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«  When you log into the system, you will be brought to your inbox. Select on the
left side of the screen to begin creating your submission.
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« The Basic Study Information page is the first page of your new study submission.
Complete the items in this page.

= «

You Are Here: -# _IRBSubmission
_ Creating New: IRB Submission «Cotofomsmeny @) Help

Basic Study Information e

1. * Title of study:

MedStar Health

. * Short title: @

s The short title identifies the study
throughout the IRB system. Use
<— something brief but descriptive to
identify the study.

. * Brief description: @

In the Brief description, please give a summary
of the study and clearly mention what is the

research activity. Is it a chart review? Is it a
) survey? s it an interventional drug study?
-* What kind of study is this? @ If research activity is occurring only

O Multi-site or Collaborative study . ..
<— at MedStar locations, then itis a
O single-site study

Clear single-site study.

. * Will an external IRB act as the IRB of record for this study? @ ©Exit B Save Continue €
QO Yes O No Clear
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« The Basic Study Information page is the first page of your new study submission.
Complete the items in this page.

= B‘,Validate dIoComparE

Study Funding
Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Local Site
Documents

Additional
Information

When uploading a

document, click “Add”.

MedStar Health

@ Multi-site or Collaborative study

4 Gotoforms menu  f= Print w © Hep
QO Single-site study
Clear
5. * Will an external IRB act as the IRB of record for this study? @ Select Yes if there are GU affiliates
O Yes @ No Clear from the GU main campus on the
6. * Will your IRB act as the single IRB of record for other participating sites? @ < StUdy team. For other external
O Yes @ No Clear institutions, MHRI does not typically
agree to serve as the sIRB.
7. * Local principal investigator: @
8. * Does the local principal investigator have a financial interest related to this research? @
QO Yes @ No Clear
9. * Which IRB should oversee this study? s .
o G y? @ If research activity is occurring at
eorgetown IRB
@ MHRIIRB ) a GU facility (e.g., MGUH) or the
O Qatar IRB Pl is primarily affiliated with GU,
Clear the overseeing IRB should be GU.
“0. * Attach the protocol: @ Attach only protocol related
—p | + Add documents here. Other
Document Category Date Modified Document History documents can be attaChed
There are no items to display in later sections.

Q = B save
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* When uploading arevised document (as a response to clarification or for future modifications):
o Do not delete documents
= Usethe button
= This will stack newer versions on top of an older and preserve the document history.
= This also allow the IRB to easily recognize edits between the new and older version.

* Attach the protocol: @

+ Add
Document Category Date Modified Document History
[& update @5 MHRI IRB Protocol Template.docx(0.01) IRB Protocol 5/30/2024 History (%)
——
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« Add funding information to this page.

Study Funding Sources o

1. Identify each organization supplying funding for the study:

+ Add

Funding Source Sponsor's Funding |ID
There are no items to display

MedStar Health

Grants Office ID

Attachments
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«  After clicking “Add”, a new window will slide out to add the funding source.

SITY G
Add Funding Source
alth I If you cannot find your funding
o source, search alternate variations
You Are Here: jig) Example . © of the name, e.g, NlH, National
L. . * Funding organization: . :
Edltlng: STUDY000d E] Inst!tute of Health, National
Institutes of Health.

StUdY Funding Sour| 2. sponsor's funding ID: (assigned by exteral spon
If you still cannot find your funding

source, please contact the ORI staff.

Identify each organizatiorn

+ A 3. Grants office ID: (assigned internally)

Funding Source
There are no items to displayf

4. Attach files: (include any grant applications)

+ Add

Document Category Date Modified Document History

There are no items to display

If your study does not have
funding, select No Funding.

* Required [ ok [ okandAddAnother
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« Add all team members to this page.
« If you cannot find a team member in the system, it means they do not have an account.

« All team members must complete institutional requirements (e.g., and ) prior
to approval.

» See next slide for instructions on how to create an account.

Local Study Team Members ¢

Identify each additional person involved in the design, conduct, or reporting of the research: @

~+ Add

Name Roles Financial Interest Involved in Consent E-mail Phone
There are no items to display

Do not add MedStar or GU affiliates

to this section. You may use the

section to add CITI certificates or COI

+ Add paper forms.

External team member information: @ <+

Name Description

There are no items to display

For most cases, MHRI IRB will NOT
serve as the IRB of Record.

e
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How to create an account in the system

 For MedStar affiliates:

— Your manager or department head will need to submit a request in
ldentity 1Q (11Q). When submitting the request, they will select the
role titled “Pl or Study Coordinator”.

* For Georgetown affiliates:

— Please contact the Georgetown IRB Office at
Irboard@georgetown.edu.

|

edStar Health MedStar Health Research Institute

<


mailto:irboard@georgetown.edu

This page is intended to identify FDA regulated research.

Please note secondary use of data (i.e. chart or records review) may not be considered
FDA regulated research.

Study Scope o

* Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a food or dietary supplement to diagnose,
cure, treat, or mitigate a disease or condition? @

O Yes O No Clear

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian use device (HUD)?
O Yes O No Clear

Selecting Yes will open additional
pages in the IRB application.

MedStar Health
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« Add all MedStar locations where research activity will be physically conducted.
« Do not add locations external to MedStar.

Local Research Locations e

Identify research locations where research activities will be conducted or overseen by the local investigator:

+ Add

Location Contact Phone Email
There are no items to display
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« The Drugs page becomes available when you select Yes to the drug question in the
Study Scope page.

Drugs @

Attach a drug brochure or pamphlet

- . . . . .
1. * List all drugs, biologics, foods, and dietary supplements to be used in the study: <— it A AV

+ Add

Generic Name Brand Name Drug Type Attachment Name
There are no items to display

2. * Will the study be conducted under any IND numbers? @
O Yes O No Clear

Attach all other documentation

3. Attach files: (such as IND or other information that was not attached for a specific drug) @ <— related to the study drug. This will

help with the IRB review.
+ Add

Document Category Date Modified Document History
There are no items to display

e
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« The Devices page becomes available when you select Yes to the device question in the
Study Scope page.

Devices o When adding the device, upload
documentation to indicate FDA

cleared or approved indications
+ Add when available.

1. * Select each device the study will use as an HUD or evaluate for safety or effectiveness: <—

Device Humanitarian Use Device Attachment Name

There are no items to display

If requesting for an abbreviated IDE,
please provide justification that the
device is nonsignificant risk. The IRB
will determine if it meets criteria.

2. * Device exemptions applicable to this study: @
(O |IDE number

(O HDE number
(O Claim of abbreviated IDE (nonsignificant risk device)
(O Exempt from IDE requirements
Clear
Attach all other documentation
3. Attach files: (such as IDE, HDE, or other information that was not attached for a specific device) @ €4— related to the study device. This will

T help with the IRB review.

Document Category Date Modified Document History

There are no items to display

e
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Local Site Documents ¢

1. Consent forms: (include an HHS-approved sample consent document, if applicable) @

+ Add

Document Category
There are no items to display

2. Recruitment materials: (add all material to be seen or heard by subjects, including ads) @

+ Add
Document Category

There are no items to display

3. Other attachments:

+ Add

Document Category

There are no items to display

e
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Date Modified

Date Modified

Date Modified

Add all other study documents as appropriate to each section in this page.

Document History

Document History

Document History
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When uploading a revised document (as a response to clarification or for future modifications):

= This will stack newer versions on top of an older and preserve the document history.
= This also allow the IRB to easily recognize edits between the new and older version.

1. Consent forms: (include an HHS-approved sample consent document, if applicable) @

5] MHRI IRB Informed Consent Form Template.docx(0.01)

Category

Consent Form  5/30/2024 History

” Recruitment materials: (add all material to be seen or heard by subjects, including ads) @

°
o Do not delete documents
= Usethe button
Local Site Documents e
+ Add
Document
Eﬁ Update
+ Add
Document
[& Update @2 Flyer.docx(0.01)
her attachments:
+ Add
Document Category
There are no items to display
—

MedStar Health

Category Date Modified Document History

Recruitment Materials 5/30/2024 History

Date Modified Document History

Date Modified Document History
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« Complete this page.

Additional Information

1. * Is the Pl a Georgetown University Student?
O Yes O No Clear
Note — for Georgetown University student submissions, please ensure a Responsible Participant is listed on the Study Team Members page and attach a signed Responsible Participant
statement on the Local Sites Document page.

Per MedStar GME policy, trainees

cannot serve as the Pl on research

studies. Assign an appropriate Pl and

select No to this item.

2. * Is the Pl a MedStar fellow or resident? <—
O Yes O No Clear

2. * Will the research involve human subjects under the age of 18 years old?
QO Yes O No Clear

For GU IRB protocols only: If yes, click here to complete any Georgetown Protection of Minors required activities
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« Click to send you to the study homepage.
 This does not submit the study.

Final Page @

You have reached the end of the IRB submission form. Read the next steps carefully:

1. Click Finish to exit the form.

2. Important! To send the submission for review, click Submit on the next page. _

Note! Clicking “Finish” does not
submit the study.

©Exit B Save
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* Click Submit to submit your study for review.

 Only the Pl or the Pl proxies can Submit. If you would like to be listed as a Pl proxy,
please contact the Pl to assign you. The ORI staff may also assign you as Pl proxy with
an email request from the PI.

Sosit U STUDY00007011: Example

Last updated: 5/30/2024 2:06 PM Principal investigator: Timothy Rodriguez IRB office: MHRI IRB
Submission type: Initial Study Committee:
Primary contact: Timothy Rodriguez IRB coordinator:

Next Steps Pl proxies:

Edit Study

Review Complete

Printer Version

* Submit

&+ Assign Home IRB

" Re“iew
' Clarification ' ' Clarification ' ' Modifications '
Requested Requested Required
& Assign Pl Proxy

& Manage Guest List

B Filter by (2] Activity ¥ | Enter text to search “ + Add Filter e
Add Related Grant
O AdG ! Activity Author ~ Activity Date
ommen
B Study Created Rodriguez, Timothy 5/30/2024 11:39 AM

@ Discard

£+ Manage Tags

ot
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« After clicking Submit, the status in the orange box should indicate “FPre-Review”.

STUDY00007011: Example

d IRB: 5/30/2024 2:38 PM Principal investigator: Timothy Rodriguez IRB office: MHRI IRB

pdated: 5/30/2024 2:38 PM Submission type: Initial Study Committee:
Primary contact: Timothy Rodriguez IRB coordinator:

PI proxies:
IRB ReView
‘ Clarification Clarification Modifications
Requested Requested Required
&+ Assign Pl Proxy

e (RN N e W e
& Assign IRB

Next Steps

View Study

&+ Assign Coordinator

Review Complete

&+ Assign Home IRB

% Manage Ancillary Reviews Filter by (2} Activity ¥ | | Enter text to search n < Add Filter e
% Manage Guest List Activity Author v Activity Date

Add Related Grant -~ Submitted Rodriguez, Timothy 5/30/2024 2:38 PM

¢ Add Comment Study Created Rodriguez, Timothy 5/30/2024 11:39 AM

& Withdraw

@ Discard

£¥ Manage Tags

e
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Congratulations! You have successfully submitted to the MHRI IRB.

It’s how we treat people. MedStar Health
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