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WORKFLOWS

Initial Action

Standard State

Activity

Default Path

Editable State

Minor Version Increment

Notification on Transition

Off-Page Reference

Activity Not Visible 
for Execution

Terminal State

Notification on Activity

Background/Timer 
Executed

Annotation

USER ROLES

V

V

Major Version Increment

Investigator: Listed as on study as principal investigator or PI proxyPI

Study Staff (Safety User): Any registered user listed on study as protocol 
team member, or PI Proxy; also includes the person assigned as the primary 
contact

SS

Safety Specialist: User role for Safety SpecialistSafS

Appointed Committee Member: User role of Safety Committee Member, eligible as 
appointed reviewer, and assigned to this submission

CM

Registered User: Any registered user; used for system-executed activitiesREG

Committee Chair: User role of Safety Committee Member and assigned as chair of this 
committee

CCH

Committee Member: User role of Safety Committee Member and assigned to this 
committee

CM

Safety Administrator: User role for Safety AdministratorSafA

Biosafety Officer: User role of Biosafety Officers for the institutionBSO

BSO Owning Biosafety Officer: User role of Biosafety Officers responsible for the Biosafety 
Review

Ancillary Reviewer: Assigned reviewer direct on Ancillary Review or indirect as Organization reviewerANC
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Pre-
Submission

Discarded

Post-
Review

POST-REVIEW, DEFERRED, APPROVAL WITHHELD, APPROVED, SUSPENDED, LAPSED, 
CLOSED

Activities not available in Lapsed

DiscardSS

WithdrawSS

Add Comment

Add Private Comment

Assign PI Proxy

Assign Primary Contact

Copy Submission

Manage Guest List

REG

SafS SafA CM

SafA PI

SS

PI

SS

Submit Committee ReviewPrepare Letter

Send Letter

SafA SafS

SafA SafS

SafA CCH

Available only for Initial Submissions

Manage Ancillary Reviews

Submit Ancillary Review

SafS SafA

ANC

SS

Manage Related IACUC ProtocolsSS SafS SafA

Manage Related IRB StudiesSS SafS SafA

SS

Assign SpecialistSafS SafA

Manage TagsSafS SafA

Not available in Pre-Submission

ACTIVITIES IN ALL STATES

AVAILABLE IN ALL STATES PRIOR TO POST-REVIEW

Safety staff can 
manage any time 
through post-review.
SS can manage any 
time the protocol is 
editable. In Pre-
Submission, 
notifications are sent 
upon Submit.

Can submit any time 
from pre-review 
through post-review

When integrated with 
IACUC, allows 
selection of actual 
IACUC protocols
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Change TrackingREG

Create Protocol / Created ProtocolREG

Response Time Exceeded

Related IACUC Protocol ClosedREG
If integrated with IACUC, logged on new protocol applications when 
a related IACUC Submission is closed.

Related IACUC Protocol SuspendedREG
If integrated with IACUC, logged on new protocol applications when 
a related IACUC Submission is suspended.
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Pre-Submission

New
Protocol

SubmitPI

Submit Specialist Review

Approve Submission (Admin)

SafS

SafS

SafS

SafS

Member 
Review

Committee 
Review

Post Review

v

Send to Member ReviewSafS

BSO 
Review

New Amendment/
CR/

Amend/CR

SafA

Assign Admin OfficeSafS SafA

Assign Admin OfficeSafS SafA

Assign Admin OfficeSafS SafA

Specialist Review
Send to BSO Review

Request Clarification by Specialist

Clarification Requested 
(Specialist Review)

Submit ResponsePI

Created from project 
creator link on  My Home 
-- Inbox page.

Determination 
should be set 
to Approved

 (N)

Notifications from Manage 
Ancillary Reviews in Pre-
Submission and to PI if PI 
proxy executes Submit.

BSO Review is 
only available 
for Biosafety 
protocols

Only if setting 
to allow is true; 
only for initial 

protocols

Only if setting 
to allow is true; 
only for initial 
protocols

Only if setting 
to allow is true; 
only for initial 

protocols
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Submit Response

Submit Biosafety Risk Assessment

PIClarification Requested 
(BSO Review)

BSO

Assign BSO ReviewerBSO

Request Clarification by BSOBSO

Specialist
Review

v

SafS

Assign Admin OfficeSafSSafA

Assign Admin OfficeSafS SafA

SafA
BSO Review

Only if setting 
to allow is true; 
only for initial 
protocols

Only if setting 
to allow is true; 
only for initial 

protocols
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Member Review

V

Specialist 
ReviewSubmit Member Review

Request Clarification by Member

Assign Member Reviewer

CM

SafS SafA

CM

Submit ResponsePI

Assign Admin OfficeSafS SafA

Assign Admin OfficeSafS SafA

SafA SafS

Clarification Requested 
(Member Review)

Specialist 
Review

Only if setting 
to allow is true; 
only for initial 

protocols

Only if setting 
to allow is true; 
only for initial 

protocols
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Committee Review
Remove From Agenda

Submit Committee Review

SafS

SafS SafA

Assign Reviewers

Assign to Meeting

SafS

SafS

Request Clarification by CommitteeSafS

Post Review
CCH

Clarification Requested 
(Committee Review) Submit ResponsePI

V

CM

SafA

SafA

SafA

Valid Determinations

 Approved
 Modifications Required
 Approval Withheld

 Deferred
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Submit Committee Review

Prepare Letter

SafS SafA

SafS SafA

Forward Letter for Review

Send Letter

CCH

CCH SafA

CCH

Chair Letter Review

Request Changes to Letter

Send Letter

CCH

CCH SafA

Prepare LetterCCH

Approved

Approved

Modifications 
Required

No

Yes

Submit ResponsePIModifications Required

Continuing Review Deadline PassedREG

Modifications Review

Specialist 
Review

No

V

Deferred
Submit ResponsePI

Approval Withheld
Submit ResponsePI

Deferred

Yes

V

Request ClosurePI SS
Closure 

Requested

No

V

Yes

Lapsed

SuspendSafA SafS

Suspended

SafS SafA

SafS

SafS

Close ProtocolSafA SafS

Closed

Specialist 
Review

Edit Approval PeriodSafS

Edit Approval PeriodSafS

V

SafA

SafA

Approve Submission (Admin)SafS

Approve Submission (Admin)SafS

Edit Approval PeriodSafS SafA

Submit Committee ReviewSafS SafA CCH

Create De Novo SubmissionPI SS

Prepare LetterSafS SafA

Send Letter

CCH

CCH SafA SafS

Post-Review

Send Letter causes transitions to 
final states based on determination 
from the Committee Review or the 
Specialist Review.

If “Enable de 
novo process” 

setting is “Yes”
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Modifications Review

Send to Member Review

Verify (Admin)

Request Clarification by
Modifications Reviewer

Post Review

Modifications 
Required

Modifications Review by 
Member

Submit Modifications Review Findings

Send to Full 
Committee

Specialist Review

SafS

SafS

SafS

CM

Yes

No
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Closure Requested
Close ProtocolSafA

Request Clarification by Specialist

SafS

SafA SafS

Closed

Clarification Requested 
(Closure Request)

Withdraw Closure RequestPI

Submit Response

SS

PI

Approved
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Closed

Lapsed

Discarded

Request Closure

Close ProtocolSafS SafA

PI SS Closure 
Requested

Suspended
Lift SuspensionSafA SafS

Close Continuing ReviewREG

Approved

Close ProtocolSafS SafA

Approved

Request ClosurePI SS
Closure 

Requested

Reminders sent automatically.   
When continuation is 
approved this is moved back to 
the approved state.  
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