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Ne t StepsNe t StepsNext Steps Next Steps 

Review Approval LetterReview Approval Letter
Approval Date: date RSRB approval officially startsApproval Date: date RSRB approval officially starts
Expiration Date: date RSRB approval expires (Max 1yr)Expiration Date: date RSRB approval expires (Max 1yr)
PI responsibilitiesPI responsibilities

Print out watermarked documentsPrint out watermarked documentsPrint out watermarked documentsPrint out watermarked documents
Consent, Assent and Permission formsConsent, Assent and Permission forms
Recruitment formsRecruitment forms

Create a study fileCreate a study file
Electronic or paperElectronic or paperp pp p



Approval LetterApproval LetterApproval LetterApproval Letter



Approval LetterApproval Letter



AmendmentsAmendments

Submit an amendment for RSRB review and approval.  Submit an amendment for RSRB review and approval.  
Ch t b i l t d b th t d tCh t b i l t d b th t d t

What if changes need to be made to a approved study?What if changes need to be made to a approved study?

Changes can not be implemented by the study team Changes can not be implemented by the study team 
until investigator receives an amendment approval letter until investigator receives an amendment approval letter 
from the RSRB. from the RSRB. 

What type of changes require RSRB approval?  What type of changes require RSRB approval?  
Any change to the study protocol, consent documents, Any change to the study protocol, consent documents, 

ffrecruitment forms, surveys, experiments, interviews, recruitment forms, surveys, experiments, interviews, 
data collection forms or research process.data collection forms or research process.
Addition of study personnel. Addition of study personnel. y py p

What review level do amendments require?What review level do amendments require?

If change is a minor change that does not changeIf change is a minor change that does not changeIf change is a minor change that does not change If change is a minor change that does not change 
risk/benefit ratio; does not increase risk above minimal risk/benefit ratio; does not increase risk above minimal 
risk the amendment will be given expedited review. risk the amendment will be given expedited review. 



Progress Report ProcessProgress Report ProcessProgress Report ProcessProgress Report Process
All expedited and convened board studies All expedited and convened board studies 
require renewal, usually annuallyrequire renewal, usually annually
The RSRB cannot extend a study approval The RSRB cannot extend a study approval 
period without conducting review of the period without conducting review of the 
progress report and related documents.progress report and related documents.progress report and related documents.progress report and related documents.
A progress report must be submitted to notify A progress report must be submitted to notify 
the RSRB of the closure or completion  of a the RSRB of the closure or completion  of a 
research studyresearch studyresearch studyresearch study
Grace periods or administrative extensions are Grace periods or administrative extensions are 
not allowednot allowed



Progress Report ProcessProgress Report ProcessProgress Report ProcessProgress Report Process
PI or designee is responsible to complete the PI or designee is responsible to complete the 
progress report including any documentsprogress report including any documentsprogress report , including any documents progress report , including any documents 
specified in the form. specified in the form. 
Progress Report can be completed anytime afterProgress Report can be completed anytime afterProgress Report can be completed anytime after Progress Report can be completed anytime after 
the study is approved, but can not be rethe study is approved, but can not be re--approved approved 
unless it is less than 30 days from the expiration unless it is less than 30 days from the expiration 
date.date.
RSRB applies the same standards and procedures RSRB applies the same standards and procedures 
used for initial approvals to the continuing review used for initial approvals to the continuing review 
process (i.e. convened board, expedited) process (i.e. convened board, expedited) 



Progress Report FormProgress Report FormProgress Report FormProgress Report Form
Include number of subjects enrolled (persons Include number of subjects enrolled (persons 
who provided consent) or subject’s records who provided consent) or subject’s records p ) jp ) j
accessedaccessed
Include date first subject was enrolled or first Include date first subject was enrolled or first 
record accessedrecord accessedrecord accessedrecord accessed
Include subject concerns or withdrawals Include subject concerns or withdrawals 
Study Findings (publications, abstracts, Study Findings (publications, abstracts, Study d gs (pub cat o s, abst acts,Study d gs (pub cat o s, abst acts,
presentations)presentations)
Upload scanned copies of the entire last signed Upload scanned copies of the entire last signed 
consents for “each” of the approved forms usedconsents for “each” of the approved forms usedconsents for each  of the approved forms used consents for each  of the approved forms used 
since last review.since last review.
Include documentation of nonInclude documentation of non--UR IRB approvalsUR IRB approvals



P og ess Repo tP og ess Repo tProgress ReportProgress Report

Upon reUpon re--approval all recruitment and approval all recruitment and 
consent documents will be given an consent documents will be given an gg
updated approval watermarkupdated approval watermark
Once study is reOnce study is re--approved all previouslyapproved all previouslyOnce study is reOnce study is re approved, all previously approved, all previously 
printed documents with RSRB watermarks printed documents with RSRB watermarks 
should be discarded and replaced withshould be discarded and replaced withshould be discarded and replaced with should be discarded and replaced with 
currently approved watermarked currently approved watermarked 
documentsdocumentsdocumentsdocuments



Resources and Resources and 
Contact InformationContact Information

RSRB website: www.rochester.edu/rsrb/RSRB website: www.rochester.edu/rsrb/
ROSS (RSRB OnROSS (RSRB On--line SubmissionSystem)line SubmissionSystem)ROSS (RSRB OnROSS (RSRB On line SubmissionSystem) line SubmissionSystem) 
www.rsrb01.urmc.rochester.edu/rsrbwww.rsrb01.urmc.rochester.edu/rsrb
On line submission trainingOn line submission training link on RSRBlink on RSRBOn line submission trainingOn line submission training——link on RSRB link on RSRB 
website (ROSS Training) or 275website (ROSS Training) or 275--30503050
I ti t G idI ti t G id li k RSRBli k RSRBInvestigator Guidance Investigator Guidance –– link on RSRB link on RSRB 
website (Investigator Guidance)website (Investigator Guidance)
RSRB Phone Contact:  275RSRB Phone Contact:  275--23982398




