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Submitting an Unanticipated/Adverse Events Form to Bloomsburg University IRB
for review

1) Go to https://bloomsburg.my.irbmanager.com

Q ) https loermabungmy it mansger.com - @G| Seach.
B Legin L
File Edt View Favoiits Toch Help
s ) RS Mansger By Bloomsbung Uneversty B Geaduate Studies. [ €111 By Employee Sef-Servace 8 ESS By Faculty snd Stall 5 Google By MyHunky Faculty-Stafl [ PCARD BOA Q0 InfoRicady Reaes !

§
fﬁ%oomshm‘g

UNIVERSITY

Login

User Name
Password
Client Bloomshurg

¥ Remember Client
'ngl Forgot Password?

Don't have an account?
Click here to register.
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2) If you do not have a login account please follow the instructions for a New User Form.

5) Enter the study # that you wish to amend and click find.
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6.) Once you are in the study, please click “start x-form” under actions in the upper left corner.
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Expirations Study-Site
Generate Doc Site(s): BU Research - BU Research PI: Hauck, Sadie
Send Email Status: New From PI Additional: N
Start xForm Approval: Expiration:
xForms (0) Initial Approval: Other Expirations:
Misc Comments:
Contact History v Events (1)
Doc Templates
Notifications Action  Event + At FE  Instance/UDF + Start =« Complete ¥ Reviewers
Run Study Report . .
Run Study-Site Report 7" o % New Submission 5 12/20/2018 Sadie H
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7.) If you wish to see all of the questions on this form, click “printer icon and this will give you a

copy of the form that is easily printed.

8) If you wish to fill out this form, choose the blue link for the “Unanticipated Problems.”
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Select xForm to start
Action  Form (Click to start) = Description *
& Continuing Review of Research This form Is used for continuing research that was initially approved by either an expedited or a full review by the BUIRB. This

request must be submitted at least yearly and three weeks PRIOR to the anniversary of the previous approval so that continuing
approval may be received.

= IRB Application Form (1/1/19) Use this form for all new proposals submitted to the BUIRB regardless of what category you expect the Propesal to fall under.

,{_-a Key Personnel Change Form Use this form if you are submitting any modification(s) to the previously approved key research personnel, including any
additions or deletions of personnel, any role or duty changes, or any changes in any personnel qualifications (i.e., CV, resume or
training certificates).

‘__ Modification to Protocol Form Use this form to notify the IRB of any changes to your previously approved research. Do not use this form for changes to
personnel - Use the Key Paersonnel Change form for those changes.

=) Mew Contact Submission Please provide contact infermation for everyene involved in this study,

=) Post Common Rule - Continuing Review of Research This form is used for continuing research that was initially approved by either an expedited or a full review by the BUIRB. This
request must be submitted at least yearly and three weeks PRIOR to the anniversary of the pravious approval so that continuing
approval may be recelved.

& Study Closure Final Report Please use this form when your study is complete (all participant data Is collected and analyze, all intervientions are complete, no
follow-up interventions are taking place, and enrellment is closed).

& Unanticipated Problems - Please complete this form for any adverse or unanticipated problems that occur during the course of a study.
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9) Please answer all pertinent questions.
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& collaborators Unanticipated Problem Header * ] Faga 1 of 2
UNIVERSITY
Unanticipated Problems < Unanticipated Problem Header
Submitter Add Note  View Audit |
Emall: Business: 570-389-4322
Protocol Title Add Note  View Audit
Expedited Test
Protocol Numbar Add Nota  View Audit |
2018-150
PI Add Note  View Audit
Email: Business: 570-380-4308
Faculty Advisor Add Note  View Audit |
NiA
| Date of Incident (Requined) Add Nota  View Audit |
E: ]
‘Summary of Incident (Reguired) add Note  view Audit |
k4
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Unanticipated Problems - Event Details
[ Causes (Required) Add Note  View Audit
; -
" Actions or Response (Required) Add Note  View Audit
[ k4
‘Do you plan to submit an amendment (required) Add Note  View Audit
™
' Change in Safety Plan (Required) Add Note  View Audit |
™

8) Enter your changes to the study.

9) Once you’ve completed and submitted the form, BUIRB Administrator will begin the review
process.
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