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	Approvals
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Background

In January 2017, the Department of Health and Human Services (DHHS): Office of Human Research Protections’ (OHRP) published a revised Common Rule: 45 CFR 46. The changes to the revised Common Rule go into effect on January 21, 2019 (“revised Common Rule”). All research approved on or after that day must comply with the revised Common Rule. All research approved prior to January 21, 2019 will continue under the original version of the Common Rule.  However, the IRB may transition qualifying research protocols to the revised Common Rule (Criteria for qualifying research is described on page 2 of this policy). The transition will be managed at the time of routine amendment and continuation submissions. Submission of an amendment solely for the transition to the revised Common Rule will not be accepted. This policy describes the criteria that must be met to transition studies approved prior to January 21, 2019 to the revised Common Rule, and the process for transitioning these studies to the revised Common Rule.
Note: This policy will remain in place until all open research protocols approved prior to January 21, 2019 and subject to WSU IRB oversight are adherent to the revised Common Rule. 

Revised WSU Policies

The following WSU IRB policies have been modified or created as a result of the changes to the revised Common Rule. These policies will be identified as Policies that only apply to research protocols approved on or after January 21, 2019, or that were transitioned to the revised Common Rule. Studies that were approved prior to January 21, 2019 that have not been transitioned to the revised Common Rule will adhere to all policies related to the pre-2019 regulations.
IRB Procedure
· 01-02 HRPP Program

· 01-05 Flexible Review Policy (Revised 45 CFR 46)
· 04-01 Types of IRB Reviews (Revised 45 CFR 46) 
· 04-04 Exempt Review (Revised 45 CFR 46)
· 04-05 Expedited Review Procedures (Revised 45 CFR 46)
· 04-06 Amendments to Research Protocols and Informed Consent

· 04-07 Continuation Renewal of a Protocol (Revised 45 CFR 46)
· 05-02 Selection and Review of IRB Members

· 08-03 Vulnerable Participants with Impaired Decision-Making Ability

· 09-01 Informed Consent Options (Revised 45 CFR 46)
· 09-04 Obtaining Permission from Legally Authorized Representative or Family Members

· 12-01 Use of Biological Specimens for Research (Revised 45 CFR 46)
· Transition to Revised Common Rule (Temporary Policy)

All consent templates that have been revised in accordance with the revised Common Rule have been posted to the WSU IRB website as of December 14, 2018. All policies, submission forms and review checklists that have been revised in accordance with the revised Common Rule will be posted to the WSU IRB Website’s Revised Common Rule page to allow investigators to begin preparing IRB submission documents to be approved after the revised Common Rule goes into effect on January 21, 2019. Any submissions received after January 14, 2019 will be reviewed under the revised Common Rule and IRB approval, if appropriate, will be issued after January 21, 2019. 
All federally funded research approved on or after January 21, 2019 must be compliant with the revised Common Rule. 

Studies already submitted using pre-2019 submission forms for review on or after January 21, 2019 must be resubmitted using the new submission forms that have been modified to meet the revised Common Rule requirements.
Research approved prior to January 21, 2019 is eligible for transition to the OHRP revised Common Rule if: 
· The research is not considered a clinical trial (a research study in which one or more human subjects are prospectively assigned to one or more interventions to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes)

· The research is not a drug or device study subject to FDA regulations

· Enrollment is complete
· The study involves only data analysis
Research protocols that meet all of the conditions above must complete the Common Rule Transition Appendix and submit it with the IRB amendment or renewal submission documents. 

The IRB reviewer will confirm the criteria required to transition the study based on information provided in the Transition Appendix. The reviewer will then document the transition in the Continuation Reviewer Form. The investigator will be informed of the transition in the approval memo. 

The revised Common Rule and the WSU IRB policy revisions made as a result of the common rule revisions will apply to the transition research protocol from the date the continuation was approved until the study closure is accepted by the IRB. 
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