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Exempt Category 4 Worksheet
Version: 8/11/2026
Need Assistance? 
This form may be incompatible with some assistive technologies, but we are happy to help you complete it. Please contact Research Compliance Services for support:
· Email: ResearchCompliance@uoregon.edu
· Phone: 541-346-2510
Document Purpose and Instructions
Complete this worksheet for secondary research uses of identifiable private information or identifiable biospecimens when one of the following criteria are met:
· information/biospecimens are publicly available; 
· information recorded for research is not identifiable, investigators won’t recontact participants and won’t re-identify participants; 
· research involves only identifiable health information regulated by the HIPAA Privacy Rule; or 
· research will be conducted by, or on behalf of, a federal department or agency using government-generated or government-collected information obtained for non-research activities and identifiable private information will be maintained according to law.  
Check the applicable checkboxes and provide a detailed written response when prompted.
Exempt Category 4: General Questions
Does the research involve secondary research use of identifiable private information and/or identifiable biospecimens? View Note I for additional details. 
☐ Yes. If yes, also respond to a. and b. below. 
a. Describe the source of the information and/or biospecimens:
Click or tap here to enter text.
b. Explain whether an agreement such as a data use agreement (DUA), materials transfer agreement (MTA) or any special qualifications are required to access the information and/or biospecimens:
Click or tap here to enter text.
☐ No. If no, this research is not exempt under any of the category 4 exemptions.
If you are obtaining human biospecimens, complete questions a. and b. below. If you aren’t obtaining human biospecimens, check N/A and continue to the next section. 
☐ N/A: not obtaining human biospecimens. Skip to next section (Exempt Category 4.i).
If obtaining human biospecimens, please complete these additional questions: 
a. Confirm you attached an approval from the UO Environmental Health and Safety (EHS) office and/or Institutional Biosafety Committee (IBC) for your work with the biospecimens or attached confirmation from EHS/IBC that they do not need to review this research. View Note II for additional details. 
☐ Yes, we attached an EHS/IBC approval letter or confirmation from EHS/IBC that their review is not required. 
b. Indicate if your research will involve any genetic tests, obtaining and/or generating genetic information. If you’re not sure, explain your plans for the biospecimens. Please see our genetic research webpage for more information. 
☐ Yes, my research may involve genetic tests and/or genetic information. Please also complete and attach Appendix E to your IRB submission.
☐ No, my research will not involve any genetic tests and/or genetic information.
☐ I’m not sure if my research will involve genetic tests and/or genetic information so I have included an explanation below with my plans for the biospecimens and rationale for why it may not meet above definitions: 
Click or tap here to enter text.
[bookmark: Exempt_4i]Exempt Category 4.i: Publicly Available
Does the research only include identifiable private information and/or identifiable biospecimens that are publicly available?
☐ Yes. If yes, describe how the information/biospecimens are publicly available:
Click or tap here to enter text.
☐ No. If no, Exempt Category 4.i will not apply to this research. Continue below. 
Important: If you answered yes to questions 1 and 3 and provided responses where prompted above, you can stop here and submit this form. Exempt category 4.i may apply. No other sections below need to be completed unless requested by RCS/IRB. 
Exempt Category 4.ii: Not Identifiable as Recorded
Is the information you plan to use for your research recorded in such a way by the investigators that it is not directly or indirectly identifiable? View Note III for additional details. 
☐ Yes. If yes, describe how the information will be accessed and how the investigators will record it in such a way that the recorded data is not identifiable:
Click or tap here to enter text.
☐ No. If no, Exempt Category 4.ii will not apply to this research. Skip to next section (Exempt Category 4.iii).
Will your research process strictly avoid any re-contact with participants?
☐ Yes, researchers will not attempt to re-contact participants. Continue to question 6.
☐ No, researchers will attempt to re-contact participants. If you may re-contact participants, Exempt Category 4.ii will not apply to this research. Skip to next section (Exempt Category 4.iii).
Describe how you will ensure participants are not re-identified. Consider any plans to combine datasets or other methods you will use while analyzing the data and how you will ensure participants are not re-identified. 
Click or tap here to enter text.
Important: If you answered yes to questions 1, 4, and 5 and provided responses where prompted above, you can stop here and submit this form. Exempt category 4.ii may apply. No other sections below need to be completed unless requested by RCS/IRB. 
[bookmark: Exempt_4iii]Exempt Category 4.iii: HIPAA Privacy Rule
Will your research only involve the use of Protected Health Information (PHI)? View Note IV for additional details. 
☐ Yes. If yes, also respond to a. and b. below. Also complete and attach Appendix D to your IRB submission. 
a. Identify the source of the identifiable health information being used for research purposes (describe the HIPAA Covered Entity): View Note V for additional details. 
Click or tap here to enter text.
b. Exempt 4.iii can only apply when the researchers using the PHI are part of a HIPAA covered entity (which includes UO HIPAA covered components - View Note V for additional details). Identify the HIPAA-covered entities or UO HIPAA covered components conducting the research: 
Click or tap here to enter text.
☐ No. If no, Exempt Category 4.iii will not apply to this research. Skip to next section (Exempt Category 4.iv).
Important: If you answered yes to questions 1 and 7 and provided responses where prompted above, you can stop here and submit this form. Exempt category 4.iii may apply. No other sections below need to be completed unless requested by RCS/IRB. 
[bookmark: Exempt_4iv]Exempt Category 4.iv: Government Generated or Collected Information
Is your research conducted by, or on behalf of, a federal department or agency using government-generated or government-collected information obtained for non-research activities where information will be collected, used, maintained and/or generated according to law? View Note VI for additional details. 
☐ Yes. If yes, also respond to a. through c. below. 
a. Identify the federal department or agency this research is being conducted by or on behalf of: 
Click or tap here to enter text.
b. Describe how the information you are using for this research is government-generated or government-collected information obtained for non-research activities.
Click or tap here to enter text.
c. Describe how all of the following criteria will be met: 
· If the research generates identifiable private information, that information will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note which requires data to be maintained on federal IT systems that have successfully undergone the legally required privacy assessments; 
· All of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and; 
· the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq. (if applicable)
Click or tap here to enter text.
☐ No. If no, Exempt Category 4.iv will not apply to this research.
Important: If you answered yes to questions 1 and 8 and provided responses where prompted above, Exempt category 4.iv may apply and you can submit this form. 
What to Do After Completing the Exempt Category 4 Questions 
· If you answered yes to question 1 and your study meets at least one of the subcategory conditions above, your project likely qualifies for exemption:
· Complete any additional category worksheets applicable to your research.
· Complete the Exempt Application Form.
· Submit the items noted in the Exempt Submission Checklist. RCS will review and verify the exempt determination.
· If RCS determines the study does not qualify for exemption, you will need to prepare and submit a non-exempt protocol using the Initial Review Application. All forms can be found on the RCS forms page.
· If you answered no to question 1 or if none of the subcategory conditions in the sections above applied (4.i-4.iv), this research is not exempt under this category. 
· Return to the Exempt Self-Assessment Tool to identify alternative categories for exemption.
· If you conclude that no exempt categories are applicable to your research, your study is not eligible for exemption. Proceed with preparing an Initial Review Application and submit the items noted on the Non-Exempt Initial Review Checklist for non-exempt review.
Exempt Category 4 Notes, Examples and Terminology
I. [bookmark: Note_I]Note I: Exempt category 4 research may include accessing private information and/or biospecimens in an identifiable state even if identifiers are never recorded for research. However, if researchers never interact or intervene with participants and will never access, obtain, use, study, analyze or generate identifiable private information, your project may not require IRB oversight. See our Determine if Your Project Requires IRB Review page for more information. 
II. [bookmark: Note_II]Note II: If you are obtaining biospecimens and have not already received EHS/IBC approval or confirmation that their review is not required, please contact EHS/IBC (lgraham@uoregon.edu) for more information.
III. [bookmark: Note_III]Note III: Exempt category 4.ii may include accessing information in an identifiable state where the researcher can view the identifiable information, but the information that is recorded by the investigator is recorded in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects. 
IV. [bookmark: Note_IV]Note IV: For information to be PHI, it must contain health information, one or more of the 18 HIPAA identifiers and be obtained from a covered entity. See our HIPAA and Human Subjects Research webpage for more information.
V. [bookmark: Note_V]Note V: Covered entities include hospitals, clinics, health insurance providers, or covered components of the UO such as University Health Services, student health insurance program, Early Childhood CARES, HEDCO Clinic, or Athletics Medicine.
VI. [bookmark: Note_VI]Note VI: For example, if a researcher receives a contract to conduct research on behalf of the Centers for Medicare & Medicaid Services (CMS) using existing billing claims and identifiable data never leaves CMS’ internal databases, exempt category 4.iv may apply. However, if a UO researcher requests a dataset from a federal agency (like CMS) and downloads that identifiable data onto their own computer to analyze it for an independently funded grant, exempt category 4.iv would not apply. 
VII. Note V: For assistance with terminology, view the Definitions for Human Subjects Research website. 
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