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	WORKSHEET Options for IRB Actions


	
	
	



	1    PURPOSE AND APPLICABILITY



This worksheet describes actions the IRB can and cannot take with respect to unanticipated problems or noncompliance in a human subjects research study. It is intended to be used as a reference tool and is not completed or retained in the IRB file. HSD Leadership can be consulted about any actions that are not listed here.

	2   ACTIONS THE IRB CANNOT TAKE



The IRB can take action on human research under its purview and impose limitation on individual projects. The IRB does not have the authority to take action against or impose sanctions on the researcher. Nevertheless, the IRB can require that the HSD Director communicate concerns about the researcher or forward recommendations to the appropriate institutional office or authority.

	
	The IRB Cannot:

	1
	Retroactively approve use of data collected without IRB approval (including secondary use of the data)

	2
	Require that data not be published

	3
	Require that data be destroyed

	4
	Require that data not be used for a dissertation or thesis

	5
	Take away a researcher’s privilege of conducting research with human subjects




	3   ACTIONS THE IRB CAN TAKE



	
	The IRB Can:

	1
	Approve the investigator’s proposed corrective/preventive action plan

	2
	Require modifications to some or all parts of the research, and/or the corrective/preventive action plan

	3
	Require additional information from the investigator

	4
	Require additional information/consultation from others (e.g., subject matter experts)

	5
	Require training or education for the investigator and/or other individuals involved in the research (IRB identifies issues and topics; method and type of education)

	6
	Increase the frequency of continuing review

	7
	Require reports after specific milestones

	8
	Require the investigator to provide information to subjects or others, in coordination with other applicable laws, regulations, and UW policies (e.g., HIPAA breach notification requirements)

	9
	Require reconsenting of subjects

	10
	Require verification of information from sources other than the investigator (subject to the limitation that HSD and/or the Sr. Associate Vice Provost for Research retains the authority to determine how to fulfill the IRB’s request when it involves site visits, investigations, or audits)

	11
	Require additional monitoring of research procedures or outcomes

	12
	Require the destruction of subject identifiers (or the link between data and identifiers), if those identifiers were collected or relevant research procedures were performed without prior UW IRB approval

	13
	Suspend IRB approval for some or all parts of the research activity

	14
	Terminate IRB approval for some or all parts of the research activity

	15
	Require HSD to report a problem or concern to other UW offices, co-investigators, collaborators, collaborating institutions, and/or funding agencies or sponsors

	16
	Require the HSD Director to forward to the appropriate institutional office a request to consider one of the actions listed below (for which the IRB itself does not have authority). The HSD Director determines the most appropriate institutional office to which the request should be directed.
· Requiring that data not be published or presented;
· Requiring that data not be used for a thesis or dissertation;
· Requiring that data be destroyed; and/or
· Any other actions for which the institutional office has authority

	17
	Refuse to review a researcher’s applications to conduct research with human subjects




	4    RELATED MATERIALS



4.1 WORKSHEET IRB Review Outcomes
4.2 WORKSHEET Primary Reviewer, RNI

	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	2.0
	05/26/2022
	05/26/2022
	Move content to new worksheet TEMPLATE; remove reference to retired document

	1.2
	04/24/2015
	04/24/2015
	Remove reference to HIPAA authorization

	Previous versions
	
	
	Previous versions are beyond records retention requirements
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