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	Institutional Review Board

Human Research Protections

KR Protocols Transition Checklist: 
2018 Common Rule Requirements 

	Administrative Reviewers: 

1. KR Protocols addresses the 2018 Common Rule requirements. 
2. Main impacts will be to the level of review (minimal risk) and consent elements.
3. Provide any concerns you would like communicated to the researcher in KR Protocols. 


	1. LEVEL OF REVIEW

	Does this research now qualify under the 2018 Common Rule Exemption Categories?


IMPORTANT! Research regulated by the FDA or supported by the DOJ is NOT currently eligible for the 2018 Exemption Categories.
Abbreviated descriptions are below – please refer to the 2018 Exempt Categories [45 CFR 46.104(d)] for a complete description.
2. Research, conducted in established or commonly accepted educational settings that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction.

3. Research that includes only interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording)

3i.    Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection

4. Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens
5. Research and demonstration projects that are conducted or supported by a Federal department or agency
6. Taste and food quality evaluation and consumer acceptance studies
7. Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use

	 FORMCHECKBOX 
 Yes, this research now qualifies for exempt research. Continue to ‘2. UCI EXEMPT SELF-DETERMINATION’.
 FORMCHECKBOX 
 No, this research remains expedited or full committee research. Continue to ‘3. INFORMED CONSENT’.

	2. UCI EXEMPT SELF-DETERMINATION (EXEMPT ONLY)

	Does this research now qualify for an exempt self-determination process? 
 FORMCHECKBOX 
 Yes, this research is eligible for self-determination. IRB review is no longer required. END OF CHECKLIST.
 FORMCHECKBOX 
 No, this research is NOT eligible for self-determination; IRB review is required. END OF CHECKLIST.   


	3. INFORMED CONSENT (EXPEDITED/FULL COMMITTEE ONLY)

	A. Key Information at Beginning of (written; signed) Consent Form; NOT required for Study Info Sheet:

· The fact that consent is being sought for research and that participation is voluntary 

· The purposes of the research, the expected duration of the prospective subject’s participation, and the procedures to be followed in the research 

· The reasonably foreseeable risks or discomforts to the prospective subject 

· The benefits to the prospective subject or to others that may reasonably be expected from the research 

· Appropriate alternative procedures or courses of treatments, if any, that might be advantageous to the prospective subject 
	[image: image2.wmf] YES

                  [image: image3.wmf] NO


[image: image4.wmf] N/A



	B. One New Basic Consent Element:

That serves as a notice about whether information and biospecimens collected as part of the current research might be stripped of identifiers and used for future research, stating: 

· That the deidentified information or biospecimens could be used for future research without additional consent 

OR

· That the subjects’ information or biospecimens will not be used for future research 
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	C. Three New Additional Elements (to be included when appropriate): 

· A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit 

· A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions 

· For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen) 
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	D. New Criterion for Waiver of Informed Consent: 

· Applies to research with identifiable private information or identifiable biospecimens 

· IRB must determine that the research could not practicably be carried out without using the information/biospecimens in an identifiable form 
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