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Study Closures

» Complete all sections on the
left menu

» Submit when complete

» Will follow same process as
modifications, renewals, and
incidents by being routed to
the PI for certification prior to
review by the IRB.

» Once closed, there is no re-
opening the study.
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Section 1 Gene format

Closure of a study means that no further research, follow-up, or analysis of identifiable data will be performed. If enrellment or participation
of subjects Is ongolng, the study may not be closed. A study Is not closed simply because no additional subjects will be enrolled.

Send to P1 for o

For federally-funded research, all research-refated el t be maintained in your files for a mini

of three {3) years following the
completion of the research, and filing of the final financial ren-=+ - i indon i

f uncertain, please

COMPLETE SUBMISSION

When finished, click “COMPLETE
SUBMISSION” to send to the PI

+ Reason for closure (check all that apply) for certif'ication

The study was never undertaken [no subjecy’
[ Investigator is no longer at NYLL

Mote: If student research, faculty sponsor must submit study closure.

[[] Data collection has ceased and there is no ongoing data analysis/or follow-up of subjects.

[ The study is being withdrawn.

[ The sponsor, another IRB, or other regulatory agency has terminated the study. You must attach all relevant
documentation from the terminating party.

[ Study will be incorporated into a new protocol.

[ Study is being incorporated into an existing protocol.

* Summarize the final findings of your study.
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Get Help — IRB Staff Consultations

> Virtual Office Hours E

» Wednesdays at 11am
—12:00pm
> B int t
y appointmen EuFFﬂHT

> IRB Chat via Teams

» IRB Help Line:
» 937-775-4462

> Email: irb-rsp@wright.edu



mailto:irb-rsp@wright.edu

	Seeing Through the Fog: �Navigating the IRB Submission Process�Cayuse Human Ethics
	Learning Objectives
	What are IRB’s and Why do they Exist?
	Multiple Regulations & Guidelines
	Cayuse Orientation
	Access to Cayuse Human Ethics�
	Slide Number 7
	My Profile
	Slide Number 9
	Slide Number 10
	Studies Tab
	Study Details
	Slide Number 13
	Creating a New Protocol
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Initial Submission
	Slide Number 21
	Types of Questions
	Types of Questions - Images
	Types of Questions:� Person & Sponsor Finder
	Types of Questions:�Attachments
	Slide Number 26
	Slide Number 27
	Certification
	Return to Investigator during Certification
	Pre-Review
	Credentialing
	CV’S & Conflicts of Interest Requirements
	CITI Training�
	Under Review
	Legacy Studies
	Legacy Study Shell
	Legacy Study Conversion
	Exempt & Expedited Conversion
	Checking the Status of an Existing Protocol
	Slide Number 40
	Slide Number 41
	Status
	Study Status Descriptions
	Editing and Re-submitting a Reopened Submission
	Slide Number 45
	Slide Number 46
	Requires Changes
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Slide Number 52
	Slide Number 53
	Where to find your approval documents
	Slide Number 55
	Slide Number 56
	Modifications/Amendments
	Creating & Submitting a Modification
	Slide Number 59
	Slide Number 60
	Slide Number 61
	Slide Number 62
	Slide Number 63
	Slide Number 64
	Slide Number 65
	Continuing Review/Administrative Check-In
	Renewal or Continuing Review Requirements
	Administrative Check-In
	Slide Number 69
	Slide Number 70
	Slide Number 71
	Slide Number 72
	Incidents/Reportable Events
	Slide Number 74
	Slide Number 75
	Incident Report
	Slide Number 77
	Closure Request
	Slide Number 79
	Slide Number 80
	Study Closures
	Notable Changes in Initial Submission
	Project Selection
	Study Team
	Secondary Data
	Exempt Studies
	Slide Number 87
	Initial Application Submission Process
	Initial submission requirements�
	HSR Initial Review Form
	Research Plan
	Writing the Local Protocol
	Templates Available: Click Here
	Consent Process
	Writing the Consent Form
	Slide Number 96
	IRB Routing & Review Process
	Slide Number 98
	Slide Number 99
	Slide Number 100
	Processing Options – �Full Board/Convened IRB
	How long will initial review take?
	Important:�IRB review and approval is required before initiating, modifying, �or extending your research projects.
	IRB Procedure Updates Summary
	IRB Resources
	Get Help – IRB Staff Consultations
	Looking Forward



