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Actions that can be taken within the submission process.
The types of actions you are able to perform are specific
to the state of the protocol and your permission rights in

the system.
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A synopsis of the protocol details, including IRB study
number, title, PI name, institution and department, IRB
Campus, study review type, study coordinator and study
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Protocol Details Tabs

Protocol detail tabs will include history of protocol
activities, study personnel, attachments and pre-IRB
approval information and post-IRB approval
amendments, continuing reviews, study status changes,
reportable events and stamped informed consent forms.
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The Protocol Workspace can be accessed in
the system by locating the study at log in from
the ‘Studies’ tab and clicking on the
hyperlinked name of the study.

Ofter Submission .z = Studies
Tipes

Amendments
Conliuing Reviens
Regortatie Events
Siatus Changes

e 1o Cik Commara IR, Vi l s by I Progrss, Approred,and Archvad roupngs Uss he My Home ik o it et o

InProgoess sk Agoroved  Archived  Erpind  Expeaons

IRB Opsrafions i/ &ir M

Comritees U ity § ) Go | Caw |sdiaas
esings LU | Name d Owner Sute Curert Approval Date  ReewType Pl Euplate Campes 8

, PreQiigedd SCTRTESTSTVOY  SATQU6IMPM Pre Subrission Expedied  Geniin Medical Uninesty of Sou Cardling

MUSC elRB Quick Reference Protocol Navigation Guide v. 4.0, September 2016 1



My Home Page Tabs (page at log in)

?oalm Sciences MUSC

musc4s2 must | My Home | Logoff

Folder for mas: muse-s2

I Foderformuse muscess2

Welcome to your Personal Page. fe statng pont for ol mractons wift s ste. Nete the foloning

My Reles

Study Staft  Inbox - tems appeasng here fequred mmediake axton by you o speed jour sukmssion traugh e revem process. Cliek on irk o process o de
 Monitor « the progress of jour submssions usng the ofer tabs, Itams on hese tabs d not require ny achon by yeu
Create
15 e sty
Studes RecotableEverts  Amendmen's  ConirungRevew  Staus Changes  Tewples l
QukckLinks iy 1S ANCh 8t 30 DS 1. A s 018 Pt
Fiterby |10 A Gof Cer |Advanced

Inbox = studies that require some action on your part
(for instance, new studies or amendments to finish that
have not yet been submitted to IRB).

Studies = all your studies in the system.

Reportable Events = reported safety events, deviations
and safety committee reports entered into the system.

Amendments = all changes in process entered in for all
studies.

Continuing Review = the continuing reviews entered
in the system for all studies.

Status Changes = the changes in study enroliment
status reported outside of a continuing review

Templates = study template you have created as copies
to model future submissions.

Pre- IRB Submission Protocol Tabs
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History = all activities associated with review of

submission.
Personnel = study team members on the application

IAttachments = all documents uploaded as part of
submission.

Pre-review status* = approval status of any other
committee approvals needed (i.e., department approval,
radiation safety, co-I approvals, etc.)

Reviewer Notes = all
recommendations from IRB reviewers

notes, comments,

Change Log* = all changes to an activity (study,
amendment, etc.) performed by the study team after the
activity is returned from the IRB.

*These tabs will no longer be available after IRB approval.
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All = all of your studies that are within the system

In Progress = new studies that have been completed
by the study teams/PI and sent to Department for
review or that require action after submission BUT prior
to IRB approval
Pre-Submission = studies not yet sent to IRB
(available for IRB view)

Approved = studies that are currently IRB approved
Archived = studies that are in a closed state (i.e.,
completed, withdrawn, expired, terminated, suspended,
disapproved)

Expired = studies that have expired with IRB

Expirations = studies that will expire in 60 days
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History = all study activities.

Personnel = study team members you have indicated as
participating in the study.

IAmendments = all amendments entered in for the study

Continuing Review = all renewals entered in for the
study

Status Changes = the changes in study enrollment status
entered in outside of a continuing review

Reportable Events = reported safety events, deviations
and safety committee reports entered into the system.

IAttachments = all uploaded documents and currently
approved (excluding informed consent)

Stamped ICF = the current approved consent

[Coop Review Status = approval details for studies that
undergo a cooperative review among HSSC IRBs

Reviewer Notes = all notes, comments,
recommendations from IRB reviewers

Central IRB = external site documentation for studies
approved with the local IRB serving as the central IRB
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