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Once you locate the study or
draft, click on the “Open” icon




Note: When you click on the Open icon, one of the
following will happen:

If the Study Application draft was not completed yet,
the system will take you directly to the Study
Application (see next page).

If the Study Application draft was previously
completed and attached to the “Initial Review
Submission Form’, the system will take you to the
“Initial Review Submission Form” page instead (see

page 8)
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If the Study Application draft was never completed, the system
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will take you directly to the Application.
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This is the draft of the IRB application for this study. This draft

can be viewed by each person listed on the protocol application
in Section 3.0

1.0 General Information

* Please enter the official title of your study:

Study for Demo

* Please enter the Study Nickname you would like to use to reference the study:

Demo Study

* This field allows you to enter an

abbreviated version of the Study Title to quickly identify this study.



Draft Protocol

As a draft protocol is being “built” — the sections of the protocol will
appear in the left hand column

Sections that have not been drafted (completed) will not appear in the
left hand column

[f you later make a change to a question that drives the branching of
this form (such as those in the “Review Path Determination” section),
it is important that you click “Save and Continue to Next Section”
throughout the Study Application. Depending on the changes that you
have made, the system might display new sections that you need to
complete and/or might hide completed sections that are no longer
needed. In such a case, subsequent sections are temporary hidden but
not deleted and will reappear (with your answers) if a section is still
needed. You need to keep clicking “Save and Continue to Next Section”
until the Study Application is fully completed.



If the draft application was already completed and attached to the Initial Review

Submission Form packet, the system will take you to the Initial Review Submission Form
age.
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Initial Review Submission Form - (Version 1.0)

Print Friendly ] [ Refresh Constant Fields ] [ Save Form ]

Initial Review Submission Packet

Note: This is the submission packet. The Study /

o erote i ot oo ettt e This is the Initial Review Submission Form” packet. The
el Application, consent documents, and other study documents,
are attached to this submission form in their corresponding
sections.

PI Name:

PI Email Address:
kkhattar@bu.edu

PI Phone Number:
(517) 638-7202

Study Application Form

you for this
(For an Initial issil the i i will

I
ically attach for you)

Revise/ Edit/ -
® e Study Application (Version 1.0}

Consent Document”

In this section, you can create a ent form, or revise an existing one and attach

it to this submission. Once this is done, all the new and revised consent/assent forms should be listed below

as part of this submission (click on the Help (?) icon on the right for instructions):

Add a New Consent

Mo Consent(s) have been attacher .

Q)
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To access the application, in the “Study Application Form”
section, click on the “Edit/View” icon to open the Study
Application.
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1.0 General Information

You can go back to the “Initial

Review Submission” by clicking

* Please enter the official title of your study:

“Back”.

Study for Demo

* Please enter the Study Nickname you would like to use to reference the study:

|Dem0 Study |

120 c.,supaymen( If you make additional changes, you need to click “Save and Continue to Next
Section” throughout the “Study Application” in case your change will prompt
additional questions in a subsequent section. When you reach the last section
and you click “Save and Continue to Next Section”, the system will run a
“Completeness Check” and transition you back to the “Initial Review
Submission” form if there are no additional questions to address.

13.0 B Study Attach

)




You're back in the “Initial Review Submission Form” packet. The Application, consent
documents, and other study documents, are attached to this submission form in their
corresponding sections.
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Consent Documents

| | “Consent Documents” section is where you add a new consent
T forms or modify existing ones.

Mo Consent(s) have been attached to this form.

In this section, you can create and attach a new consent/assent form, or revise an e

Other Study Documents

In this section, you can upload and attach any other study documents (e.g. protocol, investigators

If a document was already attached in the Study Application, DO NOT upload it again here. This will
instructions.

— “Other Study Documents” section is where you add a new
Em study document or modify existing ones.

No Document(s) have been attached to this form.

Additional Special Routing

* Your submission might be routed automatically to one or more "Special Routing” signoffs. For more information, click here.
* You can track your submission by following the instructions here.

+ Once all the required signoffs are collected and your submission is received by the IRB, you will receive a system notification stating that the submission was received.

Implicit and Explicit Bias in Research

Boston Medical Center (BMC} and Boston University Schol of Medicine (BUSM) are committed to equi rsity and inclusion across our tripartite mission of patient care, research and education, With regards to research, embedding principles of equity, vitelity and inclusion from study inception @
through publication leads to mare innovative, creative science that improves health across diverse communities. Therefore, the Com to Reduce Implicit and Explicit Bias in Ressarch has recommended systems-level changes to identify and minimize racism, sexism and other forms of bias in research
design and reporting. Pleass see the Report from the Committee to Reduce Implicit and Explicit Bias in Research for further information.

Please complete and attach the following form. The responses to the questions in this form will be reviewsd by the Dapartment Chair/Saction Chief at the time of routing sign-off, with the goal of ensuring that the potential for bias is minimized. If you have any questions about this procass and/or
completing this form, please contact Dr. Megan air-Merritt at Megan.Bair-Merritt@bmc.org.

+ Reduction of Explicit and Implicit Bias in Research Form

‘ Add a New Document ‘ | Add Muliiple Documents:

mm__ e ——

Mo Document(s) have been zttached to this form.

In-person Interaction at BMC

You need to complete the rest of the sections in this “Initial
Review Submission Form” before you can submit it.
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