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About IRBManager

IRBManager is a web-based IRB application, submission, tracking and management system. This
system allows researchers to securely submit their IRB applications for processing by the IRB
Office.

LOGGING INTO YOUR IRBMANAGER ACCOUNT

1. Go to: https://browardhealth.my.irbmanager.com/
2. Enter your username and password
3. Click Login

{X)BROWARD HEALTH

Login

User Mame
Password
Client BrowardHealth

Remember Client

Forgot Password?

Don't have an account?
Click here to regiLster.

ights Reserved.

-2017 Tech Software. Al
ase/f 4 Z BOcS5f822ddb6962abDB8E3E)

cef64T7SAfc4Bfaa?ER

Page generated in 0.020 seconds.

If this is your first time doing research at Broward Health, you must request access to
IRBManager by completing a request for a new account.

Note: If you are an employee of Broward Health, you MUST use your Broward Health email
address when registering for an IRBManager account. If you are an affiliate with Broward
Health and do not have a Broward Health email address, you MUST use your professional email
address.


https://browardhealth.my.irbmanager.com/

HOME PAGE

After you log into IRBManager, you will be directed to IRBManager’s home page. Depending on
your role(s) (i.e. researcher, IRB Member, IRB Administrator), within IRBManager, you will see

slightly different menus.

You can return to the home page at any point by clicking the Home button m'

(X)BROWARD HEALTH

Actions

Start xForm
shy

Recent Items

2015-43-BHMC
2017-048-BHCS
2017-056-BHCH
2017-050-BHCS
2017-010-BHMC
2017-006-BHMC
2017-007-BHMC

Messages

Welcome to IRBManager
at BrowardHealth

Useful Links

CITI Training Registration
and Log In

Sponsor's Study Id |,

My Studies
Studies (20 Active)

B

You are associated with 20 active Studies and 38 total Studies.
© You are the PI for 20 active and 36 total Studies.

© You are the Sub-Investigator for 0 active and 1 tetal Studies.
You are the Study Coordinator for 0 active and 1 total Studies.

B

xForms (51 Active)

© You have 27 unsubmitted xForms,

© You have 24 xForms being processed at 2 later stage.
© There are 3 xForms awaiting your attention

Events (67 Open)

only show events where I am: v

M vou have 2 Amendment events.
You have 17 Change In Personnel events.

M You have 6 Emergency Use of a Test Article events.
‘You have 5 Exemption Application events.

[l You have 22 Initial Review events.
‘You have 6 Non Reportable Event events.

My Documents & Forms
0 User Attachments
71 xForms

Left Side

M vou have 5 Progress Report events.
[l You have 2 Reportable Event events.
You have 67 Total Open events

My Studies (20 Active)

Find Study (Ctrl+Q)
Take a tour... Help Investigator's Settings Sign off

Notices

Welcome to Broward Health
Institutional Review Board
Meetings are held on the 2nd Wednesday of each month at 8:30

am
Broward Health Medical Center

Submission Deadline  Meeting Dates

12/21/2016 01/11/2017
01/19/2016 02/08/2017
02/16/2017 03/08/2017
03/16/2017 04/12/2017
04/20/2017 05/10/2017
05/18/2017 06/14/2017
06/22/2017 07/12/2017
07/20/2017 08/09/2017
08/17/2017 09/13/2017
09/21/2017 10/11/2017
10/19/2017 11/08/2017
11/14/2017 12/13/2017

4 Submissions te Full Board are due no later than 2rd Thursday each month to

be eligible for board review the following month. To ensure submissions are
reviewed in a timely manner, investigators are encouraged to submit
documents when they are received to allow extra time for any needed
changes and ensures timely turnaround for document approval.

If you have questions or concerns contact the IRB staff at 954.355.4358 or
4941, For additional assistance contact the Human Research Protections
Director at §54.468.8508.

study ~  site ¢ PL + Title + Expires ¢ Status +

2015-  Broward Health Medical | Principal, | CV185316: An Open-label, 2x2 Factorial, Randomized Controlled, Clinical Trial to Evaluate the Safety of Apixaban vs. Vitamin K Antagonist and Aspirin vs. Aspirin Placebo in Patients  05/16/2018 Open to

43- Center Investigater  with Atrial Fibrillation and Acute enrollment -

BHMC Enrolling
Subjects

2017-  Broward Health Medical | Principal, | The effect of 100%pure Lavender Oil (doTERRA) hand massage on perceived quality of sleep in medical surgical patients in an acute hospital setting. 02/12/2018 Open to

006- Center Investigator Enrollment -

BHMC Enrolling
Subjects

On the left side of the screen you will see a menu which includes the following:

(X)BROWARD HEALTH

Actions

Start xForm
Show Sponsor's Study Id

Actions Depending on the page you are viewing, the
sections in this category will change. On some
pages you will be able to add an attachment or
an xForm, or send an email. [Done] will
typically take you to the previous page.

Recent Will display any recently viewed items.

Items

Messages Will display important messages from the IRB

Office.

Recent Items

2015-43-BHMC

2017-048-BHCS
2017-056-BHCH
2017-050-BHCS
2017-010-BHMC
2017-006-BHMC
2017-007-BHMC

My
documents
and forms

User attachments — will display any
atachments not associated with a specific
event or study within IRBManager.
xForms — allows you to start a new IRB

that you are associated with.

Messages

Welcome to IREManager
at BrowardHealth

Useful Links

CITI Training Registration
and Log In

application and will also display any application

My Documents & Forms
0 User Attachments
71 xForms



Center

Information and status updates pertaining to your applications will be displayed in the center of
the screen.

My Studies
Studies (20 Active)

© You are associated with 20 active Studies and 38 total Studies.
© You are the PI for 20 active and 36 total Studies.
°
°

You are the Sub-Investigator for 0 active and 1 total Studies.
You are the Study Coordinator for 0 active and 1 total Studies.

.

xForms (51 Active)
© You have 27 unsubmitted xForms.
o You have 24 xForms being processed at a Iater stage.

o There are 3 xForms awaiting your attention.

Events (67 Open)
Only show events where Tam: hd
M vou have 3 Amendment events.
You have 17 Change In Personnel events.
M You have 6 Emergency Use of a Test Article events.
You have 5 Exemption Application events.
[l vou have 23 Initial Review events.
You have 6 Non Reportable Event events.
. You have 5 Progress Report events.
[l vou have 2 Reportable Event events.
You have 67 Total Open events

My Studies (20 Active)

Studies Summary information about your studies.
xForms List of forms that have not been submitted and forms that have been submitted.
Events Open events on your studies. The events section on the dashboard shows that

submissions open by name of the event (Initial submission, Progress Report,
Amendment, etc.)

Events (67 Open)

Only show events where I am: v
B vou have 3 Amendment events.
You have 17 Change In Personnel events.
B You have 6 Emergency Use of a Test Article events.
You have 5 Exemption Application events.
B vou have 23 Initial Review events.
You have 6 Non Reportable Event events.
. You have 5 Progress Report events.
B vou have 2 Reportable Event events.
You have 67 Total Open events

My Studies Your active studies.

My Studies (20 Active)
Study ~ Site




Right Side
The right side menu includes the following:

Find Study Will enable you to search for

a specific study.

Take a tour... | Will provide you with a high
level tour of IRBManager.

Help For assistance, please
contact the IRB Office at
irb@browardhealth.org.

Settings Enables you to change your

account information.

Sign Off Sign off will sign you out of

IRBManager.

STUDY/PROTOCOL PAGE

Find Study (Ctrl+Q) E

Take a tour... Help Investigator's Settings Sign off

Notices

Welcome to Broward Health

Institutional Review Board
Meetings are held on the 2nd Wednesday of each menth at 8:30
am
Broward Health Medical Center

Submission Deadline Meeting Dates

12/21/2016 01/11/2017
01/19/2016 02/08/2017
02/16/2017 03/08/2017
03/16/2017 04/12/2017
04/20/2017 05/10/2017
05/18/2017 06/14/2017
06/22/2017 07/12/2017
07/20/2017 08/09/2017
08/17/2017 09/13/2017
09/21/2017 10/11/2017
10/19/2017 11/08/2017
11/14/2017 12/13/2017

Submissions to Full Board are due no later than 2rd Thursday each month to
be eligible for board review the following month. To ensure submissions are
reviewed in a timely manner, investigators are encouraged to submit
documents when they are received to allow extra time for any needed
changes and ensures timely turnaround for document approval.

If you have questions or concerns contact the IRB staff at 954.355.4358 or
4941. For additional assistance contact the Human Research Protections
Director at 954.468.8808.

From the Home page, you can view all studies you are involved with by clicking on the study

number (in blue) under the section “My studies”.

My Studies (20 Active)

Study + | Site s PI 4 Title 4 Expires & Status
2015- Broward Health Medical  Principal, CV185316: An Open-label, 2x2 Factorial, Randomized Controlled, Clinical Trial to Evaluate the Safety of Apixaban vs. Vitamin K Antagonist and Aspirin vs. Aspirin Placebo in Patients 05/16/2018 Open to
43- Center Investigator with Atrial Fibrillation and Acute Enroliment -
BHMC Enrolling
Subjects
2017-  Broward Health Medical  Principal,  The effect of 100%pure Lavender Oil (doTERRA) hand massage on perceived quality of sleep in medical surgical patients in an acute hospital setting. 02/12/2018 | Open to
006- Center Investigator Enroliment -
BHMC Enrolling
Subjects


mailto:irb@browardhealth.org

VIEWING ALL AVAILABLE QUESTION OPTIONS

If you wish to view all available options in the IRB Application form, you can complete the
following steps below.

1. Once signed into IRBManager, under the heading “Actions”, click on “Start xForm”.

Actions
Attachments (3)

Send EMail /
Start xForm
xForms (1)

Done

2. Click on the printer icon located next to the applicable form.

Select xForm to start

>
1
=3
=]
=

Form (Click Yo start)

Conflict of Znterest Disclosure Form

Mation for Exempt Research/Not Hurr
Edughtion & Training Form

ergency Use of a Test Article

IRB Member Self Evaluation

New IRBManager User Application

New Study Application

Nen-Study Specific Ttem form

S R

Single Patient Expanded Access including Em

3. This will open the form and display all available options for each question.

3. Study Type: (Required)
= Check one or mare of the following items from the lst o chack boxes prasented:

“hudiofVideo Recording *Case Report <Data Collection “Database Deception =Device <Drug <Educational Inervention 2Expanded Access/Compasslanate Use 2Focus Group =Genstics =Humanitarian Use Device (HUD) #Internet Based
Research “Interventional $Interviens <Investigational Device Exemption (IDE) 20bservational *Prospective $Registry Retrospective “Retrospective Record Review =Surveys/Questionnaires #Tissue/Biologics *Translational

STARTING A NEW IRB APPLICATION

You can start a new IRB application by following the instructions below.

1. From the home page, click on “Start xForm” under the section “Actions” located on the left-
hand side of the screen.



Actions

Show Sponsor's Study Id

Next, you will choose the application that you wish to complete.

Select xForm to start

Action  Form (Click to start) ¥ Description

= Determination for Exempt Research/Not Human Subject Research Complete this form if you believe that you
& Education & Training Form This form is used to update CITI Certificati
= Emergency Use of a Test Article Use this form to request or report the Eme
= IRB Member Self Evaluation IRB Member Self Evaluation

& Mew IRBManager User Application This form is used to request an IRBManag:
=) Mew Study Application Use this form to submit a new study applic
= Mon-Study Specific Item form Use this form to submit non-specific resea
& Significant Financial Interest Disclosure Form Complete this form ONLY if you are disclos

Guidance for most questions can be found next to the question.

Is this study being conducted under an IDE (investigational device exemption)? (Reguired) View Audit

Yes Approval of an IDE application by
® No device use in this study is signifi

Has the FDA confirmed and provided documentation that use of

the FDA means that the FDA agrees the
ant risk.

the device is exempt from IDE requirements or considered non- Note: Documentation of 510k clearance is not documentation of device
significant risk? (Reguired) exemption.
® Yes

Mo

OR by hovering your mouse over “Show Help”

Show Help ot view Audit ‘

The study of* | Drug - A substance manufactured via chemical process and intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease OR (other than food)
he FDA for us¢ intended to affect the structure or any function of the body of man
ssionate use Biological Product - A substance manufactured via biological process and otherwise
meets the above definition of a drug; includes a wide range of products such as
vaccines, blood and blood components, allergenics, somatic cells, gene therapy,
tissues, and recombinant therapeutic proteins
Dietary Supplement - A product taken by mouth that is intended to supplement the
diet and that contains one er more dietary ingredients.
Medical Device - An instrument, apparatus, implement, machine, contrivance, implant,
in vitro reagent, or other similar or related article, including any component, part, or
accessory, which is intended for use in the diagnosis of disease or other conditions, or
in the cure, mitigaticn, treatment, or prevention of disease, in man or other animals,
OR intended to affect the structure er any function ef the body of man or other
animals, and which does not achieve its primary intended purpeses through chemical
action within or on the body of man or other animals and which is not dependent upon
being metabalized for the achievement of its primary intended purposes.
Food - Articles used for food or drink (or for compenents of such articles) and intended
for use in the diagnosis, cure, mitigation, treatment or prevention of disease.
Cosmetic - Articles (except soap) intended to be rubbed, poured, sprinkled, or sprayed
on, introduced into, or otherwise applied to the human body or any part thereof for
cleansing, beautifying promoting attractiveness, or altering the appearance (and any
component of any such articles) AND intended for use to affect the structure or
function of the body or to prevent, treat, mitigate, cure, or diagnose a disease.

ication by the F
is significant ri

When you are completing the IRB application, IRBManager will provide you with any “issues” that it
detects with the form as you progress. The “issues” will be listed at the top of the screen for your review
and correction.

The following issues exist. Click on an issue to jump there.
+ 1. How subjects will be identified - Required.
+ 2. Sources of Information for Identification - Required.
+ 3. Initial Contact of Potential subjects - Requirad.
+ 4, Recruitment Circumstances - Required.
+ 5. Recruitment materials - Required.



The buttons locate on the bottom of each section will help you navigate through the
application. Your work in IRBManager is saved each time you click the buttons [Next],
[Previous], or [Save for Later] located on the bototm of the page.

View Attachment Questions
View Questions with Notes
View Changed Responses

[Next| [Save for Later| |More »| View as PDF

Previous Takes you to the previous section.

Next Will move to the next section. If there are any required
questions which have not been answered you will not be able to
proceed to the next section until the questions have been
answered.

Save for Later Saves your progress and allow you to return at a later time to
complete the application.

View Attachment Questions | Views attachments.

View Questions with Notes | View questions which contain notes.

PDF Creates a PDF of your form.

STARTING A NEW APPLICATION FOR SUBMISSION

Things to consider:
9 All Principal Investigators, Sub-Investigators and Key Research Personnel must have an
IRBManager account before being listed anywhere in the application.
9 Application questions are asked in different formats, such as short answer, check boxes,
drop down menus etc.
9 The [Add Note] link allows you to leave notes for the reviewer or IRB Office on a specific
qguestion (s).

Once all of the required questions have been answered, IRBManager will allow you to advance
to the submission screen.

You've completed the form. You can now either save the form for later revision, or submit it.

Save for Later Prink Submit




You must click the “submit” button to advance the form to the next person/office in the
review chain. If you choose any other action other than “submit,” the form will remain in your
list of unsubmitted xForms and will not reach the IRB Office. The form will automatically route
to the next person in the chain after you click the submit button.

Note: Once submit is pressed, you will not have the opportunity to make any changes to the
form unless it gets returned to you by someone further down the approval chain (Principal

Investigator, IRB Office, etc.)

Submitting an application on behalf of a Principal Investigator (PI)

If someone other than the Pl submits the application xForm, the Pl will receive an email
informing them that they need to review and approve the submission in order for the
application to be submitted to the IRB Office for review. Only the Pl can submit the form

forward to the IRB.

A New Study Application has been submitted on your behalf and requires your review and signature. Please log in to IRBManager to review and sign the form

Submitted by: Prospect, Dawn MHSA, CHRC, CIP
Study Tile: Test the full board functionality

Please click on the following link to access the form: New Study Application

‘fou can use the add note feature to applicable questions to add any notes that you wish to be communicated to the submitter or to the IRE. You can also use this feature to add any changes that may be required. At the end of the form, you will be able to summarize the changes and
send the application back to the submitter to make the required changes

Thank You,

After the Pl reviews the xForm and attachments, they can save the form for later, print a copy,
return the submission to the submitter to make changes, or accept the application and submit

to the IRB by entering their password in the “Submit” box.

My Studies

Studies (20 Active)

o You are associated with 20 active Studies and 38 total Studies.
e You are the PI for 20 active and 36 total Studies.

= You are the Sub-Investigator for 0 active and 1 total Studies.

o You are the Study Coordinator for 0 active and 1 total Studies.

xForms (51 Active)

= You have 27 unsubmitted xForms.

o You have 24 xForms being processed at a later stage.
|u There are 3 xForms awaiting your attention. |

Approval of the submitted application by the PI

10



1. Once the Pl has reviewed the application and made any notes where applicable, they will click
on the [Next] button located on the bottom of the screen.

2. The Pl review screen will be displayed, allowing the PI to either sign off on the application or
sent the application back to the submitter for revisions.

After reviewing the submission on the previous page, is it ready for submission to the IRB? (Reguired) Add Mote  View Audit

Ready for submission

Changes Required

[Previous| [Next| [save for Later| |More »|

3. On the Pl review screen, you would select “Ready for Submission” in order to approve the
application and allow the application to progress to the next stage.

4. The Outside Interest Disclosure Screen will appear. You are required to disclose any Outside Interests
that you may have that could be. Click [Next]

@uomass i

5. On the next screen you will be required to enter your IRBManager password in order to sign off on the
application.

6. Click [Next}

7. Click [Submit] in order to complete your sign off, approval, and review of the application.

Form Completed

You've completed the form. You can now ei o e form for later revision, or submit it.
Go Back| |Save for Later| |[Print| ||Submit|

CHECKING ON THE STATUS OF YOUR APPLICATION

If you wish to check on the status of your IRB application, please follow the instruction below.

1. Once logged into IRBManager, from the home page, click on your xForms “being processed at a
later stage”.

11



xForms (51 Active)

e You have 27 unsubmitted xForms.

o You have 24 xForms being processed at a later stage.

= There are 2 xForms awaiting your attention.

2. You can check the status of your IRB application by looking at the “stage” column next to your

application.

Initial Application Stage

Stage Description

Data Entry

Application has been started by the submitted.
It has not yet been submitted to the IRB.

-or-

Application has been returned by the Principal
Investigator, or IRB Office for revision

Principal Investigator COl and Signature

Awaiting Principal Investigator sign off on IRB
application, if someone other than the principal
investigator is submitting the protocol (e.g
regulatory team)

Pre-Review

Application is submitted to the IRB Office. A pre-
review is conducted to determine if the
application is complete and ready to be
reviewed.

Outside Interest Disclosure & Acceptance of
Duties

Awaiting outside interest disclosure and
acceptance of study duties by everyone listed as
a sub-investigator and key research personnel
on the study.

Outside Interest Review and COIl Determination

A member of the study team has disclosed an
outside interest and the submission is awaiting
review by Corporate Compliance on whether or
not it constitutes a conflict of interests.

Regulatory Review

The application is being reviewed to ensure that
it meets the requirements of the regulations.
The review level is determined at this stage.

Facilitated Review

For submissions where an external IRB is the IRB
of record — the submission is undergoing review
by an IRB member.

Post Facilitated Review

For submissions where an external IRB is the IRB
of record — review has been completed by an

12




IRB member and pending additional actions by
the IRB Office.
Post Expedited Review The submission has been deemed eligible for

expedited review — Submission has been sent to
the expedited reviewer. IRB Office is awaiting
completion of the review.

Full Board Review The submission requires Full Board review and is
awaiting review at a Committee meeting

IRB Member Verification of Conditions The submission was approved with conditions,
the conditions were addressed by the study
team and now awaiting final approval by an IRB
member.

Post Full Board Review The submission has been reviewed by the Full
Board and the submission is awaiting processing
by the IRB Office.

Expiration Date(s)

If you wish to check the expiration of your IRB approved studie(s), you can do so from the home
page. Expiration dates are listed at the bottom of the home page next to the title of the study. The
Principal Investigator and the person listed as Primary Key Research Personnel will receive
continuing review reminders at 90, 60 and 30 days prior to the study’s expiration date.

My Studies (20 Active)

Study ~ Site + PI 4 Title

2015- Broward Health Medical  Principal, CV185316: An Open-label, 2x2 Factorial, Randomized Controlled, Clinical Trial to Evaluate the Safety of Apixaban vs. Vitamin K Antagonist and Aspirin vs. Aspirin Placebo in Patients | 05/16/2018 [Open to
43- Center Investigator with Atrial Fibrillation and Acute

BHMC

2017- Broward Health Medical  Principal, The effect of 100%pure Lavender Oil (doTERRA) hand massage on perceived quality of sleep in medical surgical patients in an acute hospital setting.

006- Center Investigator

BHMC

RETURNING TO YOUR APPLICATION IN PROGRESS

1. Click on “You have #unsubmitted xForms.”

My Studies

Studies (20 Active)

© You are associated with 20 active Studies and 38 to
© You are the PI for 20 active and 36 total Studiga
d 1 total Studies.

ive and 1 total Studies.

: ° You are the Sub-Investigater for 0 active

o You are the Study Coordinator for 0
xForms (51 Active)

o You have 27 unsubmitted xForms.
o You have 24 xForms being processed at a later stage.

o There are 3 xForms awaiting your attention.

2. Next, you will click on the form in order to pick back up with completing the application.

13



REVISING YOUR SUBMITTED APPLICATION

1. After you have submitted your application, you may be notified by the Principal Investigator
and/or the IRB Office that revisions are required.

2. You will receive notification iva email when revisions are needed to your IRB aplication. You can
click the link in the email, which will take you directly to the form.

Wed 8/7/2019 11:18 AM

IRB@browardhealth.org

Continuing Report - Changes Required by Regulatory Reviewer
To

A Contuing Report for the below referenced study has undergone regulatory review, and changes are required.

Record Number:
Study Title:

Principal Investigator:
Required Changes:

Please click on the following link to access the form and make the required changes: Progress Report
Thank You,

Institutional Review Board (IRB)

1600 S Andrews Avenue, Fort Lauderdale, FL 33316

t-954.355.4941 | t- 954,355 4358 | £-355-4930
http//www.browardhealth.org/pages/irb

3. Alternatively, once logged into IRBManager, you can the the IRB application which needs
attention under the xForms heading and click on “#xForms awaiting your attention.”

My Studies
Studies (20 Active)

° You are associated with 20 active Studies and 38 total Studies.
o You are the PI for 20 active and 36 total Studies.

e You are the Sub-Investigator for 0 active and 1 tetal Studies.

o You are the Study Coordinator for 0 active and 1 total

xForms (51 Active)

¢ You have 27 unsubmitted xFopasT
o You have 24 xForms Je#Tq processed at a later stage.

o There are 3 xForms awaiting your attention.

4. Next, you will select the application which needs attention from the list.
5. You can easily locate any question which needs attention by looking for any blue box as shown
below.

Entered: 08/08/19 By: Prospect, Dawn MHSA, CHRC, CIP Internal: No SO 4

Describe the setting for this educational intervention. Will be a presentation or materials etc. provided to the subjects?
How long will the pre-test, intervention and post-test last?

6. You can see a list of questions which need to be addressed by clicking on “More — View Questions

with Notes” located at the bottom of the screen.

14



Select

Action

(il i iel i el el

View Attachment Questions
View Questions with Notes
View Changed Responses

|Previous| [Next| |Save for Later| \More »| View as PDF

7. Once you have adressed each of the questions, you may resubmit the application.

SUBMITTING A PROGRESS REPORT

You will submit a progress report form in order to extend your IRB approval OR to close out your

study. Please follow the instructions below in order to complete this process.

1. From the Dashboard, under the section titled “My Studies”, click on the study you with to

complete a progress report.

My Studies {20 Active)

2015- Broward Health Medical

Study ~ Site
43- Center
BHMC

s PI # Title

Principal, CWV185316: An Open-label, 2x2 Factorial, Rar
Investigator with Atrial Fibrillation and Acute

2. Next you will see the details pertaining to the study you selected displayed.

3. On the left hand side of the screen, under heading “Actions”, click on “Start xForm”.

Actions

Send EMail
Start xForm

4. Next, click on “Progress Report”, in order to start your Progress Report for the study that you

are within.

xForm to start
Form (Click to start)
Amendment (Changes in Activiti
Change in Personnel Form
IRB Member Self Evaluapién
MNon-Reportable Evepf Form
Progress Report

Reportable Event Form

 Application

~ Description

Use this form to report changes in research activities that occur during the approval period for studies reviewed and approved by the Broward Health IRB.
Use this form when making changes to study personnel

IRB Member Self Evaluation

Use this form if you are required by your site or sponsor to submit documentation that do not meet the requirements for reporting to the IRB.

Use this form when requesting continuing review and/or repert final closure of a study.

Use this application to report events that are related, unanticipated and places research subjects (or others) at a greater risk of harm than previously known or expected.

Work through each section of the Progress Report.
After you have addressed each section of the Progress Report, you must click on the [Submit]
button to move the submission to the next stage in the review process.

You will be notified via email of any revisions and once the progress report has been approved.
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SUBMITTING AN AMENDMENT

You will submit an amendment form if you need to make any changes to your IRB approved study.
Please follow the instructions below in order to complete this process.

1. From the Dashboard, under the section titled “My Studies”, click on the study you with to
complete an amendment.

My Studies {20 Active)

Study ~ Site # PI # Title

2015- Broward Health Medical  Principal, CW185316: An Open-label, 2x2 Factorial, Rar
43- Center Investigator with Atrial Fibrillation and Acute

BHMC

2. Next you will see the details pertaining to the study you selected displayed.
3. On the left hand side of the screen, under heading “Actions”, click on “Start xForm”.

Actions

Send EMail
Start xForm

4. Next, click on “Amendment (Changes in Activities) Application”, in order to start your

Amendment for the study that you are withi

Select xForm to start

Action  Form (Click to start) escription

= Amendment (Changes in Activities) Application Use this form to report changes in research activities that occur during the approval period for studies reviewed and approved by the Broward Health IRB.

= Change in Personnel Form Use this form when making changes to study personnel

= IRB Member Self Evaluation IRB Member Self Evaluation

a8 Non-Reportable Event Form Use this form if you are required by your site or sponser to submit documentation that do not meet the requirements for reporting to the IRB.

= Progress Report Use this form when requesting continuing review and/or report final closure of a study.

8 Reportable Event Form Use this application to report events that are related, unanticipated and places research subjects (or others) at a greater risk of harm than previously known or expected.

5. Work through each section of the Amendment Form.
After you have addressed each section of the Amendment Form, you must click on the [Submit]
button to move the submission to the next stage in the review process.

7. You will be notified via email of any revisions and once the amendment has been approved.

SUBMITTING A REPORTABLE EVENT

You will submit a reportable event pertaining to an unanticipated problem or adverse event that
has occurred as part ofyour research project.
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1. From the Dashboard, under the section titled “My Studies”, click on the study you with to

complete a reportable event.

My Studies {20 Active)

Study ~ Site

2015- Broward Health Medical
43- Center

BHMC

PI # Title

Principal, CW185316: An Open-label, 2x2 Factorial, Rar
Investigator with Atrial Fibrillation and Acute

2. Next you will see the details pertaining to the study you selected displayed.
3. On the left hand side of the screen, under heading “Actions”, click on “Start xForm”.

Actions

Send EMail
Start xForm

4. Next, click on “Reportable Event Form”, in order to start your Reportable Event for the study

that you are within.

Select xForm to start

Action

Form (Click to start)
Amendment (Changes in Activities) Applicgflon
Change in Personnel Form

IRB Member Self Evaluation
Non-Reportable Event Form
Progress Report

Reportable Event Form

~ Description
Use this form to report changes in research activities that occur during the approval period for studies reviewed and approved by the Broward Health IRB.
Use this form when making changes to study personnel
IRB Member Self Evaluation
Use this form if you are required by your site or sponser to submit documentation that do not meet the requirements for reporting to the IRB.
Use this form when requesting continuing review and/or report final closure of a study.

Use this application to report events that are related, unanticipated and places research subjects (or others) at a greater risk of harm than previously known or expected.

Work through each section of the Reportable Event Form.
After you have addressed each section of the Reportable Event Form, you must click on the
[Submit] button to move the submission to the next stage in the review process.

You will be notified via email of any revisions and once the Reportable Event has been
acknowledged.

WITHDRAWING AN IRB APPLICATION

If you need to withdraw your already submitted IRB application, you will need the contact the

IRB Office via email irb@browardhealth.org or phone 954-355-4941 or 954-355-4358.

ACCESSING YOUR APPROVED STAMPED DOCUMENTS

You can access stamped documents and any IRB Office generated documents such as approval

letters and stamped consent forms by following the instructions below.


mailto:irb@browardhealth.org

My Studies (20 Active)

Study ~ Site + PI % Title

2015- Broward Health Medical  Principal, CW185316: An Open-label, 2x2 Factorial, Rar
43- Center Investigator with Atrial Fibrillation and Acute

BHMC

Next, under the heading “Events” located on the bottom of the screen, you will see details
pertaining to the study you selected displayed. Click on the # next to the heading you wish to
view the attachments. For Example: Amendment (#119) show in the image below has 7
attachments. You can click on “7” to view these attachments.

¥Events (7)

L 13
m

Event

Amendment (#119)
Amendment (#117) 5

From the attachments screen, you can download each attachment listed for your review.
Attachments on Initial Review Started 07/31/19 on 2019-015-BHMC

Attachments (4) Action Mame
Generated Docs (0) LA ) ]7 % Research Feasibility Farm
} 1 o [ [ {7 X | Protocol
_‘IJIE B | J ¥ Informed Consent Document
59 (ol 12 K | HiPAA Authorization

Attached documents will be listed under “Attachments” and any IRB Office generated documents (e.g.

Determination letters and Invoices) will be listed under “Generated Docs”.

Attachments on Event Initial Revie rted 10/17/2017 on 2017-053-BHCS

¢ Attachments (4) . MWame

| Generated Docs (1) | 2017-953.dac

1. From the Dashboard, click on the study you wish to access approved and stamped documents.
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PROVIDE OTHERS ACCESS TO MY APPLICATION

If you wish for someone else (other than the submitter) to make changes to the application, you
must add them as a collaborator with edit rights.

Add a Co-Pl or unnamed personnel

You may add a collaborator at any time during the application writing/editing stage. Adding a
collaborator will allow those added to helo you write/edit the form. Collaborators can edit,
manage, and/or submit an application depending on the level of access granted. Collaboration can
allow co-investigators or others associated with the application to assist the author of the form.

1. You may collaborate with other people by clicking on the [Collaborators] button located on the
top of the page within the application.

& Collaborators General Information \ Page 10of9

2. Next, start typing the email address of the person you wish to collaborate with on your
application.

Collaborators - % 0O X

| Add
| EMail || )
] Access |cdit [v]
Note for
Collaborator
(Add |

il current Collaborators

Ar

Collaborator - Permission

Principal, Investigator Author

3. Select the access level you wish the collaborator to have on your application.

View Only Can only view the application
Edit This will allow the person to edit the application
Edit and Manage This will allow the person to edit the form and
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invite new collaborators

Edit, Manage and Submit Thsis will allow the person to edit the form,
invite new collaborators, and submit the
application.

4. Click [Add] in order to add the person to your collaborators list. Once you click [Add], the
person added will receive an email informing them that they have been aded to the list of

collaborators for your application.

"has invited you to collaborate on a Progress Report xForm.

Additional comments were:

You can access the xForm from your dashboard, or directly at
https://browardhealth.my.irbmanager.com/xForms/4d12c¢90c-3a6f-40de-a830-b7d150989del

Remove Collaborator(s)

You can remove collaborators at any time by selecting the [Collaborators] link at the top of each

page of the appliccation and then clicking the red X under the heading “Action” in order to remove

the collaborator.

Help and Support

If you have any questions or problems using IRBManager, please contact the IRB Office at 954-

468-8908, 954-355-4941, 954-355-4358 or irb@browardhealth.org.
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