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When you log into the system, you will be brought to your inbox.
Select the IRB tab on the top of the screen.
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ID
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Once in the IRB Tab, select the Active study
list.
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0 Whie sae  RFSC prasiname Coordinaor  Condnaor - Submisio
STUDY00000186 TS - MHRI ;:25’3%%:3 gg\n’i-;lvsmmittee Principal24  Investigator24 Kate Cohen Initial Study
STUDY00000225 24 ;1158;%?18 Pre-Review Principal24 Investigator24 Initial Study
STUDY00000149 IBSA ;1111,’53\?18 Pre-Review Principal24 Investigator24 Initial Study

11/15/2018

STUDY00000147 PBA in Ol 9:42 AM Pre-Review Principal24 Investigator24 Initial Study
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Once in the Active study tab, select the study
you wish to submit a continuation for.
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ID Name -Date Modified State  F!FI'S' Pl Last Name SoOrdinatorFirst - oordinatorLast - Expiration
STUDY00000240 New Study 1102018 354 ppproued principaioa  Investigator24 Kate Cohen 12/9/2019
STUDY00000172 Cool Stuff 1292018 244 ppproved Principal2a  Investigator24 Kate Cohen 12/312019
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Once you select the study, you will be brought to the
study workspace. On the left of the screen, select
Create Modification/CR.
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STUDY00000240: New Study

Entered IRB:  12/5/2018 4:26 PM Principal investigator: Principal24 Investigator24 IRB office: MHRI IRB

Initial approval: 12/10/2018 Submission type: Initial Study Committee:

Initial effective: 12/10/2018 Primary contact: Principal24 Investigator24 IRB coordinator: Kate Cohen

Effective 12/10/2018 Pl proxies: Letter: Correspondence_for_STUDY00000240.pdf(0.01)

Approval end:  12/9/2019
Last updated: 12/10/2018 3:54 PM

Regulatory authority: Pre-2018 Requirements
Pre-Review

IRB Review Post-Review )
Clarification Clarification Modifications
Requested Requested Required

View Dilreces A

Next Steps C .
Pre-Submission

View Study

Printer Version

‘ Create Modification/CR Filter by @ | Activity w | | Enter text to search for B + Add Filter

Activity Author w Activity Date
Report New Information
4 Letter Sent Cohen, Kate 12/10/2018 3:54 PM
& Assign Primary Contact Correspondence_for_STUDY00000240 pdf
& IRB Coordinator Assigned Cohen, Kate 12/10/2018 3:51 PM

&+ Assign Pl Pro
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You will be prompted to select the most appropriate
submission. Select the one that applies to your submission.

For purposes of this guide, continuing review will be
selected.
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Save &= Print

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
QO Continuing Review

O Modification

O Modification and Continuing Review
Clear

Save &= Print
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The continuing review page requests study status
information. Complete the questions on this page.
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fou Are Here: jg New Study ) Continuing Review for Study Ne...

Edit: IRB Submission - CR00000035

Save @ Exit A Hide/Show Errors &= Print (ad Jump To~

Continuing Review / Study Closure Information

* 8pecify enrollment totals:

Subjects Enrolled Total Since Last Approval
At this investigator's sites e
Study-wide 9

Research milestones: (select all that apply) (2]

O sStudy is permanently closed to enroliment OR was never open for enroliment

O All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, no subjects were enrolled)
O Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)
W]
]

Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)
Remaining study activities are limited to data analysis
(J Study remains active only for long-term follow-up of subjects

ﬂ Important! If the first four research milestones above are complete, the study will be closed to discontinue IRB oversight.

* Do any investigators or research staff have a financial interest related to the research that was not described in a previous application?e
O Yes O No Clear

Check the items that are true since the last IRB approval for all sites involved in the study: (initial review or last continuing review)
(O NO subjects experienced unexpected harm

O Anticipated adverse events have NOT taken place with greater frequency or severity than expected

(0 NO subjects withdrew from the study
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Once you have completed the continuing
review information, you will arrive on the
Final Page. Click Finish.
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You should then be taken to the continuation submission
workspace. To submit the continuing review, select Submit
on the left side.
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CR00000035: Continuing Review for Study New Study

Last updated: 12/10/2018 4:22 PM Principal investigator: Principal24 Investigator24 IRB office: MHRI IRB
Submission type: Continuing Review Committee:
Primary contact: Principal24 Investigator24 IRB coordinator: Kate Cohen
Next Steps Regulatory authority: Pre-2018 Requiremen ts

Edit Modification/CR

_— -

% Manage Ancillary Reviews

Add Commen t
° I g e B

Filter b e Activi ¥ | | Enter text to search for + Add Filter
Y

No data to display
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Once you click submit, the verification pop up window will
appear. Click OK to verify the listed statements.

— MedStar Health

5 | e

Submit

Submissions Meetings Reports Li = You have obtained the financial interest status ("yes" or "no") of each research staff.
= You have obtained the agreement of each research staff to his/her role in the research.
= You will conduct this Human Research in accordance with requirements in the HRP-103 - Investigator

Manual

CR0O000003

Last updated: 12/10/2018 422 PM  Principal investigator: Princ
Submission type: Conti

Primary contact: Princi
Next Steps

Edlt Modifi t: ation/CR

= Submit

& Manage Ancillary Reviews
S KR
@ Discard

Filter by @  Activity

GRORGETONNTONDERSITY [ v - GroTatOWN-MedStar

Q http:/, cu’nhr huronclick.com/IRETrain ng/ /sd/ResourceAdministration/Activity,

By signing below you are verifying that:

Jform?ActivityType=comennidgeen Hello, Principal24 Investigator24

|
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Your continuing review is now submitted. Note that the
orange status bar on the left side changes to “Pre-Review.”
You can also see the submission action in the Activity list.

Hello, Principal24 Investigator24 «
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‘ CR00000035: Continuing Review for Study New Study

Entered IRB: 12/10/2018 4:25 PM Principal investigator: Principal24 Investigator24 IRB office: MHRI IRB
Last updated: 12/10/2018 4:25 PM Submission type: Continuin g Review Committee:
Primary contact: Principal24 Investigator24 IRB coordinator: Kate Cohen
Regulatory authority: Pre-2018 Requiremen it

Next Steps

View Modification/CR

¢ Add Commen it
€ Withdraw
Filter by e Activity ¥ | | Enter text to search for n + Add Filter
Activity Author ~ Activity Date
(ad Submitted Investigator24, Principal24 12/10/2018 4:25 PM
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Congratulations!

You have successfully submitted a study for
continuing review in the new Georgetown-MedStar
IRB System!

If you have any guestions about the steps
described, please contact the Office of Research
Integrity at MHRI-ORIHelpDesk@medstar.net.
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