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FORM: External IRB Study Update
RAMS amendment smartform is used to notify local IRB of study changes approved by the external IRB of record.[footnoteRef:1]  [1:  This document satisfies AAHRPP element I-9] 
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STUDY UPDATE INFORMATION 
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External IRB Amendment Details

Amendments that may require local institutional review include:

= changes to key personnel, defined as any conflctof Interest investigators,
including the Pl and student investigator, medically/psychologically responsible investigator, and ofher personnel whose roles are essential 1o the conduct of the research
‘addition of previously undisclosed invesigational drugs, biologics or devices
changes to PHI use or HIPAA pathway
changes to research funding
‘changes to study review type (ie, from expedited to exempt review)
‘changes that require anciliary approvals (e.g. RSC, Biosafety, GDPR, etc.)

17 you are unsure whether your amendment requires local nstitutional approval, please emal rbreliznce@veu edu

‘The review type currently approved by the IRB of Record is: Full Board

1. Select why you are submitting this amendment: [ ]

Principal Investigator

Study Personnel

Investigational Drug Brochure.

Use of PHIHIPAA pathway

Research Funding

Change to approved review type (isted above)

Data Collection in or from Europe (GDPR Applicabilty)

Other
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Amendment Details

1. Select why you are creating this amendment (select al that appiy): ]
Reason
P11 Sponsor Iniiated

2." select all applicable changes being requested. [, ]

Study Personnel

3.1f Other above, explain. [ ]
4. Explain why these changes are being requested. [, |
I ——————

5. Provide information about the study's current status and an assessment of the impact this amendment will have on current participants. In your response, AL studies should include answers to ALL the following questions:
1. Whatis the current enroliment status of the study (e.g. enrollment open, paused since [date], closed since [date])?
2. How many subjects have been enrolled to date and how many are currently actively participating or undergoing study procedures?
3. Since your last IRB submission, have there been any Unanticipated Problems involving risk to participants or other at a site (VCU or non-VCU) under the VCU IRB's oversight that have not already been reported to the IRB?

4. Whats the investigator's evaluation about whether, given the nature of the changes being made in this amendment, any or all subjects may need to be provided with newlupdated information about the study or re-consented? If you feel that subjects should be
provided additional information/notified or re-consented, please describe your proposed plan for accomplishing this.
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Certification

After you have finished describing the changes here, the appropriate changes should be made to the Study SmartForms.
1.1f you are ready to start making edits to your Study and want to go directly to the Modified Study Smart Forms, check the box below. Otherwise click finish and you will go to the Amendment Workspace:
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Introduction

= Clicking Continue below will create a copy of your approved study that s open for editing. Complete the cover sheet questions that follow and then make all necessary edits to your study. Any edits made to this copy are not part of the approved study until IRB review has.
‘occurred and you receive an amendment approval letter.

= Only one amendment s allowed at a time. If you need to make further edits after submission, log a public comment requesting the amendment be sent back to you to make additional changes.




