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Continuation Session Outline

e WSU IRB Continuation

— Overview of requirements & Continuation submission reminders

e Submitting an eProtocol Continuation
e Completing the continuation form

— Attaching documents

 Making modifications at the time of Continuation

e Questions
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Continuation to IRB applications
(Overview)
The WSU IRB is responsible for continuing review of
research at intervals appropriate to the degree of risk.

The IRB conducts an in-depth review of the all
pertinent documents to determine whether the
research continues to meet the criteria for approval.
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Continuation Key Terms

(overview)

Expiration Date: date in which an approved research protocol
terminates unless a request for continuation/renewal is reviewed and approved

Protocol Agproval Period: approval interval specified by the IRB.

(6 months, 364 days, 36 months etc.). The WSU approval period begins from
the initial date of IRB approval and ends at midnight on the day of expiration.
Approval periods are specified on IRB approval memo.

Full Board submissions expiration date is based on the date last reviewed at a
convened IRB Meeting.

Expedited submissions expiration date is based on the date approved by the

‘ Z 5 7 expedited reviewer.
s A z
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Continuation Key Terms

(overview)

Lapse of IRB Agproval: continuation/renewal not granted prior to
the expiration date.

No research activities can be conducted
Research Activities Include:
e Recruitment and Informed Consent Procedures
e Collection of data/information from or about living individuals

e All research-interventions or interactions with currently enrolled
participants (unless the IRB finds that it is in the best interest of the
participants to continue interventions or interactions)

e Analysis involving human participant data

s/
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eProtocol Continuation Reminders

90 days
60 days
30 days

90 days from the date of expiration. The
Continuation Form is available. The continuation
form is not available before this date in eProtocol.
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eProtocol Continuation Reminders

60 days before Expiration

Submit to the IRB at least 60 days before
to deter a lapse in approval.
Minimum Recommendation:
Submit at least 6 weeks before expiration

Single IRB studies 8 to 10 weeks
RS K¢ )7 However remember any administrative approvals (PRMC, VA-CIC)
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eProtocol Continuation Reminders

60 days AFTER
Expiration

Continuation Submission

is not allowed

Study will need to be submitted as new protocol
)/
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Submitting an eProtocol Continuation




System Requirements Reminder

e \WSU Access ID & Password is required for log in

e Supported by Firefox & Safari web browsers

e CITI Training is required for all personnel.

The Basic Refresher course must be completed before submission

; ( s f z ; ; CITI Training must remain up to date for all key personnel
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Submission Method Comparison

Traditional Paper Method eProtocol
Continuation Form Available on IRB Continuation Form Available in eProtocol
website 90 days before expiration
CITI Training Checked Manually CITI Training is checked electronically
(WSU Access ID must be included for CITI
profile)
Modifications not made during Modifications/Amendments can be made

continuation submission during the continuation submission
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Submit an eProtocol Continuation

Log on to eProtocol

WSU Access ID & Password is required
eProtocol link on the IRB’s website
This link will take you to the Division of Research eProtocol’s website

= R )] archwayne.edu/eproto B @t Q seant n @

Division of Research
# > eProtocol » Login

ﬁ'" 3 is a web-based system for submitting, tracking,
: reviewing and approving research protocols.
'A_\'!'!.."F

eProtocol login

N
B
A

=&

: ; ? -
e
Fisor Welcome https://ksprodweb.ovpr.wayne.edu/

Training materials eProtocol is a new web-based system for submitting, tracking, reviewing and approving research

To access eProtocol, please click here.

protocols subject to oversight by the Research Integrity Office in a paperless environment. The initial

FAQ

phase one roll-out of eProtocol at Wayne State University began May 18, 2015 after the completion of

user acceptance testing of the Conflict of Interest (e-COl) module.

Phase one of eProtocol also will include the launch of the Institutional Animal Care and Use Commitiee
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Submitting an eProtocol Continuation

Log on to eProtocol

Lo ¢ @ @ https/fsprody veayne edy we @ 1 no =
Warne ST €S
version 25,613
EPrROTOCOL
Welcome Lo the Wayre Stake U wersdly eProbocol system - & powerful and efficent way 1o submit, tack and spnowe ressar
ul..-t.l nJCutI 1 of Inferes] disclosures
Bromwser R eils l‘hnmmlwrul‘ Hunlhndhnl‘ufwuplthlm Usineg obder bee

ERORSEIS. OF |! ] b such a8 Jawmscripl, © w5 ard S5L, will reduce site functio url:,-
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Starting a Continuation

Approved Protocols

.{{

Approval Last Approval Expiration

Protocol ID Pr||'1c|pal Investigator Date Date Date Rew:n,w Decision Form Type
IRB-17-10-0349  Reesg 11/14/2017 11/14/2017 N/A Full Review NEW
IRB-17-11-0385 11/14/2017 11/13/2018  Full Review NEW

IRB-17-10-0341 Full Review NEW

Key Personnel that have edit capability for a submission can start and
submit a continuation.
e Those listed under Personnel Information as: Pl, Co-Investigator, Study

R ﬁ Coordinator, Administrative Contact have edit capability.
5 A Z * Key personnel listed as “Other Personnel” do not have edit capability




Starting a Continuation

@ eProtocol - Wayne State University -...  — ] X

® @ https://ksdevweb 90% e @O ¢ =

Approved Protocol Decision
Please select any one of the following:

Open in View Mode
Protocol Details

Start Amendment
Start Continuing revie
Start Report Form
Start Serious Adverse Event Form
Start Protocol Violation Form
Close Protocol

Co oo

OO000®O0O0O




eProtocol Continuation Form

| |

REVIEW TYPE
[1  FULL BOARD [ EXPEDITED

Note: Expedited Continuation Review is allowed for a full board protocol when: (a) has no participants enrolled at
any site subject to WSU IRB Oversight, (b) enrollment is permanently closed and all participants have completed all
research-related interventions, (c) the only research activity remaining is data analysis, (d) the research remains
active only for the long-term follow-up of participants, and (e) no additional risks or increase in existing risks have

been identified which justified a full board amendment during the approval period under review.

If applicable, select one of the following:

[l

[l

L
[l

Eligible for Flexible Review (see IRB Website for Flexible Review Policy http://research.wayne.edu
lirb/policies-human-research.php )

Eligible for Transition to the Revised Common Rule (see IRB Forms site for Transition Appendix) Attach
Transition Appendix to Protocol Information-Attachments Tab

*Status Update Report
N/A

s/




eProtocol Continuation Form

CONFLICT OF INTEREST REMINDER

Has any potential andfor real financial conflict of interest arisen since the last IRB review that Yes
has not yet been reported to the Financial Conflict of Interest Committee(FCOIC)7?
If wes:

(1} A "Financial Conflict of Interest Detailed Dlisclosure Form” must be submitted to the FCOIC annually or when a
change occurs. The form and more information are available at www.research.wayne_edufcoi. For additional
information, contact the Conflict of Interest Coordinator at 313-577-9064 .

(I} The Pl must update the COI section of this Form and attach the FCOIl management plan to the Protocol
information-Attachments section.

STUDY STATUS: PARTICIPANT ENROLLMENT
Has this project accrued participants (consented) and/or collected data’specimens .
since last IRB Approval? == /A

If No, please select reasons for not accruing participants/datalspecimens.
[1 Insufficient Staff

| ] Insufficient Funding
Lack of eligible participants

[ ©Other
If Other, please explain:

s/




eProtocol Continuation Form

STUDY STATUS: PROGRESS TO DATE
Frovide a brief summanry of study’s progress to date.

EVENT REPORTING
Has approval for this study expired?

Yes
Flease explain the reason(s) that the approval lapsed
Flease describe the corrective action plan to prevent a lapse in the future
Were additional research participants enrolled, or data collected, after the expiration date? Yes

Describe all activities that continued after expiration of approval




eProtocol Continuation Form

CONSENT/ASSENTS/ADDITIONAL DOCUMENTS FOR APPROVAL
Does this study use a consent and/or Assent form? No

Eanl i ?
Has a non-English short form consent been used for this study Yes J No

If Yes, indicate the number of occurrences for each language




eProtocol Continuation Submission
Attach clean copies of:
 Consent/Assent Forms
e Participant Materials
e Recruitment Materials/Advertisements/Flyers

Attach publications and presentations




eProtocol Continuation Submission

Attachment Add

Click the 'Add’ button to add 'Attachment’

Please attach a 'clean’ of all Consent/Assent/Participant document(s)
A "clean" unstamped copy of all documents that are due to expire should be included: Consents/Assents

[Recruitment/Participant Materials

Attachment Add

Click the 'Add’ button to add 'Attachment’

Attach any publications, abstracts, and/or presentations that have resulted from the study.

Attachment Add

Click the 'Add’ button to add 'Attachment’

Please attach most recent Data Safety and Monitoring Report

o2/
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eProtocol Continuation Submission

e An amendment can not be submitted when a
continuation is pending.

 The Continuation must be approved before
another submission type is allowed.
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eProtocol Continuation Submission
Making Modifications

However, modifications are allowed during
submission of the continuation.
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eProtocol Continuation Submission

If modifying the submission:

* Indicate modifications are being made on the continuation
form.

 Provide a summary of the modifications requested

e Attach the modification summary to the continuation
application




\$x27)
=

eProtocol Continuation Form
Making Modifications

PROTOCOL MODIFICATIONS

. H !)
Are you making changes to this study® No

[1 Please provide a summary of the changes being made. Please update all applicable sections of eProtocol
form. Note, If changes are being made to the study's goals, aims, or hypothesis this must be updated for the
background rational section of eProtocol.




l
is’
eProtocol Continuation Form
Making Modifications

e Towards the bottom of the continuation form,
attach the modifications summary under “Other”
Attachments.

Attachment Add Delete

Other

Name Attached Date Submitted Date
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eProtocol Continuation Form
As you make changes the sections revised will appear at the end of the form

Please proceed to the appropriate section(s) of the protocol and make necessary changes. Please remember to
upload all revised documents to be used in the attachment section, if appropriate.

List of Protocol Sections (and questions) that have been changed/modified

List of changed sections:
Updates (Current)

Continuing Review

Personnel Information

Application Type Checklist

Save | Spell Check | Help | Close




Questions ?

K\s:(/ﬁ

Need Assistance contact the IRB Administration Office
WSUIRBinfo@wayne.edu

((Wﬁ Tel# 313-577-1628
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