Modification – Rascal Pre-Review Checklist
Each submission to the IRB is reviewed by HRPO staff for completeness, to identify regulatory requirements and to assess whether any administrative changes need to be made. The checklist below is integrated into Rascal for HRPO staff use. 
	Event
	Rascal Page
	Element to consider

	Modification
	Protocol
	Is this a facilitative review?

	Modification
	Protocol
	If yes, Is documentation of the reviewing IRB available for all the documents attached?

	Modification
	Protocol
	Is this a master protocol? 

	Modification
	Protocol
	Does the modification change the risk/benefit profile for this protocol that requires re-review of respective criteria for approval? 

	Modification
	Protocol
	Has any procedure or subject population been added that warrants re-review by JRSC?

	Modification
	Protocol
	Does the modification require revision to any study related material such as consent forms, flyers, questionnaires, etc

	Modification
	Protocol
	Is the modification considered minor? (this includes but is not limited to:  Addition or deletion of study team members; Addition of procedures that do not significantly increase risk to subjects, considering the original purpose and study design of the approved study (i.e., new procedures that fall under any of the expedited categories can usually qualify as minimal risk); Removal of research procedures that would thereby reduce the risk to no more than minimal (i.e., procedures now meet expedited research categories); Addition of non-sensitive questions to a survey or interview, and procedures;
Addition of, or revision to, recruitment materials or strategies; and
Change to improve the clarity of statements or to correct typographical errors provided that such changes do not alter the content or intent of the statement

	Modification
	Protocol
	Are any new ancillary committee approvals required as per this modification? 

	Modification
	Protocol
	Does the modification require re-review of the privacy & data security section?

	Modification
	Protocol
	Does the modification require re-review of the funding section or change the regulatory review status of this protocol?

	Modification
	Protocol
	Has federal funding been added that requires this protocol to now be reviewed under NIH sIRB review policy or DHHS cooperative research? 

	Modification
	Protocol
	Does the modification require re-review of the investigational products used or reassessment of the regulatory status of such products? 

	Modification
	Protocol
	Does the modification require re-review of state law (minors to consent to specific research, definition of a genetic test, etc.)?

	Modification
	Protocol
	Does the modification require re-review of the future use section?

	Modification
	Protocol
	Does the modification require re-review of the biological specimen’s section?

	Modification
	Protocol
	Does the modification require re-review of the consent process?

	Modification
	Protocol
	Is this modification a follow up from a reported Unanticipated Problem or some other event reviewed by the IRB? 

	Modification
	Protocol
	Does the modification include a reported protocol violation?

	Modification
	Protocol
	Does the modification include a prospective deviation request?

	Modification
	Protocol
	Has the enrollment status changed?

	Modification
	Protocol
	Are appropriate department approvers listed? 

	Modification
	Protocol
	Are home visits proposed? 

	Modification
	Protocol
	If home visits are proposed, has the checklist been provided? 

	Modification
	Protocol
	Are individuals who reside within the EEU targeted for enrollment? 

	Modification
	Protocol
	If GDPR applies, does the consent form include appropriate language? 





