NC State OIT, sign a confidentiality agreement, and handle the research data with encryption.

[bookmark: Check372]|_|  Clean transcripts (verbatims edited for redundancy and clarity)
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Transcription services
Please note: All transcription services must be cleared by the NC State OIT, sign a confidentiality agreement, and handle the research data with encryption. 
[bookmark: Check373][bookmark: Text95]|_|  Others - Detail:       

[bookmark: Check374]|_|  De-identified transcripts where all participant identifiers that could link the data to an individual have been removed and participants identities are not readily ascertainable to anyone, including members of the research team.
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
[bookmark: Check377]|_|  Internal collaborators that aren’t on the research team
[bookmark: Check375]|_|  External collaborators that aren’t on the research team
|_|  Others - Detail:       

|_|  Re-identifiable and/or identifiable transcripts that retain indirect and/or direct participant identifiers and the participants identity is readily ascertainable 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
|_|  Members of the research team
|_|  Internal collaborators that aren’t on the research team
|_|  External collaborators that aren’t on the research team
|_|  Others - Detail:       

29.h. How will the research recordings and transcripts be used? Check all that apply. 
|_|  Used for internal use and reference.
[bookmark: Check406]|_|  Used for transcription.
|_|  Used for data analysis.
|_|  Used in scholarly publications and presentations. 
29.h.i. If used in scholarly publications and presentations, select the one statement below that best fits your research design: 
|_|  Ther recordings and transcriptions will mask participant’s identity including their voice and any other unique identifier that could make their identity ascertainable. 
|_|  The published or shared transcripts or recordings will be easily re-identifiable or identifiable and participant consent was given for this use. 
|_|  Use not otherwise specified  - Detail:       

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

|_|  Raw images (original and unaltered)
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Others - Detail:       

|_|  De-identified images where all participant identifiers that could link the data to an individual have been removed and participants identities are not readily ascertainable to anyone, including members of the research team)
|_|  Principal investigator and faculty point-of-contact
|_|  Members of the research team
|_|  Internal collaborators that aren’t on the research team
|_|  External collaborators that aren’t on the research team
|_|  Others - Detail:       

|_|  Re-identifiable or identifiable images that retain indirect and/or direct participant identifiers, and the participants identity is readily ascertainable 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
|_|  Members of the research team
|_|  Internal collaborators that aren’t on the research team
|_|  External collaborators that aren’t on the research team
|_|  Others - Detail:       

29.k. How will the research images be used? Check all that apply. 
[bookmark: Check286]|_|  Used for reference as participants recall information about the still photo.
[bookmark: Check420]|_|  Used for reference by the research team. 
[bookmark: Check285]|_|  Used for data analysis.
[bookmark: Check284]|_|  Used in scholarly publications and presentations. 
29.k.i. If used in scholarly publications and presentations, select the one statement below that best fits your research design: 
[bookmark: Check283]|_|  The published photos will be masked to protect the participant’s identity including their face and any other unique identifier such as birth marks, injuries, or tattoos. 
[bookmark: Check282]|_|  The published photos will be easily re-identifiable or identifiable. 
[bookmark: Check421]|_|  Use not otherwise specified  - Detail:       

30. Please affirm the images and recording expectations NC State University IRB has for researchers conducting human subjects research. 
[bookmark: Check280]|_|  I understand that if using Zoom to record human subjects data, I must comply with the NC State University required settings for use of Zoom in human subjects research.
[bookmark: Check279]|_|  I have reviewed and understand the NC State University IRB guidance for the use of images and recording of participants in research studies.


31. Is there research compensation or incentives for participating in the study?
[bookmark: Check278]|_|  No.
[bookmark: Check358]|_|  Yes. If yes, check the type(s) of compensation and incentives that will be provided and answer applicable narrative response questions.

[bookmark: Check277]|_|  Pre-packaged snacks and drinks will be provided to participants on site. 

[bookmark: Check359]|_|  Course credit. Check what applies and provide more information.
[bookmark: Check360]|_|  Offered via the SONA system.
[bookmark: Text109]Details:      
[bookmark: Check361]|_|  Offered and determined by an individual instructor where an alternative non-research activity that takes equal time and effort for the same amount of credit is offered.
[bookmark: Text110]Details:      
[bookmark: Check362]|_|  Other.
[bookmark: Text111]Details:      

[bookmark: Check363]|_|  Remuneration. Provide more information by answering the below questions. 

[bookmark: Text61]Monetary amount:      

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

[bookmark: Text92]Distribution method(s) (e.g., provided in person, mailed to participant, electronically sent):      

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

What participant information is needed to facilitate compensation? 
[bookmark: Text90]     

Will the research team handle participant compensation processes?
|_|  No.
|_|  Yes – Please note, if researchers handle the compensation information, it must be treated in accordance with NC State’s data sensitivity requirements.

Is participant information shared with others who are not on the research team to facilitate research compensation?
[bookmark: Check366]|_|  No.
|_|  Yes – with NC State entities only (e.g., Human Resources, a college’s accounting office)
[bookmark: Check364]|_|  Yes – with a research funder(s)/sponsor(s)
[bookmark: Text93]Who:      
[bookmark: Check365]|_|  Yes – with third parties
Who:      

Will the participant information used for compensation be connected to the research data?
|_|  No.
|_|  Yes – Describe how it is connected:      

[bookmark: Check271]|_|  Other compensation or incentive not otherwise captured above.
[bookmark: Text94]Details:      


32. Does this research qualify for NC State University FLEX special exemption category? Studies that are funded now or in the future, contractually obligated to adhere to Federal regulations or subject to additional oversight from any federal agency, testing a medical device, more than minimal risk to participants, or are cooperative research projects are not eligible for a FLEX exemption. Please review the NC State IRB’s IRB exemption request unit standard.

[bookmark: Check270]|_|  No, this study qualifies for the standard exemption categories.
[bookmark: Check269]|_|  Yes. If yes, please indicate below which of the following FLEX exemption categories apply to this study. 

[bookmark: Check268]|_|  Collection of body measurements using a scale, a tape measure, or eye tracking.
[bookmark: Text53]32.i. Detail measurements and mode of measurement collection:      

[bookmark: Check267]|_|  Minimal risk surveys, interviews, observations, focus groups, or benign behavioral interventions that involve minors.
Note: Upload a completed data and access security plan for red or purple data.

[bookmark: Check266]|_|  Request to use secondary private identifiable/indirectly identifiable information as data for research where no contract or agreement is required.
Note: Upload a completed data and access security plan for red or purple data.


Secondary Data or Biospecimens 
See IRB guidance on secondary data for reference. Secondary data/biospecimens is information or specimens that were or will be generated for another research study OR for non-research purposes (e.g., student records, medical procedures, social media, assessment efforts) that you wish to re-use for research purposes.

33. Is this study seeking to access secondary information or biospecimens to use as data for research? 
[bookmark: Check265]|_|  No. If no, skip to question 34.
[bookmark: Check264]|_|  Yes. If yes, please answer the following questions:

33.a. Can the identifiable data be considered “red” highly-sensitive data, or “purple” ultra-sensitive data in accordance with NC State OIT Sensitivity Framework? 
[bookmark: Check262]|_|  No. 
[bookmark: Check260][bookmark: Text52]|_|  Yes. Please explain:      
[bookmark: Check261]|_|  Check this box to confirm that a data and access security plan was completed with NC State Security and Compliance and the final plan is uploaded with this IRB application. 

33.b. Describe the public/private nature of the secondary data or biospecimens:
[bookmark: Check258]|_|  The data are public and have always been public and no permission is needed to access it.
[bookmark: Check259]|_|  The data are public but were once private and no permission is needed to access it.
[bookmark: Check256]|_|  The data are private and permission from individuals or gatekeepers is needed or must be considered (this includes release from an organization, another researcher, or an individual, etc.). 
[bookmark: Check255][bookmark: Text87]|_|  Other – Please provide details you find necessary that are not already addressed by the other response options:       

33.c. Are the secondary data or biospecimens identifiable?
[bookmark: Check245]|_|  No, the data is anonymous to the research team.
[bookmark: Check244]|_|  Yes, the data/specimen is indirectly identifiable to the research team through triangulation of data points or other datasets.
[bookmark: Check243]|_|  Yes, the data/specimen is indirectly identifiable to the research team through researcher access, role, expertise, or quality of the data (such as with qualitative data or student artifacts).
[bookmark: Check242]|_|  Yes, the data/specimen is directly identifiable to the research team because identifiers are directly on the data or specimen.
[bookmark: Check241]|_|  Yes, the data/specimen is directly identifiable to the research team because the researchers have access to a master list that directly links to codes on the dataset or specimens.

[bookmark: Text50]33.e. Describe the content and list the data categories of the secondary data/biospecimens:      

33.f. This study requests receipt or access to FERPA data only.
[bookmark: Check240]|_|  No.
[bookmark: Check422]|_|  Yes – If yes, please select the one option that best applies to the study:
[bookmark: Check239]|_|  The FERPA data accessed/received is completely anonymous to the research team.
[bookmark: Check238]|_|  The researcher is accessing/receiving identifiable FERPA data only and the researcher is doing the project on or behalf of an institution. Note: the study will be reviewed via 45 CFR 46.d.1.
[bookmark: Check237]|_|  The researcher is accessing/receiving identifiable FERPA data only and research is intended to develop, validate, or administer predictive tests, administer student aid programs, or improve instruction. Note: the study will be reviewed via 45 CFR 46.d.1.
[bookmark: Check236]|_|  The researcher is accessing/receiving identifiable FERPA data only and the project: 
· Is not being done on or behalf of the institution or an educational agency from which the data is sought. 
· Is not intended to develop, validate, or administer predictive tests, administer student aid programs, or improve instruction.
· Does not qualify for the NC State University special FLEX exemption category. 
If all three points directly above are true, the study will be reviewed via expedited category 5 and a full eIRB application must be completed instead of this form.
[bookmark: Check235]|_| The researcher is requesting access/receipt of identifiable FERPA data where FERPA permission will not be sought from participants and this study does not qualify for the NC State University special FLEX exemption category. 
· This study will be reviewed and approved by the IRB via expedited category 5.
· The study must qualify for a waiver of consent under 45 CFR 46 and a FERPA exception.
· A full eIRB application must be completed instead of this form. 

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

33.g.i.  Describe how you will obtain permission to access the HIPAA data (via a HIPAA Authorization or HIPAA Waiver Request):
[bookmark: Text86]     

33.g.ii.  How identifiable is the HIPAA data?
[bookmark: Check232]|_|  The data is provided to the research team in a de-identified format 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.

33.h. If permission to access the secondary data or biospecimens is needed, who will provide you permission?
[bookmark: Check253]|_|  Individuals whose data/specimens will be accessed, will provide permission. 
[bookmark: Check252]|_|  The data/specimens are subject to HIPAA and I am seeking HIPAA Authorization from individuals. 
[bookmark: Check251]|_| The data are subject to FERPA and I am seeking permission under FERPA from individuals.
[bookmark: Check250]|_|  Record holders such as data stewards or their delegates will release the data. Please note: IRB approval is not permission for records release.
[bookmark: Check249]|_|  The data/specimens are subject to HIPAA. I am seeking a waiver of HIPAA Authorization from participants and instead will request the data/specimens to be released from an appropriate HIPAA records holder who is not a member of the research team. 
[bookmark: Check248]|_|  The data are subject to FERPA. I am seeking a waiver of permission from individuals to access their FERPA records because the research qualifies for a FERPA exception and I will request access to the FERPA records from an appropriate FERPA records holder who is not a member of the research team. 
[bookmark: Check247]|_|  Others – Provide details:      

33.i. Do the data/specimen provider(s) require an agreement be signed (e.g., a data use agreement or materials transfer agreement) in order to release the data/specimens?
[bookmark: Check230]|_|  No.
[bookmark: Check229][bookmark: Text49]|_|  Yes – Provide details:      
Please note: Your college research office handles these agreements, not the IRB office. 

33.j. For the access and use of the private identifiable secondary data/specimens that you want to use, at the time of original data collection, was “broad consent” sought? 
[bookmark: Check228]|_|  No.
[bookmark: Check227][bookmark: Text48]|_|  Yes – Describe the procedure for how broad consent was sought from participants and documented:      

33.k. Are you accessing information that is identifiable to you, but recording that information in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects?
[bookmark: Check226]|_|  No
[bookmark: Check225]|_|  Yes. If yes, please answer the following questions:
[bookmark: Check224]|_|  Check the box to attest that none of the researchers will contact the participants.
[bookmark: Check223]|_|  Check the box to attest that none of the researchers will attempt to re-identify participants.


Data Access & Security
Note: If requesting data from an NC State data steward, the data categories noted in the below sections should be the only human subjects’ data reflected in that request. 

34. What direct identifiers will you be collecting/accessing/receiving for research purposes?
[bookmark: Check222]|_|  None. 

[bookmark: Check221]|_|  Digital Identifiers (ex: e-mail, usernames, profile names, personal web address; if from minors, treat as “red data”). 
[bookmark: Text47]List the identifiers to be collected/accessed:      

[bookmark: Check220]|_|  Government/Organization Identifier (ex: campus ID, badge number, licensure ID, conference ID). 
[bookmark: Text46]List the identifiers to be collected/accessed:      

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

[bookmark: Check218]|_|  License Plate

[bookmark: Check217]|_|  Full Name 

[bookmark: Check216]|_|  Name of Parent/Guardian

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

[bookmark: Check214]|_|  Phone/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][bookmark: Text45]|_|  Other. Describe identifiers:      

35. What indirect identifiers will you be collecting/accessing/receiving in the research dataset(s)?
[bookmark: Check209]|_|  None. 

[bookmark: Check208]|_|  Account Numbers (bank account numbers, treat as “red data”)
[bookmark: Text44]Detail type(s):      

[bookmark: Check207]|_|  Admission/Discharge Date

[bookmark: Check206]|_|  Biometrics (ex: iris scans, fingerprint, treat as “purple data”)
[bookmark: Text43]Detail type(s):      

[bookmark: Check205]|_|  Biospecimens
[bookmark: Text42]Detail type(s):      

[bookmark: Check204]|_|  Device IDs/Serial Numbers

[bookmark: Check203]|_|  Enrollment Dates

[bookmark: Check202]|_|  Genomic Data (or genomic sequencing) where an individual can be readily re-identified (treat as “red data”) 

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

[bookmark: Check200]|_|  IP Address and some URLs. 
[bookmark: Text41]Detail identifiers:      

[bookmark: Check199]|_|  Medical Record Number (if from covered entity, treat as “red data”)

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

[bookmark: Check196]|_|  Online Panel IDs
[bookmark: Text40]Detail identifiers:      

[bookmark: Check195]|_|  Photos containing screenshots, personal items, tattoos, birthmarks, skin patterns. 
[bookmark: Text39]Detail what the photos contain (e.g., will there be human faces, bodies, unique identifiers such as tattoos or birth marks included):      

[bookmark: Check194]|_|  Precinct

[bookmark: Check193]|_|  Rank/Title

[bookmark: Check192]|_|  SONA ID

[bookmark: Check191]|_|  Qualitative indirectly identifiable data such as personal experiences and stories

[bookmark: Check190]|_|  Zip Code

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

[bookmark: Check188]|_|  Other
[bookmark: Text38]Describe:      

36. What demographic data or unique information will you be collecting, accessing, or receiving?
[bookmark: Check187]|_|  None.

[bookmark: Check186]|_|  Academic Information
[bookmark: Check185]	|_|  GPA 
[bookmark: Check184]|_|  Transcripts
[bookmark: Check183]|_|  Completed Coursework, Assignments, Projects, Discussion Posts
[bookmark: Check181]|_|  Test Scores
[bookmark: Text37]Detail what tests:      
[bookmark: Check182]|_|  Other academic Information such as admissions, enrollment, financial aid, and housing information
[bookmark: Text36]Please provide details:      

[bookmark: Check180]|_|  Age

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

[bookmark: Check178]|_|  Educational Attainment Level  

[bookmark: Check177]|_|  Employment 

[bookmark: Check176]|_|  Ethnicity

[bookmark: Check175]|_|  Gender/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][bookmark: Text35]|_|  Other. Describe:      

37: Research Data and AI/Generative AI (GAI) – Does the study use AI/GAI?
[bookmark: Check423]|_|  No. Skip to question 38. 
[bookmark: Check424]|_|  Yes. If yes, please answer the following questions:

37.a. The AI/GAI tool(s) to be used in the human subjects research protocol are: (select what applies)
|_|  Commercially available and unmodified.
[bookmark: Check380]|_|  Commercially available but modified. 
37.a.i. Why must a modified AI/GAI tool be used to answer the research question(s)?
[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.
37.a.ii. Why must a purpose-built AI/GAI tool be used to answer the research question(s)?
[bookmark: Text102]     
Please note: The AI tool supplemental information form must be provided with the IRB application for review. 

37.b. Research data collected by, used with, or inputted into the AI/GAI tool(s) is: (select what is appropriate and answer relevant questions)
|_|  Completely de-identified data. 
37.b.i. How were direct identifiers removed?
     
37.b.ii. How were indirect identifiers removed so that primary and third-party participant identities are not readily ascertainable
     
|_|  Identifiable/re-identifiable data.
37.b.iii. Why must identifiable/re-identifiable data be inputted to answer the research question?
[bookmark: Text112]     
37.b.iv. Will participants consent to the use input of their identifiable/re-identifiable data into the AI/GAI tool(s)?
|_|  Yes
|_|  No

37.c. The AI/GAI tool(s) data access – Select what applies best.
[bookmark: Check384]|_|  The AI/GAI data is only accessible to NCSU because the AI tool is NOT cloud based and all AI/GAI data are stored on NC State servers not accessible to people outside of NC State
[bookmark: Check385]|_|  The AI/GAI data is available to those outside NCSU because the AI tool is cloud based.
Details:      

37.d. AI/GAI Tool(s) Use Approval – Select what applies best.
[bookmark: Check382]|_|  The AI/GAI tool(s) are approved for use by NC State OIT.
[bookmark: Check383]|_|  The AI/GAI tool(s) are not approved for use by NC State OIT.
Note: All AI/GAI must be approved and licensed by NC State OIT prior to IRB approval for use in human subjects research. 

38: Does this study require a data and access security plan? Note: This plan is required if this project accesses or generates red (highly sensitive) or purple (ultra-sensitive) data. Refer to the NC State University Data Classification Table for specific sensitivity levels.

[bookmark: Check160]|_|  Yes, the completed data and access security plan (DASP) was requested from and made with NC State Security and Compliance and is uploaded with this application. Skip to question 39. 

[bookmark: Check159]|_|  No. No data and access security plan (DASP) is needed. If no data and access security plan is needed, please check all that apply below:

38.a. Digital Protections for Research Data (select all that apply)

[bookmark: Check158]|_|  Suggestion of using private device and internet connection.

[bookmark: Check157]|_|  Suggestion of completing research in private location. 

[bookmark: Check156]|_|  Suggestion of using web browser in private/incognito mode.

[bookmark: Check155]|_|  Suggestion of deleting cookies or browser history when activities are completed.

[bookmark: Check154]|_|  Research team use of password protection. 

[bookmark: Check145]|_|  Research team will use 2-Factor Authentication. 

[bookmark: Check153]|_|  Research team use of file/drive encryption. 

[bookmark: Check152]|_|  Research team use of VPN when transferring or accessing data.

[bookmark: Check151]|_|  Research team use of NC State Google Drive. 

[bookmark: Check149]|_|  Research team will restrict access to files/drives via NC State Google Drive. 

[bookmark: Check150]|_|  Research team use of NC State Google email where the email is not forwarded to private email addresses. 

[bookmark: Check148]|_|  Research team will ensure all software, hardware, and malware protection remains up to date. 

[bookmark: Check144]|_|  Research team will remove participant IDs from the data and create a master list that will be protected with encryption.

[bookmark: Check143]|_|  Research team will ensure that their private device is not connected to the internet while data is on said device, except for when transferring data to NC State Google Drive using VPN. 

[bookmark: Check147]|_|  Research team will use NC State University owned devices only. 

[bookmark: Check146]|_|  Research team will be stored on a non-networked computer (only necessary for purple data).

38.b. Physical Protections for Research Data (select all that apply)

[bookmark: Check142]|_|  Locked building.  

[bookmark: Check141]|_|  Locked office. 

[bookmark: Check140]|_|  Locked cabinet/desk.

[bookmark: Check139]|_|  Removal of direct IDs on hardcopy data. 

[bookmark: Check138]|_|  Physical master list kept separate from physical data. 

[bookmark: Check137]|_|  Data submitted to researcher by participant in a private manner such as a sealed envelope. 
[bookmark: Text85]Describe:       

39: After three years (minimum required for records retention), what will you do with the raw data? Check all that apply:

[bookmark: Check136]|_|  De-identify and keep it for your own future work.

[bookmark: Check135]|_|  De-identify and keep it to share with others. 

[bookmark: Check134]|_|  De-identify it and put it in a repository. 

[bookmark: Check133]|_|  Keep the raw data in an identifiable/re-identifiable format in accordance with the approved IRB protocol and the informed consent.

[bookmark: Check132]|_|  Keep the raw data in an identifiable/re-identifiable format in accordance with the approved IRB protocol and use it for future unspecified work in accordance with broad consent that was given by participants whose data you are keeping. 

[bookmark: Check131]|_|  Securely destroy the raw data. 
‘
[bookmark: Check130][bookmark: Text34]|_|  Other - Describe:      

40: What privacy and confidentiality protections do you have in place? Check all that apply and complete the fill-in-the-blanks where needed.

[bookmark: Check120]|_|  Participants are told to complete the virtual research activities in a private location. 

[bookmark: Check121]|_|  Participants complete the face-to-face activities in a private location. 

[bookmark: Check122]|_|  Only the research team members and other professional associates (such as transcription services or data analysts) will have access to the raw research data. 

[bookmark: Check123]|_|  The researcher will not disclose the participants’ information outside of the research context. 

[bookmark: Check124]|_|  Participants are notified as to how data will be reported, and the data will be reported in accordance with the consent. 

[bookmark: Check125][bookmark: Text33]|_|  No demographic subgroups smaller than groups of       will be reported in publications. 

[bookmark: Check126]|_|  No individual quotes will be used.

[bookmark: Check127]|_|  Individual quotes will be used, but demographic data describing the participant will not lead to participant re-identification.

[bookmark: Check128]|_|  Individual quotes will be used, and participant identities may be directly or indirectly identifiable, but participants will provide consent for their information to be shared in this way.

[bookmark: Check129][bookmark: Text32]|_|  Additional privacy and confidentiality protections not otherwise specified:      


41. Attestation of study amendment guidelines for exempt studies: By checking each box below, I understand that I must submit an amendment to this protocol for the following changes: 

[bookmark: Check109]|_|  Change in faculty point of contact. You do not need to submit research team member changes for exemption, but you do need to keep track for your own records (or in case of an audit). Tracking should include training, overview of activities completed, and timeframe of working on the project. 

[bookmark: Check110]|_|  Addition or removal of funding and/or subsequent changes from said funding change. 

[bookmark: Check111]|_|  Addition of participant groups. For example, the addition of minors, pregnant people, incarcerated people, or people contextually vulnerable, or people not initially described in the approved protocol.

[bookmark: Check112]|_|  Addition or revision of data collection procedures such as new/edited surveys, new/edited observations. For example, adding an interview where there was not one before. Addition of questions for surveys, interviews, questionnaires, and focus groups.

[bookmark: Check113]|_|  Addition of a dataset that requires a data use agreement, material transfer agreement, or addition of any identifiable or indirectly identifiable data that is not publicly available. Please see secondary data guidance.

[bookmark: Check114]|_|  Addition of any information that will be collected that directly links the participant to the study or the study data. For example, adding an email address directly on the survey where data are collected to provide compensation. 

[bookmark: Check115]|_|  Addition of audio or video recording of participants, use of photography, screen recording, or motion tracking.

[bookmark: Check116]|_|  Addition of multimedia such as videos images that participants are exposed to or will view.

[bookmark: Check117]|_|  Addition or removal of compensation. 

[bookmark: Check118]|_|  Addition of any procedures that are physical in nature and involve measurements or use of the body such as physical measurements or physical activities (running, jumping, use of equipment). 
